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Bachubally Piperacillin/Tazobactam).
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* Thude vo tring:

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

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

* Thubc khong vo trung: vién nang
cung; dang bao ché rin (thuéc bot, thude
cdm, pellet); vién nén.

* Thudc sinh hoc: Thudc céng nghé sinh
hoc (DNA/Protein tai to hop); cac thudc
sinh hoc khac (Protein tai t6 hop, khang
thé don dong; cytokines)

* Duogc chat: duoc chat cong nghé sinh
hoc khac:protein tai t6 hop, khang thé
don dong, cytokines.
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No. 50,
Kgyarambedu * Thubc khong vo tring: vién nang UK GMP Unlt.eq Kingdom's
Village, , A A 1A A 2R -9 31201 ~ . medicines and
Medopharm ciing; vién nén; thuoc bdt kho dé pha S — —
. Guduvanchery x ) Insp GMP| o S Healthcare
11 Private hoén dich uong. o Q Q
. Chengalpet L £ , =) 31201734 | & X Products
Limited . |* Thudc sinh hoc: Thudc chia beta-| § & =
District, Tamil lactam 9094- Regulatory
Nadu, In-603 203, ' 0005 Agency MHRA
India
* Thude vo tring:
+ Thudc san xuat vo trung: dung dich
52 rue Marcel et T‘,}(;IC tgler}:. :c?te FlCh nh?.;' q dich thubel & a s French National
Jacques Gaucher,| ., u0;c ,1¢ rng CI%OI' Hng Gieh thuoe) = HPF/FR2| & N Drug and Health
18 CENEXI tiém thé tich nho (chtra sulphonamides). | @ = =
94120  Fontenay|, Thude kho 5 trine: Vie =) 00/2012 | = =2 Products  Safety
Sous Bois, Phap uoc Khong o tung: VG hang| m b < Agency (ANSM)

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




* Thude vo tring:

+ Thubc san xuat vo trung: thuc dong
kho; dang bao ché ban rén; dung dich
thudc tiém thé tich nho; thudc cdy ghép
dang rin; thudc san xuét vo trung khac

(thudc bot, thuéc kim t& bao,
Cephalosporin va thiét bi tiém khong
Kingfisher Drive, kim tle;m)'m . .. ) B UK MIA United Kingdom's
; + Thudc tiét tring cuoi: dung dich thuoc 17857 .
Covingham, fiem the tich nhe. thuée tidt tri | e Insp S s medicines and
Pathe UK|Swindon, tem the tch nho, thuoc hiet trung cuot) > < < Healthcare
28 | aeon winee khac (chét kim té bao, thubc dip). S |gMP/IM | S a
Limited Wiltshire, =~ SN3 B N o 2 ) =) S Products
.. [* Thuoc khong vo trung: vién nang| D P = =S
5BZ, United| | . . A . o~ 3 Regulatory
. ciing; thuéc khung tham; thudc dung 17857/10
Kingdom >’ . . ] Agency MHRA
ngoai dang 16ng; thudc udng dang long; 036-0027
dang bao ché rin khac; dang bao ché ban
ran; thudc dan; vién nén; thudc khong vo
trang khac (thube dap).
* Thudc sinh hoc: ché phém tor mau;
thudc mién dich; thudc diéu tri gen;
thudc cong nghé sinh hoc; thudc ngudn
gbc tir ngudi hodc dong vat.
Haupt Pharma ThAuocAkhcing‘ vo trA’ung‘ chli’a lfhang sinh;
chat doc t€ bao/chat kim té bao; hormon
Amareg GmbH PP . £ | e DE BY_ |« "
Haupt Pharma va cac chat co hoat tinh hormon, chat S = —_ 2
Donaustaufer X 1 o , P 04_GMP | & o Co quan tham
29 Amareg mién dich:: vién nang cimg; thudc dung| @ N Q A s
Strabe 378, 93055 . \ Z 4 . =) _2012_00| K = quyén DPuc
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Regensburg, K P K . P 91 =)
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Newlink  Road, [kho; thudc bot pha tiém. = S S |Healthcare
30 Pharma ) z . R . ) Insp GMP| & N
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31 * Nguyén liéu sinh hoc 1am thuoc. Q = Q Pharmaceutical
02-516 05-850  Ozarow|, Thubc sinh hoc: thudc cong nghé sinh| 40221236/ o 3 Inspector, Poland
Warsaw, Mazowiecki, hoc T & Nehe o 12 S © P ’

Poland Poland )
Teva Teva Operations Thquc lfhong Vc‘>.trung: \jlen nang cu;ng; . GIFIW- | - .

. Poland Sp. Z 0.0. |thu6c dung ngoai dang long; thube uong| S > = Main
Operations ) X R 1A , N- Q K .
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00 p- 31-546 Krakow, (thuéc cdm pha hdn dich uéng); vién B 12 g % Inspector, Poland
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Les « z R A a Y a s National Agency
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38 : Saran, 45520|cting; dang bao ché ran, vién nén (tai che| @ 3 =
Servier Gidy, France chéit déc té bio) B 85/2012 g = Health Safety
Industrie ’ i = s (ANSM)

grlankland Road, UK MIA Unzlt.eq Kingdom s
Catalent  UK| air((i)ve, * Thubc khong vo tring: Vién nén, vien| & 14023 |2 = g‘: ftcﬁnerse an
43 Swindon lelt h(.)n, SN5 nén dong kho (Zydis) o Insp GMP g g p il cta
Zydis Limited |2 > 2% Thudc sinh hoc: Thube midn dich 2 1402345 |Q q | rocuen
8RU, United 740012 N N Regulatory
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Khasra No.
1342/1/2,
Hilltop UK .
Industrial Area, GMP Uplted ,
.. Kingdom's
Jhramajri, A 24881 ~ - medicines  and
._._.|Village Bhatoli[* Thudc khong vo tring: vién nén; = Insp S )

50 |USV Limited . Lz Q0 q Q  |Healthcare
Kalan, Baddi,|thudc com . ) GMP = = Products
Tehsil Nalagarh, H 24881/4 | - Reulato
Himachal 415033- N i‘;c h‘;[yHRA
Pradesh, District 0001 gency
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Dhirubhai i " UK GMP United Kingdom's
. .. |Ambani Life[* Thuoc khong vo6 trung: Vién nang ..
Reliance life| . , n , £ A D 41432 a v medicines and
. science centre|cing; vién nén; Thudc ung thu (Vién| 5 = —
sciences . N . A e Insp GMP| & K Healthcare
2 . . .. |{(DALC) Thane|nén va vién nang cung: Vién nén|g S a
private limited oo A , . | S 41432/66 | = ) Products
Belapur road|Capecitabine, vién nén Imatinib, vién|{5 NS =
(plant 6) . , . 18812- — oo Regulatory
rabale Navi|nang cing Temozolomide).
Mumbai IN- 0001 Agency MHRA
* Thudc v tring:
Hameln + Thudc san xuat vo tring:
Pharmaceuticals | Dung dich thudc tiém thé tich 16n;
- Dung dich thudc tiém thé tich nho; =) DE NI 0|« e
Hameln Gmbh x o 0 = = ¢ R
. - Hon dich ] 2 GMP_ | g N Co quan c6 tham
4 Pharmaceutica|Langes Feld 13 PR . [ N N A ,
+ Thuoc ti€t trung cuoi: S 2012 000 | v N quyén cua buc
s Gmbh 31789  Hameln , PR . .15 = Q
- Dung dich thudc tiém thé tich lon; 4 N gl
Lower Saxony ; £ ien X, \
Germany dung d}ch thudce tiém tl}e tlcll nho. ,
* Thuoc sinh hoc:Thudc mién dich (Vac
xin vi rat bét hoat)
Frankland Road UK MIA United Kingdom's
Catalent UK|P128r0Ve * Thubc khong vo tring: Vién nén, vién| 2 14023 |2 .2 |medicines and
. Swindon A . . i K K Healthcare
6 Swindon Wiltshir SN5 nén dong kho (Zydis) =9 Insp GMP| 5 S Product
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* Thude vo tring:

+ Thubc san xuit vo trang: Thudc dong
kho (hoc mén va cac chat co hoat tinh
hoc mén); thude tiém thé tich nho (hoc
moén va chit co hoat tinh hoc mén)

Vetter  Pharma- O Z.
Fertieun + Thudc tiét trung cuoi:
Vetter Pharma gung - Thudc tiém thé tich nho (hoc mén va =) DE BW |~ “
) Schutzenstr. 87| ., , , K 0 — — 2
8 Fertigung und 99-101 chat c6 hoat tinh hé¢c mon) o 01_GMP | & = Co quan tham
GmbH & Co. 28212 ’[* Thube sinh hoc: = _2012 00| R O quyén DPuc
KG - Ché pham tir mau: ché pham tir huyét © 54 S ©
Ravensburg,
German thanh’
Y - Thube mién dich'
- Thubc cong nghé sinh hoc (héc mon va
chat c¢6 hoat tinh hoc mon)'
- San pham c6 ngudn gdc tir ngudi hodc
dong vét.
* Thuoc khong vo trung: Vién nang
40 Boulevard de|cing; thudc udng dang long; dang bao ) S s French National
9 Patheon Champaret 38300|ché rin; thudc phun mu; vién nén (chira 2 HPF/FR/1| S S  |Drug and Health
France Bourgoin Jallieu,{hoc mon) S 83/2012 | § Products  Safety
france * Thude sinh hoc: Vién nang cimg chtra © — < Agency (ANSM)
bao tir vi khuén.
Giay
chung
San phim thuéc bot pha tiém Bitazid nhan = g
(Ceftazidime for Injection 1g) Gmp:  |§@ 8§
+ (Co s san xuat: Hikma Farmaceutica DE NW_ [% S
Sanavita Lohstrasse 2, D-|(Portugal, S.A. - Estrada do Rio da Mo E 01 GMP | = = g Co quan  thim
10 . 159368 Werne,[n. 8, 8A, 8B - Fervenca, 2705-906| Q9 2012 00|& & ([Q A d ,
Pharmaceutica - = -z &le quyén Dic
Germany Terrugem SNT - Portugal) o 01 O 93
Is GmbH , Z . . .z o &
+ Co s& xuat xuong: Sanavita Giay < g
Pharmaceuticals GmbH ) CPP: 2 é;
24.05.01. |2 =z
11.6223-

0094
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12

13

PT.
Farrma

Sanbe

Co so 1: L
Industri 1/9,
Cimahi, Bandung
Indonesia.

* Thudc khong chira khang sinh, chat
tranh thai, hormon sinh duc va chit kim
té bao: vién nang cimg; vién nén; vién
bao.

* Thubc khang sinh (khong bao gdém
khang sinh beta lactam khac va cac dan
xuat): vién nang cung; vién nén; vién
bao; thudc ubng dang 1ong.

* Thudc udng khong chira khang sinh
dang long; vién bao chira hormon sinh
duc va chét tranh thai; vién nén chta
hormon sinh duc va chit tranh thai.

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

* Thudc chtra penicillin va dan xuat
(khong bao gdm cac khang sinh
betalactam khac va din xuét): vién nén;
vién nang cting; vién bao; hon dich kho
ubng; thude bot vo trung pha tiém.

* Thudc chira Cephalosporin va dan xuét
(khong bao gom khang sinh beta lactam
khac va dan xudt): vién nang cing; vién
bao; hon dich kho uéng; thube bot vo
trung pha tiém bao gdm ca dan xuit
penem.

Co s6 3: JL
Industri
Cimareme No. 8,
Kompleks
Industri
Cimareme,
Padalarang,
Bangdung
Indonesia.

* Thubc vo tring khong chira khang
sinh (khong bao gém chét tranh thai,
hormon sinh duc; chit kim té bao): thube
bot vo trung; thudc tiém.

* Thubc khang sinh (khong bao goém
beta lactam khac va dan xuét): thudc bot
vO tring pha tiém; thudc pha tiém vo
trung; thudc tiém truyén; thudc tiém;
thubc nho mét vo trung; thudc md tra
mit vo tring; thude nho tai vo tring.

* Thubc vo tring khong chira khang
sinh: thudc m& tra mat; thudc nhii twong
béo; thudc nho mit; thude tiém truyén vO
trung; thudc nho tai.

PIC/s-GMP

PW.01.02
.331.10.1
2.6172

19/10/2012

10/19/2014

National Agency

For Drug and
Food Control,
Indonesia




Lindopharm

Lindopharm GmbH T.Iiu()c %{héng \16 trflrig: Viéfl na}ng c(rng; E ]O)?F_ _CI}\II\EIK;_ % é Co quan thim
20 GmbH Neustrabe 82, vién nén; thu(’)c k,hong vo trung khac| O 2012 00| = quyén Ditc
40721  Hilden,|(thudc bot, thubc cdm). 2 2 3 Q
Germany i i i
Fresenius Estermannstrabe Zag;;l;rfg khong vo tring: thubc udng E INS- g g ﬁ/llésdtiré?r?es and
23 Kabi Austriall17 - 4020 Linz,|," o, L, P - 1@ 480019- | & g . .
GmbH Austria San xuat cdc chat khac: lactulose;| 5 0011-011 g = Medical Devices
hydroxyethylstarch; sinistrin. H — — Agency (AGES)
Fresenius Rapsgatan 7| Thuoe .V6 trl‘nlg: .tPu()c ;tié,t m‘l?g cuoi: E 24:2011/5 % g Medical Products
31 . Uppsala, 75174,|dung dich thudc tiém thé tich 16n; dung|©@ Ris Q
Kabi AB Swed dich thude tidm thé tich nh ) 52108 = < Agency, Sweden
weden ich thudc tiém thé tich nho. o * S
*Thudc vo trung:
- Thudc san xuét vo trung: Thudc dong
khfS chira chét déc,té béor Thudc tiém . o -
Actavis  Italy Via Passteur, . 10-|thé tic? nh(:) Chl:Ia chétf(f)c € bA’éo e 2 > IT/251- § § Italian Medicines
37 Spa 20014 Nerviano|- Thuodc tiét trang cudi: Thuoc tiém the| @ 212012 | = = Agency AIFA
b (MI) Italia tich nho chira chat doc té bao, héc mon B § E
sinh duc.
* Thudc khong vo trung: Thudc udng
dang long chira hoc mon sinh duc
*Thudc vo trung:
-Thudc san xuit vo trung: Dung dich
thudc tiém thé tich 16n; dung dich thudc
tiém thé tich nho.
-Thudc tiét tring cudi: Dung dich thudc| . State
Joint  Stock|74, Frunze Str.,|tiém thé tich 16n; dung dich thudc tiém % 022/2012/ g g Administration of]
38 Company Kyiv, 04080, |thé tic’h nho. @' SAUMP/ S g Ukraine on
FARMAK Ukraine *Thuoc khong vo trung: Vién nang| O GMP & 3 Medicinal
ctmg; thudc ubng dang 10ng; thudc ding A Products

ngoai dang long; vién nén (chtra hoc
moén); cic dang thudc ran phéan liéu k
hac. Thudc sinh hoc: thudc cong nghé
sinh hoc (thuc mién dich).




*Thudc vo trung:
- Thuoc san xuat vé trung: Dung dich
thuoc tiém theé tich nhd.

French National

52 rue Marcel et IO 2. . | e a 8
' Jacques Gaucher| " :l“huog t’1¢t trur}g CU(?I. dung d;ch thudc| S HPE/FR2| S S Ager'lc.y for
41 Cenexi tiém thé tich nho (chira sulfonamides) |Q & N Medicines and
94120 Fontenay £ o A A =) 00/2012 | = =)
. *Thuoc khong vO6 trung: vién nang = = Health  Products
sous Bois, France . A K = <
’ cung;thuoc uong dang Iéng (chua Safety (ANSM)
sulfonamides); thudc dat; vién nén (chira
sulfonamides).
Unique o Australian
Pharmaceutica Iznlci;jtlr?al GAIES % MI-2011- g g Therapeutic
47 |l Labs (Div of] ) ’| Thube khong vo trang: thude vién nén | 4 CE-00010{ & Q@  |Goods
: Panoli 394 116, L& 28] = s
JB Chemicals Guiarat. India ) 3 3 S |Administration
Pharm) jarat, 2 (TGA)
Unique . |Plot No.4, Phase
Pharmaceutica State
v GID.C| . C = o 0 L
1 Labs (Div of] In(iustrial Estate Thuée v6 trung: Thudc tiét trang cudi: % 041/2012/| g > Administration of]
48 JB Chemicals Citv: Panoli 39 4 Dung dich thubc tiém thé tich 16n; dung h SAUMP/ % § Ukraine on
& ) 1t6y. Dist: dich thudc tiém thé tich nho (dong lo). | O GMP S S Medicinal
Pharmaceutica ’ o - - Products
Bharuch, India
Is Ltd)
Thudc khéng vo trung: vién nang cing;
C/ Maximo thu’oc uong dang l‘ong (Pao gom ca ‘[hl}OC . o - Spanish  Agency
. chita hormon va chat c6 hoat tinh s — —
59 Faes Farma,|Aguirre, 14, h - d bio ché rén khac (thudel B ES/143HI| § K of Drugs ang
S.A Lejona  48940|Pormon); dang bao che ran khic (thuoc X /12 * & |Health Products
cOom, vién nén bao phim c6 duong); vién| g S S

(Vizcaya), Spain

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

(AEMPS)




* Thude vo tring:
+ Thudc san xuat vo trung: dung dich
thuoc tiém theé tich nhd.

National Institute
for Quality and

. Bokenyfoldi t . . . . a ] L
Egis oxenyloldt  ubl, Thuoc tiét trung cudi: dung dich thudc E OGYl/34 | = = Organization
. |118 - 120., .2 P \ Q Q .
63 Pharmaceutica Budapest. 1165 tiém the tich nho. Qo 018- F A Development in
Is PLC pest, [* Thubc khong vo trung: vién nang B 912012 | & S Healthcare  and
Hungary , z N X x N , — — ..
cung; thuoc bot, thude com; vién nén. Medicines,
* Thude sinh hoc: thudc cong nghé sinh Hungary
hoc Biosimilar.
*Thuoc khong vo trung: thudc dung
ngoai dang 16ng; thubc udng dang long; National Institute
dang bao ché dang rin; thudc phun mu « for Quality and
Egis Matyas kiraly u,|(chita khang sinh) va thudc phun mu E OGY1/34 § g Organization
64 Pharmaceutica |65., Kormend,|(bao gébm ca thudc khang sinh non-| @ 018- F Q Development in
Is PLC 9900, Hungary |betalactam va thudc bot hit); dang bao B 10/2012 S 2 Healthcare  and
ché ban rin; thuc dan; vién nén (chét - Medicines,
doc té bao/chat kim té bao); vién nang Hungary
cung.
* Thuoc khong vO trung: vién nang
. |ctng; thube dung ngoai dang 16ng; thude| a. o~ n French National
1 BI . A — —_
. avee = alse uong dang long; dang bao ché ran khac; = HPF/FR/1| & N Drug and Health
75 Biocodex Pascal, 60000 . PO &) S Q
Beauvais. france dang ba9 ché ban ran. =) 07/2012 = 8 Products  Safety
’ * Thudc sinh hoc: Saccharomyces|™ o o Agency (ANSM)
Boulardii yeast.
% A A State
Thudc vo trung: Administrati ¢
108, + Thudc tiét tring cudi: dung dich thude E e " fnistration o
. i 2, , . A 053/2012/| = = Ukraine on
Yuria-Pharm, |Verbovetskogo |tiém thé tich lon; dung dich thuoc tiém| O K N ..
79 X . . A SAUMP/ [& = Medicinal
Ltd Str,  Cherkassy,[thé tich nho. 4 ) v
Ukraine, 18030 |* Thudc khong v6 trung: thudc ubng %‘f GMP = = Products
(SAUMP) -

dang 16ng.

Ukraine




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

Dot 7
p4
.,Eé o <
NHA MAY . , - Z. GIAY = C QUAN
STT A = |PIA CHI PHAM VI CHUNG NHAN R > <
CONGBO |- - - = O[CN & f CAP
zZ
* Pia chi: Gartunavagen (Nexium/Losec)| o, N v .
AstraZencca |o0 0183 Sodertalje, 15185 Sweden > 242012558 g Medical Products
2 Sodertalje, A i oo o , ) = & Agency of]
AB Sweden Thuoc khong vO trung:vién nang cling;| - 21955 Q = Sweden
thudc dang rin phén lidu khac; vién nén. | ™ a b
* Pia chi: Kvamnbergagatan 12 (Freeze
Dried and Pumpspray) Sodertalje, 15185
Sweden
*Thudc vo trung: Y a v .
AstraZeneca SE-1518.5 + Thudc san xuat vo tring: thude dong % 24:2012/5 8 8 Medical Products
4 AB Sodertalje, Kho . 22363 R S Agency of]
Sweden e £ . £ B &S = Sweden
+ Thudc tiét trung cudi: dung dich thuodc — —
tiém thé tich nho.
*Thudc khéng vo tring:thuéc dung
ngoai dang 1ong; thudc udng dang 16ng.
* Pia chi: Gartunavagen (Multipurpose),| . ~ 8 .
AstraZeneca SE_1518.5 Sodertalje, 15185, Sweden = 24:2012/5| = K Medical Products
5 Sodertalje, P ) 2 o |9 Q Q Agency of]
AB Sweden * Thudc khong vo trung: vién nén; thude| 11586 S < Sweden
khac (thudc cdm, pellet). H = A
v
) % . .. N N-" ~ —_ .
AstraZeneca SE 15185 bia chi: Gartunavagen , Sodertalje, S 24:2012/5| = S Medical Products
6 AB Sodertalje, 15185 Sweden &) 27362 Q & Agency of]
Sweden * Pong goi B § = Sweden




* Thude vo tring:
+ Thudce san xuat vo trung: dang bao ché
ban ran; dung dich thudc ti€ém thé tich

Dr.  Gerhard|Brunsbutteler o S v
0 [Mann Damm  165-173,|nho. Z 201201/ | S |Co quan thim
Chem.-pharm. (13581 Berlin,|* Thudc khéng vo :rrfmg: thudc ding ) mann é g quyén Pirc
Fabrik GmbH [Germany ngoai dang long; thudc udng dang long;| o e
dang bao ché rin khac; dang bao ché ban
rdn; vién nén.
* z ~ ~ A P P~ :
Pfizer 38-42 Wharf Rd, ihﬁcl’l‘; khonfalvo ti‘illfgal(lﬁonglﬁfa 4 o [MI2012-|3 a (T}herjpe“tlc
16  |Australia Pty,|West Ryde NSw/|PCc! it CePRatosporin, antieop:astic,| 5 =1y 1 09684-| & & ooes
Ltd 2114. Australia steroid): dang bao ché ban ran; thuoéc ran| = O ) = & Administration,
’ phéan lidu; thudc bot va thude com. a *° Australia
2 _ - on v :
C.B. Fleet|Lynchburg, VA|_, 2 O 02-0001 = = United States
17 Sam pham: Fleet Enema O ~|2013-04- |Q Q Food and Drug
Company, Inc |24502, USA %) 0 0 .. .
S VN & & Administration
Ajinomoto 6-8, Hachiman, E a8 0 }\{Alniséw Lab off
19 Pharmaceutica|Kawajima, - Hiki- San pham: Morihepamin; Neoami < 4558 S S ec? ’ Walff) e
Is Co., Ltd|gun Saitama, phath: P ’ yo- § 4557 A e an te ar;
Saitama Plant |Japan i) Q Q i)};/ae;nmen ©
* Thudc v tring:
lilerrrlifn Alexar;j:z + Thudc san xuit vo trung: dung dich| o) “ French National
Laboratoire ing, thudc tiém thé tich nho. = HPF/FR/2| & > Drug and Health
22 Scientifique Tony L ine s 20 . |19 S Q
Aguettant Garnier 69007 + Thudc ti¢t trang cudi: dung dich thudc| 07/2012 | = < Products  Safety
’ tiém thé tich 16n; dung dich thudc tiém| ™ = ' |Agency (ANSM)

Lyon, France

thé tich nho.




* Thubc khong vo trung: thudc dung
ngoai dang 16ng; thubc udng dang long;
dang bao ché ban rin; thudc dan. (Pia

Industria Via G. Pascoli, 1 - Zhl 1t Ir;dll;s;na lila}rmaé}ceult)lca 1N ovla o a s
2 Farmaceutica (20064 ) 5(%22 12} T 1_ 1\/}? It‘l ascoll, 4 % IT/273- 8 K Italian Medicines
Nova ArgentialGorgonzola (M), |, X Or%OHZO? (‘ ) a}f ) , D 1/H/2012 | & 2 Agency AIFA
SPA Ttaly Thudc khong vo trung: vién nén. (Dia| o § F
o chi 2: Reparto Distaccato - Via Muoni,
10 - 20064-Gorgonzola (MI), Italy)
* Vién nén, thudc bot (San xuét tai dia
chi 2, dong g6i tai dia chi 1).
* Thuoc khong voO trung: thudc uodng
. 7383 Cherry|02n8 long: dang bao ché bn rin (kem, = o v |Therapeutic
Probiotec md, gel); vién nang cliing; vién nén; dau MI-2012- | = —
Lane, Laverton o 2 L O Q ) Goods
28 Pharma Pty x0a; thudc hit; thuoc bot; thudc com sui| LI-05497-| & Q .. .
. North VIC 3026, . X 1. S — < Administration,
Limited . bot; nudc suc miéng; hon dich; thudc xit; | O 3 S > .
Australia A ) . ' = Australia
thuoc boi da(paint); dung dich thudce xit;
lotion;.
Co s& xuét|Lohstrasse 2,
o o DE NW_| ., -
xuong- 59368~ Werne, = |01 GMP |3 = |Co quan thim
33 Sanavita North Rhine- &) - Q Q A 4 )
. . ) _2012 00| = © quyén Duc
Pharmaceutica|Westphalia, o 01 oy =
Is GmbH Germany
* Thuoc vo trung:
Boeringer + Thubc san xuit vo trang: dung dich
Ingelheim Pharma thube tiém thé tich 16n; thudc dong kho;
Boeringer GmbH + Co. KG |dung dich thudc tiém thé tich nho. DE BW |a -
Ingelheim Birkendorfer Str.[+ Thudc tiét trung cudi: dung dich thudc E s | S = 2
. : 01 GMP | g S Co quan tham
38 Pharma 65, 88397|tiém thé tich nho. o 2012 00 % % uvén Pirc
GmbH + Co.|Biberach  a.d.R.|* Thubc khéng vo tring: vién nang E] u 3 3 aw
KG Baden- cting; dang bao ché ran khac (thudc bot,
Wurttemberg, thude cdm; pellet); vién nén.
Germany * Thudc sinh hoc: thudc céng nghé sinh

hoc; khang thé don dong cytokine.




Baxter Oncology

* Thudc vo trung (hormon va chét co
hoat tinh hormon;
prostaglandin/cytokine; chat doc té
bao/chat kim t& bao; chit mién dich;
prion, genotoxic, teratogen):

Baxter GmbH T Th x N /\t N t N . th X d'\ [a W DE_NW_ S 2
Kantstrabe 2,0 {oe san xua \20 Tng. ;uf)c onﬂg > 02 GMP | & g Co quan thim
40 Oncology 33790 kho; dung dich thuoc tiém thé tich nhé;| @ 261 2 00| @ S uvén Pic
GmbH thudc cdy ghép dang rin; dugc chat. 2 = |3 s |
Halle/Westfalen, PRI Z. : £ 25 — -
+ Thuoc ti€t trung cudi: dung dich thudc
Germany x X .
tiém thé tich nhd.
* Thubc khong vo trung: thudc dung
ngoai dang long (chit doc té bao/chit
kim ¢ bao).
* Thuoe vo trung:
+ Thudc san xuat vo trung: dung dich
thudc tiém thé tich 16n; dung dich thudc
Warszawskie tiém thé tich nho.
T A ienl s A . £ W
Zaklady 22124, Karolkowa .AThuOS t1,¢t trl{ng cuoi: dgng d1c£1 th}JAoc E GIF-IW S s Main
Farmaceutycz tiém thé tich 16n; dung dich thuoc tiém N- o N )

43 Str., 01-207] =, ) &) Q aq Pharmaceutical
ne Polfa Warsaw. Poland the tich nhd. =) 4022/70/1| & S Inspector. Poland
Spolka ’ * Thudc khong vo trung: thude dung|™ 2 = - P ’
Akcyjna ngoai dang 1éng; dung dich dung qua

tryc trang.
* Thubc sinh hoc: thudc ngudn goc tir
nguol hodc dong vat.
* z A PTEETS B
Rue du Parc T%luoc.khong YO tru?g. ylen'rllang cu’rig
. . (chtra prions, chira chat ddc véi gen hoac| o, ~ n Federal Agency
S.M.B industriel 39,0 o N L. . | S = — ..
chat c¢6 kha nang giy quai thai); vién BE/2012/ | o N for Medicines and

50 |Technology | Marche-en- ém; thubc di i dang long;| & 001 @ = |Health Product of]

SA Famenne, p.|nang mém; thuoe dung ngoai dang long; B § 8

6900, Belgique

thudc uong dang long; thudc dan; vién
nén.

Belgium




* Thude vo tring:
+ Thuoc san xuat vo trung: thudc dong
kho; dang bao ché ban ran; dung dich

e ~ e
Allergan — ~Castlebar  Road,l, < e thé tich nho. = s S |irish  Medicines
31 Pharmaceutica| Westport, o, Thube tiét tring cudi: thudc cay ghép 2 8- = S Board
Is Ireland Mayo, Ireland d . ) B V12/531 § =
ang ran (chira Dexamethasone) N
* Thude sinh hoc: thudc cong nghé sinh
hoc.
Ctra. C35 la
Sanofi Eagilt:i?c, Km 6323 *’ Thuécﬂ khﬁ{lg V(A.)A tring: ViénA nang E NCF/120 g g Ministry of]
53 . ) cing; vién nén; vién bao; thudc bot| O 9/034/CA | Q Government  of]
Aventis, SA (09, 17404 Riells I (6i) 5 T — = Catalonia - Spain
Viabrea (Girona), oL K o o P
Spain
* Thude khong vé trung (khong bao gdm
cac thudc giébng hormon, thuéc mién
dich; thube doc té bao; thudc chira chit
c6 kha ning gy quai thai va dot bién;
thudc chira duoc chét co6 ngudn gbe tir
A Nattermann&C |ngudi/dong  vat/vi khudn/virus; thude N DE NW | -
A Nattermann [\ GmbH khong . chira Chlorpr.omazme = 04__GMP_ § § Co quan tham
60 &Cie. GmbH Nattermannallee |hydrochloride, Diazepam,| @ 2012 00| & S quyén Ditc
1, 50829 Koln,|Metoclopramide hydrochoride, Valproate B 29 S g
Germany Sodium): vién nang cung; vién nang

mém; thubc ding ngoai dang long; thude
ubng dang long; dang bao ché rin khac
(thude bot, thude cém, vién ngam); dang
bao ché ban rin; vién nén (vién nén bao
phim, vién sui, vién nén bao duong).




61

Doppel
Farmaceutici
SR.L

Via Volturno, 48 -
Quinto De'
Stampi - 20089
Rozzano (MI),
Italy

* Thude vo tring:

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

+ Thube tiét tring cudi: dung dich thudce
tiém thé tich nho.

* Thubc khong vo trung: vién nang
ctng; thude dung ngoai dang 16ng; thude
uéng dang long; thude bot va thude cdm;
thudc dan (hormon corticosteroid); vién
nén (hormon sinh duc va hormon khac).
* Thude sinh hoc: thudc c6 ngudn goc
dong vat (vién nang cimg); thudc sinh
hoc tir Ién men dang vién nén.

* Thude duoc liéu: vién nén

EU-GMP

IT/2-
4/H/2012

1/5/2012

10/21/2014

Italian Medicines
Agency AIFA

62

Sanofi-
Aventis S.P.A

Valcanello-
Anagni

Loc.
03012
(FR), Italy

* Thudc v tring:

+ Thudc san xuét vo trung: thude dong
khé (vaccin bat hoat; hormon
corticosteroid;  Protein/DNA  tai b
hop).dung dich thudc tiém thé tich nho
(vaccin vi khudn bat hoat; vaccin virus
bét hoat; protein/DNA tai t6 hop).

+ Thube tiét trang cubi: dung dich thude
tiém thé tich nho.

* Thudc khong v6 tring: vién nang
ctng; thudc ubng dang 1ong; vién nén.

* Thudc sinh hoc: thubc mién dich;
thude cong nghé sinh hoc.

EU-GMP

IT/191-
7/H/2012

7/2/2012

1/27/2015

Italian Medicines
Agency AIFA




1 rue de Ia

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

. L. ;. . : National A
Sanofi Vierge, Ambares|+ Thudc tiét trung cudi: dung dich thuoe E = - avonal - Agency
. n ., \ HPF/FR/1| & g of Medecine and
63 Winthrop et Lagrave, 33565]tiém thé tich nho. o a a
. A N A ) 04/2012 |© = Health  Product
Industrie Carbon Blanc|* Thudc khong vo6 trung: vién nang| D = =
, \ o A A N Safety (AnSM)
Cedex, France cung; dang bao ché ran khac; vién nén.
* Thudce sinh hoc: thude c6 nguodn gbe tir
ngudi hodc ddng vat; enzym vi sinh vat.
* Thude vo tring:
+ Thudc san xuat vo trung: thudc dong
kho; dang bao ché ban rén; dung dich
thudc tiém thé tich nho; thudc cdy ghép
- Via Ponte Della dang riln; ‘.[}Amoc‘ san XL}E.I'[ vO trung khac.A . o -
Fidia . + Thude tiét trung cudi: dung dich thudc| S o — . ..
64 Farmaceutici Fabbrica 3/A - fiam the tich nho. thude civ ohép d & IT/275- |[& S Italian Medicines
SPA 35031 Abano| 4 T HET TR0 THUOC CAY EACD GRS T 11/Hp2012 | & @ |Agency AIFA
o Terme (PD), Italy ran. B R . o K = ~
* Thuoc khong vo trung: vién nang
cung; thube bot; dang bao ché ban ran;
vién nén.
* Thudc sinh hoc: vaccin virus séng;
thudc cd ngudn gde tir dong vat.
Lindopharm A, DE NW_ |« s
66 Lindopharm |GmbH Neustrabe|* Thudc khoéng vo trung: vién nang % 03_ GMP | & N Co quan thim
GmbH 82, 40721 Hilden, |ctmg; vién nén; thude bot va thude cém. =) 2012 00| = X quyén Pirc
Germany H 22 S A
16, Podlipie Str.,|* Thudc khong vo tring: vién nén; gac E I(\}IIF-IW- g g Main
68 Lek S.A. 95-010  Strykow, |visco - polyester vo tring tim isopropyl| @ - Q Q Pharmaceutical
) 4022/112/|® a
Poland alcohol 70%. o 12 S = Inspector, Poland




* Thude vo tring:
+ Thudc san xuat vo trung: dung dich
thudc tiém thé tich 1on; dung dich thude
tiém thé tich nho.

+ Thudc tiét tring cudi: dung dich thude| . © State
Joint  Stock|74, Frunze Str.,|tiém thé tich 16n; dung dich thudc tiém % 022/2012/ g S Administration of]
74 Company Kyiv, 04080, |thé tich nho. A SAUMP/ [Q g Ukraine on
FARMAK Ukraine * Thubc khong vo tring: vién nang Q GMP > 3 Medicinal
ctmg; thudc ubng dang 10ng; thudc ding A Products
ngoai dang 16ng; dang bao ché ran khac;
vién nén (bao gdm ca vién nén chira
hormon).
* Thudc sinh hoc: thuéc mién dich
Khasra No.
1342/1/2,
Hilltop UK .
Industrial Area, GMP [Ii?rite;om's
Jhramajri, % 24881 ~ - me dgicines and
.. |Village Bhatoli|* Thuéc khong vé tring: vién nén; thu I S =
"5 USV Limited illage a0‘1 . uoc khong vo trang: vién nén; thude| 75 nsp & 8 Healthcare
Kalan, Baddi,|com . ) GMP = 3 Products
Tehsil Nalagarh, H 24881/4 | - Resulato
Himachal 415033- RSN
Pradesh, District 0001 seney
Solan, In-173
205, India
*Thudc khong vo trung: thudc dung|a S “
. 3 Trayko Stanoey ngoai dang 16ng; thudc udng dang long; = BG/GMP/| & ) Bulgarian  Drug
79 Unipharm AD |Str., Sofia 1797, . PN A |9 a Q
. dang bao ché ban ran (thudc kem, thudc 2012/032 | v B Agency
Bulgaria . = = NS
md, thude gel); vién nén. Hd 0
* Thubc khoéng vo trang: vién nang| a. ~ "
1g. . . . — = .
Sopharma Vrabevo. Ve cung; dung dich dung cho 19i; siro uong > BG/GMP/| g N Bulgarian  Drug
80 5660, district of| | =% .. Z . P L) aQ Q
PLC . |va hon dich udng; dang bao ché ban ran| = 2012/033 |« S Agency
Lovetch, Bulgaria X P o, 0 = Q
(thuoc kem, thuoc ma, gel); vién nén. o —
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Gentle
Pharma
Ltd

co.,

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

* Thude vo tring:

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

+ Thudc tiét trung cudi: thudc 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, thudc kem); dang bao
ché ran (vién nén bao phim, vién nén bao
tan trong rudt, vién nén, thubc cdm,
thudc bot, vién nang)

* Dugc chat san xudt thudc penicillin
(thuéc cdm, thudc bot, vién nang); thude
cephalosporin (thudc cdm, vién nang).

PIC/S-GMP

7975

3/8/2013

9/30/2015

Department of]
Health  Taiwan,
R.O.C




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

* Thudc sinh hoc: thudc dong khé chira
hoat chit ngudn gdc tir ngudi dugc san
xut vo tring; thuéc dong kho san xuit
v trung bang k¥ thuat di truyén.

Dot 8
Z
O N
b N
NHA MAY ; , A z &|GIAY |© 5 |cO  QUAN
STT A - |DIA CHI PHAM VI CHUNG NHAN < = P
coNGBO [ - - > GleN '5 = |cAp
z
Merck Sharp|770 Sumneytown|San phidm: Varivax (Varicella Virus % CT 1369- g g United States
3 & Dohme|Pike, West Point,|Vaccine Live (Oka/Merck) Refrigerator| © ~~ 13 WHO g g Food and Drug
Corp., US PA 19486, USA |Stable Formulation g < < Administration
Ferrin Chemin de la o o “ Swiss Agency for
g' Vergognausaz 50,[Thuoc dang ran: vién nén Minirin; vién > N = Therapeutic
4 International . . ) N Q 12-1794 | = Q
Center SA 1162 St-Prex,[nén phong thich chdm Pentasa. 5 = = Products
Switzerland H X " (Swissmedic)
* Thudc v tring:
+ Thudc san xudt vo tring (hormon va
chit ¢6 hoat tinh hormon): thudc déng
Ferring GmbH Ehf;,h thﬂ}loct:'tﬂltertn‘the tlcl} n}g)l, \A’/l n;lrﬂlg. "
Wittland 1, . nl}ll%c i€t trung cuoi: thuoc tiém thé . DE_SH_0| o "
. 24109 kiel > - = = i
5 Ferring GmbH . % Thuée khong vO trung: thudc uong| Q@ LGMP_ g 9 o A qua}n tham
Schleswig- \ N oD 2012 001 | = 0 quyén Duc
. dang long (hormon va chat cé hoat tinh| 3 = =
Holstein, ; 1 < —
cta hormon).
Germany




Kawasan Industri

* Thubc khong bao gdm betalactam va
din xuét: thudc tiém déng kho khong
chira khang sinh; dang bao ché ban rin
chira khang sinh non-betalactam; thudc
tiém vo tring chira khang sinh; thudc
ubng dang long chira khang sinh non-

Jababeka 1, JI.[betalactam. & e v National Agenc
‘ ’ ’ S «@ v gency
PT. Ferron I.’ar Jababeka V1 Blok[* Thuoc khong chira khang sinh (khong| O PW.01.02 g 8 for Drug and
9 Pharmaceutica . A I . . | 331.02.1 [ N
Is J3, Cikarang,|bao gom thudc tranh thai, hormon sinh S 3088 S S Food Control,
Kabupaten duc; chat kim té bao): thudc tiém dong| = ' Q Q Indonesia
Bekasi, Indonesia |kho; vién nén va vién bao; thude tiém vo
trung.
* Vién nang cing chira khang sinh non-
betalactam (khong bao gdm thudc khang
sinh betalactam va dan xuét; thudc tranh
thai; hormon sinh duc; chit kim té bao).
Contract % % A A . A | e :
manufacturing 20-22 . Long .Thu.oc kh?ng VO’ trung (Achu? duogc llgu, S MI2012- | & s Therapeutic
10 & Packeakin Street, Smithfield|vitamin, chat khoang, chat bo sung dinh| O L1-06246 8 N Goods
) & & NSW, 2164,|dudng): dang bao ché rén; dang bao ché| L N = Administration,
Services  pty . ; : . @) 3 Q Q
Ltd Australia ban ran (thuoc kem, thuoc ma, gel). ~ o~ g Australia
P.O. Box 511,|,. i . o | S n " .
CSL Behring|Kankakee, 1L, San ph?m. Albumin (Humap) USP 25%, (29 CT 1579-| 3 = United States
11 Albuminar -25; Albuminar -25-50| O = = Food and Drug
LLC 60901, UsS Livial 7 13 WHO (&g S Admini .
License # 1767 mkbL/via 5 ~ ~ ministration




* Thude vo tring:
+ Thuoc san xuat vo trung: thudc tiém
thé tich 16n; thudc tiém thé tich nho; hon

Haupt Pharma| . o
Wolfratshausen dich; xit mai.
+ Thubc tiét trung cudi: thude tiém thé| o DE BY |« 7
Haupt Pharma|GmbH ] ; P P x| S — — 2
. tich 16n; thuoc tiém thé tich nhd; hon 04_GMP | g N Co quan tham
12 Wolfratshause Pfaffenrieder| . &) Q Q Ao,
dich. =) _2012_00( &5 S quyén Duc
n GmbH Strabe 5, 82515 B R . a 0 aq Q
* Thuoc khong vo trung: vién nang 96 oo o~
Wolfratshausen, i R .. \ A
cung; thudc dung ngoai dang long; thuoc
Germany J \ N Y
uong dang 16ng; thudc bdt va thuodc com;
dang bao ché ban ran; vién nén.
* Thude vi luong ddng cin.
* Thudc vo tring (bao gdm ca thude co
hoat tinh hormon)
+ Thudc san xuit vo trung: thudc tiém
Bayer — AG Te'rt}llil}z): lzi()ét tring cuéi: thubc tiém thé
Pharma (Tén|Mullerstrabe 178(, . , T .Ag .. \ E 2012/01/ | = bl 2
- tich 16n; thuoc ti€ém thé tich nho. K S Co quan tham
18 cl: Bayer|13353 P N . S A BayerPha | & Q o
. . * Thuoc khong vo trung: thude vién nén| - S ) quyén buc
Schering Berlin,Germany L, L, , o rma AG |¢ 3
(bao gom ca thuoc cé hoat tinh hormon); oo
Pharma AG) D N R L,
vién nén bao (bao gdm ca thudc c6 hoat
tinh hormon va thudc doc té& bao).
* Thudc sinh hoc: san pham cong nghé
sinh hoc.
Novartis Route de I'Etraz, I.)@%ng bao ché léng: Otrivin Spay, . o s Swiss Agc?ncy for
Otrivin drops. = S Q Therapeutic
23 Consumer 1260 Nyon, . I U = |[12-1768 | Q
Health SA Switzerland * Dang bao ché ban ran: Voltaren| = O = S Products
Emulgel, Eurax Cream. x — (Swissmedic)
Survey N. 214,
Sun Government a . - State
Pharmaceutica [USITAL Areal, o o e 18 (04612012 5 S |Administration off
24 L dustries Phase II, Silvassa- cline: vien nén 8 & g A SAUMP/ | & & |Ukraine on
Ltd 396230 (U.T. of & ' O GMP g S Medicinal
Dadra&  Nagar A - Products

Haveli), India




Poligono
Industrial

* Thudc khong vo trung: vién nang mém
(hormon va chat cé hoat tinh hormon);

=¥ a 7o) A
i ‘ ‘ . oy — C th
Leon Farma|Navatejera, C/ La|thuoc com (hormon va chat cé hoat tinh = N o ° A quari am
26 . N x| @ 4208/12 & Q quyén Tay Ban
S.A Vallina S/n,|hormon); vién nén va vién bao (bao gom| = o = Nha
Villaquilambre- |ca thudc chira hormon va chat co hoat| ™ 2 «©
Leon, Spain tinh hormon).
* Thuoe vo trung:
+ Thudc san xudt vo trang: thubc tiém
thé tich nho.
Lomapharm * Thubc khong vo trung: thudc dung
Lomapharm Rudolf Lohmann|ngoai d?ng lc:ngL; thqu uor.1Ag dang 102g; " DE NI 0| -
GmbH KG dang bao ché ran khac (vién bao, vién| s A P — 2
Rudolf : o, 2 GMP |& ) Co quan tham
34 Langes Feld 5,|bao phim); vién nén. o - — | = Q A v
Lohmann FEg £, oD 2012 004 | = = quyén Duc
31860 * Thuoc sinh hoc: thude c6 ngudn goc tir| o - = S
GmbH KG . A . . N 1 =
Emmerthal, dong vat (khong tir ndo, mo than kinh
Germany hodc cac dan xuat trong tmg); thude sinh
hoc khac ( hormon, enzyme).
* Thude duoc lidu; thude vi luong déng
can. i
* Thuoc khong vo trung: thudc dung o - Federal  Aeenc
Purna Rijksweg 17,|ngoai dang 16ng; thudc udng dang long; E = = | Aeenty
- N . . . BE/2012/ | & K for Medicines and
36 Pharmaceutica|Puurs,  B-2870,|dang bao ché ran khac; dang bao ché ban| @ = =
. . . . > D 022 = = Health Product of]
Is NV Belgium ran (hormon va chat c6 hoat tinh| g = = .
x ' = Belgium
hormon); thude dan.
* Thubc khong vo trung: vién nang
clg; vién nang cung; thudc dung ngodi| o n ©
Astell H t2,7942 L . . —_ = Health
sietias ogeradt 2 dang long; dang bao ché ran khac; vién = NL/H o S rea care
41 Pharma JG Meppel, The| P . 4 o Q Q inspectorate, The
Europe B.V  |Netherlands nén; thude bot va thuoe com. 2 13/0008 = o Netherlands
pe B * Thudc sinh hoc: san phdm 1én men;| ™ o =
khéng sinh beta lactam.
* Thuoc vo trung:
I A, Ay oA K ea
Solupharm  |industriestr. 3, XTl}uoc’san xgat Xo tru?g’. thuoS: tiém . DE- o -
Pharmazeutisc thé tich 16n; thudc tiém thé tich nho. S o = 2
34212 L ne £ L n 2 RPDA- | & S |Co quan tham
43 he + Thudc tiét trung cudi: thudc tiém thé| @ 3 = A s
. Melsungen, . ) PR . . ) 111-M-71{ = 0 quyén DPuc
Erzeugnisse German tich 16n; thuoc tiém thé tich nho. 0 1-0 = S
GmbH Y * Thubc khong vo trung: thudc ding -

ngoai dang 16ng; thudc udng dang 16ng.




Dragenopharm

* Thuoc khéng vO trung: vién nang

;o / [V
Dragenophar Apotheker Puschl ciing; dang bao ché ran khac (thuoc bdt, E DE_BY |« — 2
GmbH <. x . A A 04_GMP | K Co quan tham
44 m Apotheker thudc com, vién nang mém); vién nén. | Q N < A
Gollstr. 1, 84529 £ i PO = _2012_00| Y = quyén Duc
Puschl GmbH | . . * Thudc dugc ligu; thude vi lugng dong| o a =
Tittmoning, g 55 \© <
can.
Germany
Denk Pharma
o DE BY |« "
Denk Pharma|GmbH & Co. KG : o= — 2
' * Thuéc khong vo tring: vién nang|= 04 GMP | & < Co quan tham
45 |GmbH  Co.|Gollstr. 1, 84529|  ~110¢ *hong & 85 - a Q , Qua
. . cung; vién nen. =) ~ 2012 00| = - quyén Dtic
KG Tittmoning, 0 51 3 =

Germany
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Glenmark
Pharmaceutica
Is Limited

Unit III, Village
Kishanpura,

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

* Thudc khong vo tring: vién nang clig
(chira bot kho hit); thuoc xit; thudc hit
phan lidu.

PIC/S-GMP

044/2012/
SAUMP/
GMP

12/7/2012

9/19/2015

State
Administration of]
Ukraine on
Medicinal
Products
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Dot 9
P4
Q .
= CEE
NHA MAY ; , A z &|GIAY |© 5 |cO  QUAN
STT A - |DIA CHI PHAM VI CHUNG NHAN & 2 - <
CONGBO | - : = O[CN & = |cAp
z
* Thude vo tring:
. , . . [F-IW- | .
Joint Stock|74, Frunze Str.,|+ Thuoc san xuat v trung: thudc nho E I(\}I- w § g Main
1 Company Kyiv, 04080,|mat. Qo 4022/83/1 = g Pharmaceutical
FARMAK Ukraine * Thube khong vo trung: thudc nho miii, B ) S S Inspector, Poland
vién nén. -
* Thuoc vo trung:
+ Thubc san xuat vo trung: dung dich thé
tich nhd.
1389, Trasad ?(1)1 th/e ls'an glhafn: ﬂz'uAOC tlin';rrgan-zlg ] State agency of]
Cadila Road,  Dholka-| ~ e fhe  HWOC TEW BEHOC  S&\ZAVLY/|Z = | oseney
. . |mg/ml.thudc tiém Amikacin 500mg; K Q Medicines,
3 Pharmaceutica|387810, Dist, PR o o 2013/002 | & & .
.. thudc tiém Amikacin 100mg. =) =) (\1 Republic of]
Is Limited Ahmedabad, § N R = n H = = .
. . * Thudc khong vo trung: vién nén. o — Latvia
Gujarat, India , 2 P
San pham cu thé: vién nén Ethambutol
400mg; vién nén Ethambutol/Isoniazid
400/150 mg; vién nén Pyrazinamide
400mg; vién nén Prothionamide 250mg.
Industria Via G. Pascoli, 1 - . . o N e
] * A A A N . A <\ — -
s |Famaceutica |20064 i z;“(‘i’:nk}iggg_ g ﬂ;‘;‘r’f f(;;“% = |men- |S S |alian Medicines
Nova Argentia|Gorgonzola (MI), din bé'o éghé bégr; n: vien d%it ang fong, - 4/H/2012 g § Agency AIFA
SP.A Italy ang > vien cat. 2 S ¥




Reparto
Distaccato - Via

* Thude vo trung: thudc bot, vién nén
( San xuat téi san pham cho dong goi tai:
Reparto Distaccato - Via Muoni, 15-

Muoni, 15-20064-
6 G(‘;r‘”llr’lz 0513 (zgﬁl) 20064-Gorgonzola (MI), Italy.
o g "|Pong g6i tai: Via G. Pascoli, 1 - 20064
Y Gorgonzola (MI), Italy)
Reparto
Distaccato - Via
7 Muoni, 10-20064-|* Thudc khong vo tring: vién nén.
Gorgonzola (M),
Italy
100&102 * Thude khong vo trung (khong bao gdom o .
Antimony and . . a " Therapeutic
penicillins, cephalosporins, hormon, = MI-2012- | = —
Alphapharm |11&15-25 Garnet . . . A , @) Q g Goods
10 steroid, antineoplastic): vién nang cing;| 5 LI-05871-| & N .. .
Pty Ltd Street, Carole thude bat da pha dune dich uéne: vian| O 3 = e Administration,
Park QLD 4300, nén i P £a & = = A Australia
Australia. '
Mundipharma 13 Oth.ellos, Dhalil,, Thubc khoéng vo tring: thudc ding E = - Pharmaceutical
. |Industrial ~ Area, . . 2z . MUNO12| & K . .
12 Pharmaceutica| . . ngoai dang long; thuéc uong dang long;| @ = = Services Ministry
Nicosia, Cyprus,| .- : N NN 5 012/001 [« =
Is Ltd 2540, Cyrus thuoc phun mu; dang bao ché ban ran. n 3 = of Health, Cyrus
* Thudc v tring:
+ Thudc tiét trang cudi: dung dich thube o Swiss Asency for
Route de Sorge 9,[tiém truyén; dung dich thay thé huyét| = & a = geney
B.Braun S . A A e, o K Therapeutic
14 . 1023 Crissier,|thanh; dung dich tiém truyén dinh|j @ |12-1540 |Q =
Medical AG 1y 55 dudng; dung dich rira vét thuon o 2 = & |Products
Y Y & cuns d & = % @ |(Swissmedic)

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




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

. Glienicker Weg Chepne AG -Tepelhofer Weg 83, 12347 E o s .
Berlin - Berlin, Germany. 2012/01/b| o 8 Co quan tham
15 . 125, 12489 . 4z - . . Q Q = A T
Chemie AG Berlin. German Co s¢ dong goi: Berlin-Chemie AG -| c & ® quyén Duc
. Y |Glienicker Weg 125, 12489 Berlin,| 2 = S
Germany)
* Thudc v tring:
+ Thubc san xuat vo trung: dung dich thé
Camil Fabra, 58. tich n%lo (bao gdm ca hom‘mn V?. clrlat go N o - Ministry of
. hoat tinh hormon); dang bao ché ban ran S NCF/123 | S —
Alcon Cusi,|08320 El Masnou N ] ° L Q 8 Health of]
21 (bao gdm ca hormon va cac chat ¢6 hoat| @ 2/001/CA | & a
SA (Barcelona), i Y ) |5 — = Government  of]
. tinh hormon); thudc cay ghép dang ran| 3 T = S . .
Spain PR — — Catalonia - Spain
(dang thudc bot).
* Thudc khong vé trang: thudc udng
dang 16ng.
* Thuoc vo trung:
+ Thubc san xuat vo trung: dung dich thé
Atlantic Rua da Tapadaltich nho. “ National
Pharma -|Grande, n  2,|+ Thudc tiét tring cudi: dung dich thé E F036/S1/ g > Authority of]
22 Producoes Abrunheira, tich nho. o H/AF/Al/ g % Medicines and
Farmaceuticas [Sintra, 2701-089,[* Thudc khong vé tring: vién nang B 012012 (< S Health Products,
,S.A Portugal ctng; thudc udng dang long; dang bao - I.P, Porrtugal

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




Strada provinciale

* Thude vo tring:

+ Thubc san xuat vo trung: thuc dong
kho (vaccin vi khuidn bit hoat,
Protein/DNA tai t hop, chat mién dich
dong vat stt dung cho nguoi); dung dich
thé tich nho (vaccin vi khuan bat hoat).

+ Thudc tiét trang cudi: dung dich thé

GlaxoSmithKl| | lana N.90.tich nho. = = = : o
ine B R . e , IT241- | & = Italian Medicines
26 manufacturin (loc. San Polo) -|* Thuoc khong v trung: vién nang ctimg| @ s/H2012 | % Acency AIFA
SPA £143056  Torrile|(chét doc € bao/chat kim & bao); thube 2 N 3 geney
o (PR), Italia udng dang 16ng; vién nén (chat doc té
bao/chat kim té bao).
* Thudc sinh hoc: thudc mién dich
(vaccin vi khuan bat hoat); thudc cong
nghé sinh hoc (protein/DNA tai t6 hop);
thudc mién dich tir dong vat str dung cho
nguoi.
196 rue dul,, A, . N . | n ha] French National
Sapoﬁ Marechal ~ Juin, LThu(?c khoP g vo tm?g. d.a:ng l?ao c.IA1e > HPF/FR/1| & & Drug and Health
29 Winthrop ... |ran khac (khong bao gdom vién nén; vién| O a =
Industrie 45200 Amilly, nang cing); dang bao ché ban ran = 912013 = s Products  Safety
France § cutig), cang ' H a = Agency (ANSM)
B.Braun Mistelweg 2,|* Thudc vo tring: E a s 2
- A .. . : 2012 th
32 Melsungen 12357 Berlin, [+ Thuoc tiét tring cuoi: dung dich thé| O B?aur/loy 8 % le énq:)?; am
AG Germany tich nho. 2 € = 1Y
33 Zydus Hospira|Pharmez ~Special|[* Thudc v tring: S = /UK GMP| 3 3 |United Kingdom's
Oncoloov Economic Zone [+ Thn(fw sin xnat vo triine: thnde done B O 139340 i * __|medicines and
34 PT  Actavis|Jalan Raya Bogor|* Thuoc khong vo trung chira khang sinh - S QNL/H ¥ ¥ |Health care
Indonesia Km 28, Jakarta, |beta lactam: vién nang ctmg; thudc uéng | = © "113/0100 # ¥ |inspectorate, The
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Ishikawa, Japan)

Dot 10
Z
] <.
= 2 |E
NHA MAY ; , A z &|GIAY |© 5 |cO  QUAN
STT |, A -~ |DPIA CHI PHAM VI CHUNG NHAN == > <
CONGBO | - - = O[CN & = |cAp
zZ
* Thude vo tring:
SUN + Thubc san xuat vo trung: thuc dong -
. . AL . 2 s 5 o) o — N
Pharmaceutl.ca Baroda ngh.way, kho; dling fi}ch t‘he tlchfho. . . = NL/H = = Co quan thim
3 1 Industries|Halol,  Gujarat,|+ Thuoc tiét trung cudi: dung dich thé| & 13/0105 Qq = uvén Ha Lan
Lid.  India,|389350, India [tich nho. =2 3 s |
Halol * Thubc khong vo trung: vién nang
cung; vién nén.
Santen 348-3, Aza-suwa, E ) ) Minister of]
10 Pharmaceutica|Oaza-shide, Taga-|San phém: Flumetholon 0.02, Q 4644 K K Health,  Labour
1 Co.. Ltd.|cho, Inukami-gun,|Ophthalmic Preparations g § § and Welfare,
Shiga Plant  [Shiga, Japan S Q Q Japan
9-19,
Santen Shimoshinjo  3-
Pharmaceutica [chome, a ..
1 Co., Ltd.|Higashiyodogawa-|_. 2 . = - o |Minister of
San pham: Kary Uni, Ophthalmic| O N N Health, Labour
13 (Santen ku, Osaka, Japan . & 4374 < <
. . . |Preparations s < < and Welfare,
Pharmaceutica|(2-14, Shikinami, =3 < < Japan
I Co., Ltd.|Hodatsushimizu- - P
Noto Plant)  [cho, Hakui-gun,




* Thudc v tring:

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

+ Thudc tiét tring cudi: dung dich thé

Ctra. M-300, Km. tich nhé o ) © Spanish  Agency
16 Tedec-Meiji 130,500, Alcala de|, Thuéc' khong vo tring: vién nang cimg % ES/019HI 8 8 of Drugs ang
Farma, S.A Henarc?s 28802 (bao g Am ca thude hu'('mg tAm thén); L:T)'J /13 g 5 Health  Products
(Madrid), Spain thude uéng dang long; dang bao ché rin “ - (AEMPS)
khac (thuéc bot; thuéc cdm; pellet);
thube dat; vién nén va vién bao (bao gdm
ca thudc chira khang sinh betalactam).
No 147
Madhavaram-Red UK GMP United Kingdom's
Bafa Hills Road, ) . A 31798 S v medicines and
17 Pharmaceutica Grantlyon * Thuf?c khong v6 trung: vién nang % Insp GMP 8 8 Healthcare
Is Limited Village, ciing; vién nén. ) 31798/37 = 5 Products
Vadakarai, - 8562- ' N Regulatory
Chennai, Tamil 0005 Agency MHRA
Nadu, In 600052,
Davutpasa . State. . '
Idol Ilac|Caddesi * Thuoc v6 tring: ) e o - Adm%nlstratlon of]
Dolum Cebealibey sok. N + Thuodc san xuat vo trung: dung dich thé S 016/2012/| g S Ukraine on
19 .. tich nho. ) SAUMP/ | a Medicinal
Sanayii — ve|20, 340201 e tiet tring cuéi: dung dich thé|2  |GMP | = & |Product
Ticaret A.S Topkapi, Istanbul,| , R g ) g d i e A roducts
tich nhd. (SAUMP) -

Turkey

Ukraine




* Thudc vo trung chira hormon va chat
co hoat tinh hormon;
prostaglandin/Cytokine; chit mién dich;
sulphonamides:

Hol k ; . .
V(e) Ozjliun stech + Thuodc san xuat vo trung: dung dich thé
nikrlz}mng tich 16n; dang bao ché ban rin; dung
dich thé tich nho.
Bahnnhofstrabe, L em Z. . 2
+ Thudc tiét trung cuoi: dung dich thé .
gemap den| - R Aoyc L [ DE BW_ (<& ke
Holopack vorliesenden tich 16n; dang bao ché ban ran; dung|s 01 GMP | S = Co quan thim
25 Verpackungst G dg 1 dich thé tich nho. Q 2012 01 & g N qD,
echnik GmbH | 1 CLoP @SR Thudc khong vo tring chira hormon va = 7 s = duyen Bue
vom 20.11.2007,| , ) - 18 = &=
73435 chat co hoat tlnl} }~10rmon;
Abtsemund- prostaglandin/Cytokine; chat mién dich;
Untefr% roningen sulphonamides: thudc dung ngoai dang
Germin get long; thubc udng dang long; dang bao
Y ché ban ran.
* Thudc sinh hoc: thudc cong nghé sinh
hoc chira Protein tai t6 hop/ DNA va
enzyme.
* Thuoe vo trung:
+ Thudc san xuat vo trung: dung dich thé
tich nho. N " Federal Agenc
Laboratoires Scheutlaan 46-50[+ Thudc tiét trung cudi: dung dich thé E BEN012/ |3 = for Me dicinegs an?ll
26 Steron NV Anderlecht,  B-|tich 16n; dung dich thé tich nho. o 04 S g Health Products -
P 1070, Belgium  |* Thubc khong vo trung: thudc dung B 3 S Beleium
ngoai dang 16ng; thubc udng dang long; &
dang bao ché rin khac; dang bao ché ban
rin; vién nén.
* Thuoe vo trung:
Dageer Lane + Thudc san xuat vo tring: dung dich thé UK MIA United Kingdom's
Bio Products Els%fe . ’[tich 16n; thudc dong kho; dung dich thé| o 8801 Insp| & w  |medicines  and
. tich nho. > GMP/IM | & = Healthcare
27  |Laboratory  |Hertfordshire, PO <. . | Q@ & Q
Limited WD6 IBX + Thuodc tiét trung cudi: dung dich thé| = P = = Products
United Kinedom ’Itich 16n; dung dich thé tich nho. K 8801/182 | = o Regulatory
8 * Thudc sinh hoc: ché pham tir mau. 35-0021 Agency MHRA

* Duoc chit sinh hoc.




* Thude vo tring:

+ Thudc san xuat vo trung: dung dich thé
tich 16n; thuéc dong kho (chtra hormon
va chat doc t& bao); dang bao ché ban
ran; dung dich thé tich nho (chta

Pia chi 2: H-2100 0
29 Godollo, Tancsics hormor} va chét doc té béo). 7 8
Mihaly ut 82.,|+ Thudc tiét tring cudi: dung dich thé =
Hungary tich 16n; dung dich thé tich nho (chua ¥
hormon va chat doc té bao).
* Thudc sinh hoc: din xuét tir mau va
huyét thanh; thudc mién dich; thudc
cong nghé sinh hoc.
** San pham chtra hormon va chat co
hoat tinh hormon;
Holopack prostaglandin/Cytokine; chat mién dich;
Verpackungstech [nguyén li¢u sulphonamides:
nik GmbH * Thudc vo tring;
Holopack Bahnnhofstrabe, [+ Thudc san xuit vo trl‘lr}g: dung dich thé| a. DE BW_| & v q
p gemap den|tich 16n; dang bao ché ban ran; dung = 01 _GMP & K Co quan tham
30 Verpackungst . ) I , &) = N Ao
cchnik GmbH vorliegenden dich th; tich nho. ’ ) _2012 01| = g quyén DPuc
Grundrissplanen [* Thubc khong vo trung: thudc dung|™ 16 - o~
vom 20.11.2007,|ngoai dang long; thudc udng dang 1ong;
74429 Sulzbach-|dang bao ché ban rén.
Laufen, Germany |** Thudc sinh hoc: thudc cong nghé sinh
hoc chira Protein tai t6 hop/ DNA va
enzyme.
South San|.. . . . Z  [12-0170- | = = |United  States
32 Genentech Inc |Francisco, CA Isrft?afelzli)nlié [?xs \éastm (bevacizumab) for § 2013-01- § § Food and Drug
94080, USA ’ 5 VN g g Administration




Stada VN Joint

Venture Co.Ltd.
Binh Duong
Branch, 40 Tu Do, Thube khong v6 trung: vién nang| . DE HE |e ©
Stada VN|Aventure, , A A N S s 1= = 2
. . cung; vién nén (bao gom ca vién nén bao 0I_GMP | S Co quan thim
33 Joint Venture|Vietnam . A e 2 A |9 = = A v
. phim, vién nén giai phong thay doi, vién| - 2013 00| = Q quyén Duc
Co. Lud Singapore nén khang dich da day) =2 36 |F e
Industrial ~ Park, ’ : '
Thuan An, Binh
Duong Province,
Vietnam
* Thuoc vo trung:
+ Thubc san xuat vo trung: dung dich thé
1 true Comte de E:C},ll,}?h?' et trd 5i- d dich thé| & N “ French Health
Haupt Pharma|Sinard, 26250/ , qu 1t HuNg cuol: dung Gich the) > HPF/FR/7| & = Products  Safety
34 . . tich nho. o Q Q
Livron Livron Sur|, Thude Kkho 5 trine: via =) 5/2012 S O Agency
Drome, France _uoe KIONS YO TTung: VIS Nang i < - (AFSSAPS)
ctng; thuoc dat; vién nén.
* Thudc sinh hoc: thubc mién dich.
Ministry of]
4-6-10 & m %)
. Koishikawa, , 2 . QED K 8 Health, - Labour
38 Eisai Co., Ltd San pham: Pariet Tablets 10mg é 4368 = = and Welfare
Bunkyo-Ku, 8 < <
Tokyo, Japan = < < government  of]
’ — Japan
610 = © |2 [eat Labour
. Koishikawa, , 2 . ) K K calth, avour
42 Eisai Co., Ltd San pham: Pariet Tablets 20mg & 4377 a N and Welfare
Bunkyo-Ku, = = =
Tokyo, Japan = < < government of]
’ — Japan
* A oAy
Nucleo Industriale + ?Ill?l(()”)cc\;z;r;lﬁgt v6 tring chira hormon| & - =
43 Fisiopharma |- 84020 corticosteroid: thuée bét: (?n thube tidm % IT/46- K 8 Italian Medicines
SR.L Palomonte  (SA) Sterotd: - o ong P 1/H/2013 | S S |Agency AIFA
Ttaly + Thudc ti¢t trung cudi: dung dich thuoc| o N =

thé tich nho.




Akciju I £ R . " - N
Sl Krustpils iela 53,[* Thuoc khong vo trung: vién nang cing S ZVA/LV/ | g i
44 |S0idriba, s LV-1057,|(chta thubc doc té bao/chdt kim t baoy:| ©  |2012/012 | S g [State Agency of
Grindreks (I . iz \ A =) L < Medicines, Latvia
. Latvia thudc uong dang long; vién nén. o H = F
vieta) b
* Thuoc vo trung:
Prat de la Riba,|+ Thudc san xuét vé trang: dung dich thé - Minist of
Boehringer 50, 08174 Sant|tich nho. E NCF/130 g S Healthry of
45  |Ingelheim Cugat Del Valles|+ Thubc tiét trung cubi: dung dich thé| @ 2/001/CA | & Q Government  of
Espana, SA  |(Barcelona), tich nhd. B T q = . .
: £ A N n — — Catalonia - Spain
Spain * Thudc khong vO trung: vién nang;
thudc udng dang 1ong.
* Thuoe vo trung:
Manor Farm|+ Thudc san xuit vo trung: thudc dong UK MIA United Kingdom's
Health Road, Porton |khé; dung dich thé tich nho. o 20170 o 0 medicines and
) Down, Salisbury,|* Thudc sinh hoc: thubc mién dich; = K K Healthcare
47 Protection L P o 9 Insp GMP| & Q
Aenc Wiltshire, Sp4|thudc cong ngh¢ sinh hoc; thudc sinh| 20170/13 — e Products
geney 0JG, United|hoc khac (Botulinum Toxins, toxoids|™ 167-0015 < a Regulatory
Kingdom. Bacterial  Enzymes  (Erwinia  L- Agency MHRA
asparaginase) Bacterial Toxoids).
Merck Sharp & . . '
Dohme Limited,|* Thudc khong v6 tring: vién nang UK MIA Umt'eq Kingdom's
Merck , . e . N Y ~ e medicines and
.__|Shotton Lane,|ctig; dang bao ché ran khac; vién nén; S 25  Insp| = =
Manufacturing . £ A A g . . X S S Healthcare
49 o Cramlington, thudc khong vo trung khac (thudc com| @ GMP N a
Division - £ ) o0 e Products
. Northumberland, [uong). 0 13532/40 | = aQ
Cramlington . 2 , , 2 i o i) Regulatory
NE23 3JU,|* San pham khéc: san pham chir hormon. 61-0021 Acency MHRA
United Kingdom. gency
* Thuoe vo trung:
+ Thudc san xuat vo trung: thuc dong
Allergan Castlebar Road, k,hO; d:{n g bdo ché bdn rdn; dung dich thé E 3744/M1 = = . ..
. tich nho. g g Irish  Medicines
50 Pharmaceutica|Westport, Co. + Thube tiét tri §i: thude chv ehd &) 48- S S Board
Is Ireland Mayo, Ireland u?c It frung cuot. Fuoe cay ghep B V12/531 | & =
dang ran (Dexamethasone) o~ N

* Thudc sinh hoc: thudc cong nghé sinh
hoc.
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TTY
Biopharm
Company
Limited
Chung
Factory

Li

No. 838, Sec 1,
Chung-Hwa Rd,
Chung-Li  City,
Taoyuan County,
Taiwan, R.O.C

* Thude vo trung: thude tiém (thudc san
xuat vo tring va thudc tiét tring cubi).

* Thudc khong vo tring: dang bao ché
ban ran (thudc md, thudc kem); dang bao
ché rin (vién nén bao phim, vién nén,
thude cdm, thude bot, vién nang).

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

PIC/S-GMP

8001

3/25/2013

9/30/2015

Department of]
Health  Taiwan,
R.O.C




Misato Plant, 950{San  pham: Aricept Evess 5mg United Kinedom's
Oaza Hiroki,|Orodispersible tablet, Aricept Evess .. £
. . . PP101207| 00 medicines and
. Misato-cho, 10mg Orodispersible tablet. | = —
Eisai Co R L. . 45 val o o Healthcare
52 .. Kodama-Gun, (San xuat tai: Eisai Co Limited q N\
Limited . X L PP101207| & N Products
Saitama Pong goi tai: Pfizer PGM; Pharmapac 46 = = Reeulato
Prefecture, 367-|(UK) Limited; FEisai Manufacturing A inc I\I;IyHR A
0198, Japan Limited) geney
Famar AVE Anthoussa * Thuoc khong vo trung: vién nang|a. N s National
55 Al’lthOUSSé, “|Avenue 7,|cting; dang bao ché rin khac; vién nén % 16559/5-31 § S Oganization  for
Plant Anthoussa Attiki,|(hormon va cac chdt c6 hoat tinh ) 12 § § Medicines,
15344, Greece hormon). K A = Greece
* A .
8301 Mars Drive, +§Tlugc vo trung(. 5 trine: dane bio chél & o e
Allergan Sales|Waco, Texas|, , lioc san xu? Vo :ru,ng. aﬂn g baochel 5 2012/594 | S K Irish  Medicines
57 .., |ban ran; dung dich thé tich nho. &) Q N
LLC 76712, United A N A . 4| 5 2 = g Board
States * Thudc khong vo trung: dang bao che| g & =

ban ran.




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

Dot 11
Z
O N
E CEE
NHA MAY ; , A z &|GIAY |© 5 |cO  QUAN
STT A - |DIA CHI PHAM VI CHUNG NHAN & = > <
CONGBO | - - = O[CN & = |cAp
z
State
* Thudc vo tring: o Administration of]
Sun . Halol—Baroda + Thubc pha ché vé tring: thubc dong| = 045/2012/| = = Ukraine on
Pharmaceutica |highway, Halol-|, , . . 2 ) O K N ..
1 ) ) kho; dung dich thé tich nho. h SAUMP/ < < Medicinal
1  Industries|389350, Gujarat, A . N i = Ny -
Lid India * Thuoc khong v6 trung: vién nang| O GMP g R Products
mém; dang bao ché ban rin. - (SAUMP) -
Ukraine
Plot No E-37/39, i?:zinistration of]
" I ~ A~ . ,( \ A,
Glenmark M’LD'.C' T‘h.uoc kh?ng Vo }mng. thude d}l N8 = 026/2013/| 2 = Ukraine on
. |Industrial Estate,[ngoai dang 16ng; thuoc uong dang long;| O o K .
2 Pharmaceutica . RN .. . 1. o | SAUMP/ [Q Q Medicinal
Satpur, Nasik-422|b6t dung ngoai da; dang bao ché ban ran| % K N
Is Ltd. J . A, O GMP F N Products
007, Maharashtra,|(thuoc kem; thuoc md; gel); vién nén. = N
India (SAUMP) i
] Ukraine
Kishapura, Baddi- UK GMP United Kingdom's
Glenmark Nalgarh Road, o 17350 S s medicines and
. |Solan District,|* Thudc khong vo tring; dang bao ché > Insp GMP| & K Healthcare
4 Pharmaceutica|__. .z Z . PR @) aQ Q
Is Limited Himachal ban ran (thuoc kem va thuéc mo). ) 17350/38 | K e Products
Pradesh, In- K 2961- % < Regulatory
174101, India 0004 Agency MHRA




Parque Industrial,

Calle 9 Tne M UK GMP United Kingdom's
atle ¥ g MY« Thude vo tring: o 41732 | v  |medicines  and
Glenmark Oks No 593, A Lo . = = o
. . + Thudc san xudt vo trung: dung dich thé Insp GMP| & Q Healthcare
6 Generics SA -|Pilar, Buenos|,, . ., L on . ) | @ S Q
. . tich 16n; thudc dong kho; dung dich thé| - 41732/70 | & N Products
Pilar Plant Aires, Ar-| , . 0 Q S
B1629MX tich nhd. 09036- — = Regulatory
Argentina ’ 0001 Agency MHRA
* Thubc khong vo trung: vién nang
ctng; thude dung ngoai dang 16ng; thude
Madaus GmbH  |udng dang long; dang bao ché rin khéc| o, DE NW_| e “

9 Madaus Lutticher Str. 5,|(thudc bot, thudc cdém, pastilles); dang % 04_GMP | g § Co quan thim
GmbH 53842 Troisdorf,|bao ché ban ran; vién nén (vién nén bao| 2012_00| 5 ¥  |quyénPuc
Germany phim, vién nén bao duong). K 43 - =

* Thude duge liéu; thude vi lugng dong
can.
The Institute for
Teva E ~ s Standarization
. B i , — o
17  |Phamaceutica)2 Hamarpeh St.\, 1o a0 ché baninva thube dit. |G 132212 |& &  fand Control ‘of
1 Industries|Jerusalem, Israel =) ® X Pharmaceutical,
Ltd. K o Q Ministry of]
Health, Israel
Lot no: 423/P/A,|, Thube v tring:
Sarkhet Bavla + Thubc san xuat vo trung: dung dich thé e
Intas Highway, Village| , \ g-cung & E = —  |Health care
. . .- |tich nhd. NL/H oS S .
30 Biopharmaceu |Moraiya, Talika . P L Q Q inspectorate, The
. . * Thuoc sinh hoc: thude cong nghé sinh| - 13/0106 | = Q
ticals Ltd. Sanand, Gujarat, hoc o & S Netherlands
Ahmelabad, * .D;IO’C chét sinh hoc
382213, India j T
Plot numbers 457 ~ . :
and 458 Sarkhej- UK GMP . Ezgfgnfsmgdoﬁj
INTAS Bavla Highway,|* Thubc khoéng vo trung: vién nang E 17543 g S Healthcare
31 Pharmaceutica|Matoda, Sanand,|ctng; dang bao ché rin khac; dang bao| O Insp GMP| § S Products
Is Limited Ahmedabad, ché ban ran; vién nén. 2 17543/96 | Q N Regulatory
Gujarat, 382210, 21-0016 Agency MHRA

India
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Dr.  Gerhard
Mann
Chem.-pharm.
Fabrik GmbH

Brunsbutteler
Damm 165-173,
13581 Berlin,
Germany

* Thude vo tring:

+ Thudc san xudt vo trung: dang bao ché
ban ran (gel nho mat); dung dich thé tich
nho (thudc nho mét).

+ Thubc khong vo trung: thudc dung
ngoai dang 16ng; thubc udng dang long;
dang bao ché ban ran; vién nén.

EU-GMP

2012/01/
mann

9/21/2012

5/31/2015

Co quan
quyén Dtc

thaim
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Laboratoires
Mayoly
Spindler

6 avenue de
I'Europe, 78400
Chatou, France

* Thudc vo trung: vién nang ctng; thude
dung ngoai dang long; thudc udng dang
long; dang bao ché ran khac; dang bao
ché ban ran; vién nén.

* Thuoc dugc li€u.

EU-GMP

HPF/FR/1
77/2012

10/4/2012

6/14/2015

National Agency
of Medicine and
Health  Product
Safety (ANSM)




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

Dot 12
Z
O N
= CE
NHA MAY ; , A z &|GIAY |© 5 |cO  QUAN
STT A - |DIA CHI PHAM VI CHUNG NHAN & = > <
CONGBO | - - = O[CN & = |cAp
z
Rotexmedica * Thude vo tring:
Rotexmedica |GmbH + Thudc san xuat vo trung: dung dich thé| o DE_SH 0| e s
1 GmbH Arzneimittelwerk |tich 16n; dung dich thé tich nho (chira % 1_GMP_ | & N Co quan tham
Arzneimittelw |Bunsenstrabe  4,|hormon va chit c6 hoat tinh hormon). ) 2013 000 | = o quyén Duc
erk 22946 Trittau,|+ Thudc tiét trung cudi: dung dich thé| ® 1 = %
Germany tich 16n; dung dich thé tich nho.
* Thuoe vo trung:
Alfa Intes| ' +'Thucoc san xuat vo trupg: dang bao ché
Industria Via Fratelli|ban ran ( pormon corticosteroid); dung| a, o s
5 Terapeutica Bandiera, 26-|dich  thé tich nhé  (hormon % IT/98- K K Italian Medicines
S lerri dore 80026 Casoria|corticosteroid); thudc bot. ) 1/H/2013 | = =) Agency AIFA
SpRL (NA), Italy * Thubc khong vo trung chira hormon| ™ ¥ =
o corticosteroid: thubc dung ngoai dang
16ng; thudc udng dang long.
Baxter Route 3  km|San pham: Forane (isoflurane, USP) % 03-0052- g g United States
6 Healthcare of|142.5, Guayama,|Liquid for Inhalation O ~|2013-01- | Q Q Food and Drug
Puerto Rico  |[PR 00784, USA [Tén tai Viét Nam: Aerrane (isoflurane) Cé)) VN ﬁ ﬁ Administration
* A .
Ranbaxy Thu(ic V? trunAg. o L
. + Thuoc san xuat vo trung: thudc bt pha
Laboratoires i , . L
. tiém chua penicillin, cephalosporin va| a, DE NW_ | . "
Industrial Area 3 S — = 2
- Ranbaxy AB Road carbapenem. & 04 GMP S N Co quan tham
Laboratoires o ’[* Thude khong vo trung chira penicillin =) 2013 00| s = quyén Dtc
Dewas-455  001] | e a , = o) N
va cephalosporin: vién nang cling; vién 21 —
Madya Pradesh,| X . a . .
India nén (bao gom ca vién nén bao phim va

vién nén bao duong); hon dich kho.




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

Abbott v 12,8121 - . = = = [Health
D00 SeTweg 14, + Thube tiét tring cudi: dung dich thé| = NL/H S S catthcare
8 Biologicals |AA Olst,| , , @) a a Inspectorate,
tich nho. ) 13/0003 |5 S
B.V Netherlands P . o A A o Q - Netherlands
* Thuoc khong vo trung: thudc uodng — —
dang 1ong; vién nén (chira hormon).
* Thudc sinh hoc: thuéc mién dich.
* Thuoc vo trung chira hormon va chat
co hoat tinh hormon,;
prostaglandin/Cytokine; chat mién dich;
Holopack sulphoglan}1des:A o ' .
+ Thudc san xuat vo trung: dung dich thé
Verpackungstech | ) . PR
nik GmbH tich 16n; dang bao ché ban ran; dung
Bahnnhofstrabe, d1c}1 thf tich nhé (bao gdém cé ché pham
gemap den nho ma’t). . .
vorliegenden + Thu’oc tiét trun‘g cuo:: d’ungédwh the . DE BW | -
Holopack . tich 16n; dang bao ché ban ran; dung|s s |2 = 2
Grundrissplanen | 2 , \ L 01 GMP | & K Co quan tham
9 Verpackungst dich thé tich nhé (bao géom céa ché pham| @ = X S A Ty
. vom 20.11.2007,[7:7" ~, ) 2012 01| = N quyén Duc
echnik GmbH 73435 nho mat). 0 18 3 =
* Thudc khong vé trang chira hormon va -
Abtsgmund- A . .
Untereroningen chat co hoat tinh hormon;
Ba def— gen, prostaglandin/Cytokine; chit mién dich;
Warttemberg sulphonamides: thudc dung ngoai dang
G ’ long; thudc udng dang 1ong; dang bao
ermany F
ché ban ran.
* Thudc sinh hoc: thudc cong nghé sinh
hoc chira Protein tai t& hop/ DNA va
enzyme.
* Thuoe vo trung:
Novartis +Thubc san xuat vo trung: dung dich
. £ n . =9 :
Pharma Stein Schaffhauserstras tI;uoc (almp?ules, Alo, bom tiém dong S o s Swiss Agéncy for
1 AQG, . 4332 Stein san); thudc dong kho (19). o 13-989 S K Therapeutic
Pharmaceutica|_ . ’[+ Thude tiét trung cudi: dung dich thude| £ 13-988 = o« Products
. Switzerland o . M Q ~ = ) .
1 Operations (ampoules, lo; bom tiém dong san). = n ~ (Swissmedic)
Schweiz * Thubc khong vo trung: Dang bao ché

ran: vién nén; vién nang; miéng dan.




* Pia chi: Kvarnbergagatan 12 (Freeze
Dried and Pumpspray) Sodertalje, 15185
Sweden

*Thudc vo trung:

~ )
A . A A N . X A = — — .
AstraZeneca SE-151 . 85(+ Thuoc sa.r} xuat vo trung: thude dong| S 24201251 S S Medical Products
AB Sodertalje, kho (dang tiém). ’ 1< 22363 = = Agency of
Sweden + Thudc tiét trung cuoi: dung dich thé B N = Sweden
tich nho (dang tiém). - -
*Thudc khong vo trung:thudc dung
ngoai dang 16ng (thudc thut); dung dich
va hdn dich udng; thudc hit va thude xit.
Str. Theodor .
: N National Agenc
% J4 A o . a9 — 2 g y
S.C Infomed Pallady nr. 30, ThuoE V(?Atl'lll’l‘g. Z. . | 2 028/2012/| & N for Medicines and
14 . sector 3,|+ Thuodc tiét trung cudi: dung dich thé| @ & d . .
Fluids S.R.L . F 1 1a 5 RO — S Medical Devices -
Bucuresti, cod|tich lon. n S S Romania
032266, Romania -
C/ San Rafael, 3,
Pol. Ind.|* Thudc khong vé tring: thude dung|a. S s Spanish  Agency
16 Italfarmaco  |Alcobendas, ngoai dang long; thudc udng dang long; % ES/050H | & K of Drugs ang
S.A Alcobendas dang bao ché ran khac (thuéc bot, thude =) VI/12 § § Health  Products
28108 (Madrid).|com) K A a  |(AEMPS)
Espana
* Thuoc khong vo trung: vién nang -
;oo £ £ - £ \ =8 ™ ha . .
Gedeon H-1103 .Budapest cimg; thudc uong dang 10‘ng, thAuoc’ durclg S 0GYI60 | S = National Institute
17 . Gyomroi ut 19-|ngoai dang long; dang bao ché ban ran| @ = = of Pharmacy,
Richer PLC X i ) oo , ) 01-2/2013| = 9
21, Hungary chira khang sinh; vién nén chira hormon;| S S Hungary
thude bot va thude cdm.
. 6-8. Doshomachi N Ministry of
Dainippon 2-chome, Chuo- S e v
Sumitomo ku, Osaka, Japan : &) S S Health,  Labour
> ’ : am: i i Q Q
18 Pharma  Co.,|(1450, Yasuzuka- San pham: Gasmotin tablets Smg § 4371 S S ar;il[emmer:i\/elfa(r;
Ltd cho, Suzuka, Mie, S = = &

Japan)

Japan




* Thubc khong vo trung: vién nang
ctimg; thudc udng dang 16ng; dang bao
ché rin khac; vién nén.

San pham cy thé: vién nén bao phim

Bristol Mvers 4601 Highway 62|Sprycel, vién nén bao phim Baraclude,| . ) s National Agency
11 Sauibb 4 East, Mount|dung dich ung Baraclude, vién nén bao % UMC/PT/| § K of Medicine and
Cccl)m an Vernon,  47620,|phim Eliquis, vién vang cimg Reyataz,| = 2/2013 = 3 Health  Product
pany United States thubc bot pha dung dich uéng Zerit,| ©2 A = Safety (ANSM)
dung dich ubng Abilify, vién nén bao
phim Ebyont, vién nén bao phim
Onglyza, vién nén bao  phim
Komboglyze.
. National
Bluepharma -[S. Martinho do a ) ha] i
Industria Bispo, Coimbra,|* Thubc v6 tring: vién nang ctng; thude > FOOL/ST/ = S Auth.orlty of
23 ) . Lz A, @) H/AF/001| & PN Medicines  and
Farmaceutica, |3045-016, bot; thudc com; vién nén. - 3 —
S A Portugal o /2012 < § Health Products,
' I.P, Porrtugal
Via  Provinciale
. Schito 131 - & = = . .
Novartis . = IT/36- < < Italian Medicines
* 0 0 O tring: vién né &) Q Q
25 Farma S.P.A i0058 . To:e Thuoc khéng vo trung: vién nén. = S/H/2013 | 3 Agency AIFA
; nlnun21ata (NA), o 3 S
taly
Ronda de Santa|* Thudc khong vo tring: vién nén (bao
. A , £ , AN A N ..
Novartis Maria, 158, g?m caﬂthuocA humg than); vién .lzao (bao E NCF/122 |2 v Ministry of]
. 08210  Barbera|gom ca thuoc hudéng than); vién nang Q o Health of]
26 Farmaceutica , N \ ! ; L o9 7/001/CA | 55 Q
SA Del Valles|cing (bao gdom ca thuoc hudng than,| = T = = Government  of]
(Barcelona), chat kim té bao); vién nén bao phim (véi| = = @ Catalonia - Spain
Spain duong).
- * S
k/?boijtmres Route de Marsat, +’1:FILu0Ac vé tmn%.t i thude donel & S - French Health
ere Riom,  63963|  'ooc S Xud vo Wung: Luoe Congl = \ypr/rr/s| S S |Products  Safety
28 Sharp& kho; dung dich thé tich nho. &) N Q
Clermont-Ferrand I 2 x =) 7/2012 2 B Agency
Dohme- Cedex 9. France * Thuoc sinh hoc: thudc mien dich;| g 3 N (AFSSAPS)
Chibret ’ thudc cong nghé sinh hoc.




Abbott

Laboratories, * Thubc khong vo trung: vién nang
, X N X z , , [a ) DE_NI_O on O
Abbott Plant Neustadt cung; dang bao ché ran khac (chua S — — 2
. . o a , 2 GMP_ | &g K Co quan tham
29 Laboratories |Justus-von-Liebig-thormon va chat c6 hoat tinh hormon). &) 2013 000| % = uvin Bire
GmbH Str.33 * Thude sinh hoc: thude c6 ngudn goc tir B 7 3 g quy
31535 Neustadt a.|nguoi va dong vat.
Rbge. Germany
Survey No. 41,
Bachupally UK GMP United Kingdom's
Dr  Reddy's|Village, Y 8512 Insp| & s medicines and
1 Laboratories |Qutuballar * Thudc khong vO tring: vién nang % GMP P K K Healthcare
Limited FTO-|mandal, = Ranga|cung; vién nén. - 8512/179 § § Products
Unit 3 Reddy  District, K 70-0006 % < Regulatory
Andhra Pradesh, Agency MHRA

In-500 090, India




33

RPG
Sciences
Limited

Life

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

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

EU-GMP

UK GMP
18388
Insp GMP
18388/10
806-0004

8/31/2012

5/24/2015

United Kingdom's
medicines and
Healthcare
Products
Regulatory
Agency MHRA




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

Dot 13
Z
O N
b N
NHA MAY ; , A z &|GIAY |© 5 |cO  QUAN
STT A - |DIA CHI PHAM VI CHUNG NHAN & = > P
CONGBO | - - = O[CN & = |cAp
Q z. =
._|Céc san pham chtra penicillin: o « .
GlaxoSmithK1| 001~ MOUMAN oy 505 ring: dung dich; hdn dichs| S [MI2011-|g |2 [Therapeutic
. . |Highway, Boronia| . ~, .. 2 @) Q g Goods
1 ine Australia thuoc tiém; thuoc thut. A LI-04378-| & < .. .
VIC 3155, z . . R 5 — — Administration,
Pty Ltd . * Thuoc khong vo trung: vién nén; vién| O 3 S = .
Australia i " = = i) Australia
nang cting; thudc thut.
Lot. 89, Jalan
Enggang, o - National
. . 2 2 he .
Sterling Drug{Ampang/Ulu _ |* Vien neén: vien nén dai, thuée bot| 5 S = Pharmaceutical
3 (Malaya) Sdn|Kelang Industrial thube ubne dane lon A 182/13 = 3 Control Bureau,
Bhd Estate, 54200 § cang fong. O 3 S |Ministry of
Selangor, - Health Malaysia.
Malaysia
Mobilat
' Produktions . DE BY |e i
Mobilat GmbH 4 R A 2 S = S z
. . * Thudc khong vo trung: thudc dung 04_GMP | g Q Co quan tham
4 Produktions  |Luitpoldstrasse 1, ngoai dang 16ng; dang bao ché ban rin t 2013 00| X 8 uyén Purc
GmbH 85276 goa Cang fong, cang B 5 S s |
Pfaffenhofen, -
Germany
National Institute
Extractum © for Quality and
Pharma Zrt/|IV. Korzet 6.,|, Thubc Kkhéng vé tring: vién nang S 0GYI/47 | S S Organization .
5 Extracum Kunfeherto, 6413,] , £ otal s AR A, &) N N Development in
cting; thuoc bot va thudc com; vién nén. ) 00-5/2013| = o
Pharma  Co.|Hungary o = 3 Healthcare  and
Ltd Medicines,

Hungary




* Thudc khéng vo trung chira chat co

French National

-9 on g}
; Conexi ;’Zntoisge 955;18 h9at tir}hihormron: Yjén rrlang cing; dang % HPF/FR/6 g g Drug and Health
OSNY. France bao ch’e ran khac; vién nén. 5 1/2013 5 g Products  Safety
’ * Thuoc sinh hoc: thude mién dich. K o ©~ Agency (ANSM)
San pham: Exjade/Asunra Dispersible
Novartis Schafthauserstras |tablet E 04/13/620 g g European
7 Pharma Stein|se, 4332 Stein,|( Co s¢ dong gbéi cdp 2: PharmaLog| 93 S S |Medicines
AG Switzerland Pharma Logistik GmbH, Simenstrase 1, E] g = Agency
59199 Bonen, Germany)
* Thude vo tring:
+ Thubc san xuat vo trung: thubc dong
kho (chtra chit doc té bao/chat kim té
' Via Pasteur, 10- bcilO).i dl‘mg d}ch‘thé Atic? nho (chira chét E — 2 E ' B
10 Actavis  Italy 20014  Nerviano doc te E)ao/.cAhat l‘<1m té t;a}o). . |5 14/H/201 8 & Italian Medicines
S.P.A (MI), Ttaly * Thuoc tiét trang cuoi: flung d;gh thé| 5 3 * E Agency AIFA
’ tich nho (chira chat doc té bao/chat kim| ™ - e
té bao; hormon sinh duc).
* Thubc khong vo trung: thudc udng
dang long (chtra hormon sinh duc).
10 rue Colonel|, £ R A a A o s National Agency
\y |Delpharm  |Charbonneaus, Cﬁrfg?“&iéihzgﬁg Vganguﬁig'vﬁgnigﬁ Z  [HPFFR/I|T S |of Medicine and
Reims 51100 Reims, ché r’én Khac: vién nén T ) 63/2012 S S Health  Product
France ’ ' H o0 ' Safety (ANSM)
* Thudc vo tring;
+ Thudc san xuat vo trung: dung dich thé
tich nho chtra hormon va chét co hoat
tinh hormon (khéng bao gébm hormon
. . |corticosteroid va hormon sinh duc). o \n
Italfarmaco Vlal.e Fulvio + Thudc tiét trang cudi: dung dich thé = IT/28- g & Italian Medicines
12 lspa Testi, 330-201261, + ho t 1/H2013 | & S |Agency ATFA
o Milano (MI), Italy |, Thué'c Khéne v6 trine: via B PN S
g vO trung: vién nang =

cung; thude bot va thude cdm; vién nén.
* Thudce sinh hoc: thude c6 nguodn gbe tir
dong vat (dung dich thé tich nho san
xuat vo tring hodc tiét trang cudi).




56 route de

* Thubc khong vo trung: vién nang

French National

. ;o \ £ & . =" @ b
Sapoﬁ Choisy au Bac,|cling; dang. bao.Ache ’ran k,hac (chua = HPF/FR/7| S S Drug and Health
14 Winthrop 60205 cephalosporin); vién nén (chira hormon| Q@ = =~
. . . £ \ . 12 0/2013 S L Products ~ Safety
Industrie Compiegne, va chat c¢6 hoat tinh hormon;|p = S
. < — Agency (ANSM)
France cephalosporin).
* z - ~ . ) Z
No. 6, kuang Yeh oThuog khgng vO trung. dang Pao che
long (hon dich; dung dich); thuoc phun| n,
Synmosa 1st Road, Hu-Kuo| . . P n X S ) ha]
. . . mu; dang bao ché ran (vién nén bao = > Department of]
Biopharma Hsiang, Hsin-Chu| o , . o O K Q .
18 . . [duong; vién nén bao phim; vién nén;| 8241 N & Health  Taiwan,
Corporation, |Ind. Park, Hsin Lo = v N
. |thudc bot; vién nang). O = & R.O.C
Synmosa Plant|Chu Hsien, A , IO - g —
. * Dugc chat hormon (san xuat vién nén
Taiwan, R.O.C )
bao phim)
Co s& san xuat:
Ma'abarot Ind.
Zone, Emek
. Heferi ISl‘E’lel .. |* Thudc khong vo tring (khong bao gdm The Institute for
Trima, Israel|Co s& dong goi:|, , L, oan A s | I
. . thuoc chira hormon, chat doc té bao, ) ) Standarization
Pharmaceutica |Kibbutz , . , n = — —
khang sinh nhom betalactam: vién nang| O K K and Control of]
19 1 Products,|Ma'abarot, Emek| , N .. \ | A 1411/13 | $ N )
, cing; thudc dung ngoai dang 1ong; thuoc| = i g Pharmaceutical,
Ma'abarot Hefer, Israel £ , O . ] Q a N ..
\ .z __|uong dang long; thudc bot; dang bao ché| = < < Ministry of]
Ltd., Israel Co so kiém|, , . . . A
" ban ran (bao gom ca steroid); vién nén. Health, Israel
nghiém: Even
Yehuda Ind.
Zone, Emek
Hefer, Israel i
* Thuoc vo trung:
Paraue  Industrial + Thudc san xuat vo trung: dung dich thé
Laboratorios d tich 16m; thube dong kho; dung dich thé National
) Manuel Lourenco| , o ~ ) )
Basi “|Ferreira. Lotes 15 tich nho. S FO16/S2/ | g S Authority of]
20  |Industria . 16 ,Morta walt Thudc tiét tring cudi: dung dich thé| @ H/AF/001| < S |Medicines  and
Farmaceutica, 345 0_’23 ) B9\ ich 16n; dung dich thé tich nho. B /2012 R g Health Products,
s * A A A \ . A |
S.A Portugal Thuoc khong vé trung: thudc dung L.P, Porrtugal

ngoai dang 16ng; thubc udng dang long;
dang bao ché ban ran; thuoc dat.




i . = 0182- |2 s i
P1r'a'mal Bethlehem, PA|San pham: Sevoflurane, USP Inhalation| © 03-0182 8 K United States
21 Critical Care 13017. USA Liquid O 2013-04- | 5 S Food and Drug
Inc ’ d g VN 3 3 Administration
i . = 0182- |2 s i
Piramal Bethlchem, ~ PA|Sén phim: Isoflurane, USP Liquid for| @ [ 0182 13 g |United  States
22 Critical Care 13017. USA Inhalation O 2013-01- | 5§ S Food and Drug
Inc ’ g VN 3 3 Administration
UK GMP United Kingdom's
F-4 F-12 23068 e hl medicines and
Mylan o i N £ . N e E Insp =S >
23 Laboratories M.ID.C., . , Thuq? kl}ong Vo tring: vién nang| & GMP: & g Healthcare
Limited Malegoan, Sinnar,|cing; vién nén. ) 23068/ = = Products
In-422 113-India = A =  |Regulatory
22382- Agency MHRA
0005 geney
* Thude vo trung:
I A, Ay om N . 2 .
Biochemiestrabe | Thqu san xuat vo trung: dung dich thé E INS- ) © Aust'rle.m
Sandoz GmbH tich nho. S o Medicines  and
26 10, 6250 Kundl, . L. L 481922- | & Q . .
- BPO Kundl Austria * Thudc sinh hoc: thuoc cong ngh¢ sinh| - 0025-001 o0 < Medical Devices
hoc. K A o Agency (AGES)
* Duoc chét c6 hoat tinh hormon.
Plot Nos. 69-72 . . ,
(B) Sector 1L, o . UK GMP United Kingdom's
Inca Kandl v * Thuoc khong vo trung (bao gom ca| o, 17549 el N medicines and
P . andia "Clthube chira khang sinh penicillin): vién = K S Healthcare
29 Laboratories | Trade Zone, nang ctng; vién nén; thudc bot pha hdn it Insp GMP S R Products
Limited Gandhidharn- dicf & ’ P 2 [17549/96 | Q S O
Kutch, Gujarat,| " 30-0005 N genc gdyHRA
IN-370230, India geney
Chinoin I;Iatlo(rsal 1.Ins‘u‘rut(el
Pharmaceutica (2112 o ) s g;gani;:til(z}rll an
1 and|Veresegyhaz « £ R o o~ = OGYl76 | g S .
) . &) Q Q
35 Chemical Levai  w. 5, Thuoc khong vo trung: vién nén. = 42-22013|S q Development in
. o = d Healthcare ~ and
Works Private|Hungary = o ..
Co. Ltd Medicines,

Hungary




Pymepharco Joint
Stock Company

Pymenharco 166-170, Nguyen A DE HE_ [o “
yoep Hue Street, Tuy|* Thuoc khong v trung: vién nang cung > 01_GMP | & = Co quan tham
38 Joint  Stock . , L , . Q S Q A
Compan Hoa City, Phu|chira khang sinh nhoém cephalosporin ) _2013_00| 5 ® quyén Duc
pany Yen Province, = 61 A o
Vietnam, Viet
Nam
San pham: vién nén phong thich kéo dai
Via Ranco 112 MacoTelq ) E IT/E/GM | @ s, ' N
39 Valpharma (loc.  Serravalle)|[(Co s¢ san xuat: Valpharma S.P.A & P/7 = g Italian Medicines
S.P.A 47899, San|Co s¢ dong goi: Elpen Pharmaceuticals. | = 12013 O i Agency AIFA
Marino Inc - Marathonos Ave.95, Pikermi Attiki,| ™ @ A
19009, Greece)
Survey No 47,
Dr. Reddy's ggﬁhupally * Thude v trine: o State
Laboratories 1Hage, I fg o . A= 005/2013/| = = Administration of]
. . |Qutbullapur + Thuoc san xuat vo trung: dung dich thé| O 8 K .
41 Ltd, Biologics ] , ) F . SAUMP/ < N Ukraine on
Mandal, Rangaltich nhé ( dung dich thudc tiém Grastim;| % o S ..
Development . . O GMP = aQ Medicinal
Center Reddy  District,|Reditux) = gl A Products
Andhra Pradesh,
India
Route 3 Km = n " .
Baxter 142.5, Guayama,|San pham: Suprane (desflurane, USP) QZD 04-0018- K K United States
42 Healthcare of] . . . O 2013-01- | & N Food and Drug
Puerto Rico Puerto Rico|Liquid for Inhalation 7 VN < < Administration
00784, USA - < <
* 4501 Colorado
Boulevard, Los
Angeles, CA A, - -
Baxter 90039, USA San pham: Hemofil M (Antihemophilic| = CT 2415- 2 = United States
43 Healthcare * 1700 Rancho|Factor (Human) Method M, Monoclonal 8 Q N Food and Drug
. . . . : 13 WHO | % = o
Corporation  |Conejo Purified, nanofiltration) ‘S % % Administration
Boulevard,

Thousand Oaks,
CA 91320, USA




Route 3 Km & en ! .
Baxter . . = 04-0153- | = —  |United States
5 Am: = =
44 Healthcare of 142.5, Guayarpa, San ph.am. Sevoflurane, USP Liquid for 8 2013-05- | & Food and Drug
Inhalation : o o
Puerto Rico Puerto Rico A VN = = Administration
00784, USA 5 A A
Avda de la|San pham: vién nén bao phim Cialis « .
Industria, 30,|(Co so san Xuét: Lilly Del Caribe, Inc E = g Spanish  Agency
. L, A SGICM/C| & I of Drugs ang
45 Lilly, S.A Alcobendas Co so dong goi: Lilly, S.A - Avda de la| @ ONT/SPL | S = Health  Products
28108 (Madrid),|Industria, 30, Alcobendas 28108 2 S S |aemrs)
Spain (Madrid), Spain -
* Dung dich tiém: san phim cu thé:
Trigan-D 10mg/ml; Aciloc 25mg/ml;
Amikacin 500mg; Amikacin 1000mg.
% ‘a . . 2 2,
1389, Trasad Eth;flﬁ:)n tOInen. san pham Cjooglle: .
Cadila Road,  Dholka- N - 1S zvaLv |2 =
. . |Ethambutol/Isoniazid 400/150mg; K Q Sate Agency of]
46 Pharmaceutica|387810, Dist, . . . 29 2013/003 | & & .. .
.. Pyrazinamide 400mg; Prothionamide| A I Medicines, Latvia
Is Limited Ahmedabad, P .. 0 H = =
Guiarat. Indi 250mg; Isoniazid/Rifampicin 75/150 mg; < —
Harat, a Ethambutol/Isoniazid/Pyrazinamide/Rifa
mpicin 275/75/400/150mg;
Ethambutol/Isoniazid/Rifampicin
275/75/150 mg.
1389 Trasad UK GMP ~ gzgfc(infsmgdogls
Cadila * Thudc khong vo tring (khong bao gém E 20872 =S g
. |Road,  Dholka,|, , . A & K K Healthcare
47 Pharmaceutica Ahmedabad.  IN thuéc chua Rifampicin): vién nang| < Insp GMP| S Products
Is Limited " |ctmg; vién nén. 2 |20872/14 |9 q o rody
387 810, India 013-0004 O e Regulatory
Agency MHRA
L * Thudc v tring:
Sthhtl.n 5 Plesmanlaan 125 + Thudc san xuat vo tring: dung dich thé E = = Health care
Sanquin 1066 CX|., . . L e o . 2 NL/H N N .
48 . tich 16n; thudéc dong kho; dung dich thé| @ Q a inspectorate, The
Bloedvoorzien [Amsterdam  The| | , ) 13/0009 | —
. tich nho o Q Q@ Netherlands
ing Netherland e —

(Céc ché phdm tir mau)




* Thude vo tring:

+ Thudc san xuat vo trung: dung dich thé
tich 16n (chra hormon va chét c6 hoat
tinh hormon, chit doc té bao/chat kim té
bao); dung dich thé tich nho (chua
hormon va chit c¢6 hoat tinh hormon;
chat doc t& bao/chat kim té bao); hon
dich va thudc xit (chira hormon va chét

Haupt Pharm.
aup artma ¢6 hoat tinh hormon).
Wolfratshausen I £ . 2
Haupt Pharma|GmbH + Thuoc tiét tring cuoi: dung fhch th(? o DE BY_ |« s ‘,
. tich 16n (chtra chat doc t€ bao/chat kim t& = 04_GMP | & K Co quan tham
49 Wolfratshause Pfaffenrieder| . . P AT A a aQ Lo
bao); dung dich thé tich nhé (chat doc té| 5 2012 01| Q S quyén Duc
n GmbH Strabe 5, 82515( " P . = — aQ
bao/chat kim té bao); hon dich (chtra 21 - ™~
Wolfratshausen, o )
hormon va chat c6 hoat tinh hormon).
Germany A N . . ,
* Thuoc khong vo6 trung: vién nang cling
(chtta hormon va chat co hoat tinh
hormon); thuc dung ngoai dang long;
thudéc udng dang long; thubc bot va
thudc cém; dang bao ché ban rin (chira
hormon va chit c¢6 hoat tinh hormon);
vién nén (chira hormon va chat co hoat
tinh hormon).
khej Bavl .
. Sarkhej ava £ R A i A o . National Agency
Cadila N.HNo 8 A,[* Thubc khong v tring: vién nang|< uMcPT/ |3 = of Medicine and
51 Healthcare Moraiya, Tal.|cimg; vién nang mém; vién nén; thudc| @ 1012012 % Q Health Safe
Ltd Sanand, Dist.|phun mu; miéng dén. B S % R4

Ahmedabad, India

(ANSM)




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

(chtra hormon corticosteroid va hormon
sinh duc).
* Thudce sinh hoc: thudc c6 nguodn gbe tir
dong vat.

Dot 14
P4
Q .
b N
NHA MAY ; , A z &|GIAY |© 5 |cO  QUAN
STT A - |DIA CHI PHAM VI CHUNG NHAN & = > <
CONGBO | - - = O[CN & = |cAp
z
* Thude vo tring:
SmithKline + Thudc san xuit vo tring: thudc ciy United Kinedom's
Beecham Ltd|Clarendon Road,|ghép dang rin (bao gdom ca thudc chira UK MIA . £
. e i A a ha) medicines and
A Worthing, = West|penicillin). S 10592 > > Healthcare
1 Smithkline Sussex, BN14[* Thuéc khéng vo trung: vién nang|Q Insp GMP § % Products
Beecham 8QH, United|ctig; dang bao ché ran khac; vién nén; B 10592/39 § g Reeulato
Pharmaceutica [Kingdom thudc khong vo tring khac (vién nang 22-0024 |~ - A inc I\r/IyHR A
Is cung va vién nén chtra penicillin, geney
clavulanate/amoxcillin.)
Zoning Industriel Thubc khong vé trang: vién nang cimg;
S.M.B Rue  du Parc vién nang cing (chtra Prions genotoxics = = = Federal ~ Agency
L industriel 39|, A X o= BE/2012/ | § S for Medicines and
3 Technology hodc teratogens). Vién nang mém; Thuoc| @ N N
Marche-en- . .\ X I =) 087 N Ly Health Product of]
SA dung ngoai dang long; Thudc uong dang| 5, a — .
Famenne, B- long; Vién dan; Vién nén - a Belgium
6900, Belgique & T '
* Thuoc khong vo trung: vién nang
cimg; thudc udng dang léng (chura
corticosteroid va cac hormon khac,
khong bao gdm hormon sinh duc); thudce
Via Bernardo|bot va thudc cém; dang bao ché ban rin| o o e
4 Mipharm Quaranta, 12 -|(chira hormon va cic chét c6 hoat tinh % IT/84- K 8 Italian Medicines
S.P.A 20141 Milanolhormon, bao gébm ca  hormon =) TH/2013 [ 8 Agency AIFA
(MI), Italy corticosteroid); thubc dan; vién nén|™ A =




Poligon Industrial

an Jardi, Avgda.| Thubc khong vo trung: thudc bot; E NCF/131 | = hlt Ministry of
. Bizet 8-12 .z ; . S oS Health of]
5 Lainco, SA ’ ’Ithudc uong dang long; thuoc diung ngoai| @ 8/001/CA | L Q
08191 RUBI dang l6ng; dang bao ché ban ran = T S = Government o
(Barcelona), ang fong; cang ' K S @ Catalonia - Spain
Spain
Sant Sebastia, s/n * Thuoc v6 tring: v
Farma 08960 Sant ’ Jus"[ + Thudc san xuat vo trung: dung dich thé E NCF/131 | = = Ministry of Heath
7 Mediterrania, Desvern tich nho; thudc dong kho. o 3/001/CA [ & q of Government of]
SL Barceloria Spain + Thudc tiét trang cudi: dung dich thé B T g § Catalonia-Spain
> P tich nho.
Warsaw
Pharmaceutica
1 Works Polfa *Thuoc vo trung:
S.A (tén - Thuoc san xuat vo trung: Dung dich thé GIF-IW-
BaLlan: 22/24, Karolkowal|tich 16n, dung dich thé tich nho. E N g g Main
9 Warszawskie |[Str., 01-207|- Thudc tiét trang cuéi: Dung dich thé o 4022/70/1 Q % Pharmaceutical
Zaklady Warsaw, Poland ~ [tich 16n; dung dich thé tich nho. B ) § g Inspector, Poland
Farmaceutycz * Thudc khong vo trung: Thubc udng
ne Polfa dang 16ng; Thudc thut hdu mon.
Spolka
Akcyjna)
Takasaki 239, i & ~ ~ Ministry of
. Iwahamamachi, \ 2 . . = — — Health, Labour
Plant, Nippon L. San pham: Bleocin (Lastet inj; lastet| © K K
10 Kayaku Co Takasaki-shi, Cap.25; Lastet Cap. 50; Lastet Cap. 100) g 3981 e e and Welfare
Ltdy ”|Gunma 370-1208, p-22 p- 2% p- % = = government  Of]
Japan — Japan
Salutas  Pharma|* Thudc khong vo tring: vién nang cimg
Salutas GmbH (chtra chit doc t& bao/chat kim té bao);| o DE ST 0| "
13 Pharma Otto-von- thuéc udng dang long (chira chét mién % 1_ GMP_ | & K Co quan tham
Grmbil Guericke-Allee 1,|dich); vién nén (chtra hormon va chét c6| 5 2013_000|Q S |quyén Pic
39179 Barleben,|hoat tinh hormon; chét doc té bao/chat| 5 A —

Germany

kim té bao, chit mién dich).




9-19,

Santen Shimoshinjo  3-
Pharmaceutica [chome, a Ministry of]
1 Co., Ltd|Higashiyodogawa- % g g Health,  Labour
14 (Santen ku, Osaka, Japan |San phiam: Cravit, Ophthalmic Solutions | & 1232 g g and Welfare
Pharmaceutica|(2-14. Shikinami, % S S government  of]
I Co., Ltd.|Hodatsushimizu- — Japan
Noto Plant)  [cho, Hakui-gun,
Ishikawa, Japan)
56 Hanjin-1 -gil, .
San pham: ..
IW - . & Minister of]
. Songz.l.k el_lp - Thuoc tiém bot Choongwae Prepenem| = a =
Pharmaceuti |Dangjin-si . oo &) 15221 o S Health, Labour
15 1 (imipenem 500mg + Cilasti n 500mg) & 15572 N Q d Welf
CCa ‘ Chungcheongn?l - Thude tiém bot Choongwae Prepenem| £ a S chiare,
orporation |m-do Republic (imipenem 250mg + Cilasti n 250mg) |~ Japan
of Korea
State
. Administration of]
[a W
Joint  Stock)139, * Thudc v6 tring: = [02802013/|Z 2 |Ukraine on
Company Saksaganskogo st, L, XA T A S & e
16 N . + Thuoc san xuat vo trung: Thuoc bot| ., SAUMP/ | & S Medicinal
Kievmedprep |Kyiv, 01032, ., . = =2 N
i . chtra cephalosporin. &) GMP = Q Products
ara Ukraine = ~ o
(SAUMP) -
Ukraine
* Thudc khong vo tring: Vién nang
ctng chira chit kim té bao; Vién mang
Ostravska 29,lmém chira cyclosporin; Thudc ding| . ) il State institute for
Teva Czech|c.p.305. 747 70|ngoai ding ngoai chira hormon; Thudc = sukls2208 | K & stiute fo
17 . 2 ) , . | @ a %) drug control,
Industries s.r.o|Opava, Komarov {udng dang long chira cyclosporin; Thuoc| 03/2012 | IS Cyech Republi
Czech Republic  [phun mu chira hormon; Vién nén chira| ™ = = ch tepubtic.

hoat chit c6 hoat tinh nguy hiém, chit
kim té bao va hormon.




* Thude vo tring:

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

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

National Institute
for Quality and

gf{iﬁ; Gyomroi ut 19-|* Thudc kh@ng vO trung: Vién nang E OGYl/45 g g Organization .
18 21.,  Budapest,|cang; Thudc dung ngoai dang long;| < 929- Q Q Development  in
Nyrt./Gedeon 1103. Hun X% . T =) S Q
Richter Plc. , gary  |Thudc udng dang long; Thuoc bot valm 3/2011 = S Healjch.care and
thudc com; Dang bao ché ban ran chtra Medicines,
khang sinh; Vién nén (bao gdm ca thudc Hungary
chira hormon va chit cd hoat tinh
hormon).
* Thudce sinh hoc: thude c6 nguodn gbe tir
ngudi hodc dong vat.
* Duoc chit sinh hoc.
* Thuf)g Vo trung: ’ 1o « . French National
Catalent 74 rue Principale|+ Thuoc tiét trung cuoi: dang bao ché = — Agency for
19 France 67930 Beinheim,|ban rén. QE? ?()P;%Fl}z{/l g 8 Medicines and
Beinheim SA |France * Thudc khong vo tring: vién nang mém B § % Health  Products

chtra chit c6 hoat tinh hormon

Safety (ANSM)
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Alfa
Wassermann
S.P.A

Via Enrico Fermi.
1 - 65020 Alanno
(PE), Ttaly

* Thudc v tring:

+ Thudc san xudt vo trang: Thube dong
kho (chra hormon khong bao gdm
hormon sinh duc va  hormon
corticosteroid); Dung dich thé tich nho
(chtra hormon khong bao gém hormon
sinh duc va hormon corticosteroid);
thuéc bot.

+ Thubc tiét trang cudi: Dung dich thé
tich nhd.

* Thubc khong vo tring: Vién nang
ctng; Thude dung ngoai dang long (chira
hormon, khéng bao gdbm hormon sinh
duc va hormon corticosteroid); Dang bao
ché ban rin; Vién nén; Thude cém.

* Ché pham méau: Thudc dan xudt hodc
chiét xuat tir t& bao//mé nguoi.

* ché pham chira dan xuit hodc chiét tir
té bao/md ngudi hodc dong vat.

EU-GMP

IT/99-
2/H/2013

4/18/2013

1/9/2016

Italian Medicines
Agency AIFA
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OLIC
(Thailand)
Limited

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

* Thudc khong vo trung (thuéc OTC):
dang bao ché ban rin (thudc kem, gel,
thudc md); thude dang 16ng; thudc udng
dang 16ng.

PIC/S-GMP

MI-2011-
CE-08904
3

4/9/2013

10/10/2015

Therapeutic
Goods
Administration,
Australia




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

Dot 15
NHA MAY . . - = 7z JGIAY |<. ~|<. |cOo QUAN
STT A < |PIA CHI PHAM VI CHUNG NHAN QO = 4 O O > 7%
CONG BO j j : Z »~ HCN z Q|z CAP
* Thudc v tring:
+ Thubc san xuat vo trung: dung dich thé
Dervenakion 6. |tich 1om: dung dich thé tich nho. - o o |National
Pharmathen .. .|+ Thubc tiét trung cubi: dung dich thé > 23374/21-| & < Organization for
4 Pallini Attiki . o Q N .
SA 15351, Greece ’|tich 16n; dung dich thé tich nho. ) 3-13 = < Medicines,
’ * Thubc khong vo triung: vién nang|™ < = Greece
ctng; thudc dung ngoai dang 1ong; vién
nén.
* Thudc vo tring:
Sofarimex  -[Av. Das : "{lhluroc. stin z(uil;vo tﬁlrig.:(ilung ((lh C}Ill :E? National
Industria Industrias - Alto t{ch (;I}’ 1oc dong Xho; cung cich the E F027/S1/ g g Authority of]
6  |Quimica  e|do Colaride, |~ TE o hone V6 tring: vie S |[wAFAl|S &  |Medicines  and
Farmaceutica, |Cacem, 2735-213,] |, uoe z o‘ng Vo .. ne: Ylen narig a 001/2013 |Q § Health Products,
cung; thudc dung ngoai dang long; thuoc e
S.A Portugal z . PR > I.P, Portugal
uong dang 16ng; thudc bdt va thuodc com;
dang bao ché bén ran; vién nén.
Ministry of]
6- e
4K§islh?kawa LED g Health, Labour
7 Eisai Co., Ltd ’ San pham: Merislon Tablets 12mg i 1233 N and Welfare
Bunkyo-Ku, g 5 q
Tokyo, Japan § S Government o
’ Japan
Warszawskie
/4 z - - v
Zaklady 22/24, Karolkowa|* Thuoc khong vo trung: thuoc dung E GIF-IW- | > Main
Farmaceutycz . \ X £y L N- K Q .
11 Str., 01-207|ngoai dang 16ng; dang bao ché ban ran;| O a S Pharmaceutical
ne Polfa . 'S \ =) 4022/32/1| = )
Spolka Warsaw, Poland [dung dich thudc dung qua tryc trang. m 3 3 = Inspector, Poland
Akcyjna




* Thudc v tring:

+ Thubc san xuit vo trang: thudc tiém;
dung dich nhé mét, nhé tai, nhé miii vo
trung.

No. 182 ; .
. 5% A A~ AL \ =¥
Swiss . |Zhongshan Rd. oThuoc khopg vo trung.‘ dan% baro clv,le S e v Department of
Pharmaceutica|_,. = .. ’|léng (dung dich); dang bao ché ban ran| O K K .
12 Xinshi Dist., O £ . . ¢ | 8295 N N Health  Taiwan,
1 Co., Ltd Tainan City 744 (thudc ma, thudc kem); dang bao ché ran 5 ™ S R.O.C
. . 5 v A , . v A , . = ~ R O,
(Xinshi Plant) Taiwan, R.0.C (\'fien nf:n bag duotng, vién nén bao phlI}l, = '
vién nén, vién nén bao tan trong rudt,
vién nén, thudc cdm); vién nang cimg.
* Nguyén liéu 1am thudc Cephalosporin
(bot kho pha tiém, vién nang)
17 Athinon Street,
Ergates Industrial|* Thudc khong vo tring: Vién nang E AEG00/0 g b Pharmaceutical
15 Aegis Ltd Area, Nicosia,|ctmg; thudc bot pha hdn dich udng; vién| @ Q 8 Services Ministry
. ) 1/2012 = A
Cyprus, 2643,|nén. o = = of Health, Cyprus
Cyprus
I e : S .
Medical ’[* Thudc tiém thé tich nhé; thude tiém thé| O S = armaceutica’s
17 . 11900 Bayan| , ., . 2 . A 284/13 N Q Control  Bureau.
Industries Sdn Lepas Pula tich 16n; dung dich tham phan. S S = Minist ¢
Bhd epas, ulau = = 5 inistry o
Pinang, Malaysia Health Malaysia
* Thude vo trung:
+ Thudc san xudt vo trang: Thubc dong
kho (chtra chit doc t& bao/chat kim té
bao); dung dich thubc thé tich nhé (chira
B-dul Ion|chat doc té bao/chat kim té bao; chét National Agency
. Mihalache nr. 11,|diéu trj khéi u). S “ 2 i
S.C. Sindan - thalache nr. 11, dicu m;kh(.)iu) . Z. ) 2 = 016/2013/| = o for Medicines and
19 Pharma S.R L |56€%T 1,|+ Thudc tiét trang cudi: dung dich thé| Q@ RO Q S |Medical Devices -
7 |Bucuresti, cod|tich nhé (chtra chét doc té bao/ chat kim B % §

011171, Romania

té bao).

* Thudc khong vo trung (chira chit doc
té bao/ chét kim té bao; chit diéu tri khéi
u): vién nang cing; vién nén bao phim;
vién nén.

Romania




* Thuoe vo trung:

Biorkbornsvagen + Thudc tiét trung cudi: dang bao ché| o ) ha)
b0 |Recipharm SJ Kaﬂskgo . |bén rén, thuée gel. Z  [an012s|3 &  [Medical Products
Karlskoga AB |’ e Thudc khong vo trung: dang bao ché =) 15523 E Q Agency, Sweden
69133, SWeden , z z X , £ | m ~ =
ban ran; thudc dan; mi€ng dan; thudc o —
dung qua truc trang.
2 At i = _ _|en Vo) :
C.B. Fleet Co |Lynchburg, VA Se:n phgm. F}eet Pedia - Lax Enema. 5 01-0110 = = United States
21 Tén tai Vi€t Nam: Fleet Enema for|© ~ [2013-03- [ Q Food and Drug
Inc. 24502, USA . %) D D .
Children S VN & & Administration
* Thude vo tring:
+ Thudc san xuat vo tring: dung dich thé
46, Agissilaou E:C},;}I:h?' ot tr 5 d dich thél & ) © National
,, |GAP  AE/s, Agios| . ‘;‘fc 1 Tne cuol Cng A T 2 1250431941 2 S |Organization for
GAP SA Dimitrios  Attiki, |, TE o hone 6 tring: vie < |2012 S S [Medicines,
17341, Greece ) uO.CA ong VO; rung.’ Vien nangm S < Greece
cung; vién nang mém (chira hormon);
vién nén.
* Thudc vo tring:
+ Thudc san xuat vo trung: thuéc dong
kho (chira hormon); dung dich thé tich
snho; thubc cdy ghép dang rin (chira
beta lactam) - National
A en N - . 2 s a8 o)
+ : = — ..
24 Anfarm Hellas|Sximatari Viotias, 1’T.h(11100 tlsj[ Tﬁ? tc,uﬁl' El}ng ich the tich % 37854/13-| § = Organization for
S.A 32009, Greece |, - ;18 T TS HETTO- 13 52013 | = |Medicines,
* Thuoc khong vo trung: vién nang cing| o 3 F
, £ \ . Greece
(chtra betalactam); thudc dung ngoai
dang 16ng; thudc ubng dang long; dang
bao ché rin khic (chira betalactam);
dang bao ché ban rin; vién nén (chira
betalactam).
. o . Swiss Agency for
3 |ACS  Dobfar|7743 Brusio,| Thudc vo trung dang dung dich (ké ca| @ E ol |8 § Therapeutic
Info SA Switzerland thudc tiém truyén) E @) g © Products
—_ o~

(Swissmedic)




. 767-7, Aza ..
Senju Kazukanounonish & Ministry of
Pharmaceutica i Saiji,|San pham: Tearbalance Ophthalmic LED = Health,  Labour
34 1 Co.,, Ltd.|] . o pham: P & 1771 8 and Welfare
) Fukusakicho, Solution s )
Fukusaki Kanzaki-oun = = government  of]
Plant Ut — Japan
Hyogo-ken, Japan
Joint  Stock
Company
"Kievmedprep State
arat" (Division E o © L
No 1 of the 139, * Thube vo tring: = 019/2013/ = = Adm%mstratlon of]
36 department of] Saksahanskogo + Thudc san xuat vo trung: thude bot % SAUMP/ | 5 R Ukraine on
i St Kyiv, 01032, & I [T (€)Y S =~ & |Medicinal
ACUINE |y raine - Products
of  injection
forms of]
medicines)
17 Athinon Street, °
Ergates Industrial|* Thudc khong vo tring: Vién nang E AEG001/ g S Pharmaceutical
37 Aegis Ltd Area, 2643|ctng; thude bot pha hdn dich udng; vién| @ 012013 g q Services Ministry
Ergates, Lefkosia|nén. a 3 < of Health, Cyprus
Cyprus
* Thudc vo tring;
+ Thubc san xuat vo trung: thuc dong
kho; dung dich thé tich nho; thudc san
Swensweg 5 xuat vo triung khac chtra chit kim té bao. o
5 A en | A . 2| Ay v
+ : — A
Pharmachemic|2031 Gal’ Thuoﬂc tletitru.rig 01101. duArllg d}ch tl,le S NL/H = = Health Care
38 tich nho; thudc tiét trung cuodi khac chira| © d Q Inspectorate,
B.V Haarlem : 12/0071 | =
. ) A \ A 1o D — wv
Netherlands chat kim té bao. 0 5 F Netherlands

* Thubc khong vo trung: vién nang
ctmg; thudc khong vo trung khac chira
hormon, medroxyprogesteron, megestrol
dang bot kho dé hit.




Teva

GIF-IW-

0 . 25, Sienkiewiczal|,, A . N E - g Main
perations Thudc khoéng vo trung: bot pha dung N- N Q .
3 lpoland sp. z>® 99-3001 4ich déng téi; vien nén. 2 laoo2nan| = % |Pharmaceutical
o0, " 7|Kutno, Poland ’ ’ B 3 q § Inspector, Poland
* Thudc v tring:
+ Thubc san xuat vo trung: dung dich thé
tich nho (thuéc nhé mat; lo thuéc; bom
tiém dong sin). The Institute for
Teva 18 Eli Hurvitz St + Thudc tiét tr}‘mg cudi: dung dich thé| n o Standarization
Pharmaceutica "|tich nho (lo thudc). = = = and Control of]
40 . |Ind. Zones, Kfar e . . i &) 1427/13 | Q Q )
1 Industries Saba . Isracl * Thuoc ’khorrlg Vo trung: vién nang =) S = Pharmaceutical,
Ltd. ’ ctng; thudc udng dang long; thude bot| = © o Ministry of]
va hat pellet, vién nén (vi€én nén khong Health, Israel
bao, vién nén bao phim).
* Thudc sinh hoc: thudc cong nghé sinh
hoc.
* Thudc v tring:
+ Thubc san xuat vo trung: dung dich thé
Fresenius Hafnerstrabe 36, ti?h 16?; c}ung dich ’thé tich nho; thudc E INS- 2 © Austrian
41 Kabi  Austrial8055 Graz, san xua}t vo Atrunfg khac.A. . |5 480166- & 8 Med}cmes .and
GmbH Austria + Thuoc tiét trung cuoi: dung dich tl}e 5 0028-001 g * Medical Devices
tich 16n; dung dich thé tich nho; thudc| ™ (3/5) Q - Agency (AGES)
tiét trang cudi khac (chira hormon, chit
kim té bao, khang sinh).
* Thude vo tring:
+ Thubc san xuat vo trung: thuc dong
kho; dung dich thé tich nho.
+ Thudc tiét tring cudi: dang bao ché
Ctra. M-300, Km.|ban rén; dung dich thé tich nho. A o s Spanish  Agency
4 Alcala Farma,|29,920, Alcala de|* Thubc ‘khong vo trung: vién nang % ES/076HI 8 8 of Drugs ang
S.L Henaners  28802|cimg; thuoc dung ngoai dang l6ng; thudc| = /12 = 9 Health  Products
udng dang l6ng; dang bao ché ran khac| ™ e ¥

(Madrid), Spain

(vién nén bao phim c6 dudng; thude
cdm; thube bot); dang bao ché ban ran;
vién nén va vién bao.

* Thude tir duoc lidu: vién bao dudng.

(AEMPS)
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B.Braun
Melsungen
AG

Carl-Braun-
Strabe/Am

Schwerzelshof 1/

1,
Melsungen,
Germany

34212

San pham: Sterofundin ISO (Solution for
Infusion).

Tén tai Viét Nam: Ringerfundin

(Pia chi: 34209 Melsungen, Germany.)

EU-GMP

DeFN43

6/10/2013

6/10/2015

Co quan
quyén Dtc

thaim




DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Dot 16(Theo cong vin s6 21584/QLD-CL ngay 24/12/2013 ciia Cuc Quan Iy dwoc)

NHA MAY . . - = 7z JGIAY |<. ~|<. |cOo QUAN
STT A < |PIA CHI PHAM VI CHUNG NHAN QO = 4 O O > 7%
CONG BO j j : Z »~ HCN z Q|z CAP
BLB 016, Bulebel A ) © Medicines
. Industrial Estate,|* Thudc khong vo tring: dang bao ché| 2 |MT/009H | S .
2 Actavis Ltd . ‘¢ . D, @) Q Q Authority of]
Zejtun ZTN3000, |ran khéc; vién nén. ) M/2013 | & e Mal
Malta K < Q alta
* Thude vo tring:
+ Thubc san xuat vo trung: thuc dong
kho (chira hormon); dung dich thé tich
nho; thude cay ghép dang rin (chira beta
lactam) .
X al s Z. . 2| e o o National
Anfarm Hellas|Sximatari Viotias, + Thl,loc et trgng C?O,l' dun? dich thé) = 37854/13-| § = Organization for
3 tich 16n; dung dich thé tich nho. o Q Q ..
S.A 32009, Greece < . R o i - 5-2013 =) = Medicines,
* Thuoc khong vo trung: vién nang cung| o = F
. > O Greece
(chtra betalactam); thudc dung ngoai
dang 16ng; thudc ubng dang long; dang
bao ché rin khic (chira betalactam);
dang bao ché ban rin; vién nén (chira
betalaqtam). i
* Thuoc vo trung: thude tiém (dang san
United No.45, Guangfu|xuat V(z trun% va tl?’[ tr}mg cuoi) ‘ e - 0 Ministry off
. . N.Rd., Hukou|* Thuoc khong vo trung: dang bao ché = = S
Biomedical, . , x .. . 2., . |O N Q Health and
5 . |Township, long (hon dich); dang bao ché ban ran| .4 0026 N = .
Inc., Asia, Hsinchu County|(thuéc md, thude kem): dang bao ché r5 o b ™ Welfare, Republic
Plant II y|{thuoc mo, thuoe kemy), dang bao che ran ~ % a of China (Taiwan)

30351, Taiwan

(vién nén bao dudng, vién nén bao phim,
vién nén, thudc bot) vién nang.




Industriestrabe
67, 1221 Wien,
Austria

(cac khu vuyc san
xuat: Lange Allee
8; Lange Allee

* Thudc v tring:
+ Thudc san xuat vo trung: dung dich thé
tich 16n; thudc dong kho; dung dich thé

24; Lange Alleeftich nhf"); thube cy ghép va dang ran. = E;S(_) 0. |2 v Austrian
Baxter AG 155 + Thude tit tring cudi: dung dich thé (29 o0ss. |9 S [Medicines  and
Industriestrasse  |tich ldq; dung dich thé ti,ch nI}é. ) 001(10/10 g 8 Medical Devices
20; + Thuoc sinh hoc: ché pham tir méu;| ™ N =) Agency (AGES)
Industriestrasse  [thuéc mién dich; thudc cong nghé sinh )
72; hoc; thube c6 ngudn gbc tir ngudi va
Industriestrasse13 |dong vat.
1; Benatzkygasse
2-6; Pasettistrasse
76)
* Thude vo tring:
+ Thubc san xuit vo trung: bot kho pha
tiém; thudc tiém; hdn dich pha tiém;
thudc nhd mét; nhé miii; nho tai.
+ Thudc tiét tring cudi: thudc tiém; dung
dich rira vét thuong.
* Thudc khong vo tring: dang bao ché
No.2, Fon Tan 16Vng gdung d}ch, hén diih); d~ang bao Cl:lé N Ministry of
ban ran (thudc kem, thuéc md); dang bao en os
Gentle Rd., Fon Tan Ind.| ", . > .0, . o = = = Health and
Pharma co.|Dist, Da Bi ché ran (Vler} nerllﬂbao’phlm, yien nen ba:o g 0113 g N Welfare, Republic
Ltd Hsiang,  Yunlin gr;;)r’()\r:é ;uri);;l;‘len nén, thudc bot, thude g g g of China (FDA)

Hsien, Taiwan

Cu thé:

* Thubc chira penicillin: bot kho pha
tiém; thude cdm; thude bot; vien nang.

* Thubc chita cephalosporin: bot kho
pha tiém; thuéc cém; thube bot; vién
nang.

* Thubc chira carbapénm: bot kho pha
tiém.

(Taiwan)




Espace Industriel

* Thuoe vo trung:

Nord, 151 rue|+ Thudc san xuat vo tring: dung dich thé| o ) A French  Agency
10 Laboratoire  |Andre Durouchez|tich 16n; dang bao ché ban rin; dung % HPF/FR/1| & 8 for Medicines and
Unither -CS 28028, 80084/|dich thé tich nho. 5 15/2013 | S = |Health products
Amiens Cedex 2,|* Thudc khong vo trung; thubc dung|™ S = Safety (ANSM)
France ngoai dang 1éng.
Leo Pharma . Z R A FORT -9 en o :
AJS LEO Industriparken 55,|* Thudc khéng v6 trung: thudc dung S DK ul= = Danish Health
11 ’ . 12750  Ballerup,|ngoai dang long; thudc udng dang long;| @ Q Q and  Medicines
Pharmaceutica . Ayt A o ) 00031113 | & = .
| Products Ltd Denmark dang bao che ban ran; vién nén. o F N Authority
* Thudc v tring:
Thymoorgan + Thubc san xuat vo trung: dung dich thé
Thvinoorean | P P2rmazie GmbH |tich lon; thudc dong kho; dung dich thé| o DE NI 0 | v
1 Phe}:ll“nmazii Schiffgraben 23, [tich nho. % 1 GMP_ 8 N Co quan thim
GmbH 38690 + Thude tiét tring cudi: dung dich thé| 5 2012003 | & < |quyén D
Vienenburg, tich nho. K 5 - %
Germany * Thubc khong vo trung: thudc ding
ngoai dang 1ong; thudc udng dang 16ng.
* Thube vo tring:
+ Thubc san xuat vo trung: dung dich thé
Coban Cesmeltich 16n; thudce dong kho; dung dich thé UK GMP United Kingdom's
Mustafa Mabh. Sanayi|tich nho; thudc ciy ghép va dang rin. o 21246 ) n medicines and
Caddesi 13,[* Thubc khong vo tring: vién nang = Insp GMP| & S Healthcare
14  [Nevzat Ilac . . o X A =<9 S X
Sanavii A. S Yenibosna, cimg; vién nang meém; thudc dung ngoai| - 21246/45 | = = Products
i a. Istanbul, TR-|dang 16ng; thuéc udng dang long; vién|H 1852- = - Regulatory
34196, Turkey  [nén. 0002 Agency MHRA
* Thudc sinh hoc: Thudc cong nghé sinh
hoc.
7 Maitland P.lace, Thudc khoéng vo tring: vién nén; vién| S N " Therapeutic
Norwest Business , 2 i o4 2 = MI-2012- | 5 =
Aspen Pharma nang ctrng; thuoc bt va thude com. O Q N Goods
15 Park, Baulkham - , S A LI-09148-| & = N
Pty Ltd Hills NSW 2153 (Khrong phua penicillin, cephalosporin; O | = N Administration,
’|thudc chong ung thu). > - — Australia

Australia




Servier Moneyland, E a ha)
o o . ..
17 (Ireland) Gorey Road, ,, Thubc khong vé trang: Vién nén o 2012/586 § § Irish ~ Medicines
Industries Ltd Arklow, Co. 5 1/M68 = = Board
Wicklow, Ireland K o =
* Thuoc vo trung:
+ Thubc san xuat vo trung: dung dich thé
Thesi Pousi-Xatzi|tich nho. ° National
. £ cn \ A . 2 @ et
Ag.IOl% .L(.)uka,+’ Thuczc tiét trung cuoi: dung dich thé S 42065/28-| S S Organization for
19 Rafarm SA  [Paiania Attiki, TK|tich nhd. o d g ..
£ R A a =) 5-13 = =) Medicines,
19002, TO 37,(* Thuoc khong v6 trung: vién nang|m 3 = Greece
Greece ctng; thube ding ngoai dang 16ng; thude
ubng dang 16ng; dang bao ché ran khac;
dang bao ché ban rin; vién nén.
San pham: .
Meiji  Seika|1056, Fosmicin for LV 1g & n . |Ministty of
. .. = — — Health, Labour
20 Pharma Co.,|Kamonomiya, Fosmicin for .V 2g o 2400 K K and Welfare
Ltd., Odawara|Odawara-shi, Fosmicin-S for Otic § § § overnment of
Plant Fosmicin tablets 250 S B B &

kanagawa, Japan

Foscimin tablets 500

Japan

Av.12 de Octubre
4444, Quilmes
(Zip code 1879),

Province of]

Buenos Aires,

Argentine

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

+ Thudc khéng vo tring: thubc bot;
thubc cém; vién nén; vién bao; thudc
kem; thudc gel; dung dich va hén dich
thude.

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

Calle no 8 esquila
No 7, Locality
Parque Industrial
Pilar, Pilar (Zip

Code 1629);
Province 0
Buenos Aires,
Argentine

Republic

* Thubc chira chit kim té bao, chét
chéng ung thu c6 hoat tinh hormon:
dung dich, hdn dich; thubc dong kho bao
gdm cé thudc tiém thé tich 16n.




calle 519 entre
Ruta 2 y Calle
S/No, Locality
Parque Industrial
La Plata (Zip|* Thuoc chtra khang sinh beta lactam:
Code 1900)|dang bao ché ran khong vo tring.
Province of]
Buenos Aires,
Argentine
Republic
éerg%harm * Thude vo tring:
Fm . + Thubc san xudt vo trung: thudc nho| . DE TH_ [« s
23 Aeropharm I\Z?COIS& All mat. % 01H GM | S S |Co quan tham
GmbH : fierand- 076267 * Thudc khong vo trung: Thude ubng| S P 2013- |® % |quyén Puc
’ dang 16ng; thube phun mu; thube bot hit| = 0005 = —
RudOlStadt, A . e v 4. Y
bao gdm ca thiét bi dinh liéu.
Germany
Fournier Anngrove = = =
: ) * A A A <\ . ‘A 2 o o . ..
24 laboratories Carrigtwohill, Co.| Thuq(ﬂ: kl}ong Vo trung: vién nang| = 3819/IMP & & Irish  Medicines
Ireland cung; vién nén. ) 004 < S Board
.. Cork, Ireland o «Q Q
Limited il -
* Thude vo tring]:
+ Thubc san xuat vo trung: thuc dong
kho (chat kim té bao/chat doc t& bao);
dung dich thé tich nho (chat kim té
bao/chat doc té bao; chat diéu tri khéi u).
B-dul Ton z  n . K. . 2 .
Mihalache nr. 11 + Thuoc tiét tring cuoi: dung’ dich th(? o o © National Agency
25 S.C. Sindan sector ' 1’ tich nho (chat doc t€ bao/chat kim té % 016/2013/ S S for Medicines and
Pharma S.R.L B . ’|bao). ) RO = I Medical Devices -
ucuresti, cod o S &

011171, Romania

* Thudc khong vo trang: vién nang clng
(chat doc t& bao/chat kim té bao, chét
diéu tri khéi u); vién nén bao phim (chét
doc té bao/chat kim té bao, chét diéu tri
khéi u); vién nén (chat doc t& bao/chit
kim té bao, chit diéu trj khdi u).

Romania




* Thude vo tring:
+ Thubc san xuat vo trung: thuc dong
kho (hormon); dung dich thé tich nho;
thudc cdy ghép dang rin (chtra khang
sinh betalactam).

L . 2| e a8 o National
26 Anfarm Hellas|Sximatari Viotias, ;r leiuoc Eght:}li?%: }iiur}llg dich thé tich % 37854/13-| § § Organization for
S.A 32009, Greece |, ;8 Ten TS HE RO S |s2013 | = [Medicines,
* Thuoc khong vo trung: vién nang cing| o = F
, . I \ o Greece
(khang sinh betalactam); thudc dung
ngoai dang 16ng; thubc udng dang long;
dang bao ché rin "(chtra khang sinh
betalactam); dang bao ché ban ran; vién
nén ( cbt’ra khang sinh betalactam).
* Thuoe vo trung:
, + Thudc san xuat vo trung: thudc dong French National
1 rue de l'abbaye,|, . . . 2., \
Glaxo 76960 Notre kho; dqng dich thé tich pho. e o) s, Agency for
27 Wellcome Dame Delt Thuoc ti¢t trung cuoi: dung dich the % HPF/FR/3| & g Medicines ~ and
. . tich 16n; dung dich thé tich nhé. ) 2/2013 = o« Health  Products
Production Bondeville, . PO s = =
* Thudce sinh hoc: thudc cong nghé sinh N o~ Safety  Agency
France 2o Y o
hoc; thudc c6é ngudn goc tr ngudi va (ANSM)
dong vat.
Lot 6, Persiaran
Perusahaan,
Seksyen 23, A National
on O .
IDS Kawasan % = = Pharmaceutical
28 Manufacturing|Perusahaan  Shah|Thudc uéng dang léng. A 373/13 g g Control  Bureau,
Sdn. Bhd.  |Alam, 40300 g = S Ministry of
Shah Alam, Health Malaysia
Selangor,
Malaysia
en © Swiss Agency for
Husenstrasse 35 ! — —
i ’ , v e S =) ;
29 Swiss  Caps 9533 Kirchberg,|San pham: Pharmaton O =|13-1119 | & Q Therapeutic
AG i = 0 — = Products
Switzerland A~ 3 =

(Swissmedic)




- .
Via Mulini, 6934 b oa = = i;véss /:gfncy for
30 |Ginsana SA |Bioggio, San pham: Pharmaton Kiddi O =113-846 & 3 rapeutic
. =~ O bt Q Products
Switzerland = S (Swissmedic)
Mega 60 National MI-2013- | 2 © Therapeutic
31 Lifesciences [Avenue, * Thudc khong vo trung: vién nang|@ E L1.04846- 8 K Goods
(Australia) Pty|Pakenham  VIC|clmg; thudc bot va thude cém; vién nén. E O ) § § Administration,
Itd 3810, Australia A = Australia
Betriebsstandort |* Thudc v6 tring: o .
. £ - . 2 o~ n Swiss Agency for
Kaiseraugst - Thudc dang 16ng: dung dich thé tich| = =S S .
F.Hoffman - , X 2 T o N N Therapeutic
33 (Parenterals), nho (bao gom SVP, thuoc nho mat). A 12-1906 | N
La Roche AG . £ X I £ oaa |5 a S Products
4303 Kaiseraugst,|- Thuoc dang bao ché ran: Thuoc dong| O S S (Swissmedic)
Switzerland kho. A
Plaza Nro
967/969Apt0nom * Thudc khong vo tring chira khang sinh
ous City  of] AR .
. betalactam: vién nén; vién nén bao phim;
Buenos Aires,| .. A 1 ar s S
. vién nang; thudc bot va thudc com.
Argentine
Republic
* Thude vo tring: United Kingdom's
. I L . 2 UK GMP .
. Chacharwadi- + Thuoc san xuat vo trung: dung dich thé| o, e o medicines and
Claris , \ 20752 — —
i Vanasa tich nhd. > S < Healthcare
37 Lifesciences ’ PSR :. . A O Insp GMP| & a
Limited Ahmedabad,  Inf+ Thudc tiét trung cudi: dung dich thé| - 20752/13 =) — Products
382213, India tich 16n; dung dich thé tich nho; nhi| ™ 275-0006 N> I Regulatory
tuong. Agency MHRA
Plot No 72, EPIP, State
5 * A A \ . o
Zeiss Phase I.’ ) . ThuoE Vovtrung;’ . Lz = 019/2012/ = = Administration of
. [Jharmajri, Baddi,|+ Thuoc san xuat vo trung: thudc cay| ©@ K K .
38 Pharmaceutica Distt Sol hép va dang rén (chita cephalosporin: A SAUMP/ | < & Ukraine on
Is Pvt Ltd S olam, Eeb va dang 1o | CPRAOSPOTIE S oM | =  |Medicinal
Himachal cefixime va ceftriaxone tiém). = o N Products

Pradesh, India




C-1, Sara
. Industr.1 al - Estate, Thubdc vién nén bao phim (bao gdm vién| & e "
Troikaa Selaqui, N %z = = = Department of]
) bao tan trong rudt; vién nén; thudc com);| O 10211001 | & N .
40 Pharmaceutica|Dehradun- vien nane- thude tiem (thu Sc sin xuAt vo A 07 < S Health, Executive
Is Lud 248197, tran 'thﬁ%c tiét tring cudi) Q S S Yuan
Uttarakhand, & : & ' A~
India
* Thuoc vo trung:
Plot numbers 457 + Thuoci san )iuat Yo trPng: dunig d1?h thi:
. [tich nho (chat doc t€ bao/chat kim te
INTAS and 458 Sarkhej- ba Y n © Federal Agency
. |Bavla Highway, 40). IS Z. . |2 BE/2013/ |3 g for Medicines and
42 Pharmaceutica + Thudc tiét trung cudi: dung dich thé| @ Qq =
Is Limited Matoda, Sanand, tich nho (chit doe & bao/chit kim t&| 2 008 B Q Health Product of]
S i Ahmedabad, IN- bléclo) nho (chat doc t¢ bao/chat kim &} = = Belgium
382210, Indi . 3 o
i (Khong bao gom dang ong tiém va bom
tiém dong san)
Plot No 183&192, State
Mobabewala o Administration of]
v .
Windlas Industrial ~ Area,|, Thube khéne vé trine: vien nan % 018/2012/ g = Ukraine on
43  |Healthcare  |Dchradun- cline: vien nén g & & A SAUMP/ |Q Q  |Medicinal
Pvt. Ltd. 248110, & ' SRR 31 SR = |Products
Uttarakhand, - (SAUMP) -
India Ukraine
Malpur, Badd, San pham: vién nang ctng Tacrolimus
Panacea Tehsil - ~ “
. L 0,5mg, 1,0mg, 5,0 mg (Tacpan); vién S 53.2-ZAB{ & —_ 2
Biotec Ltd.|[Nalagar,District ) . o o Co quan tham
44 . . nang cing Mycophenolate mofetil| @ 2677.1 D|Q Q A s
(Formulation |[Solan, Himachal " , N = = quyén Duc
250mg; vién nén  bao  phim| g 6 H 3 &
Plant) Pradesh —-— 173 Mycophenolate mofetil 500m
205, India yeop &
Reckitt 65 Moo 12, UK GMP United Kingdom's
Benckiser Lardkrabang- 1 R . 1 1 o e o Medicines and
* Thuoc khong vo trung: thudc uong S 20689 = =
Healthcare Bangplee Road, , . e , o N N Healthcare
45 . dang long; dang bao ché ran khac (vién| @ Insp GMP| & a
Manufacturing|Bangplee, D x 5 < — products
. nhai mém -Soft chewable tablets). n 20689/13 | < =
(Thailand) Samutprakarn, Th 203-0005 g e Regulatory
Limited 10540, Thailand Agency
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Macleods
Pharmaceutica
Is Ltd

Plot 25-27,
Survey No 366,
Premier Industrial
Estate, Kachigam,
Daman, In-396
210, India

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

EU-GMP

UK GMP
31303
Insp GMP
31303/35
3718-
0003

3/14/2013

12/3/2015

United Kingdom's
medicines and
Healthcare
Products
Regulatory
Agency MHRA
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PT Actavis
Indonesia

Jalan Raya Bogor
km 28, Jakarta,
13710, Indonesia

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

EU-GMP

NL/H
13/0100

1/8/2013

HHHEHEHIH

Health care
inspectorate, The
Netherlands




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

Dot 17
NHA MAY . . - = 7z JGIAY |<. ~|<. |cOo QUAN
STT A < |PIA CHI PHAM VI CHUNG NHAN QO = 4 O O > 7%
CONG BO j j : Z »~ HCN z Q|z CAP
Aharnon  Street,
Limassol
Industrial Estate,
Eu%ig%ng l-Mau;, * Thudc khong vO tring: vién nang
urans “|ctg; thude dung ngoai dang 16ng; thude| a. n o .
Penicillins, J - \ £ 2 S — = Pharmaceutical
. . udng dang long; dang bao ché ran khac; REMO00/2 | o N . ..
3 Remedica Ltd |Builing 4- & . \ P B Q S Services Ministry
. thuéc phun mu; dang bao ché ban ran;| - 013/001 | S
cephalosporins, x o S @ S = of Health, Cyprus
L . [thudc dan; vién nén; thuoc uong (chua e~
building 5 - Anti- enicillin va cephalosporin)
cancer/hormones, p p P ’
Buiding 10-anti-
cancer, Limassol,
Cyrus, 3056,
Teijin Pharma o - Ministry of]
Limited 2-1, Hinode-cho, % P Health, Labour
4 Iwakuni Iwakuni-shi, San phém: Vién nén Bon-One 0.25 é 3385 g and Welfare
Pharmaceutica [ Yamaguchi, Japan § S government of]
1 Factory - - Japan
Lot 10, jalan
Sultan - Mohamed| Thudc kem; thudc md; kem boi da;| & ) ie National .
Hoe 6, Bandar Sultan thude eel: nhii dich: miéne dan: diu eoi- % = = Pharmaceutical
5 Pharmaceutica|Suleiman, 42000|, o oo L0 CIET, DUERE Catl, €atl £91 A 408/13 |4 Q' |Control Bureau,
thudc boi tai cho; thuoc dung ngoai dang| =< 4 v ..
Is Sdn. Bhd.  |Port Klang, 16ne va thude ubne dane lon S S = Ministry of]
Selangor, 8 8 dang ong. A Health Malaysia

Malaysia




* Thude vo tring:

+ Thubc san xuat vo trung: thuc dong
kho (chira hormon); dung dich thé tich
nho; thude cdy ghép va dang rin (chira
khang sinh betalactam).

X al s e . 2| o o National
+ : = — .
Anfarm Hellas|Sximatari Viotias,| , Thl,loc et trgng C?O,l' dun? dich the > 37854/13-| § o Organization for
tich 16n; dung dich thé tich nho. @) a Q ..
S.A 32009, Greece ; . N o i =) 5-2013 =) = Medicines,
* Thuoc khong vo6 trung: vién nang cling = F
. i N Greece
(chta khang sinh betalactam); thuoc
dung ngoai dang l6ng; thudc udng dang
l6ng; dang bao ché ran khac (chtra khang
sinh betalactam); dang bao ché ban rén;
vién nén (chira khang sinh betalactam).
* Thudc v tring:
+ Thudc san xuét vo trung: thude dong
Rupnicu iela 4,|kh6 (chtra chit doc té bao/chit kim té| a. ZVALY/ |2 0
Pharmidea Olaine,  Olaines|bao); dung dich thé tich nho (chit doc té % 2012/018 8 K State Agency of]
novads LV-2114,|bao/chit kim té bao). =) o - S Medicines, Latvia
Lavia + Thudc tiét trang cudi: dung dich thé| ™ B N
tich nho (chat doc t& bao/chat kim té
bao).
* Thuoe vo trung:
+ Thudc tiét trang cudi: dung dich thé
tichnho. UK MIA United Kingdom's
. Dansom Lane,|* Thuoc khéong v trung: vién nang ..
Reckitt Hull Fastletne: thude di Sid lone: thudal & 63 Insp e © Medicines and
Benckiser T cg’ng, uoc 7ung ngoal ‘ang Aoncg, uroc = GMP/IM | § K Healthcare
Yorkshire, HUS8|uong dang 16ng; dang bao ché rin khac;| @ = =
Healthcare . . POV ) P e ke products
.. 7DS, United|dang bao ché ban ran; vién nén. 0 S =
(UK) Limited |,,. I . £ 63/17092-| N — Regulatory
Kingdom * Thuoc sinh hoc: Nystatin (Thuoc kem
0029 Agency

Timodine)
* Standardised Senna, Buprenorphine
hydrochloride.




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

Medice tich nho.
. . + X A N ,(.. . A
Medice Arzneimittel ’ Thufzc tiét trung cuoi: dung dich thé . DE NW | e ©
.. Putter GmbH (tich nho. s o | S = 2
Arzneimittel A R . i 01_GMP | & K Co quan tham
9 &Co.KG * Thuoc khong vo trung: vién nang|© o S S A T
Putter GmbH i n X N = _2013_00( 1 © quyén Duc
&Co KG Kuhloweg 37,|cung; vién nang mém (vién nang mém| o 10 S 3
' 58638  Iserlohn,|vé gelatin Nephrotrans); thudc ubdng
Germany dang 16ng; dang bao ché ran khac (thudc
cdm, pellet); dang bao ché ban rin; vién
nén.
* Thuoc khong vo trung: vién nang cung
4 SX o 1s 1N, A X . ~
Via Morelli, 2- (thudc mler} dlclg), tl}uoc uonfg dang long E = " ' N
(hormon va chat c6 hoat tinh hormon IT265- | & = Italian Medicines
10 Roche S.P.A (20090 Segrate|, . N . RN R = Q
(M), Italy khéng bao gom hormon cort1coste;rmd val 5 4/H/2012 | = @ Agency AIFA
’ hormon sinh duc); vién nén (thudc mién| ™ S o«
dich).
[ R R
Bonckiser |\ i e > |ppioi2eo| = |Healthears
12 Healthcare © . & ’o San phém: Strepsils Warm Lozenges o § § cartheare
. Nottinghamshire, 5 29 — — Products
International 1\ 59 2DB = S S |Regulatory
Limited United Kingdom Agency
i = I+ I+ i
Combino HF60 .Hal Farl, Thuoc khong v6 trung: vién nang > MT/002/ i3 i3 Medlclpes
13 Pharma Industrial ~ Estate cline: vidn nén Q 12012 i 3 |Authority of]
(Malta) Ltd. [BBG3000 Malta |“""&’ ' 2 = ¥ |Malta
Gral. Martin
Rodriguez 4085

Aconquija corner
(Zip code 1714),
Province 0
Buenos
Aires(Ituzaingo
Plant Module 1),
Argentina

* Dung dich tiém, thuc dong kho, dung
dich tiét trung khong chira betalactam,
chat kim té bao, hormon (trir corticoid).

* Dung dich thubc nho mit.




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

* Thubc bot pha tiém vo tring chua

(Ituzaingo . betalactam.
betalactamics
plant), Province
of Buenos Aires,
Argentina
Aston Lane
NOI'th, " £ A LN . . . '
Norton Whitehouse Vale Thuqc VO trang: . 7 UK MIA Unlt§q Kingdom's
Healthcare Industrial Estate + Thudc san xuat vo trl‘lr}g: dung dich thé| a, 530 Insp|en © Medicines and
Limited T/A ’Itich 16n; dang bao ché ban ran; dung = GMP/GD | & < Healthcare
18 Preston  Brook,| ,. 2, \ &) Q Q
Ivax  |Runcorn dich th; th.h nho. N . 12 P/IMP § 8 products
Pharmaceutica . + Thudc tiét trung cudi: dung dich thé|™ 530/1400 | g Regulatory
Is UK Cheshire,  WA7 tich 16n; dung dich thé tich nho. 4-0018 Agency
3FA, United ’ ’
Kingdom
* Thudc vo tring:
+ Thudc san xuit vo tring: thudc ciy
Silk Road|ghép Vé:l dang ran. ’ 7 UK MIA United Kingdom's
Business  Park,|+ Thuoc tiét trung cudi: dung dich thé| a. 17901 ) © Medicines  and
20 AstraZeneca |Macclesfield, tich nh(”’). % Insp GMP 8 8 Healthcare
UK Limited |Cheshire, SK 10[{* Thudc ’kh()ng v trung: vién nang ) 17901/10 = g products
2NA, United cf,rng; thudc dung ngoai dang long; thude| ™ 117-0025 o gl Regulatory
Kingdom uong dang long; vién nén. Agency
* Thudc sinh hoc: LHRH antanogist,
chdng ndm; antioestrogen.
g:;r 188 Loﬁiéfé UK GMP United Kingdom's
IPR . Y o e Medicines and
Pharmaceutica Industrial ~ Park, : > 15822 S S Healthcare
21 s Po Box 1624,|* Thuoc khong vo tring: vién nén. & Insp GMP| & g products
Incorporated |C2nOVanas, PR - 2 15822/12 | 2 2 Regulatory
00729, Puerto 983-0003
Agency

Rico.




* Thude vo tring:

+ Thudc tiét trung cubi: nudc cat pha
tiém.

* Thudc sinh hoc: ché phém tor mau;

Biotest AG 2 . .
totest £ thuoc cong nghé¢ sinh hoc (Protein/DNA| a, DE HE | ©
Landsteinerstrabe | ., > 2 . ) | S — et 2
. tai to hop: khang thé don bao, khang thé 01 GMP | o oS Co quan tham
22 Biotest AG |5, 63303 e o &) Q Q A s
- don bao két hop doc t0.) =) 2013 00| w S quyén Duc
Dreieich, o : f ) . 0 X X
German ( Co s6 chirng nhan xuat xudng: Biotest 92
Y Pharma GmbH, dia chi: Biotest AG
Landsteinerstrabe 5, 63303 Dreieich,
Germany theo Gidy ching nhdn sb
DE HE 01 GMP 2013 0093)
JL.Wanaherang o ©
PT  Novell|No. 35 Tlajung|* Thubc vé tring: g |PEBEOIZ = .
. L, FA . 2 1 GMP_ | & Q Co quan tham
24 Pharmaceutica|16962 Gunung|+ Thuoc san xuat v6 trung: dung dich the QID - ol PN & N i
. . . A e - 2013 002 | — —_ quyén Puc
| Laboratories |Putri, Bogor,|tich nho (Ong ti€ém) o 3 PN =
Indonesia - ~
* Thuoc vo trung:
+ Thudc san xuét vo trung: thude dong
khé (thude bot pha tiém va tiém truyén); <
dung dich thé tich nho (thubc tiém; dung <
dich ddm dic dé tiém va tiém truyén); 4
. \ \ v :
. Orionintie 1, dung  dich 'du'ng cho bang  quang, o = =  |Finnish
Orion oromucosal liquids). = 3476/11.0| o Q bp .
25 ) 02200 Espoo, LT .. ) O Q = &' |Medicines
Corporation Finland + Thuoc tiét trung cudi: dung dich thé| & 1.09/2013| & = 2 | Acenc (FIMEA)
tich nho (thude tiém; dung dich dam dic - @ = <§ gency
dé tiém va tiém truyén); oromucosal 8
liquids.. £
* Thude khong vé trang: dung dich udng =
nho giot; thubc bot hit; vién nén ( bao
26m thudc chira sulphonamides.)
16-24 rue Jean|, Thudc v6 tring: E ) © French National
, : , R S S
27 Guerbet ih?ptal, 9‘;600 + Thuoc tiét trung cudi: dung dich thé| D I;OP;%FE“ g g PD ru§ ind I;e?éth
oAy “®ltich 16n; dung dich thé tich nho. = S = [rocucts  Sally

Bois, France

Agency (ANSM)




* Thudc v tring:
+ Thudc san xuat vo trung: dung dich thé
tich nhé (hormon hodc chit c6 hoat tinh

Laboratono hormon trtr hormon sinh duc).
ltaliano Via Licinio, 11 -|+ Thudc tiét tring cudi: dung dich thé|& = =
Biochimico ’ i R g ) g d = 1T/178- > S Italian Medicines
28 . 22036 Erba (CO),|tich nho. &) Q Q
Farmaceutico A . . A R ) 3/H/2013 | = Agency AIFA
. Italy * Thuoc khong vo trung: thudc dung| 5 =
Lisapharma .. \ . . —
SPA ngoai dang long (hormon corticosteroid);
o thubc ubng dang long (hormon
corticosteroid, hormon sinh duc); dang
bao ché ban rin (hormon corticosteroid).
* Vién nén (chia penicillin va
Lot 1-5. Cheng C?phalosporm);.t}.lu.oc t?Qt pha hon d.lCh E " - National '
Xepa-Soul . uong (chira penicillin va cephalosporin); — — Pharmaceutical
. Industrial Estate,| . , e O o 8
29 Pattinson (M) 75950  Melaka |VIEH  Dang (chtta  penicillin ~ va| 4 329/13 Q 3 Control  Bureau,
Sdn Bhd Malavsia ’|cephalosporin); dung dich thudc ubng; O S = Ministry of]
4 dung dich thudc dung ngoai; thudc - Health Malaysia
kem/thudc m&; thudc nhd méit/tai/miii.
Str.  Crinilor 5,[* Thuoc khéng vO trung: vién nang
Raionul Criuleni,|ctmg; thudc ban rin (thuéc kem chira| o n © National Agency
1 Farmaprim Sat  Porumbeni,|khang sinh non-betalactam, thuéc mé % 019/2013/ § g for Medicines and
S.R.L MD 4829,|chtta hormon, thudc kem, gel); thude 5 RO & i Medical Devices -
Republic dan; thudc trimg (chira khang sinh non-| ™ = ¥ Romania
Moldova betalactam, chira hormon).
Sofall Cesme Sok, o INS S s Austrian
1Y * A A A \ LA P 2 - = = ..
33 Santa Farma No.:72 74, 340?1 ”.Fhuolcﬂ khqng vo trung: vién nén bao & 482195- | S & Med}cmes .and
Sisli, Edlrnekapi -[phim; vién nén. ) 0002-005 = S Medical Devices
K N = Agency (AGES)

Istanbul, Turkey




Sandoz Ilac
Sanayi ve Ticaret
AS

Sandoz  Ilac|Gebze Plastikciler|* Thudc khong vo trung: vién nang E DE_ST_0 = = 2
. . o Lz . £ 1 GMP_ | o K Co quan tham
34 Sanayi Ve|Organize Sanayi|cing; thuoc uéng dang long; thuoc dan;| @ 2013 001 Q S uvin Dirc
Ticaret A.S  |Bolgesi Ataturk,|vién nén; thudce cém B . § g quy
Bulvari 9. Cadde
No.1, 41400
Kocaeli, Turkey
Turbhe  MIDC,
Sandoz Plot No. D -31/32* Thubc v0 tring: e |INS- = vy |Austrian
35 Private Thane-Belapur |+ Thudc san xuit vo trung: thudc ciy % 481731- | & K Medicines and
Limited Road,  400705|ghép va dang ran. s 0010-001 | & <& |Medical Devices
Navi Mumbai,|* Duoc chit v tring carbapeneme K (273) =) = Agency (AGES)
India
GIDC Estate, 507 o © State
Sava B-512, Wadhwan|* Thubc khong vé trung: thudc bot pha % 058/2013/ g =S Administration of]
36 Healthcare City - 363035,|dung dich udng; dang bao ché ban ran;| SAUMP/ | Q g Ukraine on
Ltd Surendranagar, |vién nén. Q GMP £ g Medicinal
India - Products
Agency for
Novartis Cherag Ali A, ) © Medicinal
38 Bangladesh  |Market,  Tongi,|* Thudc khong v6 tring: vién nang % 450- N N Products and
Limited, 1711 Gazipur,|ctng; vién nén. =) 8/2013-1 E E Medical Devices
Tongi Plant  |Bangladesh K S Q of the Republic of]

Slovenia
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Kocak Farma
Ilac ve Kimya
Sanayi. A.S

Organiize Sanayi
Bolgesi,
Cerkezkoy,
Tekirdag, Turkey

* Thube khong v6 tring: vién nén (chira
hormon va thudc chong ung thur)

EU-GMP

F113/01/2
013

5/13/2013

4/11/2016

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




DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Pot 18

NHA MAY . . . = ZUGIAY [|< _A|%_|CO  QUAN
STT A < |PIA CHI PHAM VI CHUNG NHAN QO = 4 O O > 7%
CONG BO j j : Z »~ HCN z Q|z CAP
” o~ .
Via Franco +T}11,EOE Ve ;rrlung.ét 5 trime: thude batl & n 0
1 Wyeth Lederle|Gorgone Z.I - 4 UISEAS ( h),(u Vo lliu )g ’ d uoe di Qh % IT/29- § N Italian Medicines
Srl 95100  Catania| 3 & <o (Ch1a PEMCI): CUAE GCH T 14/H/2013 | S |Agency (AIFA)
(CT) Italia thé tich nho (chura penicillin, chat doc té| o & 3
bao/ chat kim té bao).
25212, W. Illinois A, on e .
) Ezzgcare Route 120, Round|San pham Albumin Human, USP, 20%| 2 |CT 3084-| 5 S g;l:ded and S;ffs
: Lake, IL 60073,|Solution, Flexbumin 20% % 13 WHO | § | and Prug
Corporation USA =) 3 3 Administratrion
25212, W. Illinois a e " .
, Ez’;{fgcare Route 120, Round[San phim Albumin Human, USP, 25%| = [CT 3083-| & S g:;?d - Slgmrfs
"°  |Lake, IL 60073,|Solution, Flexbumin 25% % |13WHO |@ % | and Prug
Corporation USA ) g g Administratrion
B-dul  Theodor|* Thudc khong v trung: vién nang
Pallady nr.44C,|ctng; dang bao ché ran khac (vién nén| . ) © National Agency
5 S.C. Slavia[sector 3, cod|bao phim; thudc cém, thubc bot (dang % 038/2013/|1 & K For Medicine and
Pharm S.R.L {032266, phan liéu); dang bao ché ban rin (kem, =) RO S — Medical Devices -
Bucuresti, md, gel; bao gém ca thude chira hormon| ™ &) S Romania
Romania corticosteroid); vién nén.
* Thude vo tring:
+ Thudc san xuat vo trung: dung dich thé
Oncotec tlf}h 16n (fhat Adoc te :bao/c}iat kim tf . DE ST 0| -
Am Pharmapark,|bao); thudc déng khé (chat doc té S o — 2
Pharma . PO . 2, 1 GMP | & o Co quan tham
8 . 06861 Dessau-|bao/chat kim t€ bao); dung dich thé tich| @ - = Qq A ,
Produktion . o P =) 2012 002 | — ('\1 quyén Dtic
Roblau, Germany |nh¢ (chat doc té bao/chat kim té bao). 0 S I~
GmbH z Cn . X . 2 9 on
+ Thudc tiét trung cudi: dung dich thé
tich 16n (chit doc té bao/chit kim té
bao).




French National

Glaxo Zone Industrielle o = © A f
no.2, 23  rue|* Thubc khong v6 tring: dang bao ché > HPF/FR/1| & ) gency or
9 Wellcome .. 2 , £ \ Qo 3 Qq Medicines and
. Lavoisier, 27000(ran khac; thudc phun mu. ) 40/2013 | S A
Production Evreux. France o 3 F Health Products
’ ~ Safety (ANSM)
* Thuoc vo trung:
+ Thudc san xuat vo tring: dang ban rin
(khéng sinh c6 d9 nhay cam cao); dung - Belgian  Federal
. . R s ) , . r 3A oy — Nel
Alcon ) Rijksweg 14, d%ch the tich nho (khang sinh c6 d6 nhay = BEN013/ | S = Ager.lc.y for
13 Couvreur NV Puurs,  B-2870,|cam cao). Q 006 & Q Medicines  and
Belgium + Thudc tiét trang cudi: dung dich thé B [% 3 Heallth Products
tich nho. - (AFMPS)
* Thudc khong vo trung: dang ban rin
(khang sinh ¢6 d6 nhay cam cao).
*Thudc vo trung:
I A, Ay om N . 2 e
_ INovo Alle 2880|" Thqu san xuat vo trung: dung dich thé E = s, Danish
15 Novo Nordisk Baosveerd tich nhd. & DK H{ & g Medicines
A/S & * Thubc sinh hoc: thudc cong nghé sinh =) 00028113 |3 Q
Denmark - o0 Agency
hoc. K I N
* Thude khac: nguyén liéu sinh hoc
Kela * Thude vo tring: .
Laboratoria St Lenaartsewe + Thudc san xuit vo tring: Thudc dang| . “a ] ielfriin Fede;gi
NV (KelaNV| & |thnva cay ghép. = BE/2012/ | & S seney
16 ) 48, Hoogstraten, £ N a £ L |0 PN 3 Medicines and
- Kempisch . * Thudc khong vo trung: thudc udng| - 080 o Q
. B-2320, Belgium \ . . | D 2 S Heallth Products
Laboratorium dang 16ng; dang bao ché ban ran; vién = =

NV)

nén.

(AFMPS)




*Thudc vo trung:
+ Thuoc san xuat vo trung: Dung dich
thé tich nho (hormon va chat c6 hoat tinh

Laboratorio hormon, khong bao gdm hormon sinh
Italiano . duc). o n -

18 Biochimio ;/21331810113?;(: (1(130; + Thudc tiét trang cudi: Dung dich thé % IT/178- § § Italian Medicines
Farmaceutico Italia tich nhf). o =) 1/H/2013 | o Agency (AIFA)
Lisapharma * Thudc khong vo trung: Thudc udng|™ *® =
S.p.a dang 1ong (corticosteroid); thudc dung

ngoai dang 1éng (corticosteroid va
hormon sinh duc); dang bao ché ban rin
(corticosteroid)
Nucleo Industriale N - “
Facta .. S‘. Atto(loc. ' S. San pham Imipenem Cilastatina Kabi = T249- |S & Italian Medicines
19 Farmaceutici |Nicolo' A o g &
Spa Tordino) - 64020, 500mg/500mg B 1/H/2012 = g Agency (AIFA)
Teramo (TE) Italy A
Cipla Ltd., Unit
IX *Thudc vo tring:
Plot No. L-139, S{+ Thudc san xuét vo trung: Thubc dong| . DE BB |« ©

20 Cipla Ltd.,[103 and M-62 k?f); dung dich thé tich nho; thudc dong % 01 _GMP 8 8 Co _ quan tham

Unit IX Verna Industrial[{san trong bom tiém. ) 2013 00 g g quyén Duc
Estate,  403722|+Thubdc tiét tring cudi: dung dich thé| ™ 30 = -
Verna, Salcette,|tich nho; thude déng san trong bom tiém.
Goa, India
198-202 New
industrial ~ Area|* Thudc v6 tring: UK GMP| Medicines and
No.2, Mandideep,|+Thubc san xuat vo trung: thudc ciy E 25315 > g Healthcare

21 Lupin Limited |District ~ Raisen, |ghép va dang rin &) Insp GMP g g Products

Madhya Pradesh,|*Thuéc khéng v6 tring: vién nang B 25315/39 | 5 3 Regulatory
IN 462 046 -|cing; vién nén; Siro kho pha thudc udng. 047-0005 | < Agency - UK

India
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Aurobindo
Pharma
Limited Unit
X1I

Survey  Number

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

Andhra Pradesh,
Pin code 500 090
India

* Thude vo tring:
+ Thuoc san xuat vo trung: thudc dong
kho; thuoc bot pha ti€m/tiém truyén

(Amoxicillin Sodium,; Ampicillin
Sodium; Ampicillin& Sulbactam;
Flucloxacillin; Piperacillin/Tazobactam).
* Thubc khong vo trung: vién nén (Co-
amoxiclav; Flucloxacillin;
Phenoxymethyl penicillin;
Pivmecillinam); vién nang cung

(Amoxicillin; Cloxacillin; Flucloxacillin,
Dicloxacilin); thubc rin khac: thudc bot
pha hdn dich ubng (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 19
S . - - ~ ~ NHOM THUOC (*)
NHA MAY . . . 2 7z 9GIAY |2 &|ZE A - :
STT | .onG BO |PTA CHI PHAM VI CHUNG NHAN %5 den 5 b ég EAQP QUANISHOM [NHOM
Z Z 1 2
Lieu-dit  "Llsle French National
Vert”, rue Rene|, Thudc khong vo tring: thubc udng|& - = Agen fi
g [lnothera(Chantereau, | S e b ché rin khic: vien| & |IPT/PRS|E S |Medicines  and
Chouzy 41150 CHOUZY| 3"8 ‘ons. cang : I ooz |3 & e nax
nén. o a = Health  Products
SUR CISSE < —
FRANCE ’ Safety (ANSM)
Torrent
Pharmaceuticals
Ltd - Baddi Plant
. . o DE BY | ]
Torrent . Village: Bhud' &l Thubc khong vo tring: vién nang = 05 GMP |& S Co quan thim
2 Pharmaceutica|Makhnu  Majra,| , .. Q - S > A Ty X
s Ltd Tehsil: Baddi .|c™& viénnén. B _2013_00 Q = quyén Dirc
) 14 — —
173205, Dist.:
Solan (Himachal
Pradesh), India
Torrent
Pharmaceuticals
Torrent Ltd. - Indrad Plant o DE BY |« °
. |Near Indrad|* Thudc khong v6 trung: vién nang = 05 GMP | & S Co quan thim
3 Pharmaceutica | . , A o - & Q A s X
Is Ltd Village, Taluka|cung, vién nén. - _2013_00| N quyén Duc
Kadi, District = 10 a =
Mehsana Gujarat
382721, India




9-19,

Santen Shimoshinjo  3-
Pharmaceutica [chome, a Ministry of]
1 Co., Ltd|Higashiyodogawa-, i . | = g g Health,  Labour
(Santen ku, Osaka, Japan IS):: af;‘?;?l‘s Sanlein 0.1, Ophthalmic (é 1971 g g and Welfare|x
Pharmaceutica|(2-14. Shikinami, P % S S government  of]
1 Co., Ltd.|Hodatsushimizu- = Japan
Noto Plant)  [cho, Hakui-gun,

Ishikawa, Japan)
Alkem Nalgarrh, District £ . . n E ol = =

. . * Thudc khong voO trung: vién nang Insp GMP| o N Healthcare

Laboratories |Solan, Himachal| , 1z \ o, O Q N
Limited Pradesh In|CU0E: thudc uong dang 1é6ng; vién nén. ) 19564/ = S products

173205, India = 1094393- | *° 5 |Regulatory

’ 0004 Agency

Fresenius  Kabi
Fresenius Deutschland * A o DE HE |, “
Kabi GmbH Thube vo trung: 4= |olGMP |3 > |Co quan thim

. + Thudc tiét trung cuoi: dung dich thé| @ - Q Q A s

Deutschland |Freseniusstrabe 1, tich 16n: dune dich thé tich nhé ) _2012_ 00| s o quyén Duc
GmbH 61169 Friedberg, > Gung & ' R |20 < “

Hesse, Germany




* Thude vo tring:

+ Thubc san xuat vo trung: thuc dong
kho; dung dich thé tich nho.

* Thudc sinh hoc: Thudc céng nghé sinh
hoc.

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

Lill C t . .
Comrer. TOIBYETTA, thude bot pha dung dich hodic| e o «,  |French National
Eli Lilly and|, ..~ hdn dich HUMALOG; Humaject dung|2 UMC/PT/| & S  |Drug and Health
7 Indianapolis, ) : N ~ . o9 = Q X
Company Indiana. 46285 dich pha tiém hon dich pha tiém|— 9/2012 N = Products  Safety
USA. [HUMALOG; bt dung dich pha tiém|™ = *©  |Agency (ANSM)
‘ HUMALOG; thuéc tiém  insulin
HUMULIN REGULAR; thudc tai to hop
HUMULIN NPH; thudc tai t6 hop
HUMULIN 70/30; hon dich pha tiém
LIPROLOG BASAL; dung dich pha
tiém hon dich pha tiém LIPROLOG.
(Tén s;’m pham tai Viét Nam:
* 5¢ vo trune:
Zone Industrielle, Thqu,c V? trun%. o P French National
> rue du Colonel + Thudc san xuat vo trung: Thuoc dong| o, n © Agenc for
. . kho (chwra chat doc té bao, hormon);| = HPF/FR/7| S S sency
8 Lilly France |Lily, 67640 ; 2., , i o Q g Medicines and|x
. dung dich th¢ tich nho (chira hormon). | 4/2013 = x
Fegersheim, + Thubde sinh hoc: thude cone nehé sinhl = F = Health  Products
France uoe s o¢- thuoc cong nghe s Safety (ANSM)
hoc.
Takeda  (Werk|* Thubc v tring:
Singen) + Thudc san xuét vo trung: thude dong E DE BW_ |« 0
Robert-Bosch- kho. 01 GMP | g S Co quan thim
Tak H . . &) — a a X
? akeda GmbH| ¢ ¢ * Thude khong vo tring: Thude ding| %5 | 2012_01|= = |quyén Duc
78224 Singen,ngoai dang long; thudc udng dang long;| = 33 — ¥
Germany dang bao ché ban rin; thudc dan; thudc
tring dat am dao.
: e _ _ I+ 3+ :
Janssen C1.1ag Gurabo, PR|San pham: Concerta (Methylphenidate = 06-0077 1 & United States
10 |manufacturing 577 USA  |HCL) Extended Release Tablets g 301 & | & |Food and Drugix
LLC ’ g VN EiS 3 | Administration




9-19,

Santen Shimoshinjo  3-
Pharmaceutica [chome, a - “ Ministry of]
1Co., Ltd Higashiyodogawa-| . , i | = = S  |Health, Labour
11 (Santen ku, Osaka, Japan ISD::parar‘zi}:;nsl‘ Alegysal, - Ophthalmic (é 2720 % % and Welfare|x
Pharmaceutica|(2-14. Shikinami, = S S government  Of]
1 Co., Ltd|Hodatsushimizu- — - - Japan
Noto Plant)  [cho, Hakui-gun,
Ishikawa, Japan)
9-19,
Santen Shimoshinjo  3-
Pharmaceutica [chome, E - - Minlis}:ry ) of]
1Co., Ltd Higashiyodogawa-|,, I . = — Health,  Labour
12 (Santen ku, Osaka, Japan San p.h am:  Sancoba,  Ophthalmic (é 1972 § § and Welfare|x
Pharmaceutica [(2-14. Shikinami, preparations. % S S government  of]
1 Co., Ltd|Hodatsushimizu- — Japan
Noto Plant)  |cho, Hakui-gun,
Ishikawa, Japan)
9-19,
Santen Shimoshinjo  3-
Pharmaceutica [chome, a - “ Ministry of]
1 Co., Ltd Higashiyodogawa-| . i . = = > Health,  Labour
13 (Santen ku, Osaka, Japan gaILth phjan;). Daltgaku Eye  Drops, (é 2721 % % and Welfare|x
Pharmaceutica|(2-14. Shikinami, phthaic Freparations % g g government of]
1 Co., Ltd|Hodatsushimizu- - - - Japan
Noto Plant)  [cho, Hakui-gun,
Ishikawa, Japan)
; French National
2 rue du Pressoirigliluqc Vf{trﬁn%: 5 tring: thube do E HPE/FR/1 2 § Agency for
14  [Merck Sante |Vert, 45400 ho uoc san xuat vo trung: thuoe dong &) 64/2013 N S Medicines  and|x
Semoy, France |, Tl;u éc khong v tring: vién nén B = 3 Health  Products
' ' Safety (ANSM)
29 Avenue|* Thudc khoéng vo tring: thudc ding French National
Charles de[ngoai c}ang long; dang bao ché rin khac E HPF/FR /4 g g Agency for
15 Famar Lyon |Gaulle, 69230]|(bao gom ca cephalosporine); dang bao| @ 22013 g § Medicines  and|x
Saint Genis|ché ban rin; vién nén (bao gém ca B & g Health  Products
Laval, France cephalosporine). Safety (ANSM)




Via San Leonardo

on v
CHIESI 96 - Via Palermo = > > . .
16 |FARMACEU |26/A- Via Ortles|San phim: Brexin @ /cl};};gzow S S ﬁaléir; Bﬁfg{fm“
TICISPA |6 - 43100 Parma 2 5 5 gency
(PR), Italia - -
San pham: Curosurf
. ( Co so san xudt ban thanh pham:
CHIESI ;/616‘ Sé?;;;f;ﬁﬁ CHIESI FARMACEUTICI S.P.A - Via o, o 0
: San Leonardo 96 - Via Palermo 26/A-| Z CPP/2013| & &  [ltalian Medicines
17 FARMACEU |[26/A- Via Ortles|_,. A = =
Via Ortles 6 - 43100 Parma (PR), Italia. | /1931 — — Agency AIFA
TICIS.P.A |6 - 43100 Parma o s e g 3 N N
(PR), Italia Co so dong go6i: Fidia Farmaceutici — —
’ S.P.A - Via Ponte Della Fabbrica 3/A,
35031 Abano Terme (PD), Italia)
* Thudc khong vo trung: vién nén (bao
Baronessa de gém ca thudc hudng than, hormon va
Az ; . £ £ e ..
Laboratorio Malda, 73, 08950(chat C(? hoat t1£nh I‘lormon),‘ .thuoc uvong E NCF/133 | = © Ministry of]
. Esplugues de[dang long; thudc dung ngoai dang 1dng; Q o Health of]
18 Aldo-Union A, . N . 1O 6/001/CA | s Q X
SA Llobregat thudc phun mu (bao gébm ca hormon va| - T Q = Government  of]
(Barcelona), chét ¢ hoat tinh hormon); dang bao ché| F a @ Catalonia - Spain
Spain ban rin (bao gdm ca hormon va chét c6
hoat tinh hormon).
San pham: Aciclovir Generis, thuoc bt
pha dung dich hozc hon dich.
(Co s& san xuét ban thanh pham: Reig Portuguese
Rei Tofte IC,(/)MJ?;?;H&’ s/n Jofre, S.A (Fab Toledo) - C/ Jarama, s/n | o, e s National
8 (e Poligono Industrial, E-45007 Toledo,| 2  [1871/CM/| S S |Authority  of]
20 |SA - (FabjIndustrial, - E-g o 2 hos  |S S |Medicines  and
Tol 4 Tol ' = = =
oledo) S;g?! oledo, Co so dong goi: Reig Jofre, S.A (Fab. o =) =) Health Products,

Sant Joan Despi - Gran Capita, 10, E -
08970 Sant Joan Despi - Barcelona,
Spain)

IP (INFARMED)




Eli Lilly

and

Drop Code 2200,

San pham: Huminsulin Normal 100,
dung dich pha tiém.

(Tén tai Viét Nam: Humulin R)

(Co s¢ san xuat: Eli Lilly and Company

on v
Company Lilly Corporate Center - Drop Code E = = 2
. USA-46285 ) . . LGBNO1 | & I C th
21 |Lilly . . 2200, USA-46285 Indianapolis, Indiana,| O Q S e
Indianapolis, ) 1 ® ® quyén Duc
Corporate . USA. 0 = =
Indiana. USA , i .. A , ) N N
Center Co s& dong goéi xuat xudng: Lilly
Pharma Fertigung und Distribution
GmbH & Co. KG - Teichweg 3, 35396
Giessen, Germany).
San pham: Huminsulin Basal (NPH)
100, hdn dich pha tiém.
(Tén tai Viét Nam: Humulin N)
Company [ ProP Cote 220010 K0 H T er -~ Drop. o] & =
y _ 2 — — 2
. USA-46285 . . . LGBNO1 | g K C th
2 |Lilly A0, 2200, USA-46285 Indianapolis, Indiana,| O Q S
Indianapolis, ) 0 o 0 quyén DPuc
Corporate . USA. 0 = =
Indiana, USA . . p , ) N N
Center Co s& dong goi xuat xuong: Lilly
Pharma Fertigung und Distribution
GmbH & Co. KG - Teichweg 3, 35396
Giessenz Germany).
San pham: Huminsulin Profile III 100,
hon dich pha tiém.
(Tén tai Viét Nam: Humulin 70/30)
Company [ P20P Code 220010 ¥ 2 S er - Drop. Code|& o |z
. USA-46285 oo R ORI S ILGBNOO | S S |c tha
23 Lilly . . 2200, USA-46285 Indianapolis, Indiana,| @ 9 9 © A quetn am
Indianapolis, ) 9 ® ® quyén Duc
Corporate . USA. 0 = =
Indiana, USA L., . A , ) N N
Center Co s& dong goéi xuat xudng: Lilly

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




31-1, Nihonbashi-

Ay
Pharmaceutica |2 2<PC 2 o Ministry of]
Is Co., Ltd chome, Chuo-ku, = - Health Labour
v Tokyo, Japan \ 2 . . SO ) < ’
24 (Ay ) San pham: Morihepamin, thudce tiém. & 1968 N and Welfare|x
. |(6-8, Hachiman, s N
Pharmaceutica .. . =2 a government of]
s Co. Itd Kawajima-machi, S Sl Japan
. ‘| Hiki-gun,
Saitama Plant)| .
Saitama, Japan)
31-1, Nihonbashi-
Ay hamacho 2-
Pharmaceutica a, Ministry of]
Is Co., Ltd chome, Chuo-ku, = - Health Labour
’ Tokyo, Japan \ 2 . I &) S ’
25 (Ay . San pham: Neoamiyu, thudc tiém. & 1970 N and Welfare|x
. |(6-8, Hachiman, 3 P
Pharmaceutica .. . =3 & government of]
s Co. Id Kawajima-machi, S Japan
.7 ‘|Hiki-gun,
Saitama Plant)|_ .
Saitama, Japan)
* Thube vo tring:
+ Thudc san xuat vo tring: dung dich thé
tich 16n; dung dich thé tich nho.
+ Thudc tiét trang cudi: dung dich thé . . ,
Harmire Road,|tich 16n; dung dich thé tich nho. UK MIA ° &rél(ti?ii;ngdoillj
Glaxo Barnard  Castle,|* Thudc khong vo trung: thubc dung E 4 Insp g =S Healthcare
26 Operations Durham, DLI12|ngoai dang léng; thuc udng dang long;| @ GMP/IM g g roducts X
UK Limited |8DT, United|dang bao ché rin khac; dang bao ché ban B P 4/3848-| = = P
. L Lz ~ o Regulatory
Kingdom ran; vién nén; thuoc com. 0025
Agency

* Thudc sinh hoc: thudc mién dich;
thube cong nghé sinh hoc; thube co
ngudn gde tir nguoi hodc dong vat; thude
chtra steroid, chéng khuan, chéng ndm.




* Thubc khong vo trung: vién nang
cung; thudc dung ngoai dang long; thuoc

Merck Hossleasse 20 udng dang long; dang bao ché ran khac| INS- ~ s, Austrian
27 KoaA&Co 9800gS ittal ar; (vién nén bao duodng, vién nén bao % 480021- § K Medicines and X
Wgerk Spi tt.al der Draup Austria phim); dang bao ché ban ran; vién nén. ) 0017-001 | & 4 Medical Devices
P ’ * Thude tir duge lidu: vién nén; vién nén| & (8/10) o = Agency (AGES)
bao phim; vién nén bao duong; vién
nang cung.
30, Podstoczyko|, £ n A a
Natur produkt|Str., 07-300| Thuoc Akhor}g vo trur}g. VlenA nanﬂg % GIF-IW- | s Main
ctng; thuoc udng dang long; thudc bot N- N N .
28 Pharma Ostrow A Ol = & Pharmaceutical  |x
S.7.0.0 Mazowiecka sui th’, vién nén. - 4022/231/ S a Inspector, Poland
P20 pobad > |* Thude duge ligu B 2 = = :
* Thude vo tring:
+ Thudc san xuat vo tring: dung dich thé
Ei?:;f&?ﬁiﬁc} tich 16n; thudc dong kho (bao gom ca| a. DE NW_| @ ©
29 Bayer Pharma Allee 51368 chtra hormon); dung dich thé tich nho. % 04 GMP 8 S Co quan thim X
AG Leverkusen + Thudc tiét tring cudi: dung dich thé| 5 2013_00| = % |quyén Dirc
Germany tich 16n; dung dich thé tich nho. = 38 =~ S
Y * Thudc khong vo tring: dang bao ché
rin khac; vién nén.
Pol. Ind. Les
Salines. Carrer .
I3 on
Svnthon Castello, 1, 08830(|* Thuoc khong vo trung: vién nén; vién E NCF/133 | = g I;I/Ié;lll;try ﬁ
30 H}i]s ania. SL Sant Boi  de|bao (bao gdm ci chit gy nghién, hudng| @ 7/001/CA g g Government  ofl*
paria, Llobregat than); vién nang cing; pellet. B T g Q . .
(Barcelona): — — Catalonia - Spain
Spain
5555 Valle LA
. Boulevard LO}S] " Thuqc VO trung: . 2| A « Spanish  Agency
Grifols ’ + Thudc san xudt vo trung: dung dich thé S > =z
. . Angeles, 90032], \ ISP n ] 2 ES/157H/ | & S of Drugs ang
31 Biological Inc . . tich 16n; thuéc dong khd; dung dich the| @ = Q X
(GBI) (California), tich nhé - 13 = N Health  Products
Estados  Unidos, ' K = < |(AEMPS)

USA

* Thuoc sinh hoc: ché pham tir mau.




UK GMP United Kingdom's
Square Dhaka Unit, ] o 29943 0 © Medicines and
. |Kaliakoir, * Thudc khong voO trung: vién nang > Insp GMP| & K Healthcare
32 Pharmaceutica . , a Q Q Q
Is Ltd Gazipur, 1750,|cting; vién nén. ) 29943730 | o products
Bangladesh K 9403- A A |Regulatory
0004 Agency
Senju 17(62172-1171;anounorﬁszli1 & < Ministry of
Pharmaceutica ; Saiii % = Health,  Labour
33 1 Co., Ltd|] . Ib1San pham: Bronuck Ophthalmic Solution & 3796 Q and Welfare|x
. Fukusakicho, g o
Fukusaki . =2 = government of]
Plant Kanzaki-gun, — - Japan
Hyogo-ken, Japan
* Thudc vo tring:
+ Thudc san xuat vo trung: dung dich thé
Reckitt Nottingham site,|tich 1on; dung dich thé tich nho. UK MIA United Kingdom's
Benckiser Thane Road,|+ Thubc tiét trung cudi: dung dich thé| o 12862 e ha] medicines and
34 Healthcare Nottingham, tich nhd. % Insp GMP| & 8 Healthcare X
International Nottinghamshire, |* Thudc khong vo tring: vién nang ) 12862/11 | % g Products
Limited NG90 2DB, |ctmg; dang bao ché ran khac; vién nén. | ™ 9098- = o Regulatory
United Kingdom |* Thudc sinh hoc: thubc mién dich; 0008 Agency MHRA
thudc cong nghé sinh hoc.
* Thude tir dugc lidu.
Besins Groot A a “ Federal Agency
. |Bijgaardenstraat |* Thudc khong vo trung: dang bao ché > BE2012/ | & = for Medicines and
35 Manufacturing .z o S Q X
Beloium S. A 128, Drogenbos,|ban ran. 5 066 & e Health Product of]
EIUMS-A g 1620, Belgium 2 S > |Belgium
Parque
Tecnologico  de|, Ao o ) © Spanish  Agency
Tecsolpar, Asturias, Parcelas Thquc Vq}mng. e . 2 > ES/155H | &§ K of Drugs ang
37 + Thuoc tiét trung cudi: dung dich thé| @ a a X
S.A 19, 20 y 23, tich 16n: dune dich thé tich nhe ) V/13 ® k8 Health  Products
Llanera 33428 Ot Gung dich the Heh NRO. K . =

(Asturias), Spain

(AEMPS)




Bayer Weimar
Baver Weimar GmbH und o DE TH_ |« ©
Y Co.KG * Thudc khong vo trang: vién nén (chta = 0lH GM | & < Co quan thim
38 GmbH  und . : O Q Q 3
CoKG Dobereinerstrabe |hormon va chat c¢6 hoat tinh hormon). ) P_2013- [§ 4 quyén Duc
' 20, 99427 M= 10031 < <
Weimar, Germany
Ministry of]
4-6-10 & o )
- Koishikawa q Z S |g [Health,  Labour
39 Eisai Co., Ltd ’ San pham: Myonal tablets 50mg % 3322 Q Q and Welfare|x
Bunkyo-Ku, 3 ©v ©v
Tokyo, Japan =3 = = government  of]
) = Japan
* Thudc khong vo trung (chira chat co “ French National
; . 4 \ - e hi!
Laboratories 93 rloute de|hoat tlflh horn;lon).; thude dl{ng ngoai| S HPF/FR/1| S S Ager.lc.y for
40 Chemineau Monnaie, 37 210|dang long; thudc uong dang long; dang| @ 082013 | = X Medicines and|x
Vouvray, France |bao ché rin khac; thudc phun mu; dang B % S Health Products
bao ché ban rén. ~  |Safety (ANSM)
64/66  Westside - ©
. . m p— —
EirGen Business — Park, 1 6 khong vo tring chua chdt doc 6| = [2013/685 |3 S |irish  Medicines
41 |Pharma Old — Kilmeaden), , . a1 nang cimg; vién nén 2 |mioss |5 S [Board
Limited Road, Waterford, ' g cung, ' B % =
Ireland
Lek
farmacevtska Agency for
r r m o 1 i
druzba d.d Perzonali 47,|* Thuoc khong vo trung: dang bao ché E > > Medicinal
(Lek . . , , , ) 450- Q Q Products and
42 . |Prevalje,  2391,|ran khac (chtra khang sinh beta lactam);| @ F S . . Ix
Pharmaceutica Slovenia vién nén (chira khang sinh beta lactam) = 25/2013-2) = S Medical Devices
Is d.d), & = = S |of the Republic of
Production Slovenia
Site
Whiddon Valley UK MIA United Kingdom's
Barnstaple It Thubc khong vé trung: vién nang|S 142 Insp| e het Medicines and
Actavis UK il , n g vo Tung = GMP/GD | § > Healthcare
43 .. NorthDevon, cung; vién dan; vién nén. &) N Q X
Limited I i 5 P/IMP =) < products
EX32 8NS,|* Thuoc tur duogc liéu. o = S
United Kinedom 142/6742-| < Regulatory
& 0029 Agency MHRA




* Thude vo tring:
A Menarini + Thudc san xuat vo trung: dung dich thé . ©
. . . , N [a W — =
Manufacturing|Via Sette Santi, 3 tich nho. 5 =2 me2e- |R S |ltalian Medicines
44 Logistics and|50131 Firenze[+ Thuoc tiét trung cudi: dung dich thé| @ = X
. . , , 5 3/H/2013 | = = Agency AIFA
Services (FI), Italia tich nhp. ) o 0 S =
S.R.L * Thuoc sinh hoc: thude ¢6 ngudn goc tur
dong vt (dang bao ché ban rin).
* Thuoc khong vo trung:
+ Thubc san xuat vo trung: dung dich thé
tich 16n; thudc déng kho; dung dich thé
tich nhd.
BAG Health Care|* Thudc sinh hoc: thuéc mién dich; san DE HE |e °
2 ‘A WA Tes . A A A| B _HE = e .
BAG  health|S™0H pham li¢u phdp t€ bao; thuoe cong ngh¢) 515, "G\rp | 5 S |co quan thim
45 Amtsgerichtsstrab |sinh hoc; thudc c6 nguon goc tir dong| @ e = A Ty
Care GmbH ¢ 1-5. 35423 Lich.lvat ) _2013 01| = quyén buc
= 1 , M 13 = o
Germany * Thuoc tu duoc li¢u; thuoc vi lugng
ddng cin; nguyén lidu sinh hoc; nguyén
liéu co nguén géc tor dong vat hoac vi
khuan; nguyén liéu san xuat thudc cong
nghé gen.
Biomedica, spol s
r.o. Praha, divize Y en ke
i ‘ 2 A — Czech Stat:
Biomedica Horatev, Horatev|* Thudc khong vo trung: thudc uodng > sukls2327| & zee ate
46 , A 2 A Q N S Institute for Drug|x
spol. Sr.0 104, 289  12|dang 1dng; vién nén; thudc bot. ) 00/2012 |2 =
o = N Control (SUSKL
Nymburk, Czech N —
Republic
Takeda ~ GmbH
Betriebsstatte o DE BB |
Oranienburg % £ R A n S i = 2
Th kh t : 01 GMP | &g Co th,
47 Takeda GmbH |Lehnitzstrabe 70-| |, uoe ? ne N Os run3g Y{en flang ©| Py 9 8 A qua{n am
cing; dang bao ché ran khac; vién nén. 2013 00| Y = quyén DPuc
98, 16515 2 7 9 3
Oranienburg,
Germany
Terrero 1251, «@ A Argentina
. . N A . . A . C/I) o () (=)
48 IIigb}(l)rfttSo;los Euengls. Aires, Earll (1iohar.n. clllun}gl td;ch pha tiém Acido 9 S 106353-13 % % National Institute
iche Aepu t.1c oledronico Riche = O Q Q of Drug (INAME)
rgentina — —




Unit-VI, Village:
Bhatolikalan,
Adjoining
Jharmajri, E.P.1.P,

* Thuoc vo trung:

. + Thudc san xuit vo tring: bot pha tiém National
N India hi hal : A = © Authori n
ectar |chtra cephalosporin S FI34/012 | = =S uthority 0
e Post office: f A A n Q Q ey
51 Lifesciences Barotiwal * Thuoc khoéng vo trung: vién nang|O© 014 3 S Medicines  and
Limited Ta}rlo.i?vai\la,l y ciing; vién nén (chura Cephalosporin); B = =2 Health Products,
D(? tSI. ‘t' a ggailr b bot pha hén dich udng (chua L.P, Porrtugal
H;fnZZI{al otat, cephalosporin).
Pradesh-173205,
India i i
* Thuoce vo trung: dung dich thuoc tiém
(san xudt vo trung va tiét trang cudi). .
: . Minist f]
11, An-Tou Lane,|* Thuoc khéng vO trung: dung dich; E < v sty ©
Ta Fong ) . A N 2 n - - = Health and
. ~|Yen-Ping Li,|thuoc m&, thuéc kem; vién nén bao| O o o .
52 Pharmaceutica . ) o , PR S 0703 Q Q Welfare, Republic
Changhua  City,|phim; vién nén; thuoéc com; thudc bot;| 5 ) X .
1 Co., Ltd ) n £ ©) = A of China (FDA
Taiwan, ROC vién nang; thuoc dan. E Taiwan)
* Duoc chit chira hormon san xuét thue
vO trung.
Pharbil  Pharma
Pharbil gmbH & |[DENW_|[c 0
53 Phaarma Reichenberger * Thudc khong v6 tring: vién nang % 02_ GMP | & 8 Co quan thim
GmbH Strabe 43, 33605|ciimg; vién nén dat tryc trang; vién nén. | = 2013 00 = g quyén Piurc
Bieletefeld, = 02 = =
Germany
Contract Unit 1 & 21, 38 o Therapeutic
on
manufacturing |Elizabeth ~ Street,|.,. . A , = MI-2013- | = L P
. . Vién nang mém (chta dugc ligu;| O K o Goods
54 & Packaging|Wetherill ~ Park| . . Z \ o - A LI-09453-| 5 Q .. .
) vitamin, chat khoang va dinh dudng) = Q S Administration,
Services  pty|[NSW 2164, S 1 S v .
Ltd Australia A Australia




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

Dot 20
S : - ] - - NHOM THUOC
NHA MAY 5 , A o 7z 9GIAY |2 ~|ZE=|CO QUAN|—; .
STT A - |DIA CHI PHAM VI CHUNG NHAN & "] it =N P
CONGBO |V - - Z=Hon  |S T|SE|cAp NHOM INHOM
é4 a: s * Thudc khong vo tring: vién nan = = French Agency
Laboratories €0 ges i ‘g ' & i & EU- HPF/FR/1| & & for Medicines and
1 Pompidou, 15004 |cing; dang bao ché ran khac. = &
Lyocentre . L , . GMP |58/2013 | o — Health products
Aurillac Cedex, |* Thuoc sinh hoc chira Lactobacillus. = B
= S Safety (ANSM)
France
Y FO . - ©
Bausch & . San pham: Advanced Eye Relief Dry 12:0171- |3 = |United  States
Greenville, = SC|Eye Environmental Lubricant Eye Drops|US- Q Q
2 Lomb ) 2014-03- | = = Food and Drug|x
Incorporated 29613, USA (Sterile) GMP VN S S Administration
P Tén tai Viét Nam: Computer Eye Drops S S
3+ 3+ .
3 gzumsgh & Greenville, ~ SC|San pham: Opcon-A Antihistamine and|US- ;3-&131- % % ;J:;;ed and S];atrzs X
29615, USA Redness Reliever Eye Drops (Sterile)  |GMP i i _ And g
Incorporated VN Ei3 3 |Administration
* Thudc v tring:
i S Ao om \ A n NS
Leo 285 Cashel Road, ’ThleC san xuat vo trung: dang bao ché = = ' N
4 Laboratories |Crumlin. Dublin ban ran. EU-  |2013/694 | & Q Irish  Medicines
’ * Thubc khong vo trung: thudc ding|GMP  [2/M46 = S |Board
Ltd 12, Ireland .. \ . L1 L X =
ngoai dang long; dang bao ché ban ran; N o
thudc thu thai & tir cung.
_ ,( A ’ . . . m @ .
Catalent 217-221 Thuoc khong chira p.en1c1llnA1, MI-2012- | = = Therapeutic
. Governor  Road,|cephalosporin, hormon, steroid, chat|PIC/S- Q Q Goods
5 Australia Pty . . % o A LI-02647-| = = .. .
Ltd Braeside Vic|chong ung thu: vién nang mém; dang|GMP 3 = o Administration,
3195, Australia  |bao ché rén phan lidu. — N Australia
* Thubc khong vo trung: thudc dung
R ngoai dang 16ng; thudc udng dang long «@ A
F 40 - . . . -
7 Sofar SP.A ;/(;3 601reI}FZrZ’ZZ:n0 (chtra hormon corticosteroid); dang bao|EU- IT/75- 8 8 Italian Medicines
o Rosa (M), Ital ché rin khac (thudc bot, thubc com,[GMP |2/H/2013 | S S |Agency AIFA
Y thuée ngam); thudc phun mu; dang bao 5 &

ché ban ran; vién nén.




Tarchominski

* Thuoe vo trung:

e Zaklady 2 A Fleminea + Thudc san xuat vo trung: dung dich thé GIF-IW- | ¥ s Main
8 Farmaceutycz S’tr ' 03-1;076 tich nho. EU- —IN- 8 8 Pharmaceutical  [x
ne  "Polfa"|. "~ * Thudc sinh hoc: thudc cong nghé sinh|GMP  [4022/298/| S =
Warsaw, Poland = & Inspector, Poland
Spolka hoc. 13 ~ &
Akcyjna (thudc Insulin)
Tarchominski
e Zaklady|, e oo *Thudc vo tring: GIF-IW- | < 2 Main
9 Farmaceutycz S’tr ' 03 17g p + Thudc san xuit vo tring: dang bao ché{EU_G [N- 8 8 Pharmaceutical  |x
ne "Polfa" Wa;;saw Poland rin (bao gém ca khang sinh nhom|MP 4022/299/ g = Inspector. Poland
Spolka ’ penicillin va cephalosporin 13 S 3 P ’
Akcyjna
Plot No 72, EPIP, State
Phase-I ’ " “ Administration of]
Zeiss Jharma',ri Baddi * Thuoc vo trung: EU- 065/2013/| = > Ukraine on
11 Pharmaceutica| . gt ’[+ Thubc san xudt vo trung: thudc ciy SAUMP/ % % Medicinal
Distt, Solan,| ., . P . GMP S o
Is Pvt Ltd Himachal ghép va dang ran (cephalosporin) GMP = & Products
. - ' |sAaump) :
Pradesh, India .
Ukraine
* Thuoc vo trung:
+ Thubc tiét tring cudi: thude cdy ghép
Pansiontic 47 va dang rin (chta chat co hoat tinh «@ s Finnish
12 Baver O Turku 2021 0’ hormon); thudc tai tor cung (matrix){EU- 1661/11.0 8 8 Medicines X
YRRy Finlan’d ’[(chtra chét ¢6 hoat tinh hormon). GMP [1.09/2013 § g Agency (FIMEA)
* Thubc khong vo tring: vién nang 8 Q geney
clng; vién nén (chtra chit c6 hoat tinh
hormon).
. * Thude vo tring:
C/F A .. .
Alo;ir(l)clscr?o 7 + Thudc tiét trung cuoi: dung dich thé
Policono ’[tich 16n; dung dich thé tich nho. g o Spanish  Agency
13 Berlimed. S.A |Tn dugstrial Santa * Thubc khong vo trung: vién nang|EU- ES/094HI 8 8 of Drugs ang X
T Rosa. Alcala de mém; thudc ding ngoai dang long (bao|GMP /13 E S Health  Products
Hene:res 23806 gdm ca hormone va chét co hoat tinh = & (AEMPS)

(Madrid), Spain

hormone); thudc udng dang long (bao
odm ca thudc hudng than).




on v
Via Cacciamali = = . ..
.. ., i ... EU- CPP/2013| & Q Italian Medicines
14 Mitim S.R.L (34 36' 38 -1%5128 San pham: Ceftazidim Stragen 2g GMP /1065 = = Agency AIFA X
Brescia - Italia S S
1 on v
Via  Cacciamali = = . .
. o i . EU- |CPP/2013| & Q Italian Medicines
15 Mitim S.R.L |34 36. 38 —12-5128 San pham: Ceftriaxon Stragen 2g GMP /1098 = = Agency AIFA
Brescia - Italia = =
’ N N
* Thuoe vo trung:
+ Thubc san xuat vo trung: thubc dong
kho; dung dich thé tich nho.
Merck  Sharp + Thufzc tl@t; tru?g cu’01: flung d1fh thé “r ©
Molenstraat 110,|tich nho; thudc cay ghép va dang ran. o S Health care
& Dohme B.V x A M N , |EU-  |INL/H Q Q .
16 n . 1, |5342 CC OSS.[* Thuoc khéng vo trung: vién nén (chira = S inspectorate, The|x
Tén phap ly: s, ) GMP ([13/0069 |o= =
The Netherlands [hormon va chat c¢6 hoat tinh hormon); S F Netherlands
N.V. Organon Q S
vong dat am dao.
* Thudc sinh hoc: thudc cong nghé sinh
hoc; thudc c6 ngudn gbe tir ngudi va
dong vat.
Waarderweg 39 = = Health care
17 Merck Sharp(2031 BN|* Thudc khong vé tring: dang bao ché|EU-  |NL/H 8 8 inspectorate. Thelx
& Dohme B.V[HAARLEM Thel|ran khac; vién nén. GMP [13/0024 |3 S P ’
S 3 Netherlands
Netherlands — N
* A~ .
Estrada do Rio da Thu(ic V? trung o . 2 :
Hikma Mo. n8. S-a. 8-B- + Thudc san xuat vo trung: dung dich thé - © National
. C T T tich 16n; thudc déng kho; dung dich thé F0006/S1 | = =  |Authority of]
Farmaceutica |Fervenca, , . ; . A . |EU- Q Q . .
18 tich nho; thuoc dang ran; thudc bot /H/AF/00 | & & Medicines and|x
(Portugal), Terrugem  SNT, ) GMP = S
S A 2705-906 (cephalrosporm). ’ 7 1/2013 q < Health Products,
' Portugal ’ + Thudc tiét tring cudi: dung dich thé L.P, Porrtugal
g tich 16n; dung dich thé tich nho.
3.C Str. Panselelor nr. N s National Agency
19 E‘ur;) harm 2, Brasov, Jud.|* Thudc khéng vo tring: vién nang|EU-  |024/2012/| S S for Medicines and
S A p Brasov, cod|cung; vién nén bao phim; vién nén. GMP |RO g S Medical Devices -
' — = Romania

500419, Romania




20

Laboratorios
Bago S.A

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

Thudc khéng chia khang sinh beta
lactam; chit kim té bao; hormon: vién
nén; vién bao; thudc cdm; thude bot pha
hén dich uéng; thubc bot; dung dich
thudc tiém, thudc dong kho; thude bot vo
trung; dung dich khong vo trung; dang
bao ché ban ran.

Factory La Rioja:
St. Ciuda de
Necochea
between St. Ciuda
de Mar del Plata
and Av.
Matienzo;
Industrial Park of
Province of La
Rioja (Zip code
F5302CTA),
Argentina

Thudc chira khang sinh beta lactam: vién
nén; vién bao; thudc bot pha hon dich
uong; thude bdt pha tiém.

PIC/S-
GMP

20132014
000193
14

2/24/2014

2/24/2015

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

21

Hanmi

Pharmaceutica

1 Co., Ltd

893-5, Hajeo-i,
Paltan-myeon,
Hwaseong-si,
Gyeonggi-do,
South Korea 445
913

San pham: vién nén bao

Clopidogrel 75mg

phim

EU-
GMP

AET/260
912/6GM
P-HAN

26/09/2012

14/06/2015

Co quan thim

quyén Piurc

22

Hanmi

Pharmaceutica

1 Co., Ltd

Hanmin  Pharm
Co., Ltd

114,
Chupalsandan-ro,
Paengseong-eup,
451-805
Pyeongtacek-si,
gyeonggi-do,
Republic Of]

Korea

* Thube vo tring:

+ Thudc san xuat vo triung: thude bot pha
dung dich tiém hodc tiém truyén
Ceftriaxon (0,5g; 1g)

EU-
GMP

DE RP 0
1 GMP_

2013 001
0

24/06/2013

16/05/2016

Co quan thim

quyén Dtc




Avda.
Miralcampo, 7,

* Thuoc khong vo trung: vién nang cung

Pol. Ind.|(bao gdm ca thudc chira hormon hodc « ° Spanish  Agency
23 Laboratorios |Miralcampo, chat c6 hoat tinh hormon); thudc bot;|EU-  |ES/105H 8 8 of Drugs ang X
Liconsa, S.A |Azuqueca de|dang bao ché ban rén; vién nén (bao gdbm|GMP  |VI/13 5 5 Health  Products
Henares  19200|ca thudc hudng tam than); vién bao (bao = S (AEMPS)
(Guadalajara), gbm ca thudc hudng tim than).
Spain
4285 North
\gesll eyand Rock UK GMP United Kingdom's
e, ey o 20672 | o [Medicines  and
. Mount,  27804,|*Thudc v6 trung: Thudc san xuat tiét = =
Hospira . . e . 2,1 1a EU-  |Insp GMP| & Q Healthcare
24 . United States/|trung cuodi: Dung dich thé tich 16n; Dung X X X
Incorporation |, . . 2., . GMP [21672/68 | S S products
Highway 301|dich thé tich nho. = =
65186- — o Regulatory
North Rocky
0001 Agency
Mount, 27804,
United States
* Thuoc khong vo trung: vién nang cung
21 rue duf(bao gdm ca thubc chira penicillin); “@ s French  Agency
95 Sophartex Pressoir, 28500|thudc udng dang l6ng; dang bao ché ran|EU-  [HPF/FR/1 8 8 for Medicines and X
P Vernouillet, khac (bao gdm ca thude chira penicillin);| GMP  {99/2013 | = E  |Health products
France vién nén (bao gdbm ca thudc chia Q b Safety (ANSM)
penicillin).
* Thuoc vo trung:
Rue Paul :— "flhu}?c san xuat vo trung: dung dich thé o " French  Agency
2 Delpharm Langevin, 37170 -:CTII: ?' ot tro 5 d dich thé EU- HPF/FR/1 8 8 for Medicines and
Tours Chambray  Les tich nllllcé)c 1t tung cuot: dung Qe M amp - [38/2012 5 g Health  products x
Tours, F . : = 2 fety (ANSM
ours, Trrance * Thuoc khéng vo trung: thudc dung = Safety (ANSM)
ngoai dang léng; thudc udng dang long.
Utsunomiya ..
Plant of|16-3,  Kiyohara ] \n g;zll‘[s}zry Laboﬁf
. . (e (e ’
27 Chugai Kogyodapchg . |San phdm: Tocilizumab (Gen ti t hop) Japan- 5052 % % and Welfare|x
Pharma Utsunomiya city, GMP S S overnment of
manufacturing [ Tochigi, Japan ® ® &

Co., Ltd

Japan




San pham: Cletus
( Co sé san xuat ban thanh pham:

Valpharma Via G. Morgani. 2 Valpharma International S.P.A - Via G. N b
phat - OTBAML Sy forgani, 2 -47864 Pennabilli (RN),[EU-  [CPP2012| & & |Italian Medicines
28 International |-47864 Pennabilli = S X
SPA (RN), Ital Italy. GMP (/1232 o = Agency AIFA
o e * Co s dong goi: Special Product's Line a 2
S.P.A - Via Campobello, 15 - 00040
Pomezia (RM), Italy)
* Thuoc chira khang sinh beta lactam:
Terrero vién nén; vién bao; thude bt pha hdn National
1251/53/59, Luis|dich. .. .
. ) £ R , , . = ha] Administration of]
. Viale 1848 y Tres|* Thuoc khong chta khang sinh 20132014 | = =
Laboratorios ) N i L. 2 T|PIC/S- Q Q Drugs, Food and
29 . arroyos 1829 (Zip|betalactam, khong chira chat kim té bao, 000089 | = = . .
Richet SA P . B ’|GMP o =) Medical Decives,
code 1416), of the|hormone: thudc dang long; thuoc bot; 14 - - .
. L inan A N N Argentina
City of Buenos|thuoc tiém dong kho.. (ANMAT)
Aires, Argentina [* Thudc chita khang sinh betalactam:
thudc bot pha tiém; hdn dich pha tiém.
. . . s <
Bausch & . San p hfdm' A('ivanced E ye Relief Dry 12-0171- | = > United States
Greenville,  SC|Eye Rejuvenation Lubricant Eye Drops|US- Q Q
30 Lomb . 2014-02- | = = Food and Drug|x
Incorporated 29615, USA (Sterile) GMP VN S S Administration
P Tén tai Viét Nam: Moisture Eye Drops S S
* Thude vo tring:
+ Thubc san xudt vo trung: thudc dang
long thé tich nho (thudc nho mat) (bao
. § 4 hormon va chat c6 hoat tinh .
Camil Fabra, 58,59 , Joat in o Minist f
| rabta, 09, hormon); dang bao ché ban ran (thudc NCF/123 |32 ) sty ©
Alcon  Cusi,[08320 El Masnou| . \ , . . |EU- Q = Health of]
31 md tra mat) (bao gom ca hormon va céc 2/001/CA | = Q X
SA (Barcelona), . ) <z |GMP — S Government  of]
. chat c6 hoat tinh hormon); thudc cay T F = . .
Spain — Catalonia - Spain

ghép dang rin (dang thubc bot).

* Thubc khong vo trung: thudc dung
trong dang long (thubc xit mii, dung
dich nho tai).




* Thudc vo trung: Thudc san xudt vo
trung: dang bao ché ban ran (thudc tra
mat) (khang sinh c6 d6 nhay cam cao);
thudc dang 1ong thé tich nho (dung dich,

. . : . . . Belgi Federal
Riikswe 14 hon dich) (thudc nho mat, thuoc nho tai) « 2 Ae egriacm © e;gr
Alcon et ’| (khang sinh c6 do nhay cam cao). EU- |BE2013/ | 5 gency
32 Puurs, B-2870, SR Z. X \ A = Medicines and
Couvreur NV . + Thudc tiét tring cudi: thuoc dang 16ng|GMP (006 o o
Belgium thé tich nhé (thude nhé mét. thube nha = & Heallth Products
€ tic nho (thudc nhé mat, thuoc nho — o (AFMPS)
tai)
* Thudc khong v6 trung: dang bao ché
ban ran (thuéc m& tra mat) (khang sinh
¢6 d0 nhay cam cao).
Portuguese
West Pharma - Rua Joao de «@ ha] National
Producoes de X 2 n , . =) S .
35 Especialidates Deus, n. 11, 2700{San pham: vién nang cung Gabapentina|EU- 1977/CM/| & Q Authority of]
P . |486,  Amadora,|Gabamox 300mg (Gabapentin 300mg) [(GMP |2013 = = Medicines  and
Farrmaceutica = =
o S A Portugal o o Health Products,
S IP INFARMED)
22 rue du Bois-du{San pham: Vién nang cting Broncho- = A Swiss Agency for
36 OM  Pharma|Lan, 1217(Vaxom Adult; Vién nang cirng Broncho-|PIC/S- 14-395 8 8 Therapeutic
SA Meyrin, Vaxom Children; vién nang cting Uro-|GMP S E Products
Switzerland Vaxom = a (Swissmedic)
- © French National
. * A A <\ . — —
ZL du Clal'ray, ThuoE Vovtrung;’ - .. |eu-  |HPRFRAZ|S S Ager'lc.y for
37 Panpharma 35133, Luitre,|+ Thuoc san xuat vo trung: thudc cay GMP 1252013 PN = Medicines and
France ghép va dang rén (chira beta lactam). g § Health  Products
~ ~  |Safety (ANSM)
Plot No 255/1, United Kingdom's
Inca Village Athal, [1J7I§ 4(9}MP «@ ha] Medicines and
P . Silvassa, Dadra|* Thuoc khong v6 trung: vién nang|EU- & & Healthcare
38 Laboratories |, A, Insp GMP| & =
Limited and Nagar Haveli|cing; vién nén. GMP 17549/20 | S = products
(U.T), In-396230, 140003 |3 & [Regulatory

India

Agency




Plot No 21-22, State
. Phase-I, N ha] .. .
Alembic 7. ) £ N A s ; ; 012/2012/1 = = Administration of]
. |Jharmajri, Baddi,[* Thudc khong vo6 trung: thuoc udng|EU- Q Q .
39 Pharmaceutical| . \ ., SAUMP/ | & & Ukraine on
.. Dist. Solan,|[dang l6ng; vién nén. GMP =) ) ..
Is Limited . GMP 3 = Medicinal
Himachal Pradesh - = Products
- 173205, India
Mitsubishi 747322, Ooaza o Ministry of]
Tanabe , 2 . > Health,  Labour
40 Ph Onoda, San pham: vién nang Herbesser CD 100,|Japan- 3701 Q J Welf
arma SanyoOnoda, Herbesser R100. GMP a an cliare|x
Factory Ltd, Yamacuchi. Japan B government of]
Onoda Plant guchl, Jap < Japan
Mitsubishi 74732, Ooaza o Ministry of]
Tanabe , 2 n > Health, Labour
41 Pharma Onoda, San pham: vién nang Herbesser CD 200, |Japan- 3702 Q and Welfarelx
SanyoOnoda, Herbesser R200. GMP a cliare
Factory Ltd, Yamacuchi. Japan & government  of]
Onoda Plant suchl, Jap < Japan
* Thudc vo tring;
+ Thudc san xuat vo tring: dung dich thé - “
4 Bristol Myers Ié(;fésl(:ontang?,g)lezl E(f)? nho (corticosteroid hormon); thude EU- IT/50- 8 8 Italian Medicines
Squibb S.R.L . O ‘. . GMP |1/H/2013 | E g (A AIFA
qu Anagni (FR), Italy|+ Thuoc tiét tring cudi: dung dich thé § § geney
tich nho. o -
* Thudc khong vo trang: vién nén.
106-107, HSIDC State
. ) ~ n
. Industrial - Estate, , Thuéc khong vo trung: vién nang 051/2012/| = > Administration of]
Synmedic Sector-31 L. z|EU- Q Q .
43 . . ’ cung; dang bao ché ran; dang bao ché SAUMP/ | & = Ukraine on
Laboratories |Faridabad- R GMP — =) ..
ban ran; vién nén. GMP & = Medicinal
121003, Haryana, — N
India Products
* O
Via  Provinciale +¥Iﬁucic V;)ntrunéﬁ. 3 trine: dune dich the X _
45 Kedrion S.P.A (loc. Bolognana) - tich Ild(;i Sth ?u d}f iuh‘g dung dfch th? EU- IT/41- 8 8 Italian Medicines
55027 Gallicano| ) e O TORE KHO SRS GBI GMp - a/mi2014 | € S |Agency ATFA
(LU), Italia i b0 I~ <

* Thuoc sinh hoc: san pham tir mau.




10 rue du Chenot,|* Thudc vo trung: «@ ha] French  Agency
46 Panpharma Parc d'Activite du[+ Thudc sin xuit vo tring: thuéc cay|EU-  |HPF/FR/2 8 8 for Medicines and X
P Chenot,  56380|ghép va dang rin (chtra khang sinh non|GMP |26/2013 g g Health  products
Beignon, France |betalactam, chét c¢6 hoat tinh hormon). = X Safety (ANSM)
Lilly = Coporate|* Thuérc vo trﬁng: ’ « “ French  National
+ A 9 A A A} . A A — —
Eli Lilly and|C™" Thudc san xuat v0 trung: thuoe dong|py; & | yvepr) | § S |Drug and Health
47 Indianapolis, kho; dung dich thé tich nho. S & X
Company . P L . ~ . . |MP 9/2012 — o Products  Safety
Indiana, 46285,|* Thuoc sinh hoc: Thudc cdng nghé sinh = & Agency (ANSM)
USA. hoc. B B
Reckitt 65 Moo 12, United Kingdom's
Benckiser Lardkrabang- ;J;ég(;MP ] o Medicines and
48 Healthcare Bangplee Road,|* Thudc khong vo trung: thubc udng|EU- Inso GMP 8 8 Healthcare
Manufacturing|Bangplee, dang 1ong; vién ngam. GMP | é) 29/13 S S |products
(Thailand) Samutprakarn, Th R03-0005 S - Regulatory
Limited 10540, Thailand Agency
* Thudc vo trung: Thudc tiém co tiét
trang cudi va thude tiém khong tiét tring
No. 6-20, Tuku, cuoi; bgt dgng kho pha ti€m; thudc tiém
Standard . dang hon dich. = s .
Tuku Village, A R . . > = Taiwan Food
Chem. &|o. . .. |I* Thuoc khong vo trung: Dung dich|PIC/S Q Q .
49 Sinying District,| . A A . A 0876 S N and Drug Admini
Pharm. Co.,|.. . .. |thuoc; Vién nén, vién bao phim, vién bao|GMP o — .
Lid Tainan City due . , thube bat. thud = 3 stration (TFDA)
: 73055, Taiwan iro*ng, vién nang cing, thudc bot, thude N —
com.
* Nguyén liéu 1am thude tiém/thude vo
trung nhém Cephalosrin
* Thuoc vo trung khong tiét trung cuoi:
Dung dich thé tich nho chta hoat chat
kim té bao (cytostatic);
Genepharm  |18th km|* Thubc vo tring co tiét trung cudi: ) © National
51 |AE /|Marathonos Ave,|Dung dich thé tich nho chtra hoat chat|EU-  |66298/30-| S S |Organization for
Genepharm  |Pallini Attiki,|kim té bao (cytostatic); GMP |8-2013 g g Medicines,
SA 15351, Greece * Thudc khong vo trung: Vién nén va A N Greece

vién nang cimg chita hoat chat kim té
bao (cytostatic), thuoc uong dang 16ng;
dang bao ché ran khac.




Plot No 42, State
. . <
MSN Anrich Industrial} o o 014/2014/| 5 = |Administration of]
. Estate, Bollaram,|Thuoc khong v6 trung: Vién nén, vién|EU- Q S .
52 Laboratories o , SAUMP/ | & Q Ukraine on
Private Ltd Medak District -|nang ctng GMP GMP = g Medicinal
502 325, Andhra N T |products
Pradesh, India
* Thuoc khong vo trung: Vién dat chtia “ French National
- A r ’ @ —
Unither Zone Industrielle(hormone ha.}: hQP cI‘lat 'co hoat t1rih EU-  |HPF/FR/I|S S Ager.lc.y for
53 Industries le Malcourlet,|hormone, Vién nén va Cac dang thudc GMP 00013 | @ = Medicines and
03800 GANNAT |rin phan lidu khéc; = & |Health Products
* Thude tir dugc lidu. ~  [Safety (ANSM)
* Thudc vo trung co tiét trung cudi:
Oreanon Drvnam Road Dung dich thé tich nho chira chét c6 hoat «@ ©
54 (Ireglan d) Svrvoyri ds CO’ tinh hormone; EU-  [2013/713 8 K Irish  Medicines
. . ‘|* Thudc khong v tring: Vién nén chira|GMP  |4/M61 a = Board (IMB)
Limited Dublin, Ireland R i X NS =
chat c¢6 hoat tinh hormone; Kem chira — <
chét c6 hoat tinh hormone.
Portuguese
Xzfltllzg::n?lé Rua Jodo de = ° National
55 |Especialidades|PEUS Do 1L, Thubc khéng vo tring: Vién nén, vién|EU-  [F030/001/| & & |Authority of]
Fafmacéuticas Amadora, 2700-[nang cing, thube bot, thube cém. GMP (2014 § g Medicines and
SA 486, Portugal I = Health Products,
2 IP INFARMED)
G. Ardoz de
Lamadrid Argentina
1383/85 (Zip|Dung dich thudc tiém, Thudc nho mat, 20 13214| 2 2 8 .
A 2 z . |PIC/S o o National Institute
56 Gemepe S.A  |Code Thude ban ran v6 khuan va Thudc nudc GMP 000273- | Q Q of Drug (INAME)
C1267AFD), khong chira khang sinh Betalactam 14 % % ) ANMiT
Buenos Aires,

Argentina




UK United
Dewan Idris Road GMP ngd(.)m 5
Incepta Bara Raneamala 35139 ) © Medicines and
57 Pharmaceutica Zirabo gSavar Thudc khong vo trung: Vién nén, vién|EU- Insp K K Healthcare
Is Limited - Dhaka nang cing. GMP |GMP § g Products
Zirabo Plant Bangladesh 35139/9 |~ ~  |Regulatory
03504 - Agency
0002 (MHR AN
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Afordable

Quality
Pharmaceutica
Is

11555 Monarch
Street, Suite B,
Garden Grove,

CA 92841-USA

Séan xuat thude (thudc bot pha tiém).

US-
GMP

39858

27/01/2014

27/01/2015

Department  of]
Public Health of X
the State of
California




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

Dot 21
o z & . - NHOM THUOC
NHA MAY ; . - S G|GIAY |2 &|Z Z|co QUAN[_ ., .
STT CONG BO DPIA CHI PHAM VI CHUNG NHAN CDD q% CN (ZD s % E CAP NII-IOM NHZOM
7 = =
. 34 North|,, Thubc khoéng vo trung: vién nang «@ °
Xian-Janssen [Wanshou Road,| , £ s .. \ £ = = Federal Agency
1 Pharmaceutica [ Xian, Shaanxi cg’ng; thude d,u ne ngoeil dang lon.%, thu’oc EU- BE/2013/ S g for Medicines and X
; uong dang 1éng, thuoc dan, vién nén,|GMP (060 = —
1 Ltd. Province, 710043, thude bot 5 § Health Products
China T
* Thudc vo tring:
+ Thudc san xuat vo trung: thubc dong
kho (chat doc té bao/ chit kim té bao);
dung dich thé tich nho (chat doc té bao/
Via Appia|chét kim té bao). ’ 9 - °
BSP . Km.655.61 + Thuéf t1€:t;trf1rig c1161:‘ dung; d1c‘h th(? EU-  lT21s- § § Italian Medicines
2 Pharmaceutica |(loc.Latina Scalo){tich nhé (chat déc té bao/ chat kim té oMP |smn013 | = = Agency ATFA
IsS.R.L 04013 Latina,|bao). , S 2
Italia * Thuoc khong vo6 trung: vién nang cling
(chét doc té bao/ chat kim té bao); vién
nén (chat doc té bao/ chat kim té bao).
* Thudc sinh hoc: DNA/ Protein tai td
hop
HerderstraBe  2|* Thudc vo tring:
Wasserburger und  Molkerei-|+ Thudc san g;uét v tring: dung dich thé DE BY g © 7
4 arzneimittelwe Bauer-Strafle 18-,|tich 16n; thuéc dong kho; dung dich thé|EU- 04 MIA g 8 Co _ quan tham
k GmbH 83512 tich nhf); ’ 7 GMP 2013 004 = § quyén DBuc
Wasserburg, + Thudc tiét trung cuoi: dung dich thé 2 = S
Germany tich 16n; dung dich thé tich nho.




* Thude vo tring:
+ Thuoc san xuat vo trung: thudc dong

CSL Behring|kh; dung dich thé tich nho;
GmBH + Thudc tiét trang cudi: dung dich thé DE HE | -
CSL  Behring|Emil-von-Behring{tich 16n; dung dich thé tich nho. EU- [01_GMP | & § Co quan tham
GmbH Strabe 76, 35041|* Thubc sinh hoc: thudc mién dich;{GMP | 2013 00| =  |quyén Puc
Marburg, Hesse, thube cong nghé sinh hoc; thube co 18 Q *
Germany ngudn gbc tir ngudi hodc dong vat;
protein (streptase).
* Human-thrombin fibrinogen
* Thuoc vo trung:
T £ ) [P £ N
CSL Behring Thuoc san xuat vo trung: thudc dong
GmbH kho s
Gorzhauser  Hof! * Thuoc sinh hoc: ché pham tr mau; DE HE |« “
CSL Behring thudc céng nghé sinh hoc, thudc co|EU- 01_GMP | & = Co quan tham
1, 35041 Marburg N et e oan N = [ x ,
GmbH (Stadtteil nguon goc tir nguodi hodc dong vat (C-1|\GMP | _2013_00( 5 = quyén Duc
. inactivator;  prothrombim  complex; 17 Q *
Michelbach), . .
clotting factor VIII; clotting factor XIII;
Germany .
fibrinogen).
* Human-thrombin fibrinogen
Plot No 42, State
Anrich Industrial < ~ . .
MSN . Estate, Bollaram,|* Thudc khéng vo tring: vién nang|PIC/S- 014/2014/ K = Adm%mstratwn of
Laboratories . , o~ SAUMP/ [ & Q Ukraine on
Private Ltd Medak District -|cung; vién nén GMP GMP S = Medicinal
" 1502 325, Andhra Q o Products
Pradesh, India
San pham: Thuoc ti€ém Lucrin PDS
Depot 3,75mg, Lucrin PDS Depot 11,25
17-85, mg Ministry of]
Takeda ) Jusohonmachi 2. - Co s& san xuit: Takeda Pharmaceuticals = A/ Health, Labour
Pharmaceutica |chome, . Japan - K o
Company Limited 4211 a Q and Welfare|x
Is  Company|Yodogawa-ku, Co 36 44 5i© Abbott Laboratori GMP = = overnment of
Limited Osaka 532-8686| 0 59 dong go1- ADDOI Laboralories & =8

Japan

S.A., Avda. De Burgos, 91, Madrid
28050, Tay Ban Nha

Japan




Pfizer

Manufacturing
Pfizer Deutschland DE BY |« ©
9 Manufacturing| GmbH Thubc khéng vé trung: thudc udng dang|EU- |04 GMP 8 8 Co quan thim X
Deutschland ~ [Heinrich-Mack-  |long. GMP | 2013_01|Z & |quyén Puc
GmbH Strasse 35, 89257 96 = B
Illertissen,
Germany
Pfizer
Manufacturing * Thube khong vo tring: vién nang cimg
i [Detind s o o do o o] oy |
Manufacturing mo A P © uons dang fong, @anglpy o1 gMmp | K Co quan thim
10 Betriebsstatte bao ché ran khac (vién bao, thudc com, — S N N , X
Deutschland . , AT ., |GMP [ 2013 01| - quyén DPuc
GmbH Freiburg, pellet chira nguyén li¢u doc tinh; chat co a1 = =
Mooswaldallee 1[hoat tinh cao); vién nén (chtta nguyén -
79090 Freiburg,|li¢u ddc tinh; chat c6 hoat tinh cao).
Germany
Portuguese
Xzzl;}zmi Rua Joao de = het National
3 Especialidades Deus, No. 11,[* Thudc khéng v6 tring: vién nang|EU-  |F030/001/ 8 8 Authority of] X
P . |Amadora, 2700-[cing; vién nén, thudc bot, thude cdbm. |GMP (2014 i — Medicines and
Farrmaceutica a S
s SA 486, Portugal — — Health Products,
> IP INFARMED)
Ay 6-8, Hachiman, < Ministry of
Pharmaceutica|Kawajima-machi Japan - = Health, - Labour
14 Is Co. Ltd.|Hiki-gun, San pham: thuoc tiém AMINIC GMP 4095 g and Welfare|x
N government of]

Saitama Plant

Saitama, Japan

Japan




Via Meucci, 36

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

O
n A e \ A . 2 = —
s [Aviogen [(LocOspedaleto | Mhude it eing eutic dung dich héleyy. s |2 S fatan Medicines
. . ~J o
Pharma S.P-A 156101 "pisa (PI).|* Thuée khong vo trimg: vien nang|OM  |V/H/2014 1 < |Agency AIFA
Italia ctmg; thudc udng dang long; thude ding -
ngoai dang 16ng; vién nén, dang bao ché
ban ran (chira hormone sinh duc).
Sos.  Alexandrieil,, £ R N a
s e ine ¥ i i v B
16 |S:C-Larophar |Comuna o e e e L [EU-  {013/2014/| 3 & |for Medicines and|
m S.R.L. Bragadiru, Jud. .Ag . & g,. ’ g.A . |GMP [RO S s Medical Devices -
1 d (vién nén bao phim, vién bao); dang bao = S Romania
oV “9% ché ban rn; vién nén. -
077025, Romania
Parc  d'Activites|* Thuoc v trung:
du Plateau de|+ Thudc san xudt vo6 trung (chira «@ © French National
17 Ipsen Pharma|Signes  Chemin|hormon): thubc déng khé. EU-  [HPF/FR/I 8 N Drug and Health X
Biotech departemental No.|+ Thudc tiét tring cudi (chira hormon):{GMP [96/2013 8 = Products  Safety
402, 83870|dang bao ché ban ran; dung dich thé tich = S Agency (ANSM)
Signes, France nho; thude ciy ghép va dang rin.
* Thuoe vo trung:
T A, A oo . 2
Zone Industrielle,| , Thuroc san Xua.lt Vo tfur,lg' dur}g dich the o French National
29 route  des tich lor}; dung dich thé ‘E1ch nho. 7 = o Agency for
* A - A R A, . A _ —
18 Pfizer PGM |Industries 37530 , Thl,loc tict trgng CEO} ) dunt dich the|EU HPF/FR/2 % 8 Medicines and
. tich 16n; dung dich thé tich nhé. GMP [01/2013 |« =)
Poce Sur Cisse, P > . o S 3 Health  Products
* Thuoc khong vo trung: vién nang =
France i L, i o, ) Safety (ANSM)
cung; vién nén (chtra chat c6 hoat tinh
hormon).
* Thuoc vo trung:
+ Thudc san xuét vo trung: thude dong - ° Beloium Federal
Pfizer Rijksweg 12,|kh6 (hormon/ Prostaglandine); dang bao = = 8
) ' N . |EU- BE/2013/ | § K Agency for
19 Manufacturing|Puurs, ~ B-2870,|ch¢é ban ran (Prostaglandin); dung dich = = .
Beloium NV _|Belei thé tich nhé (H o/ Prostaclandi GMP (024 g — Medicines and
elgium elgium ¢ tich nhé (Hormon/ Prostaglandin). S S Health Products

+ Thudc tiét tring cudi: dung dich thé
tich nhé.
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Boehringer
Inhelheim
Pharma
GmbH&Co.K
G

Binger Strabe
173, D-55216
Ingelheim am

Rhein, Germany

* Thude vo tring:

+ Thudc san xuat vo trung: khi dung.

* Thubc khong vo trung: vién nang
ctng; khi dung; vién nang HMPC; thubc
phun mu; vién nén (chtra chat doc té
bao).

EU-
GMP

2013/021/
54/M

10/18/2013

8/28/2016

Co quan thim

quyén Dtc

21

Anfarm Hellas
S.A

Sximatari Viotias,
32009, Greece

* Thudc vo tring:

+ Thubc san xuat vo trung: thuéc dong
kho (hormon); dung dich thé tich nho;
thudc cdy ghép va dang ran (khang sinh
beta lactam).

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

* Thudc khong vo trang: vién nang clng
(khang sinh betalactam); thudc dung
ngoai dang 16ng; thubc udng dang long;
dang bao ché ban rin; vién nén (khang
sinh beta lactam).

EU-
GMP

37854/13-
5-2013

6/19/2013

4/1/2016

National
for

Greece
Organzation
Medicines

X

22

Pharmathen
SA

Dervenakion 6,
Pallini Attiki,
15351, Greece

* Thudc vo tring:

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

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

* Thubc khong vo trung: vién nang
ctmg; thube dung ngoai dang 16ng; vién
nén.

EU-
GMP

23374/21-
3-13

8/28/2013

1/30/2016

National
for

Greece
Organzation
Medicines

X

23

Ferring
Leciva a.s.

K Rybniku 475,

(252 42 Jesenice u

Prahy, Czech

* Thubc khong vo trung: thudc dung
ngoai dang long.

EU-
GMP

sukls1684
27/2012

HEHHHEHH

8/24/2015

Czech State
Institue for Drug
Control

X




Parc de la Noire

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

GSK Epine - Rue t{ch lorr}; thudc dong kho; dung dich the = © Belgium Federal
o . tich nho. EU- [BE2013/ | & g Agency for
24 Biologicals  [Fleming 20, L em s Z. . 2 ~ S .
+ Thuoc tiét trung cudi: dung dich the{GMP |089 x © Medicines  and
SA Wavre, - B-1300, tich nho A = Health Products
Belgium en ?' . J x
* Thuoc sinh hoc: thudoc mién dich;
thudc cong nghé sinh hoc.
Istituto
Biochimico [Via Di e \n
25 Italiano Fossignano, 2-|San pham: thudc tiém Edevexin (5mg/|EU- CPP/2013 8 8 Italian Medicines
Giovanni 04011  Aprilia|5ml) GMP /853 = =  |Agency
Lorenzini (LT) Italia = =
S.P.A
Thudc chira penicillin va cephalosporin:
* Thudc v tring:
Biochemiestrasse + Thudc san xudt vo tring: thudc cdy INS- ) s Austrian
26 Sandoz GmbH 10. 6250 Kundl ghép va dang ran. EU- [481921- | 8 Medicines  and
-TechOps |, ' . | Thudc khong vé tring: dang bao ché|GMP  [0045-001 § & [Medical Devices
ran khac (vién nén bao phim; vién nhai; (9/10) — - Agency (AGES)
thube bot, thube cém); vién nang cung;
vién nén.
* Thuoe vo trung:
+ Thudc san xuat vo trung: dung dich thé
GSK Rue de I'nstitut t{ch lorr}; thudc dong kho; dung dich thé = © Belgium Federal
. . . tich nho. EU- [BE2013/ | & S Agency for
27 Biologicals 89, Rixensart, B- PO £ . 2 = Q .
SA 1330, Belgium + Thuoc tiét trung cudi: dung dich the|GMP |036 = a Medicines  and
’ tich nho. — Health Products
* Thudc sinh hoc: thubc mién dich;
thudc cong nghé sinh hoc.
. UK GMP United Kingdom
92 Sipcot ..
' Industrial . A o - 22481 o v Medicines  and
Micro  Labs * Thuoc khéng vo trung: vién nang|EU-  |Insp GMP| o K Healthcare
28 .. Complex, Hosur,| , o Q aQ
Limited ) ciing; vién nén. GMP ([22481/11 | = = products
Tamil Nadu, In- > =
635 126. India 7371- ~ Regulatory
’ 0002 Agency




16  Veerasandra UK GMP United Kingdom
Industrial ~ Area,|, Thuée khong vé tring: vién nang 22481 0 © Medicines  and
29 Micro  Labs|Anekal Taluk, cing: vién nén: thude bot u bng tai chu EU-  |Insp GMP 8 8 Healthcare
Limited Bangalore, trite ’ ’ i GMP |22481/36 g 5 products
Karnataka,  IN- ' 6976- < o Regulatory
560 100, India 0003 Agency
UK
Ash Road, |, Thudc v6 tring: MIA(IMP United Kingdom
Wrexham L, A L an ) 3070| en © Medicines and
Ipsen . + Thudc san xuat vo trung: thudc dong =S =S
31 Biopharm Industrial Estate, Kho. EU-  |Insp & & Healthcare
. Wrexham, Clwyd, L. LA ~ . .|GMP |GMP/IM | Z ® products
Limited * Thuoc sinh hoc: thudc cong nghé sinh Q =
LLI3 OUF, hoc; nguyén liéu sinh hoc P © - Regulatory
United Kingdom | 7 i o 3070/147 Agency
20-0038
Lek * Thudc khong vo tring: vién nang clng
farmacevtska Verovskova 57 (chtra chat mi?rn dich); vién nén g s Slovenia, Agency
32 druzba d.d 1526 Ljubljana’ (Homron hodc chat c6 hoat tinh hormonf EU- 450- Q 8 for Medicinal X
(Lek Slovenia ’ Prostagl,andin/ ’Cytokines,, chf?lt doc te|GMP |28/2012-2 g E Products and
Pharmaceutica bao/ chat kim t€ bao); thudc com; pellet; S =) Medical Devices
Is d.d) vi nang; thudc bot.
Wasserburger
éirzlr;le{lmlttelwerk * Thuf%c vo trimg: 7
Wasserburger |[Herderstrabe 2 + Thuoc san )’(uﬁt vo trung: dung dich th(:i DE BY g © 7
o . |tich 16n; thudc dong khd; dung dich thé|EU- 04 GMP | & N Co quan tham
33 Arzneimittelw [und Molkerei-|, . = = A
erk GmbH Bauer-Strabe 18- tich nhp. . . ) : GMP | 2013_01 g § quyén Buc
+ Thudc tiét trung cuoi: dung dich thé 75 = =)
83512 tich 16n; dung dich thé tich nho
Wasserburg, ’ : '
Germany
Santen 348-3, Aza-suwa, q «@ s }\{A;Z;:fy Laboﬁf
34 Pharmaceutica|Oaza-shide, Taga-|{San  pham: Flumetholon 0. 1,|Japan- 4643 8 8 and ’ Welfare
1 Co.Ltd.|cho, Inukami-gun,|Ophthalmic Preparations GMP S Q
Shiga Plant  |Shiga, Japan 2 = government  of

Japan




Santen 2-14, Shikinami, ) s }\{Aln;:}:ry Lab of
35 Pharmaceutica |Hodatsushimizu- |San phém: Oflovid, = Ophthalmic|Japan- 3321 K K e(? ’ Wal ff) ur
1 Co.Ltd. Noto|cho, Hakui-gun,|Preparations GMP e S an crare
. S = Government  of]
Plant Ishikawa, Japan — '
Japan
11 % A A Y . I+ I . .
Niittyhaankatu ThuoE Vootrung; o ClgU- la41sn10] = & Flnn%s}.l
36 Santen Oy 20, 33720(+ Thuoc san xuat vo trung: dung dich amp |1.092013 3 3 |Medicines
Tampere, Finland |thudc nho mit; dung dich thudc nho tai. ' Ris ¥ |Agency (FIMEA)
* Thudc vo trang: Thudc tiém (tiét tring
No.1, First tC}l]lOi va hsvan thattV'O trtir.lg); ”Dungk tdld;l
Industrial Rd., m};r(l)gc) nho mat, tai, mili (san xudt vo . .
Genovate Hsin-chu . : = = Taiwan Food
. * 0 0 0 trung: 3 ¢|PI - I S ..
37 Biotechnology |Expended b,Thu;OC lt(llll Ong IZ © trur(llg Dirfg b?ﬁ C};le Gl\(/:[/l? 0851 S 3 and Drug Admini
Co., Ltd. Industrial ~ Park, arllAran’( uoe e,m), ang bao e ran = e stration (TFDA)
. (Vién nén, vién nén bao phim, vién nén N —
Hsin-chu, . o £ 1A
. bao duong, vién nang, thuoc bot).
Taiwan, R.O.C e . £ A ia ,
* Nguyén li€u san xuat thudc tiém chua
chit doc té bao (san xuét vo tring).
* Thuoce vo trung: Thudce tiém (san xuat
v trung va tiét trang cudi), dung dich vo
trung: thudc nhé mét, nho tai va nhé mii
(san xudt vo trung).
* Thubc khong vo tring:
- Dang bao ché long: Dung dich thudc;
. No. 182, \ A 1 s 2 £ ~
Swiss Zhoneshan  Rd..|” Dang bao ché ban ran: Thuoc mg, ~ 0
18 Pharmaceutica Xinshgi Dis t" thuée kem; PIC/S |0424039( § K B3 Y t& Dai Loan
1 Co., Ltd|. . . |- Dang bao ché ran: Vién nén bao duong,[GMP  |AP) o S ;
o Tainan City 744,| .. , . o , = =
(Xinshi plant) vién nén bao phim, vién nén bao tan N

Taiwan, (R.0.C)

trong rudt, vién ngam, dang hat va vién
nang

* Thudc chira khang sinh nhom
Cephalosporin: Thudc tiém dang bot
(san xuit vo trung), thudc udng dang
vién nang.




State

Private Joint|8, Manuilskogo|* Thudc }(héqg vd trung: Vién nang 033/2012/ g s, Administration of]
39 Stock str. 20300 Uman,|cting; :[huc”)c uong dang long; vién né:n EU- SAUMP/ | & 8 Ukraine on
Company Cherkassy region,|(bao gom ca vién nén bao phim); thuéc|GMP GMP g % Medicinal
“Tecknolog” [Ukraine bot, vién ngam. S N Products
(SAUMP)
23-24, Harayama Ministry of]
EI?;?Z?:Z; fica 2—Ch0g1e, Mid(.)ri— 7 . Japan g g Health, Labour
40 1 Co. Lid. ku, Saitama City,|San pham: Thuoc tiém KYOMINOTIN GMP 2158 % g and Welfare
Sai tam; Plant Saitama = NS Government  of]
prefecture, Japan Japan
Betriebsstandort
Basel,
(manufacturing of]* Dang bao ché long: lo thudc tiét tring
bulk and|cubi; lo thudc san xuét vo trung; 6ng = o Swiss Agency for
41 F. Hoffman-|medicinal tiém san xuét vo trung; lo thudc déng|EU- 14-062 8 8 Therapeutic
La Roche Ltd [products kho. GMP S = Products
parenterals), * Dang bao ché ran: vién nang; vién nén I X (Swissmedic)
Grenzacherstrasse |bao phim; vién nén.
124, 4070 Basel,
Switzerland
San pham: Singulair® (Montelukast
. [Sodium) Oral Granules, 4mg
5900 .Martm ( Co s6 san xuét: DSM Pharmaceuticals «@ \n U.S. Food and
DSM|Luther King Jr. . . 09-0039- | S S
42 Pharmaceutica [Highway In.c - - 3900 M.a ttin Luther King Jr.|U.S. 2013-01- | S S Drug. . .
Is Inc. Greenville NC Highway Greegvﬂle, NC 27834, USA [CGMP VN g g Administration
27834, US,A Co s dong goi: Merck Sharp & Dohme = = (US FDA)

Corp., - 4633 Merck Road Wilson NC
27893, USA)




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

Scherine- Industriepark 30, |tich nhé e © ieféin Fede;gi
& Heist-op-den- |+ Thuéc tiét tring cudi: dung dich thé|EU-  [BE/2013/ | S seney
43 Plough Labo . ) aQ N Medicines and
Berg, B-2220,|tich nho GMP (010 ©v (8
NV . ; . . z . = o) Heallth Products
Belgium * Thuoc khong vo trung: thudc dung — N (AFMPS)
ngoai dang 16ng; thubc udng dang long;
dang bao ché ban ran; vién nén.
*Thuoc khong vo trung: thuoc phan licu
10-12 Church dang ra?; thuoc bo‘t va Ehu?c Cf)l’n; VleAl’l Australian
nang mém; dang bao ché ban ran (thuoc en A .
Sphere Road K thud 5 gel): thube ubng dang|PIC/S - MI-2011- | g = Therapeutic
44  |Healthcare Pty|MOOREBANK [ fHUOC MO, gL, Thuoc uong dang L1-09478-| S |Goods
long; dung dich dung ngoai; tinh dau va|GMP Loy — s
Ltd NSW 2170,| ;. 2 n 3 e S Administration
Australia dich c,hlet, duoc llgu. ﬂ N = (TGA)
(Thuoc uong: thuoc bo dudng
Dung dich thudc: dung dich ding ngoai)
S.A.L.F. SPA|VIA G, ISP
Thuoc vo trung: ) =
LABORATO |MAZZINI, o> + Thubc tiét trung cudi: Dung dich thé|EU-  |IT/49- & S Italian Medicines
45 RIO 24069 CENATEL; 1 16n, dung dich thé tich nho GMP |1/H/2014 |2 S |Agency (ATFA)
FARMACOL |SOTTO(BG). > GUng ¢ ' S 3 gency
0GICO ITALIA - -
T+
3
i
Ajinomoto 103-1, % Ministry of]
Pharmaceutica |Shirasakaushishi Japan i et Health, Labour
46 Is Co., Ltd.|mizu, Shirakawa-|San phém: vién nén ATELEC 10 GII\)/IP 4096 % 8 and Welfare
Fukushima  |shi, Fukushima, ¥ |S |Government of]
Plant Japan % Japan
H
H
s
Ajinomoto 103-1, <« © Ministry of]
Pharmaceutica |Shirasakaushishi Japan- = = Health,  Labour
47 |lIs Co., Ltd.|mizu, Shirakawa-|San pham: Thubc cém AMIYU GII\)/IP 4153 S 9 land Welfare
Fukushima |[shi, Fukushima, S © Government  of]
Plant Japan ~ Japan




48

Biocon
Limited

Biocon  Special
Economic Zone,
Plot No. 244,
Phase IV,
Bommasandra-
Jigani Link Road,
Bommasandra
Post, Bangalore,
Karnataka,
560099, India

* Thude vo tring:

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

* Thudc sinh hoc: thudc cong nghé sinh
hoc.

PIC/S-
GMP

497/13

11/8/2013

6/14/2016

Malaysia National
Pharmaceutical
Control Bureau




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

Dot 22
e Elony |2 ol 2
NHA MAY . . - S OIGIAY |2 ~|% Z|CO QUAN|__,
STT CONG BO DIA CHI PHAM VI CHUNG NHAN 8 q% CN LZD s % E CAP NII-IOM NHOM
7 = = 2
San pham: Janumet 50mg/1000mg;
Janumet 50mg/850mg; Janumet
State Road 670|°0mg>00me. s
Patheon km 2.7. Manati (Co s& san xuatt ban thanh pham: S s .
1 Puerto  RicolPuerto ’ Rico’ Patheon Puerto Rico, Inc - State Road|EU- 24:2011/5 S 8 Medical Products
.. 1670 Km 2.7, Manati, Puerto Rico 00674 {GMP |22381 = 3 Agency, Sweden
Inc 00674, United . = aQ
States Puerto Rico. N
Co s¢ dong goi: Merck Sharp & Dohme
B.V - Waarderweg 39, NL-2031 BN
Haarlem, The Netherlands) X
MSD <
International 170 ~ Tuas  West, -« \hang vo tring: thude nho mii|PIC/S- [MLMP13 | S =  |Singapore Health
2 GmbH Drive Singapore dang 16ng; vién nén; vién nang cimg GMP (00001 = g Sciences
(Singapore 638414 : ’ ’ g Q Authority
Branch) X
Pacific
Pacific Pharmaceuticals |, Thubc khoéng vo trung: vién nang DE BE 0}« =z 2
3 Pharmaceutica L ctng; thubc udng dang long; vién bao; EU- I_GMP_ 8 S Co , quan tham
Is Ltd 30Km,  Multan dang ’bélo ché ban rén" vién néil |GMP12013_001 g 9 quyen bire
Road - Lahore,| ’ : 4 =) a
Pakistan X
San pham: Thudc tiém bdt Meronem
(500mg, 1g)
Vie | Addetalo St cin 1 (@ong o thude = |z
s |ACS  Dobfar[4/12/-20067 bot): ZambfngSwitz:rlan i dg : EU- [ITR274- |& &  |italian Medicines
S.P.A Tribiano MD,| 7 L % GMP |1/H2013 | & & Agency AIFA
ltalia Co sd dong goi cap 2: AstraZeneca UK E E
Limited - Silk Road Business Park,
Macclesfield, SK 10 2 NA, United
Kingdom. X




Loc. Fontana Del

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

tich nho (chtra corticosteroid hormon); o s
Bristol Myers|Ceraso - 03012 |thudc bot. EU-  [IT/50- K K Italian Medicines
Squibb S.R.L. |Anagni (FR),|+ Thudc tiét trang cudi: dung dich thé|GMP [1/H/2013 § E Agency AIFA
Italia tich nho. Q ¥
* Thudce khong vo triung: vién nén; thude
bot.
* Thudc khong vo tring: vién nang cling
(chtra hormon va chit c6 hoat tinh
Corden Pharma hormon; chat‘co hOflt E1nh m?nh, 'dAQC tinh DE BW |.. -
Corden cao); dang bao ché ran khac (vién bao, il N — 2
Otto - Hahn - Str. 2z LA , J|EU- 01 GMP | o K Co quan tham
Pharma thudc com, thudc bot) (chira hormon va Q a N
68723 Plankstadt,| ;. i L, GMP | 2013 00| < < quyén Dtic
GmbH chat c6 hoat tinh hormon, chat c6 hoat N aq
Germany , ., o, i 19 o
tinh manh, ddc tinh cao); vién nén (chira
hormon va chit c6 hoat tinh hormon,
chét c6 hoat tinh manh, doc tinh cao)
Lot 2599, Jalan
Seruling 59, Thubc tiém thé tich nho; thudc tiém thé < ) . .
Kawasan 3.0, , Lz \ A, — — Malaysia National
Duopharma tich 16n; thudc udng dang long; vién nén;|PIC/S- 8 K .
Taman Klang| ., A PR z 018/14 Q Q Pharmaceutical
(M) Sdn. Bhd. vién nang; thuoc bot; thuoc com; thuoc|GMP S ha
Jaya, 412000 ;. . a = Control Bureau
nhd mat. - =
Klang, Selangor,

Malaysia




Terrada 1270
Bioprofarma S.A.
(Zip code

“|Thubc dong kho; dung dich pha tiém;

dung dich pha tiém (khong bao gdm
dang tiét trung cudi véi thude chura chat

C1416ARD) and kim té bao); dung méi (c6 hodc khong .
Palpa 2862 - tiét trang cudi dé pha lodng cac thude < ) Argentina
. Laboratorios IMA| 1+ 1 10" CF P8 J0408 20132014 = 2 [National
Bioprofarma ._|chura chat kim té bao da néu trén). PIC/S- g g .
9 S.AILC. - (Zip . . L. - 000318-| & a Administration of]
S.A ( Co s& san xuat tai: Palpa 2862 -|{GMP ™ -
code Cl416 . . 14 = = Drugs, Food and
Laboratorios IMA S.A.L.C. - (Zip code gl gl . .
DPB), of the C1416 DPB) Medical Divices.
Autonomous Qty Co s6 dong goi: Terrada 1270 -
of Buenos Aires,|,. .
Argentine Bioprofarma S.A. - (Zip code
. C1416ARD
Republic )
: 3+ 3+
Combino HF60 . Hal ~Farl, Thudc khong vo trung: vién nang|EU-  |[MT/002/ * % |Malta Medicines
10 Pharm (Malta)|{Industrial Estate cline: vién nén amp  |anoi2 3 S5 Authorit
Ltd. BBG3000 Malta &Y ‘ i = |uheny
Pharmaceutica 28/30 Ozarlowska * Thudc vo tring: GIF-IW- | 4 A .
Str., Duchnice, 05 £, LA \ £ - = Poland Main
1 1 Works 250 Ozarow + Thuoc san xuat vo trung: dang bao ch¢|EU-  [N- S Q Pharmaceutical
Polpharma |5 . ran. GMP |4022/305/| & S linsvector
S.A ’ * Thudc khong vo tring: vién nén. 13 @ = P
Poland
6021 South UK GMP United Kingdom
Alcon Freewa South * Thudc vo tring: 6103 Insp| < © Medicines  and
. o4 + Thudc san xuat vo tring: dung dich thé|EU-  |GMP K K Healthcare
12 Laboratories |Gate, Fort Worth,| , , . I \ A N N
tich 16n; dung dich thé tich nh6 (thuoc|GMP [6103/991 | K = products
Inc - Aspex |76134-2099, .t N S
United States nho mat). 9208- N — Regulatory
0001 Agency




Sanofi-Aventis

* Thude vo tring:

+ Thudc san xuat vo trung: dung dich thé
tich nho (chdt doc té bao/chat kim té
bao); thudc cdy ghép va dang rin

Deutschland (hormon va chét c6 hoat tinh hormon); vi
Sanofi- GmbH tiéu phan (hormon va chét co hoat tinh DE HE |« v ‘
3 Aventis Bruningstrabe 50,|hormon). EU- [01_GMP | & g Co quan tham
Deutschland  [H600, H500,|+ Thude tiét trung cudi: dung dich thé{GMP | 2013_01|% g quyén Dirc
GmbH H590, 65926|tich nho; thude cay ghép. 17 — -
Frankfurt am|* Thudc khong vo tring: thudc ding
Main, Germany  |ngoai dang 1ong; dang bao ché ban rén.
* Thudc sinh hoc: thudc cong nghé sinh
hoc; thudc co ngudn gbe tir nguoi hodc
dong Vﬁlt. i
* Thuoc vo trung khong tiét trung cuoi:
Plot No.137&138,|- Thudc bot dong kho chira chit doc té
Dr S.V. Co-op. Indl|bao
R L V. . " ’ ’ R .
atz(ri;de}; sLabor Estate, IDA]- Dung dich thé tich nhé chira chat doc té = = N(;gl(:l;m Agenc
on Bollaram, bao. EU-  [017/2014/|S S | nseney
14 Limited i LA e £ N & for Medicines and
. Jinnaram Mandal,|*Thuoc vo6 trimg ti¢t trung cudi: Dung|GMP |RO | S . .
(Formulation L. ) 3, , = = Medical Devices
Tech Obs Medak  District,|dich thé tich nho; g = (NAMMD)
Unit 1) P Andhra  Pradesh|* Thudc khong vo tring: Vién nang
502325, India cting chira hat pellet.
GlaxoSmithK1 * Thudc khong vo tring khéng chua
ine Australia 82 Hughes Ave, khang s'mh ‘ rrlhomA, p?mcﬂhn, MI2014- = = Therapeutic
Pty Ltd . cephalosporin va cac chat chong ung|PIC/S- K Q Goods
15 Ermington NSW o, . L 1. LI-02138-| & IS .
Consumer 2115, Australia thu: Vién nén; dang bao ché 1éng; dang|GMP ) = = Administration,
Healthcare ’ bao ché ban rin (kem); thude bot; thude ¥ 3 Australia

Division

dat.




Thudc vo tring dang 1ong (khong bao
gom thuoc tiém) va khong chira cac
nhom hoat chat sau:

Ezﬁgcare 2 Woodlands Ind|- Ché}t doc té bao PIC/S- g Singapore's .
16 SA., Singapore P?lrk D Street 2|- Ché pham sinh hoc GMP M00190 % Health. Sciences
Bra’nch Singapore 73778 |- Khang sinh nhoém cephalosporin, > Authority (HSA)
penicillin,
- Hormons, va
- Steroids.
Belgian  Federal
Janssen Turnhoutseweg | Thudc kh,()ng vo triung: Thude udng dar}g EU-  |BE/GMP/ g g Agency for
17 Pharmaceutica|[30, Beerse, B-|long, ’thuéc gh‘mg ngoai dang 16ng, thudc GMP  |12014/001 g g Medicines and
NV 2340, Belgium  [ban ran, thuéc dan ngoai da S q Heallth Products
’ (AFMPS)
Temmler Werke|* Thuoc khong vo trung: Vién nan
GmbH ctng, thudce uér%g dang lér?g, thude dfmz DE BY_ g = Regierung  von
18 Temmler Weihenstephaner |ngoai dang long Vién nén EU- 104 GMP g 8 Oberbayern
Werke GmbH S ’ A , . |GMP | 2013 01| & =)
Strape 28, 81673|* Thuoc sinh hoc: Vién ang cimg chira o1 S =2 (Germany)
Muchen Germany  |sacchromyces cerevisia
i;meRoIl;f;itrl?set *’ Thuf’)f kh’f)ng vo trung: Vién nang - © French National
Delpharm  |rue de Touflers|o &, V'<h nen .~ . |BU- |HPF/FR/1|S S |Agency for
19 . * Ché pham sinh hoc: Thudc mién dich, Q Q Medicines  and
Lille Sas 59390 LYS LEZ|, + ~. X i ..z |GMP [36/2013 | Q@
LANNOY thuoc. cong nghé sinh hoc, thuoc chiét tur 3 = Health  Products
France ’ nguoi va dong vat. Safety (ANSM)
3102/A  G.LD.C UK GMP| _ . Ezgfc‘infsmgd";fls
20 EEEN C];SIFE iilliéLI;EES’HW AR, T.Iiuéc’kh()ng vo trung: Vién nang cung,|EU- 111185?;8(8}MP § § Healthcare
LIMITED  |GUJARAT,  |/'"™" GMP 1 18388/10 | & |Products
393002, INDIA 806-0004 | “ [Regulatory

Agency MHRA




Village - State
Kishanpura, Administration of]
Glenmark Baddi-Nalagarh ) 1()}1161/:_ 008/2014/ z E Ukraine on
21 Pharmaceutica |Road, Tehsil| Thude khong vo trung: Vién nén & EU- SAUMP/ (& g Medicinal
Is Limited Nalagarh, Disst. GMP GMP 3 g Products
Solan, H.P. (SAUMP) -
174101, India Ukraine
Plot No S-7,
Glenmark Colvale Industrial Thudc khong vo trung: Vién nang cing,|EU- sukls1245 g g Cze'c h State
22 Generics Estate, Colvale, thude ban rin. vien nén GMP 1512012 g g Institute forr Drug
Limited Bardez, Goa-403 ’ 3 & Control (SUKL)
513, India
* Thude vo tring:
16 Iliensko|+ Thudc san xuit vo trung: dung dich = =
Shosse Str.,|thudc tiém the tich nhd. EU- |BG/GMP/| & N Bulgarian  Drug
23 |Sopharma AD g ko 1220,+ Thude tiét trang cudi: dung dich thuéc|GMP  [2014/051 | 2 = |Agency
Bulgaria tiém thé tich nho. ke e
Omega 10 850 Hamon San pham: Thudc tiém DBL Octreotide = © ?I?i:;éirtlic
. lo 0.lmg/1 ml (DBL OCTREOTIDE|PIC/S- K K
24 Laboratories |Montreal QC INJECTION - Octreofide as acetate| GMP 14/0846 | = & Goods
Ltd H3M 3A2 Canada a a Administration

0.1mg/1ml injection solution vial)

(TGA)




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

Dot 23
z & . - NHOM THUOC
NHA MAY . . - S G|GIAY |2 &|Z Z|co QUAN|__, .
STT A P PIA CHI PHAM VI CHUNG NHAN B P
CONG BO - - ~ 2 glen |8 T[g glcar IOV NEDM
7 = =
* Thudc v tring:
+ Thubc san xuat vo trung: dung dich thé
tich nhé (chra hormon corticosteroid);
thubc  bot  (chira  khang  sinh -
. . . q- —_
Bsseti  ~Via Campobello,cephalosporin). o |BU- iTse- |3 S |italian Medicines
1 Farmaceutici |15 - 00040+ Thuoc tiét tring cudi: dung dich thé Q =
. . , \ GMP ([3/H/2014 | & S Agency AIFA
SRL Pomezia, Italia tich nho. A =
* Thubc khong vo tring: vién nang
cliing; thude cdm; vién nén.
* Thude sinh hoc: thude co ngudn gde tir
dong vat. X
UK GMP United Kingdom
Alcon lifeoelwa Szﬁiﬁ * Thude vo tring; 6103 Insp| = © Medicines and
. v + Thudc san xuat vo trung: dung dich thé|EU-  |GMP K K Healthcare
2 Laboratories |Gate, Fort Worth,| , . . <, : p Q Qq
tich 16n; dung dich thé tich nho (ché|GMP [6103/991 | & D Products
Inc - Aspex  |76134-2099, 2 . g Q I
. pham dung cho mat). 9208- Q) — Regulatory
United States
0001 Agency X
* Thudc v tring:
+ Thubc san xuat vo trung: dung dich thé
Atlantic Rua da Tapadaltich nho. “ .
Pharma -|Grande, no. 2,|+ Thudc tiét tring cudi: dung dich thé F036/S1/ | = = Portuggl National
. EU- I Q Authority of]
3 Producoes Abrunheira, tich nho. H/AF/AY/ | & 3 ..
) . A R . n GMP @ N Medicines and
Farmaceuticas [Sintra, 2710-089,|* Thuoc khong v6 trung: vién nang 012012 (< S Health Products
,S.A Portugal ctng; thudc udng dang long; thude bot -
va thude cbm; dang bao ché ban rin;
vién nén. X




* Thubc khong vo trung: vién nang

French National

. Site  Progipharm| , ~ " % 7 .. o a
Plerr§ Fabre e du  Lycee, C}rng, Vler} mein, thudce dl{ng ngoai dar‘lg EU- |HPF/FR/|S S Ager.lc.y for
Medicament .__|léng; thudc uong dang 1dng; dang bao =S S Medicines and
. 45500 Gien,| . .=, . .. %, GMP (05/2013 |Q &
Production France ché ban ran; vién nén. 3 = Health  Products
* Thudc sinh hoc: thuéc mién dich. - Safety
Site  Simaphac, .
Pierre Fabre Zone Industrielle Thudc khong vo tring: thudc din e - ire:rf? Natlorflgi
. de Chateaurenard, .. - -3 YI8lEU-  |HPF/FRA2 8 8 geey
Medicament ngoai dang 16ng; thudc udng dang long; a N Medicines and
. 45220 X ) \ Xpa. L GMP /2013 Q a0
Production thudc phun mu; dang bao ché ban ran. a = Health  Products
Chateaurenard, Q S
Safety
France
* Thude vo tring: « French National
. . + ' “A N ISH \ A — 2
Catalent 74 rue Prlr.101pa.lle, 'Thlloc tiét trung cuoi: dang bao ché rU-  |lupEFRIIS = Ager.lc.y for
France 67930, Beinheim,|ban ran. GMP 1402012 S Q Medicines and
Beinheim SA [France * Thudc khong vo tring: vién nang mém § % Health  Products
(chtra chit c6 hoat tinh hormon). - Safety
” A~ .
Pharmaceutica|19,  Pelplinska| LPu0¢ VO trung: o GIF-IW- | © .
+ Thuoc san xuat vo trung: thudc tiém i = Poland Main
1 Works|Str., 83-200( . ., ., S IO \ EU- |N- S N .
thé tich 16n; thudc tiém thé tich nho. Q < Pharmaceutical
Polpharma Starogard PR . PR |GMP  [4022/49- | & -
. + Thuoc tiét trung cuoi: thuoc ti€ém thé S « Inspector
S.A. Gdanski, Poland |, . o 2 . 2/13 —
tich 16n; thuoc tiém thé tich nho.
Zaklad 33, Szkolna Str., GIF-IW- | o . Poland Main
Farmaceutycz |95-054 * Thudc khong vO tring: vién nang|EU-  [N- K § Pharmaceutical
ny  Adamed|Ksawerow, cung; vién nén. GMP |4022/121/| 7 * Inspector
Pharma S.A  [Poland 12 5 « P




* Thude vo tring:

+ Thudc san xuat vo trung: dung dich thé
tich 16n; thudc déng kho; dung dich thé
tich nhd.

g)n'fbH B1olog1ka: Ehluroc. t(11¢t trli)n‘g cu}?}: ;1rung5d1.cl(11 thé DE_ST 0|« e
IDT Biologika I.C OT:’, angw a0 Che ban fan, dung EU- 1_GMP_ | & K Co quan thAm
10 GmbH Am Pharmapark,|dich thé tich nhé. GMP 2014 000! = S uvén Pirc
06861 Dessau -|* Thubc khong vo trung: thubc dang S = |
Roblau, Germany |ngoai dang 10ng; thudc udng dang long.
* Thudc sinh hoc: thudc cong nghé sinh
hoc; Vic xin.
* Hoat chat c6 ngudn gbc tir vi khuan
hoac gen.
* Ac v o
Industria Via Cassia Nord, +1:§11 o V?:[tn{[n‘g' & dune dich the = o
1 Farmaceutica |351-53014 y hll,m.c d 1 ;l'lr;lgt}??’llh u}rll g 1 ¢ EU- 1T/77- K K Italian Medicines
Galenica Monteroni *ICThmi’ 111:}11% 1 . et }C .ntﬁ' < . |GMP |1/H/2014 ﬁ § Agency AIFA
Senese S.R.L |D'arbia, Italia uoc Kuong VO tring: thtioe uong & >
dang 16ng.
¥ I
Avinguda de Thquc Vo trunAg P . R
+ Thuoc san xuat vo trung: dung dich thé . .
Barcelona, 69, tich nh NCE/141 = ™ Spain Ministry of]
Laboratorios [08970 Sant Joan e n ?' o L. ) ,|EU- K K Health of]
12 . . + Thuoc tiét trung cuoi: dung dich thé 2/002/CA | & Q
Lesvi, SL Despi , , i 2, ) GMP S ™~ Government  of]
tich nho, dung dich thé tich 16n. T Q = .
(Barcelona), A > . e e — Catalonia
Spain * Thuoc khéng vO trung: vién nang
p clmg; vién nén; thudc udng dang 16ng.
Glaxo Zl de lal, Thudc khong vo trung: vién nang ctn N = iremh Natlorflal
Peyenniere, , e ! .g; ; & ’g EU- HPF/FR/4| & & geney or
13 Wellcome (chtta penicillin); vién nén (chua g & Medicines and
. 53100 Mayenne, . GMP [2/2014 e N
Production penicillin). = = Health  Products
France ~ — Safety
Village
Ganguwala, °
. < —
Ranbaxy. Pgontta . Sahib, ., Thuéc khéng vo trung: vién nang|EU-  |2013/725 | S K Irish  Medicines
14 Laboratories |District Sirmour -| |, o A A Q 3
.. ) cung; vién nang mém; vién nén. GMP [0 ) © Board
Limited Himachal A a

Pradesh, 173025,
India




Avda. De
Extremadura, 3.

Poligono * £ . A e oz s o 2
5 [Ome fiusria e e thude i, hon dien |V [N E & " Ty B
Wellcome S.A|Allenduero, dﬁng dic}gl, ’ ’ “lGMP |3 g g I%Ih}; Y
09400-Aranda de| " & S =
Duero. (Burgos),
Spain
< © French  National
. Rue des Quatre = = Agency for
16 Laboratqlres Filles 28230(* Thudc khong vo tring: vién nang cimg EU- HPE/ER/S| & Q Medicines  and
Expanscience GMP |8/2014 v v
Epernon, France oS = Health  Products
Safety
Plot No. 876,
Marck N.H. No.8,|* Thubc san xuét vo tring: dung dich n s
17 Biosciences Village-Hariyala, [nho mét; nho tai; nhé miii. PIC/S- (10150477 § S Department of]
Limited Tal-Matar, Dist-|* Thudc tiét tring cubi: thudc tiém; dung|GMP |18 S & [Health, Taiwan
Kheda-387411, |dich rua vét thuong. = N
Gujarat, India
.. % X ~ N . 2 — . .
Niityhaankatu 20, Thquc Vo”trung; o |EU- |ad15110]3 8 Flnnlsh
18 Santen Oy 33720 Tampere,|+ Thuoc san xuat vo trung: dung dich N S Medecines
. £ g . z > . . |GMP |1.09/2013| < =
Finland thudc nho mat; dung dich thuoc nho tai. = o Agency
21 Rue du|Thudc khong v6 tring: @ o French  National
. ) z , C e n ~ o S
20 SOPHARTEX Pressmr., 28500 , Thuo.cA ch’ua Penicillins: vién nang|EU HPF/FR/1 g & Drug and Health
Vernouillet, cung, vién nén. GMP 199/2013 |« o Products  Safety
France - Thubc udng dang 1ong, = A Agency (ANSM)
4-6-10
Koishikawa,
Eisai Co., Ltd }"l%ulilkyo-ku’ J = = hMe:i‘tlsltry Labozf
(Misato plant N apat) 2 . Japan - g S ’
21 .. (950, Hiroki,|San pham: Pariet Tablets 10mg 4682 a a and Welfare
of Eisai Co. GMP =) =2
; isato- = = f
Ltd.) Ohaza}, Misato = = government 0
machi, Kodama- Japan

gun, Saitama-ken,
Japan)




4-6-10

Koishikawa,
Bunkyo-ku, < © Ministry of]
. Tokyo, J.apa.n q . ' Japan - § § health, Labour
22 Eisai Co., Ltd |(950, Hiroki,|San pham: Pariet Tablets 20mg GMP 4683 X X and Welfare
Oha}zlg, Kh/gsato— g g igovernment of]
machi, Kodama- apan
gun, Saitama-ken,
Japan)
4-6-10
Koishikawa,
Bunkyo-ku, < © Ministry of]
. Tokyo, J.apa.n q . Japan - § § health, Labour
23 Eisai Co., Ltd |(950, Hiroki,|San pham: Methycobal Tablets 500ug GMP 4684 X X and Welfare
Oha}zlg, Kl\/iiisato— g g ;government of]
machi, Kodama- apan
gun, Saitama-ken,
Japan)
: . . A ) z-. - X
ieéhn Chemie ti:}llullgrcl tiét trung cuoi: dung dich thé DE_BE_0| < "
Berlin Chemie| . . { . |EU-  [1.GMP_ | ] S tha
24 Ag in Chemie Glienicker Weg|* Thuoc khong vo6 trung: dung dich GII\J/IP 26?4 001 % g le énq:)?;:: am
125, 12489 Berlin|thudc udng, dung dich thudc ding ngoai, s = 3 wy
- Germany thude cém, thudc dat.
Menarini-Von
. £ A A aa , DE_SN_0f e s
Menarini-Von He.ydc?n GmbH T.Iiuoc khOIlgAVO trung. VI?n nar.1Ag cu’r’lg, EU- 1 GMP_ |3 = Co quan thim
25 Heyden Leipziger StraBe 7{vién nang mém; thudc com, vién nén, amp  |2013 000l @ & uvin Bire
GmbH 13 01097 Dresden|vién bao, vién tac dung kéo dai 7 - g E quy
- Germany
Frazione Ravina - ) v
26 E-Pharma Via Provina, 2-|Thudc khong v6 trung: Vién nén, thudc|EU-  |IT/166- 8 8 AIFA Italian
Trento S.P.A |38123 Trento|bot, thudc cdm GMP |1/H/2013 § S Medicies Agency
= —

(TN), Italy




Australian

- - - v
Hospira IIJesx’ia7 23& 2})513?;2 PIC/S MI-2013- g > Therapeutic
27 Australia Pty - |* Thudc v6 trung: thude tiém, thude hit. LI-06176-| Q § Goods
Mulgrave Vic GMP @ (\1 . .
Ltd 3170, Australia 1 = = Administration
’ ~  |(TGA)
Plot numbers 457, |* Thubc vo trung:
458 & 191/218P|+ Thudc san xuét vo trung: dung dich thé United Kingdom's
. L L i A . 2 UK GMP ..
Sarkhej-Bavla tich 16n; thudc dong kho; dung dich thé < o~ medicines and
Intas . , \ 17543 — —
. |Highway, tich nhd. EU- K K Healthcare
28 Pharmaceutica L e . ) 2 Insp GMP| & Q
Is Limited Matoda, Sanand,|+ Thuoc tiét trung cuoi: dung dich thé|GMP 17543/96 - S Products
Ahmedabad, tich 16n, dung dich thé tich nho. 21-0017 ¥ A Regulatory
Gujarat, In-|* Thudc khong vo tring: vién nang Agency MHRA
382210, India cung; thudc ban rén; vién nén.
* Thudc v tring:
o Tl o 6 i e 2 | o e
Branquart ~ 80,[ . (O HHUOC dong KO ung AR MClpy 1BE2013/ | & S geney
29 Baxter SA . tich nho. & aq Medicines and
Lessines, B-7860, L ens L. ) ,|GMP  [042 N Q
Belgium + Thuoc tiét trung cuoi: dung dich thé S S Health  Products
tich 16n, dung dich thé tich nho. (AFMPS)
* Thudc sinh hoc: thudc mién dich
Via Complutense, < > Spanish  Agency
Frosst Iberica,{140, Alcala de L A N NriA a EU- |ES/071H |3 K of Drugs and
30 s Henares  28803| | u0¢ khong vo trung: Vién nén GMP |VII4  |& ¥ |Health Products
(Madrid) - Spain ~ < [(AEMPS)
IS);:hen}?g- * Thude vo tring:
oug + Thudc san xuit vod trung: Thubc dong
(Ireland) g o kho: Dung dich thé tich nho: » =
31 Company T/A Innish};nnon Co.|+ T,huéc Z(iiét‘ trang cudi: D;m dich thé EU- 2013/7101 & 8 Irish ~ Medicines
Schering- O[T uoT Tt trihg cuot: LUng & GMP |6/M427 |= % |Board (IMB)
Plough Cork, Ireland tich nho. = S
u —
(Brinny)

Company




* Thude vo tring:

+ Thubc san xuit vo trang: Thudc dong
kho; Dung dich thé tich nho;

+ Thubc tiét trung cudi: Dung dich thé

. . gllilgivica ban?sa tich nho. 381-13- |2 o |Croatia  Agency
Pliva Croatia ’|* Thudc khong vo trung: vién nang|EU- Q N for Medicinal
32 10000 Zagreb,| z A % o 04/151-131 & Q
Ltd, Republic of cung; thpoc ban ran, thuoc ’dan, vién GMP 09 N g Prod}lcts . and
Croatia nén, thuoe bot pha hon dich uong, thuoe a —  |Medical devices
com pha hon dich uong, thude bt uong
* Thudc sinh hoc: thudc cong nghé sinh
hoc, thudc sinh hoc khac: thude kem
* Thubc khong chira khang sinh beta
Carhue 1096 (Zip 1actarp, chit ¢6 hoat tinh hormon; chét National
code: kim t€ bao: e
Laboratorio  |C1408GBV), of|+ Thudc khong vé trung: dung dich = = Administration of
33 Pablo Cassara|the City  of|thudc; dang bao ché ban rin; thudc phun PIC/S-120132014 8 8 Drugs, Food .and
. . ’ GMP [00051514 ] = Medical Decives,
S.R.L. Buenos Aires,|mu. , ’ g g Argentina
Argentine + Thu()’c vo trf%ng: dung dich thudc, dang (ANMAT)
Republic bao ché ban ran (dung duong tiém hodc
khong dung duong tiém).
Saavedra 1260/62 ’ National
(Zip code|* Thuoc khéng vo trung khong chira .. .
C1247AAA), of|khang sinh betalactam, chat kim té bao, = = Administration of
34 Baliarda S.A. [the City of|chat ¢ hoat tinh hormon: vién nén; vién PIC/S- 120132014 8 8 Drugs, Food and
. a IR L+ |GMP ]00003714| v v Medical Devices,
Buen0§ Aires,|bao; vién nang; thpoc bot; j[huoc com; = = Argentina
Argentine dang bao ché ban ran; dung dich thuoc. (ANMAT)

Republic




* Thude vo tring:
+ Thuoc san xuat vo trung: thudc dong
kho (DNA/Protein tai to6 hop; hormon

sinh duc va hormon khac,
Viale G.B. prostaglandin/cytokine), dung dich thé < o
36 Patheon Italia|Stucchi, 110 - tich nho EU-  [It/105- § < Italian Medicines
S.P.A 20900 Monza + Thudc tiét trang cudi: dung dich thé|GMP |4/H/2014 | & % |Agency AIFA
(MB), Italia tich nhé, vién nén " ©
* Thubc khong vo trung: vién nang
cung; thude bot; thude codm.
* Thudc sinh hoc: DNA/protein tai to
hop. i
No.30, * Thuoc khong vo trung:
Lotus Chenggong . .1 st|- dun§ d1c~h thude n - '
. |Rd., Sinsing|- thudc mad, kem > — Taiwan Food
Pharmaceutica|_ . on o ) . PIC/S- Q 8 ..
37 Village, Nantou|- vién nén, vién nén bao phim, vién nang 0322 A = and Drug Admini
1 Co., Ltd|_.. X GMP N 0 .
Nantou Plant City, Nantou|mém; ) ’ S — stration (TFDA)
County  54066,|- Vién nang chtra hoat chat doc té bao,
Taiwan vién nén chira hormon
Avinguda  Cami
Il?ell'al, I d51t-:571 * Thudc khong vo trung: vién nén (chua - - Minis of
J. Uriach vy ongon Industria hoat chit giy nghién), vién nang cimg; NCF/140 | = = ry
. Riera de Caldes,| .. I . \ EU- N N Health of]
38 Compania, vién nén, vién bao, vién bao duong, , 5/001/CA (< d
08184 - Palau -|, z . I £ 1s ..|GMP ®© - Government  of]
S.A . .|thudc bdt, thuoe com, thuodc dung ngoai T = = ) .
Solita 1 , L2 N N Catalonia - Spain
dang long, thudc ban ran
Plegamans
(Barcelona),
* Thuoe vo trung:
+ Thudc san xuat vo tring: dung dich thé
Marathonos Ave. tich nh?; tb‘foc qong khf.) . 2 < o .
Elpen . .|+ Thuoc tiét trung cudi: dung dich thé = = Greek  National
. |95, Pikermi| , ., . 2, : EU-  |71727/20-| & K .
39 Pharmaceutica|’, .. . tich 16n; dung dich thé tich nho. = N Organization for
Attiki, 19009, £ o o n . |GMP |9-13 = Q )
1 Co., Inc Greece * Thudc khong vo trung: vién nang cing oS = Medcines EOF

(chtra khang sinh beta lactam); thudc
ubng dang 10ng; vién nén (chira khang
sinh beta lactam).




33, Yongso 2-gil,
Gwanghyewon-

*Vién nén, vién nang cling, vién nang
mém, thudc com

Daejeon Regional

Yoo  Young . % . A A en A =
40 Pharmaceutica myeon, Jincheon- ang dich thuoc tiém, thuoc tiém bot,|PIC/S- [2014-G1- S Food of Drug
| Co.. Ltd gun, thudc dong khd (chtra khang sinh nhém|GMP 1438 Q Administration,
N Chungcheongbulk{cephalosporin va chat doc té bao) = Korea
do, Korea * Si 16 kho
Stiefel Finisklin Business - =
41 Laboratories Park Slico * Thudc khong vo trung: thude dung|EU- 2013/692 | & K Irish  Medicines
(Ireland) Ireland £%|ngoai dang 16ng; dang bao ché ban ran. |GMP  |5/M144 | =  |Board
Limited o i
Plot 2 Phase II UK GMP United Kingdom's
Glenmark Pharma Zone Sez 17350 S v medicines and
4 Generics Pithampur Dhar|Thudc khong v6 tring: Vién nang cimg,|[EU-  |Insp GMP K K Healthcare
Limited District Madhyar|vién nén GMP [17350/58 | % § Products
Pradesh  In-454 79877- | = ¥ Regulatory
774 India 0001 Agency MHRA
198-202 New
industrial ~ Area|, L I Lz UK GMP Medicines and
. Thudc san xuat vo trung: Thuodc cay N e
No.2, Mandideep, hép va dane rén EU 25315 = S Healthcare
43 Lupin Limited |District ~ Raisen, % P o gA . n Insp GMP § N Products
Thuoc khéng vo trung: Vién nang|GMP S S
Madhya Pradesh, cline: vien nén: bot pha han dich uén 25315/39 | s 3 Regulatory
IN 462 046 -|® - DOLP ‘ & 047-0005 |~ Agency - UK
India
Farmaceutycz
10, Dozynkowa ] ) .
na Str. 52.311[* Thube khong vo tring: Vien nang|EU-  |Ch V- |3 g |Man .
44 Spéldzielnia ’ , A, Lz X N4022/17 | & Q Pharmaceutical
Wroclaw, cung; vién nén; thuoc uong dang long. |GMP — o0
Pracy POLAND 1/13 S =2 Inspectorate
GALENA -
Rue des Caillottes, Thuéc khong vo tring: Vién nan = = ire:rfc}:l Natlorflgi
45 Laboratoires  [ZI Plaine des Isles cline chita hofmoneS' Vigén nén Chﬁfl EU- |HPF/FR2|& S Mi d'ciy es  and
Macors 89000  Auxerre,| o ’ GMP 062013 |& e e "
France hormones = e Health  Products

Safety (ANSM)




Survey no 313,
314 -Block 1, 1II,

1 v Ililor'rugulese
. ’ ’ ationa
Aurobindo Bgchupally * Thubc khong vo tring: Vién nang F1035M | = = Authority of]
Pharma Village, s g e oo, |EU- 2 & e
46 .. . ctng; thudc uong dang long; vién nén; H/001/20 | 2 N Medicines and
Limited - Unit|Quathubullapur b5 . z GMP = S
0t pha dung dich uong. 14 a = Health Products,
11 Mandal, Ranga e — P
Reddy  District, (iNF ARMED)
Andhra Pradesh,
India
Astellas . . * :Fhuéc san xudt vo trung: Dung dich ) © . N
47 Ireland  Co. Killorglin,  Co.,|thé tich’nhé . EU- 2013/694 8 8 Irish  Medicines
Ltd Kerry, Ireland * Thuoc khong vo trung: Vién nang|GMP |1/M1035 g g Board (IMB)
cing x N
* Thudc v tring:
+ Thubc san xuat vo trung: Thudc dong
kho; dung dich thé tich nho; thube céy
ghép va dang rén chira khang sinh nhom
Ronda de Betalagtam; , v .
. Valdecarrizo. 6 + Thudc tiét trung 01}61: Dung dich thé = = Spanish  Agency
48 Laboratorios Tres C’antos’ tich 1@; dung dich thé tich nho. EU- [ES/143H 8 S of Drugs and
Normon, S.A 28760  (Madrid) * Thuoc khong vo trung: Vién nang GMP |VI/14 g @ Health  Products
Espana cing chura khang sinh beta!acta,m; thuoc © (AEMPS)
dung ngoai dang léng; thuoc uong dang
long; vién nén (chia khang sinh
betalactam, chat doc té bao, hormon hay
chét c6 hoat tinh hormon, ¢ ché mién
dich.)
Santen 348-3, Aza-suwa, v = }\{Aézllsﬁry Labozf
49 Pharmaceutica|Oaza-shide, Taga-|{San  pham: Oflovid, = Ophthalmic|Japan- 1504 8 and ’ Welfare
1 Co., Ltd|cho, Inukami-gun,|Ointments GMP =4
(Shiga Plant) |Shiga, Japan S government  of

Japan




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

Dot 24
( Theo cong vin s6 16300 /QLD-CL ngay 23/09/2014 ciia Cuc Quan ly Duoc)
o z & 5 - NHOM THUOC
NHA MAY . . - = O|GIAY |2 & |Z Z|co QUAN[__, .
STT CONG BO DIA CHI PHAM VI CHUNG NHAN 8 % CN (ZD s LZD E CAP NII-IOM NHZOM
7 = =
* Thudc v tring:
Merck KGaA + Thudc san xuat vo trﬁpg: dung dich thé
Frankfurter Strabe tich 1on; dung dich ,thé tich nho (chtra
250. Al18. A3l h6éc moén ’Vél cac c}lét c6 hoat tinh hoc
A3£ ’D3 D9’ mon); thuoe nho mat. v
Dll: D12, I’) | 5: + Ehl;léc tiét trung cuodi: dung dich thé
tich nhd
})1214’ 1\1137285 ’ Il\);g’ * Thube khong v tring: vién nang DE HE | g ‘,
2 |Merck KGaA |N80, Noo, pHs.|cUng: thuoc uong dang long; dang biolEU- |01 GMP | & § |Co quan  thim
PH1’6 ’PH23’ ché ran giai phong :[hay d6i; vién nén|GMP | 2013 00 § S quyén Drc
PH28: PHSOZ (hf)c)mén va cac chat c¢o hoat tinh hoc 05 — —
mon
llzgg(l)’ v 40P€i% * Thudc sinh hoc: thuéf: mién ‘dich
V42 ’V 66 ’ v 67f (DNA/protein tai t0 hop, vac xin dicu tri
6 429’3 Dar’msta dt, ung thu) ; thudc cong nghé sinh hoc
Germany ’ (DNA/protein tdi tO hop). o
* Thuoc khac: thudc c6 nguon goc tir
dong vat; hoat chét/ta duoc. X
UK MIA United Kingdom's
North Road : : : 32496 o Ne medicines and
Aesica * Thuoc khong vo trung: thudc udn — =
3 Queenboroug Queenborough dang long; Viéngnén; thué% gdy mé dani EU- —Insp GMP 8 8 Healthcare
b Limited Kept Me.ll 5EL, hit GMP |32496/30 S g Products
United Kingdom 433 - ™ O Regulatory
0022 Agency MHRA




*Thubc vo tring:

+ Thudc san xudt v trung: thude déng kho (chira
hormon va céc chét hoat tinh hormon, khong bao
gém hormon corticosteroid va hormon sinh duc);
dung dich thé tich nhé (hormon va céc chét c6
hoat tinh hormon, khong bao gém hormon
corticosteroid va hormon sinh duc); polveri.

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

: 5 : J N A A , J 2 O
Alfa Via Enrico Fermi, *‘Thuoc lfl_10ng V0 tring: vién nang cing, thqu,c EU- IT/99- S = Italian Medicines
Wassermann |1 - 65020 Alanno]|dung ngoai dang 16ng (chira hormon va cac chat q Q
] R iy GMP |2/H/2013 | ® x Agency (AIFA)
SP.A (PE), Italy hoat tinh hormon, khéng phdi hormon = =
corticosteroid va hormon sinh duc); thubc uéng ~
dang 16ng (chtra hormon va céc chat hoat tinh
hormon, khéng bao gdm hormon corticosteroid
va hormon sinh duc); thudc cém, thudc ban rén,
vién nén.
* Thudc sinh hoc: ché phém mau (san phém tir té
bao/md ngudi), ché phdm tir ngudi/dong vat (san
phim tir t& bao/mé dong vat)
Rottendorf
H £ R N L A ,
Pharma Gmb * Thuoc khong vo trung: thude bot (chira DE NW_ | 4 o~
Rottendorf Ostenfelder £ PN . — = 2
hoat chat nguy co tiém tang: tamoxifen,|Eu- 05 GMP | o K Co quan tham
Pharma Strabe 51-61, . . < £ Q = A ,
GmbH 59320 Flutamide, Clomifen va cac chat twong|GMP | 2014 00| & = quyén Duc
~ tr) 13 © N
Ennigerloh,
Germany
Gut No, 215/1,
215/2  Khatwad State
. :[* Thudc kho 0 trung: vién nan .. .
Precise Phata, at Post , uoc o.rig V,O ung. v & 082/2013/| = = Administration of]
. Talegaon, Taluka-|cung; pellet, vién nén. PIC/S- 8 8 .
Chemipharma |_. . o , 2 XA, . SAUMP/ [ N Ukraine on
Dindori, District:[San pham cu thé: vién nén Agomelatine;|GMP ke 0 ..
Pvt. Ltd. . o . GMP — S Medicinal
Nashik-422202, [pellet Omeprazole; vién nang Flupirtine. — — Products
Maharashtra,

India




* Thude vo tring:
+ Thuoc san xuat vo trung: thudc bot
chtra khang sinh nhoém Cephalosporin va

Borgo San|Penicillin. - -
Haupt PharmalMichele 8.5 156|+ Thuoe tigt tring cudi: Dung dich the| ,  [IT/83- |3 = |AIFA  ltalian
7 Latina SRL Km. 47,600-|tich nho. GMP 16/H/201 g % Medicines
{04100 Latina|* Thubc khéng vo trang: Vién nang 3 g g Agency
(LT), Italia ctmg (chtra penicillins); thudc bot (chira
penicillin); vién nén (chtra penicillins),
dang bao ché ban rin; thuc ding ngoai
dang 16ng: thudc udng dang long.
* Thuoc vo trung: dang bao ché ban ran-
15 Brodie Hall|thubc kem, gel, mg; dung dich thudc; MIL2014- | © Therapeutic
8 Pfizer (Perth)|Drive Technology|thudc tiém; dung dich rira vét thuong. PIC/s- L1.04341- g § Goods
Pty Ltd Park, Bentley WA [* Thudc khong vo tring: dang bao ché|GMP 3 § @ Administration -
6102, Australia  |ban ran-thudc kem, gel, mo; dung dich A = TGA
thude.
. %* £ ~ ~ N , A . @ ©
Pfizer Irela%nd Little . Connell, ThU’.OC k%longﬂ vo F{ung chu’a’ chat .SO EU-  [2013/629 |3 g Irish  Medicines
9 Pharmaceutica[Newbridge, Co.|hoat tinh hoc mén: vién nang cling; vién a a
. . GMP ([8/M1063 | he) Boards
Is Kildare, Ireland  |nén. a =
0 on
< © Ministry of]
Shiono 10-8, Yaesu 2- Japan - = = Health,  Labour
10 Chemical Co.,[chome, Chuo-ku,|San phém: Thudc tiém NASPALUN Glli)/IP 1970 g g and Welfare
Ltd Tokyo, Japan 2 2 government  of]
Japan
* Thuoc vo trung:
+ Thubc san xuét vo tring: thudc dang
21st Km National ran’ va thudc cay ghép (chu’a' khan,%I 51’nh
Demo Sa|Road Athens - nhom beta lactan}),.dung dich t’he tich = = Greek  National
. . . .[16n, dung dich thé tich nho, thuoc dong|EU  -[47140/29-| K N .
11 Pharmaceutica|Lamia, Krioneri Kho GMP 1522014 S A Organization for
ITndustry — |Attiki, 14568, o . . . N & = |Medcines EOF
Greece + Thuoc tiét trung cudi: dung dich thé gl <

tich 16n, dung dich thé tich nho.
* Thudc khong vo trung: thudc dung
ngoai dang 16ng, thuéc uong dang long




Tabare 1641/69
(Zip Code 1437),

Thude tiém thé tich nho; thude tiém thé
tich 16n: khong chita khang sinh

12 Zitoﬁl:moﬁi (;E}e] betalractam, chét kim té bao, hormon.
.~ |Thuoc bdt vo trung: chira khang sinh
of Buenos Aires,
. betalactam.
Argentina
Av. 12 de|*Thudc khong vo trung: Thudc bot;
Octubre 4444, |thudc c¢dm; vién nén; vién bao; thude
Laboratorio  |Quilmes (Zip|kem; gel; dung dich; hon dic}}: khéng - - Argentina
Internacional |code 1879),|chtra khang sinh betalactam, chat kim té PIC/S- 20132014| g =S National
Argentino S.A [Province of|bao, hormon. ’ GMP 000376 |4 S Administration of]
(Tén ci: Fada|Buenos Aires,|* Dung dich thudc tiém, thuoc dong kho: 14 S S Drugs, Food and
Pharma S.A) |Argentina khong chira khang sinh betalactam. Medical Divices.
Calle No. 8
Esquina No.7,
Locality = Parque Thudc tiém (bao gdm ca dang thé tich
Industrial ~ Pilar,|l6m): dung dich; hén dich; déng kho:
Pilar (Zip code|chira chat kim t& bao; hormon, chét
1629),  Province|chéng u budu.
of Buenos Aires,
Argentina
Merck Sharp|770 Sumneytown|San phdm: M-M-R II (Measles, Mumps Us.c lcT 0334- i3 3 |United States
13 & Dohme|Pike, West Point,|and Rubella Virus Vaccine Live, MSD), GMP 14 WHO % % Food and Drug
Corp PA 19486, USA |0.5mlL. 3t 3+  |Administration
* Thudc khong vo trung: thudc udng
Fresenius Estermannstrabe [dang long. ) EU- INS- g g Austria  Federal
14 Kabi Austrial17, 4020 Linz|* Duoc chat; Laktulose, GMP 480019- g q Office for Safety
GmbH Austria Hydroxyethylstarke, Hetastarke, 0024-001 | 5 g in Healthcare
Pentastarke, Viastarke, Sinistrin
3 Samokovsko o) ©
15 Balkanpharma |Shosse Str.,|* Thudc khéng vo trung: vién nang|EU- |BG/GMP/ 8 8 Bulgarian  Drug
- Dupnitsa AD|Dupnitsa 2600, |cung; vién nén. GMP |2013/047 ’E 8 Agency
=) S

Bulgaria




* Thudc chita khang sinh (khong bao
gdm penicillin va cephalosporin): thudc
kem; vién nang cung; dung dich; vién
nén.

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

Corner Te Pai p . .
% s X 2 o A
Douelas Place and Central i« Ca.c C},lel,;philn} h(kh}c;nvg ;)Lao Sgorr? < “ New Zealand
16 Manifacturin Park Drive, V%Aamln) o ’1eu.n 2 on oac; arllgEl.m g PIC/S- [TT60-42- § § Medicines  and
& Lincoln, vien nang cung, Vlen: nang me.rfl ’ ’1x1r, GMP [16-3-3 S ) Medical Devices
Ltd Siro ho; dung dich; hon dich; vién nén. < x .
Auckland 0610, K 2 <, p Safety Authority
* Thuoc chong ung thu, thuoc uc ché
New Zealand = . R N . o
mien dich (khong bao gom steroid): vién
nang mém; vién nén.
* Thubc khac: thudc kem; vién nang
cmg; vién nang mém; thudc udng nho
giot; Elixir; Gel; siro ho; kem dudng;
thubc md; thude bot; dau g01; dung dich;
hén dich; siro; vién nén.
* 2 Chia Ping
Road #02-00 Haw
Par Tiger Balm
Building, L. . \ \
Drug Houses|,. * Thuoc dung ngoai dang long; dang bao < " .
. |Singapore .z Xz \ o = = Singapore Health
of  Autralia ché ban ran; thuoc udng dang long; vién|PIC/S- N N .
17 . 619968. A , S z M00150 | & = Sciences
Private . . |nén; vién nang ctng; thuoc bot va thuoc|GMP Q < ]
. * 2 Chia Ping| a Q@ Authority
Limited com. O O

Road # 04-00
Haw Par Tiger
Balm  Building,
Singapore 619968




BBT Biotech
* A, . .
L e e i el o ||
BBT Biotech|"*'%" . e g P, MENOTOPIIL gy o4 GMP |2 = |Co quan thim
18 Sommerfeld-Ring |urofollitropin, aprotinin, corticotropin, - N Q .
GmbH . . . |GMP 2014 00| X = quyén Duc
28, 52499 hyaluronidase, enterobacteriaceae, lactic - = I~
. . . 09 e
Baeweiler, acid bacteria, yeasts, streptokokkes.
Germany
46-10 = R
19 [Eisai Co., Led [SOISMKAWA, los ohdm: Methycobal Injection 500 pg [ P41 |1756 | & land  Welfan
9 1sa1 Co., Lt Bunkyo-ku an pham: Methycobal Injection ug GMP S S an Welfare
’ = = Government  of]
Tokyo, Japan o~ o~
Japan
* Thubc khong vo trung: vién nang -
. N Ao 2 2 , on hi
Spemall . Strada  Paduni, cu’ng, thu,oc udng dang 10n§ (baﬂo gom ca g IT/89- = = Italian Medicines
20 Product's Line|240-03012 thudc chira Bacillus); thuoéc com; dang oMP |1/H2013 Qq 3 Acency AIFA
S.P.A Anagni (FR), Italy|bao ché ban rin (chta hormon ﬁ g gency
corticosteroid); thude dat; vién nén.
Dr. Willmar[* Thudc khéng vé tring: vién nang
Dr. Willmar Schwabe GmbH cgng; thuoc c}ung ngo?l daAng lonig; th?oc DE BW |< ©
& Co. KG uong dang long; thuoc bdt, thudc com, | = > 2
2 Schwabe Will Schwabedolobuli (chira vi hira vi 1 EU- |01_GMP | g Q Co quan tham
GmbH& Co.|" mar-Schwabeqglobuli (chira vi mang chua vi lugng| oy | 5914 00| S |quyén bc
KG Strabe 4, 76227|dong can); vién nén. 0  |S S
Karlsruhe, * Thude tir duge liéu -
Germany * Thudc vi lwong ddng can
1-27,
. Kandanishiki-cho,
Taiho .
Pharmaceutica | Y048k,
| Co.. Ltd Tokyo, 101-8444, < ° Ministry of]
. Japan , 2 A = = Health,  Labour
23 (Taiho |@24-15 Aza- Séan pham: vién nang TS-One Capsule|Japan- 407 8 8 and Welfare
Pharmaceutica|"". . ..125 GMP 4 4
1 Co Ltd ebisuno, Hiraishi, S S Government  of]
o Kawauchi-cho, Japan
Tokushima . .
Tokushima-shi,
Plant)

Tokushima, 771-

0194, Japan)




Estados  Unidos|* Building 1: thudc khéng chira khang
No. 5105,|sinh  betalactam, chat kim té bao,
Localidad "Ellhormon: thudc tiém ,df)ng khf)é thudc < - Argentina
M.R. Pharma Trlangulo" (1667)|ti€m dgng }on:g; t.huoc nhé mat dang PIC/S- 20132014 § § Natlo.na.\l '
24 S A Malvinas dung dich va hon,d1ch. GMP 000781 S S Administration of]
Argentinas of the|* Building 2: thu()c, tiém chira hormon. 14 S S Drugs, Food and
Province of|* Building 3: thudc khong chira khang Medical Divices.
Buenos Aires,|sinh betalactam, chdt kim t& bao,
Argentina hormon: vién nén, vién bao.
* Thubc khong vo trung: vién nang
cfrng; \{ién nér}; vién nén bao phim; Slovenia Agency
Smarjeska cesta 6 thude com; thude dfmg’ngoéti dang long = =z for Medicinal
25 KRKA, dd., Novo mesto, (chira hormop Vél’ chat c¢6 hoat tinh(EU- 450- 8 S Products and
Novo mesto . |hormon); thudc udng dang long; dang|GMP [2/2014-2 | e ..
8501, Slovenia . R PR ot , «Q 3 Medicinal
bao ché ban ran; thudc dat; vién nén — .
, . X i . Devices
(chta hormon va chat c6 hoat tinh
hormon)
MIDC, Plot No. 8
A2, 8-B, T.T.C. INS- < o~ .
2 }S)?ir\l:t)ez Ind. Area, Kalwel* Thuéc khong v6 trung: vién nang|EU-  [481703- g g glggtcr;a fonggfe.;?;
Limited Block, 400708 |ctrng; vién nén. GMP [0009-001 E g in Healthcare
Navi Mumbeai, (2/8) O —
India
Hill Top
Industrial ~Estate,[* Thudc v tring:
Jharmajri, EPIP|+ Thudc sdn xuat vo trung: thudc dong .
Venus Phasel  (Extn),|kho; thuéc bot dong kho (chira Floaam |T |5 [Porueal National
27 Remedies Bhatoli Kalan,|cephalosporin, carbapenem, chit kim té EU- H/002/20 | Q Auth'OI"lty of
.. . . . GMP o & Medicines and
Limited Baddi, Disit.[bao). ’ 7 14 R 2 Health Products
Solan, Himachal|[+ Thuoc tiét trung cudi: dung dich thé
Pradesh, 173205, |tich nhé (chira chat kim té bao).
India
Via C. Janssen|* Thuéc’khéng vo trung: vién nang m/i1s0- |2 g
)8 Janssen Cilag|(loc. Borgo S. c@ng; thudc dung ngo;‘ti dang léng; thgéc EU- L0/H/201 8 Q Italian Medicines
S.P.A Michele) - 04010{uong dang 16ng; thudc bot, thuoc com;|{GMP 3 S g Agency AIFA
Latina (LT), Italia [thudc phun mu; vién nén. S a




Virrey Liniers Argentina
. * 1 A , . .
Quimica 673 (Zip code Thuoc kh(zng ‘ chu? %{hang sinh 20132014 | = s National
. C1220AAC), offbetalactam, chat kim t€ bao, hormon:|PIC/S- K K o
29 Montpellier . . A1, L £ \ 000564 N Q Administration of]
the City Buenos|dang bao ché ban ran; thuoc phun mu. [(GMP S S
SA . . z , N Iz 14 S~ ~ Drugs, FOOd and
Aires, Argentina|* Thuoc chira hormon: dang bao ché ran o o i ..
. Medical Divices.
Republic
* Ac vo o
Thu(ic V? trun§ L . 2 e ha] Belgium Federal
Janssen Turnhoutseweg |+ Thudc san xuat vo trung: dung dich thé = )
. 1, ) ' \ EU- |BE/2012/ | & Q Agency for
30 Pharmaceutica|30, Beerse, B-[tich 16n; dung dich thé tich nhé. = N ..
. L 2. . :|{GMP (086 =2 I medicines and
NV 2340, Belgium |+ Thuoc ti€t trung cuodi: dung dich thé = =
A . 2. . N — Health Products
tich 16n; dung dich thé tich nhé.
* Thuoc vo trung:
. . . + Thudc san xuat vo tring: dung dich thé < i~
Biomedica Via Morolense.87 tich 16n; dung dich thé tich nho; thubc|EU- IT/122- |3 = Italian Medicines
31 Foscama -03013 Ferentino|, . Q Q
Group SP.A |(FR), Ital bot. GMP (1/H/2014 | S Agency AIFA
P> s + Thudc tiét trang cudi: dung dich thé © o
tich 16n; dung dich thé tich nho.
* Thuoc khong vo trung:
- Vién nang cliing
- Thubc ding ngoai dang long
- 5c ud ; < o
Viale Europa, 11- TI.IPOC Pong dang long E > = . ..
1 Sanofi- 21040 Oriegiol - Vién nén & IT/15- Q & |Italian Medicines
Aventis S.P.A BB Thude bot, thude cbm I |uHR2014| 3 S |Agency AIFA
(VA), Italla . 2 z , .. N R m lt Q
* Sinh pham y t€ chtra vi sinh vét duong N S
tiéu hoa:
- Vién nang cliing
- Thudc udng dang long
* Thuoc vo trung:
- Thude tiét tring cudi: Dung dich thé
tich nhd
Via  Cacciamali,|* Thubc khong v tring: o “ ©
13 Mitim S.R.L 34 - 38, 25125| - Vién nang cing chira Penicillin % IT/111- K & [Italian Medicines
"7 |Brescia  (BS),| -Thubcuéngdanglong =5 |4/H/2013 § § Agency (AIFA)
- Thudc bot va thubc cém chua| M < N

Italy

Penicillin
- Thuoc ban ran
- Vién nén chira Penicillin




IDA Business * Thudc vo tring: & = =
34 GE Healthcare|, Carrictohill | Thudc tiét trung cudi: (23 2012/580 | & S |lrish  Medicines
Ireland Co éork I;gelan d’ + Dung dich thé tich 16n = [3/M235 % g Board
' ’ + Dung dich thé tich nho K a -
Merck  Sharp 770 Sumneytown|San pham: GARDASIL Quadrivalent E = 2 | United States
Pike, P.O. Box 4,,|Human Papillomavirus (Types CT 0836- < <
35 |& Dohme . . . . Q Q Q  [Food and Drug
Corp.. US West Point, PA|6,11,16,18) Recombinant Vaccine Vial| vi |14 WHO — — Administration
P 19486, USA and Syringe; Vial and Syringe - S S
1188 Ministry of]
: : = < ©
Ky(?wa Hakko Shlmgtoggrl, San pham: Thudc tiém Leunase Inj. (JPC (% K K Health,  Labour
36 Kirin Co., Ltd.|Nagaizumi-cho, . . < 405 = = |and Welfare
.. L-Asparaginase 10,00 K units) s Q Q
- Fuji Plant Sunto-gun, = S S |government of]
Shizuoka, Japan — Japan
Ministry of]
Abbott Japan . & n “
Co., Ltd. - 2-1, Inokuchi 37? San pham: Elthon 50mg tablets (Itopride (ED N N Health,  Labour
37 Katsuyama, Fukui . (1895 N = |and Welfare
Katsuyama hydrochloride 50mg) 8 =) =)
911-8555, Japan a, = = |government  of]
Plant S o0 o0
Japan
* Thudc vo tring:
- Thubc san xuét vo tring:
+ Thubc dong kho
+ Dung dich thé tich nho
+ Thubc ciy ghép va thudc dang rin
chtra khang sinh nhom B-Lactam
- Thudc tiét trung cudi:
Ronda de|  + Dung dich thé tich 16n . - Spanish  Agency
. . A o 3 — =
Laboratorios Valdecarrizo, 6, + Dung dich the tich nho = |ES/143H K S |of Drugs and
38 Tres Cantos| * Thudc khong vo tring: ~ & Q
Normon, S.A . . i > , , S |VI14 ) Q |Health  Products
28760 (Madrid)[ - Vién nang cung chtra khang sinh B-| & 3 S
Espana Lact o (AEMPS)
actam

- Thubc dung ngoai dang 1ong

- Thubc udng dang 1ong

- Vién nén chira khang sinh B-Lactam

- Vién nén chtra chat doc té bao, chua
hormon hodc chit c6 hoat tinh hormon,
chira chit trc ché mién dich; vién nén,
vién bao khang virut




39

Sigma-Tau
Industrie
Farmaceutiche
Riunite SPA

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

* Thude vo tring:
- Thudc san xuat vo trung:
+ Thuoc dong kho

+ Dung dich thé tich nho chua

corticosteroid
- Thubc tiét trung cudi:
+ Dung dich thé tich nho
* Thudc khong vo tring:
- Vién nang cung
- Thudc udng dang long
- Thudc bét, thude cdbm
- Thudc ban rin
- Vién dat
- Vién nén chura corticosteroid

EU-GMP

IT/149-
2/H/2013

6/17/2013

11/8/2015

Italian Medicines
Agency AIFA

40

Polfarmex S.A

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

* Thudc khong vo trung:
- Vién nang cliing
- Thubc udng dang long
- Thubc ding ngoai dang long
- Thude bot
- Vién nén
- Hon dich thube
* Thude tir duge liéu

EU-GMP

GIF-IW-
N-
4022/297/
13

2/27/2014

11/21/2016

Main
Pharmaceutical
Inspector, Poland

41

GlaxoSmithKI
ine
Pharmaceutica
Is S.A

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

* Thubc khong vo trung:
- Vién nang mém
- Thubc udng dang 1ong
- Thubc ding ngoai dang 1ong
- Thubc cém
- Thudc ban rin
- Vién dat
- Vién nén

EU-GMP

GIF-IW-
N-
4022/110/
12

5/28/2012

2/24/2015

Main
Pharmaceutical
Inspector, Poland




2, Michael
Erakleous Street,

* Thudc vo tring khong tiét trung cudi:

. |Agios - Thudc bot pha tiém chira khang sinh| o « Ne) Phaqnaceuu.c a.l
Medochemie . , : S > — |Services Ministry
Athanassios nhom Cephalosporin MEDO04/2 Q S
42 Ltd (Factory . " £ R A Q = I fof Health,
Industrial ~ Area,| * Thuoc khéng v6 trung: = |013/002 N - .
0] 4101 A Vien nén. via , , , 0 S < |Republic of]
gios| - Vién nén, vién nang cing chira khang = ig) Cyprus
Athanassios, sinh nhom Cephalosporin P
Limassol, Cyprus.
. Federal Agency
Janssen Lammerdries 55 E = = .
’ , S )
43 Pharmaceutica|Olen, B-2250,|Nguyén liéu lam thuoc: Hat pellet o BF 2013/ S g for Medicines and
NV Beloium = 013 = = Health Product of]
& H b o [Belgium
* A A \ A A \ -,
N0.290-1, Chung Thuoc \io trlAmg }(hong El@t trqu cu01.’ .
. . - Thuoc bot dong kho pha tiém chira < o .
Pfizer Biotech|Lun Village,|. . , ) , o = = — |Taiwan Food
. . khang sinh nhom Penicillin @) o K .
44 Corporation, |Hsinfeng, * Thube kho 5 trine: s 0646 Q S and Drug Admini
Hsinchu Plant |Hsinchu, 30442, u.(zc ’ong V? m{lg' . . O S Q  |stration (TFDA)
. - Vién nén, vién nén bao phim, vién| & o
Taiwan (R.0.C) LA
nang, thudc bot
Mega Mega * Thubc khong vo tring: vién nang
Lifesciences |Lifesciences cing; vién nén, vién nang mém
Public Public Company|Cu thé: vién bao Doloteffin; vién bao
Company Limited, Plant 2,|Doloteffin forte; vién nén Ardeysedon; DE NW
Limited Moo|515/1, Soi 8,|vién bao duong Ardeysedon Nacht; E 0l GMP g g C tha
45 4, Soi 6,|Pattana 3 Road,|Ardeycordal forte; vién nang cing Korea| © - g g o quan am
Bangpoo Bangpoo Ginseng; vién nang Vitamin E 600; vién| = 2014 00 = & |quyén Bue
) : U E |20 = =
Industrial Industrial Estatelnang mém gelatin Knoblauch véi
Estate, Pattana|Pracksa  10280(Mistel+Weipdorn; vién nang mém
3 Road Samutprakarn, Alfacalcidol 0,25pg; vién nang mém
Thailand Alfacalcidol 1pg.




Mega

M
o83 Lifesciences
Lifesciences .
Public Public Company ’ i
Compan Limited, Plant 1,|* Thuoc khong v trung: vién nang mém
Lgn ife dyMOO 384, Moo 4, Soi|Cu thé: vién nang Vitamin E 600; vién| o [DENW_| = ~
46 4 Soi 6 6, Bangpoo[nang mém gelatin Knoblauch véi % 01_GMP K S [Co quan  tham
B’an 00 ’[Industrial Estate,|Mistel+Weipdorn; vién nang mém = |.2014_00 S i quyén Dtic
EPO Pattana 3 Road,|Alfacalcidol 0,25ug; vién nang mém| = (17 = 3
Industrial .
Phraeksa, Alfacalcidol 1pg.
Estate, Pattana
Mueang, 10280
3 Road
Samutprakarn,
Thailand i
* Thuoc khong vo trung: vién nang
ctmg; thude dung ngoai dang 16ng; thude
Ardeypharm u(?ng dAang long; vién nén; thuoc bot va ~ |DE NW - -
Ardeypharm GmbH tra thue. = |01 GMP > S |Co quan thédm
47 P Loerfeldstr. ~ 20,|* Thudc sinh hoc: thudc cong nghé sinh| @ - Q g A q ,
GmbH K N R A =5 |_2014_00 e © |quyén Duc
58313 Herdecke, |hoc; thudoc nguon goc tur nguodi hodc| o D S 3
Germany dong vat; thudc vi sinh vét.
* Thude duoc lidu; thude vi luong déng
can; nguyén liéu sinh hoc.
16 Iliensko| .. - . E < é .
48 |Sopharma AD [Shosse St 1220], Vin nén Nivalin S (Galatamine) 5 |BGIGMP 5 | 5 |Bulgaran - Drug
Sofia, Bulgaria Y g B S 3 geney




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

Dot 25
z & . - NHOM THUOC
NHA MAY . . - S G|GIAY |2 &|Z Z|co QUAN|__, .
STT A P PIA CHI PHAM VI CHUNG NHAN B P
CONG BO - - ~ 3 clen € T|2 g|cap NHOM | NHOM
Z qﬁ m 1 2
Route de
Abbott Belleville Lieu-dit o = “ French Health
Maillard  01400[*Thudc khong v6 trang: vién nang clng; > HPF/FR/8| & = Products  Safety
1 Healthcare : L \ o Q 3 Q X
SAS Chatillon sur|thudc uong dang 16ng; vién nén. ) 0/2014 4 = Agency
Chalaronne - K S = (AFSSAPS)
France
* Succursale
d'Aubonne, Zone
Industrielle de 1' . £ oL Ny A N A .
. * Dang bao ché ran: bt dong kho; < ° Swiss Agency for
Ouriettaz, 1170 R L1 e = o o .
Merck Serono * Dang bao che¢ long: dung mdi pha| O S Q Therapeutic
2 Aubonne, Thuy|.., A 14-970 N S X
S.A. Sy tiém. S5 S = Products
N Centre * Dugc chat tai to hop. = g & (Swissmedic)
Industriel, 1267
Coinsins, Thuy S¥
Zone industrielle French National
de Saint-Arnoult, £ ) o » E < hlt
* Thuoc khong vo trung: vién nang HPF/FR/1| & N Drug and Health
3 Ethypharm 28170 , ., @) Q Q X
cung; vién nén ' 77/2013 | N Products  Safety
Chateauneuf en B 2 = Agency (ANSM)
Thymerais, Phap seney
Senju 4228-1, Aza . = © Ministry of
1 1 1 , , oy S S
4  |PharmaceuticaRadota, Ishishijpy o 4iop thude nho mét Bronuck 0,1% | £ 3 [1863 | S |Health, Labour| x
1 Co., Ltd.|Karatsu-shi, Saga- & O ® ® and Welfare
Karatsu Plant [ken, Japan = =
Senju 4228-1, Aza . < © Minist of
Pharmaceutica|Kadota, Ishishi,|Dung dich thuéc nho mét Tearbalance| 5 & < S Y
5 ) g =|1862 q S |Health, Labour| x
1 Co., Ltd.|Karatsu-shi, Saga-[0,1% s O ® ®
= =~ = and Welfare
Karatsu Plant [ken, Japan ~ ~




Ministry of]

Dainippon 6-8. Doshomachi E < ©
Sumitomo 2-chome, Chuo-|_, x . @) K K Health, ~ Labour
6 San pham: Gasmotin tablets Smg & 1889 = = and Welfare
Pharma Co.,|ku, Osaka, Japan s e e ¢
Ltd § = = §ovemment 0
apan
6111, Avenue o
. qu almount, San pham: PMS-Sumatriptan % X b Health ~ Products
Pharmascienc [Suite 100, . . 7 o o and Food Branch
7 ¢ INC Montreal (Sumatriptan succinate) 50mg 3 57832 Q Q Inspectorate
ontreal, Tén dang ky tai Viét Nam: Migranol g 2 2 P ’
Quebec, Canada, 8 Canada
H4P 2T4
Poligono
. Industrial La|, £ R A a A ) s, Spanish  Agency
Laboratorio g ionda, C/x,| , [Huoc khong vO trung: vien nangl 3 pg gy |3 S |of Drugs and
8 Francisco ... |ctng; thudc bot, vién nén, vién nén bao| @ a a
Durban. S.A No.2, El Ejido him ) 13 - - Health  Products
> 104710 (Almeria), [P = = = |(AEMPS)
Spain
| _ on v
. North Chicago, IL|San phim: Survanta ® (beractant)| ; & 06-0050 ) ) U.S.~ Food and
? AbbVie Inc, 60064, USA intratracheal suspension (1o 4ml) % Z [2013-01- |\ & Drug
’ Hsp j © VN § § Administration
Pharmacia &|7000 Portage|Thudc  tiém  bdt  Solu-Medrol® E 05-0074- g g U.S. Food and
10 Upjohn Road, Kalamazoo, |(Methylprednisolone ~ Sodium  Succinate)| @ 2014-01- | @ Q Drug
Company MI 49001, USA [125mg % VN § § Administration
Ph ia &|7000 Port x = 06-0004- | = = U.S. Food d
armacia OMagCligan phdm: Dung dich dung ngodi| = RSN RS S - Food an
11 Upjohn Road, Kalamazoo, Cleocin T® 1% (Clind . shosohat ) 2014-01- [ S Drug
Company  [MI49001, USA |~ o™ o (Clindamycin phosphate) 2 VN Q S |Administration
Bipso GmbH
) S A A
Robert-Gerwig Thucic V? trunAg. o ' e DE BW | o °
Str.4, gemab der|+ Thudc san xuat vo trung: dung dich thé S Al P — 2
. : , \ 01 GMP | & N Co quan tham
12 Bipso GmbH |Grundrissplane |tich nhd. o 2013 00 ) 3 uvén Dire
vom 21.07.2011,|+ Thubc tiét trung cuéi: dung dich thé E] 59 = g quy
78224  Singen, tich 16n; dung dich thé tich nho. -

Germany




H-17/H-18,

* Thuoe vo trung:

UK GMP

United Kingdom's

O.ID.C, + Thudc san xuét vo trung: dung dich thé o 24881 ) o medicines and
.. . = ) O
13 USV Limited Mahatma Gandbhi|tich nh?. o . . |3 Insp GMP| & Q Healthcare
Udyog Nagar,|+ Thuoc tiét trung cudi: dung dich thé| = = o Products
. . 0 24881/41 | < 5
Dabhel, Daman,|tich nho. 672-0001 — — Regulatory
396210, India * Thube khong vo tring: vién nén Agency (MHRA)
* Thubc khong vo trung: vién nang
Medana 57, . .l?olskle] cling; \jlen nan% me}n; thude dtmg ngoai . GIFIW- | = © .
Organizacji dang 1ong; thudc udng dang long; dang| S S = Main
Pharma . . : N N N- X K )
14 Wojskowej  Str.,|bao ché ban ran; vién nén; &) P~ aq Pharmaceutical
Spolka . I \ A Ao 4022/256/| o ®
. 98-200  Sieradz,|[* Thuoc sinh hoc: san pham cong nghé| o & — Inspector, Poland
Akeyjna Poland sinh hoc 13 < -
* Thudc thao duogc.
* Thuoc khong vo trung: vién nang
Medana 10, Wladystawa|ctng; vién nang mém; thudc ding ngoai| a. GIF-IW- | ¥ © Main
15 Pharma Lokietka Str., 98-|dang long; thudc uéng dang long; dang % N- 8 N Pharmaceutical
Spolka 200 Sieradz,|bao ché ban rin; vién nén. 5 4022/255/| S 2 |inspector. Poland
Akcyjna Poland * Thudc sinh hoc: thudc cong nghé sinh| ™ 13 8 — P ’
hoc
Plot No. L-139 S
103 & M-62, o S s
. Verna Industrial{San phdm: Vién nén Venlafaxine, = AET/160 K K Co quan thim
16 Cipla Ltd. L Qo 512/3GM | & Q Lo
Estate, Verna,|Capecitabine =) P-CIP o ®© quyén buc
Goa-403 722, = ) ke =
India
Unit III, Plot No
S-103, L-139 & o Australian
M-62, Verna|Thudc ban rin khéng chira khang sinh % MI-2012- | X L Therapeutic
17 Cipla Limited |Industrial ~ Area,|nhém Penicillin, Cephalosporin, thudc| CE-05676 8 8 Goods
Verna  Salcette,|hormone va ché phdm chéng ung thu Q 3 = $ Administration
Goa 403 722, - (TGA)

India




Plot No. L-139 S

* Thude vo tring:
+ Thuoc san xuat vo trung: thudc dong

103 and M-62,|khé (chat doc té bao/ chat kim té bao);| a. DE BB |« ©
18 Cipla Ltd.,|Verna Industrial dupg djch’ thé tich nho (chat doc té bao/ % 01 _GMP 8 8 Co _ quan thim
Unit V Estate, 403 722|chat kim t€ bao). =) 2013 00 E g quyén Duc
Verna, Salcette,|+ Thudc tiét tring cudi: dung dich thé| ™ 41 S —
Goa, India tich nho (chit doc t& bao/ chat kim té
bao).
Unit VII, Plot UK GMP United Kingdom's
No. L-139 S-103 o 14694 0 s, medicines and
19 Cipla Limited|& M-62, Verna|* Thudc khéng V/@ trung: vién nang % Insp GMP 8 8 Healthcare
(Unit VII) Industrial Estate,|ctng, vién nén, thuoc bot. ) 14694/46 5 g Products
Verna, Goa, IN- K 30235- | — Regulatory
403 722, India 0001 Agency MHRA
Unit VIII, Plot UK GMP United Kingdom's
No L-139 S-103 ¥Thube khong vé tring: vién nang cimg;| & 14694 ) s medicines and
20 Cipla Limited|& M-62, Verna thudc diing ngoai dang .lc“)ng' thube uéné % Insp GMP 8 8 Healthcare
(Unit VIII) Industrial Estate, dane léne: vien nén' ’ ) 14694/46 | 5 g Products
Verna,  IN-403|°4"& 0% R 30328 |& = |Regulatory
722, India 0001 Agency MHRA
Plot No, 9 10 &[* Thudc vé tring:
15, Indore Special[+ Thudc san xuat vo tring: dung dich UK GMP United Kingdom's
Economic  Zone, |thé tich nho E 14694 n © medicines and
. . Phase IL|+ Thudc tiét trung cudi: dung dich thé Insp GMP| 3 < Healthcare
21 Cipla Limited Pithampur, tich 16n : ¢ g 14694/26 g % Products
District DHAR,[* Thudc khéng vo tring: vién nang|™ 35778- «© ¥ Regulatory
Madhya Pradesh, |cimg; thudc udng dang léng, thudc phun 0002 Agency MHRA
In-454 775, India |mu, vién nén, thudc xit mii
Plot No, A-33, A- UK GMP Unit.eq Kingdom's
2 (Unit 1) MIDC, A < o~ medicines and
Cipla Limited|Patalganga : . = 14694 S S Healthcare
22 ) o o * Thuoc khong vo trung: vién nén o Insp GMP| < a
(Unit 1) District  Raigad, ) 14694/54 - = Products
Maharashtra, In- K A a Regulato
' 76-0008 guiatory

410 220, India

Agency MHRA




D-7, D-22, D27 UK GMP United Kingdom's
MIDC, * Thubc khoéng vo trang: vién nang| a, 14694 0 © medicines and
23 Cipla Limited Klllrk}lmbh, cf}’ng; Vi;%n nAangA mérfl., thAu(A)c d’q}n, Vi?ﬂ % Insp GMP 8 g Healthcare
District Pune, [nén, thudc bot.com sui; com khong suis| = 14694/44 | 3 * Products
Maharashtra, 413|pellet bao tan trong rudt K 6227- A = Regulatory
802, India 0004 Agency MHRA
RIEMSER
Pharma GmbH,
Betriebsstatte . DE_SL 0| e "
RIEMSER Fatol,. . * Thudc khong v6 trung: vién nang = 1 GMP_ § & Co quan thAm
24 Pharma Arzneimittel, cling; vién nén t 2012 002 § quyén Pirc
GmbH Robert-Koch- ’ ' E] 0 S =
strabe, 66578
Schiffweiler,
Germany
* Thudc v tring:
+ Thudc san xuét vo trung: thude dong
kho; dung dich thé tich nho; thudc bot
chura khang sinh nhom Penicillin
ISTITUTO t+ Ehioc tiét tring cudi: dung dich thé
BIOCHIMIC Via Fossignano 2- ’:CTEugc khong vO trung: vién nang S = = . .
25 O ITALIANO 04011 Aprilia|ctimg; thudc udng dang .léng (chua % IT739- 8 8 ltalian Medicines
GIOVANNI . ’ 5 R LD 2/H/2014 | 2 = Agency (AIFA)
LORENZINI (LT), Italia. hormone hodc chat c6 hoat . tinh| 5 S 3
SPA hormone; khong chua corticosteroid va

hormone sinh duc); thudc ban rin; thudc
bot; thubc cdm; vién nén (chtra hormone
hoac chét ¢o hoat tinh hormone; khong
chtta corticosteroid va hormone sinh
duc)




¢/. Joan Buscalla,

* Thude vo tring:
+ Thudc san xuat vo trung: dung dich thé
tich nho (thuoc dong kho).

L :. . . Mini f]
Ferrer 1-9, 08173 Sant|+ Thudc tiét tring cudi: dung dich thé|S  |NCF/142 | S = H;Z;tsttlry 2 !
26 Internacional, |Cugat Del Vallés|tich nho. Qo 4/001/CA % Q
A £ A A s =) 4 e Government  of]
SA (Barcelona), Tay[* Thuoc khong voé trung: vién nang| T a B . .
, A oz \ o Catalonia - Spain
Ban Nha cung; vién nén; thudc uong dang long;
thudc dung ngoai dang long; dang bao
ché ban rén, thudc dan.
Zone d'Activites|,, £ R A ST -9 < — French National
. Est no 1, 60190 T‘h'uoc kh?ng Vo }mng. thude d}l el = HPF/FR/1| 3 = Drug and Health
27 Pharmatis . ngoai dang long; thuéc uong dang long;| @ Q Q
Estrees-Saint- dane bio ché ban rin ) 03/2014 | = © Products  Safety
, Denis, France ang ' H = o Agency (ANSM)
Co sé san xuat
ban thanh|Site Progipharm San phim: vien nén Taneanil A, ) ©n French  National
)8 phiam: Pierre[Rue du Lycee pSDK VD-13678-1 ()g ’ % HPR/FR/ | § 8 Drug and Health
Fabre 45500 Gien, ' s 105/2013 | &  |Products  Safety
Medicament |France. K A =  |Agency (ANSM)
Production
* Thudc v tring:
+ Thubc san xuat vo trung: dung dich thé
tich nhd
A ial s £ . 2 _ v
St. Peter-StrabeJr, Thucic tiet trung cudi: dung dich the E INS = > Austria  Federal
Takeda . |tich nho. 480050- | Q
29 . 25, 4020 Linz, p R L P R N 3 Office for Safety
Austria GmbH . * Thuoc khong vo trung: thudc dung| 0044-001 | = Q .
Austria .. \ A, . A= = = in Healthcare
ngoai dang léng; vién nén; dang bao che (3/8) N —_

ran khac.
* Thuoc sinh hoc: thude ¢6 ngudn goc tir
nguoi hodc dong vat.




Catalent Germany

* Thubc khong vo trung: vién nang
mém, thudc uong dang long; dang bao
ché ran khac (vién nang dat am dao).

Catalent Eberbach GmbH (khong b N h phim G . DE BW_ | ©
Germany Gammelsbacher (A)ng. a0 gom.:sm. b amA u.Am an = 01_GMP | & N Co quan thim
30 thudc sinh hoc mién dich, thuoc diéu tri| @ =~ > A ,
Eberbach Str. 2, 69412 t& bao. thude didu tri thude sir d =) 2013 01 = S quyén buc
GmbH Eberbach, © ??’ u oc dreutn gefl © n uoe Sul e 19 — 2
nghién ctru invivo, thudc cong nghé sinh
Germany ,( . Ao P
hoc, thuoc phong xa, thudc cd ngudn goc
tr nguoi va dong vat).
. French National
Domaine del, Thubc khong vo tring: vién nang|S ) = A fi
. Maigremont, ) L. £ .. & , & = HPF/FR/7| 2 & gency o
31 Janssen-Cilag 27100 Val-de-|cM&; thudc dung ngoai dang long; dang| @ 12014 Q 3 Medicines and
reul. France bao ché ban ran; vién nén. B % < Health Products
’ - Safety
* Thuoc vo trung:
+ Thudc san xuét vo trung: thude dong
mibe GmbH kho; dling 'd}ch t‘he tlchﬂrr}ho. . .
_ + Thuoc tiét trung cuoi: dung dich thé
Arzneimittel . ]
Munchener Strabe tich nho. = DE_ST_ 0/ =
mibe GmbH * Thudc khong vo tring: vién nang = 1 GMP_ |3 g Co quan tham
32 . 15, gemab den| , P .. ) 2@ Q a N o
Arzneimittel cung; thuoc dung ngoai dang long; thudc| 2014 001 | w Ay quyén buc
Lageplanen Nr.1| d lone: d bio ohé ban rin:| @ ) & g
umd 2. 06796[40ng dang long; dang bao ché ban ran;
Brehna ’German vién nén (chira hormon hodc chat ¢6 hoat
’ Y |tinh hormon); thubc bot hit; thudc bot
dung ngoai; vién ngam.
* Thude tir duge liéu.
A;ll;(i:lj(;lriba Krustpils iela 53,|* Thudc khong vé trung: vién nang cimg E ZVA/LV/ g § Latvia State
33 [SO9DA lRiga,  LV-1057,|(chita chat doc té bao/ chit kim té bao);| G [2013/009 | S &  |Agency of
Grindeks (I . iz \ N =) x A .
vieta) Latvija thudc uong dang 16ng; vién nén. o H @ F Medicines
Pharmaceutica|19, Pelplinska Y GIF-IW- | 4 © .
1 Works|Str., 83-200|* Thudc khong vo trung: vién nang > N- = K Poland 'Mam
34 , e O Q Q Pharmaceutical
Polpharma Starogard cing; vién nén. ) 4022/270/| v - Inspector
S.A. Gdanski, Poland 2 i3 a = P




Argentina

=9
a = = | ~
TRB Pharma Plaza 939, 1.427 San pham: vién nang Artrodar (Diacerein| O 20132012 < < Nathngl .
36 S A Buenos Aires, 50mg) A 0 000722-| & Administration of]
’ Argentina & O 14 S S Drugs, Food and
P Medical Divices.
Village Theda UK GMP United Kingdom's
Post Office 31303 |« ~  |Medicines  and
Macleods Lodhimajra £ R A in E = P
. . * Thuoc khéng vO trung: vién nang Insp GMP| & g Healthcare
37 Pharmaceutica|Tehsil Nalagarh,| |, A, Q = =
.. . cling; vién nén. ) 31303/17 | 5 S Products
Is Limited District Solan 0 < =
Himachal 06716~ o o Regulatory
4 A MHRA
Pradesh, In- 000 gency ( )
Teikoku 567 Ministry of]
Seiyaku Co.,[Sanbonmatsu E = = Health Labour
N ’ an pham: Li Medicated Plast = = ’

38 |Ltd. Higashikagawa, 2;11 vf /V:m ignopad Medicated Plaster (é 4823 3 3 and Welfare
Sanbonmatsu |Kagawa 769-|”"° % S S Government  of]
Factory 2695, Japan — Japan

. |1-10 o < ~

39 gzdoc(hcegzal Constantinoupole [* Thudc khéng vé tring: vién nang % MEDO01/2 [ & 8 lgl}llgrrrunsaceutical

os Street, 3011,|cung; vién nén. ) 014/001 § i )

Factory) . o = a Services
Limassol, Cyprus N —

. Husenstrasse 35 : s ¥ |Swiss Agency for
’ . v e
40 ivgss CaPS19533  Kirchberg,|Vien nang mém. o = [14-1491 £ £ |Therapeutic

Switzerland = © ¥ ¥ |Products

Pharmaceutica

1 Works|Duchnice, 28/30, GIF-IW- | “

Polpharma Ozarowska Street,[San phdm: Vién nén bao phim Bioracef E N P > Poland Main

41 S.A. 05-850  Ozarow|(Cefuroxime axetil 250mg) &) % % Pharmaceutical

. . . xren b - 4021/154 | I
Production Mazowiecki, Tén tai Viét Nam: Bio-dacef o = = Inspector
Plant in|Poland TIWSZI13 | = -

Duchnice




Pharmaceutica

1 Works|Duchnice, 28/30, - ©
Polpharma Ozarowska Street, |, I S C L a E GIF-IW- | 5 = Poland Main
2 [SA 05-850  Ozarow| o Pham: thudc bot pha dung dich tiém\ 5\ 1} g 1p | & S |pharmaceutical
. . Biofazolin (Cefazolin 1g) ) x x
Production Mazowiecki, 0 /2014 3 3 Inspector
Plant in|Poland
Duchnice
Pharmaceutica
1 Works|Duchnice, 28/30, GIF-IW
Polpharma Ozarowska Street,|San ph'flm: thude bot pha dung dich hodc E N g g Poland Main
43 S.A. 05-850  Ozarow|hdn dich tiém Biofuroksym (Cefuroxime| & 4001/688/ S S Pharmaceutical
Production . Mazowiecki, 750mg) E] WSz/13 S S Inspector
Plant in|Poland
Duchnice
Pharmaceutica
i’ol harnvl\e/lorks glzlil(?vlvcsek’a étgr/:e(i’ = GIF-IW- | o = Poland Main
P ’|San phdm: thuéc bot pha dung dich tiém| =  [N- S S .
44 S.A. 05-850  Ozarow|_. : Qo N N Pharmaceutical
. .. Biofuroksym (Cefuroxime 1.5g) ) 4021/687/| = S
Production Mazowiecki, o Wsz/13 | = S Inspector
Plant in|Poland z
Duchnice
%* A A A <\ . B Al A
. Bahnhofstrasse ;Thugc kh,o ne YAO ‘m%ng. dang .bao C.}}e = = - Swiss Agency for
SwissCo . ran (vién nén, vién nén bao phim, vién| O K K .
45 ) 14, 4334 Sisseln,| , . n , L. x| h 12-1020 |< d Therapeutic
Services AG ) nén bao duong, vién nén sui bot, vién| < e =
Switzerland , YA Lz @) Q = Products
nang cung, thuoc bot, thude com). = g N




* Thuoe vo trung:

. ; . . 1 ia A
HFM Pharma + Thuodc san xuat vo trung: dung dich thé| o, n © ?Oi)venlaMe d%ceitzl?;
HBM Pharmalt: o, . tich nho. = |SK/011V/|3 S
46 Sklabinska 30, R £ ) | @ Q a Products and
S.I.0 .|+ Thudc tiét trung cudi: dung dich thé| 5 2013 = ® ..
036 80 Martin, tich nho n 3 = Medicinal
. . Devi
Slovak * Thuoc khong vo trung: vién nén. eviees
Pabianickie
Zaktady
Farmaceutycz * Thudc khong vo trung:
ne POLFA 5, Marsz. J| Vleninanz‘g cune .. \ o GIF-IW- | <« s .
S.A. (Tén . . - Thuoc dung ngoai dang long; S = = Main
% Pilsudskiego Str., LA \ N- K Q .
47 tiéng Anh: . - Thudc uong dang long; o g & Pharmaceutical
. 195-200 Pabianice, 2 1A - 4022/295/( G N
Pharmaceutica Poland - Thudce bot; n 13 S = Inspector, Poland
1 Works Polfa otan - Vién nén; -

in Pabianice
Joint-Stock
Co.)

* Thuoc tir duoc liéu.




*Vién

nang
HERBES
SER CD
100,
Mitsubishi |, [San phim: IS{]?II:BEi . L |ministy of]
Tanabe ’ + Vién nang HERBESSER CD 100,| o = = Health,  Labour
48 |Pharma (S);:’doa(:)no o |HERBESSERR 100; g i(\)/91243; S S land  Welfare
Factory Ltd.,[>0 20 0% |4 Vién nang HERBESSER CD 200, ™ en = = |government  of]
Onoda Plant | 2™aguchi, Japan| o BESSER R 200 nang N ¥ |Japan
' HERBES
SER CD
200,
HERBES
SER R
200: 244.
Co quan chinh
pha vé y té ving
Avenida * Thudc khong vo tring: =] = = Ilj%vagle (t}ﬁl;rc
49 Laboratories |Roncesvalles S/N, Viuén nan fu\rll ) & % NCF/022| g 8 o ee SSUP .aﬁ
CinfaS.A  |Olloqui 31699 ~ = "en8 CUlE: 5 |o14 S £ [P cua Spans
(Navarre), Spain - Vién nén. 0 = = Agency of Drugs
’ and Health
Products -
AEMPS)
* Thubc khong vo trung:
- Vién nang cing (chit c6 hoat tinh
horpﬂmn); A Hungarian
- Vién nang mem, National Institute
. ., |- Thudc ubng dang long; A, < o .
TEVA Site 1, Pall t . e ’ = = fi lity- and
. 0o TN e dung ngoai dang long; = OGYI/60 | § S of Q.u atly- an
50 Gyodgyszeryar (13., Debrecen, . ) Q = = Organizational
- Thudc bot va vi nang; =) 01-5/2014| = ©v .
Zrt 4042, Hungary P i L, @ = N Development in
- Thuoc ban ran chtra chat c6 hoat tinh el —
Healthcare  and
hormon, Medicines
- Vién dit;

- Vién nén chira chat c6 hoat tinh
hormon.




* Thude vo tring:
- Thubc san xuét v trang:

+ Dung dich thé tich nho (thubc nho
mit (dung dich, hdn dich, thubc tiém

Romanian

S.C. Str.  Eroilor nr. . A = o~ .

Rompharm 1A, Oras Otopeni, dung (PCh))A . = 026/2014/| & S Natlonal. .Agency
51 * Thuoc khong v trung: Q & N for Medicines and

Company cod 075100, Jud. L Vie L ) RO — x Medical Devi

S.R.L. Ilfov, Romania 1C0 nang cung, = = % cdical LJevices

’ + Thudc diung ngoai dang 1ong; (NAMMD)
+ Thudc udng dang léng;
+ Thubc bot, thudc cém, thude vién
nén bao phim.

Santen 2-14, Shikinami, = © Minister of]
52 Pharmaceutica|Hodatsushimizu- [San phdm: Kary Uni, Ophthalmic § E 2986 8 8 Health,  Labour

1 Co., Ltd.|cho, Hakui-gun,|Liquids and Solutions § &) g g and Welfare,

Noto plant Ishikawa, Japan — — Japan

Pharmaceutica Duchnice, 28/30, : : C A, < © . .

) Works Ozarowska Street Satm pham: thudc b(f.)t pha dug dich tiém| < GIF-IW- | 5 = Polish . Main
53 Polpharma 05-850  Ozarow|Biotaksym (Cefotaxime 1g) o 4011/10/M | S Pharmaceutical

SA Mazowiecki, Tén tai Viét Nam: Bio-Taksym B P/2014 % % Inspectorate

o Poland

Pharmaceutica Duchnice, 28/30, : : . A < © . .

) Works Ozarowska Street Sém pham: thuoc bot pha dug dich hodc S GIF-IW- | 5 = Polish Main
54 05-850  Ozarow|hon dich tiém Biotum (Ceftazidim 1g) |© 4011/793/| K Q Pharmaceutical

Polpharma Mazowiecki Tén tai Viét Nam: Biocetum = 1P/2014 = = Inspectorat

SA , : ¢ : o 3 3 pectorate

Poland




* Thubc khong vo tring:
- Vién nang cung;

. DE NW
- Vién nang mém; 05 GMP_
- Vién nén, vién nén sui bot, vién nén - g 3
2014 00| = &
Ostenfelder bao; 13 (_sgm SR ~ Co quan c6 thdm
Rottendort Strasse 51-61 - Thubc rén phan liéu khéc: E z g &= fl , ,
I I Xuat) - B quyén cua BDuc
55 Pharma 59320 + Thuoc bot, thude com, hat pellets| @ DE NW = J|F (Bezirksregierun
GmbH Ennigerloh, (vi nang) chira nhitng hoat chit co doc E] 05 GMP_ S § S Milnster) g g
Germany tinh cao nhu Tamoxifen, Flutamide, 261 4 00 P S
Clomifen va mot s6 chit twong tu. 14 ( don o g
+ San phim sinh hoc chura 6i) &
Pancreatin, hodc cac di tng nguyén dung g
trong t;i liéu.
* Thuoe vo trung: Taiwan Food
- Thubc c6 tiét trung cudi: and Drue Admini
. . .|+ Dung dich dé tiém (Injection); = o T8
Siu Guan|128 Shin Min X R o A = — stration - TFDA
.. |* Thuoc khong v trung: = (AP) Q S ..
56 Chem.  Ind.[Road, Chiayi, : J @) = N (Ministry of]
Co., Ltd Taiwan * Dung dich thuoc; 2 0352081 1 — = Health and
M + Thudc kem, m& ; = e
ca . . Welfare of]
+ Vién nén, vién nén bao phim, vieen .
nang cung Taiwan )
Federal Office for
) ) * San pham sinh hoc: Ché phim cong| o, INS = e/ zafety 1n feilt.h
Sandoz GmbH [Blochemiestrage nghé sinh hoc = g & are, ustria
57 10 6250  Kundl, . ez x A | 9@ 481922- | € & (Bundesamt  fur
- BP Kundl Austri * Hoat dong khac: San xuat nguyén li¢u| - = — . ) .
ustria . P o e o 0039-001 | = = Sicherheit im
lam thuoc vo trung va khong vo trung. o~ — .
Gesundheiswesen
)
* 4 A AN . . ,
Novartis Yenisehir  Mah Th}lec khong,Vo trung: UK GMP Unlt.eq Kingdom's
. . - Vién nang cung; o 21635 < o~ medicines and
Saglik, Gida|Dedepasa Cad No n > o n S = =
. - Vién ngém, vién nén, vién nén bao Insp GMP| & K Healthcare
58 Ve Tarim|17 (11.Sok No. 2)| .. o ) A &) q q
. phim, vién nén bao dudng, vién bao tan| 30937/34 [ - Products
Urunleri  San.|Kurtloy Istanbul oA e 1, PR == a =
Ve Tic. A.S. |Tr 34912 Turke trong rudt, vién giai phong kéo dai, vién 0471- < e Regulatory
P UHREY Inén phan tan 0004 Agency (MHRA)




* Thubc khong vo tring:

LTS Loh ; .
. onmanny - Khung tham chtra dugc chat; C LA
Therapie-Systeme S, Co quan c6 tham
LTS Lohmann|AG - Thuoc ban ran; = DE_RP_0 = = uyén cua Puc
) - Vién bao phim chita hormon hodc| = 1 GMP_ | S |
59 Therapie- Lohmanstr. 2 L . &) N > (Landesamt  Fur
duoc chat ¢ hoat tinh hormon. =) 2014 000| = N )
Systeme AG  [56626 iy .z < A o = = Soziales, Jugend
- Miéng dan tam thudc tham qua da 9 N —
Andernach, i 3 P und Versorgung)
German chira hormon hoac duogc chat co6 hoat
Y tinh hormon.
* Thuoc vo trung:
Warszawskie - Thuoc san 'xuat \;0 ’trung:o
Zaklad + Dung dich thg tich nho; GIF-TW- -
Y 22/24 Karolkowa| + Dung dich thé tich lon; S = = [Main
Farmaceutycz Y ‘. 400/0102 | = g )
60 Str., 01-207(- Thudc co tiét trung cuoi: &) Q N Pharmaceutical
ne Polfa i IOy \ S 02 010 | = =
, Warsaw, Poland + Dung dich thé tich nho; 0 Yy = = Inspector, Poland
Spolka + Dune dich thé tich 1én: 4/15/14 S
Akcyjna g QIR B eI
* Ché pham sinh hoc c6 ngudn goc tir
nguoi hodc dong vat.
* Thuoc khong vo trung:
- Vién nang mém; o = o
Sanofi- 5.5 17 Km 2.2 - Vién nén chira hormon hodc chit co > IT/247 g = Italian Medicines
61 . 67019  Scoppito ) .z |9 10/H/201 | Q
Aventis S.P.A . hoat tinh hormon c¢6 cau tric| N S Agency (AIFA)
(AQ), ltalia corticosteroid K 4 =) 3
* Thude tir duge ligu.
Km. 36, Gen. Centre' for
o Compliance and
Emillio * Thudc vo tring: i o~ Li i
Euro-med Aguinaldo - Thudc ¢6 tiét tin cudi: A S = Nlctﬁ':nsuig -
62 |Laboratories |Highway oL ITURE Cuot- o |42014 |S Q atonat
Phil.. Inc Dasmarinas + Dung dich thé tich nho; = & — Pharmaceutical
" Cavite ’ + Dung dich thé tich 16n; = = Control Bureau -
Philippines Ministry of
Health of
Merck Sharp|770 Sumneytown|San phdm: Rota Teq® (Rotavirus E CT 0816 i i
63 & Dohme|Pike, West Point,|Vaccine, Live, Oral, Pentavalent); Single{ @ 14 WHO % % US FDA
Corp., US PA 19486, USA |[dose tube % Ris Ris




PET (Blow Fill

* Thudc vo trung (0ng nhya san xuat

Seal), theo cong ngh¢ Blow - Fill - Seal): S 591- | = |Medical Products
AstraZeneca - Thudc san xuat vo trung: = K
64 AB Forskargatan 18, + Dune dich thé tich nho- Q 2014- Q S Agency of]
' Sodertalje, 15183, g dich the tich ARo, 2 lo7i071 | Z = |Sweden
Sweden - Thudc c6 ti¢t trung cudi: ~
+ Dung dich thé tich nho;
* Thuoc khong vo trung:
- Thudc dung ngoai dang long chira
hormones corticosteroid
VIA GALVANI . ;
ZETA | - Thuoc uodng dang long chua E a = . ..
10 - 36066 . . IT214- | o K Italian Medicines
65 FARMACEU hormones ccorticosteroid &) A ~
SANDRIGO (VI), P .. , ) 3/H/2012 | & o Agency AIFA
TICI S.P.A ITALY - Thudc ban rdn chira hormones| 3 & 3
corticosteroid
- Vién dat chda hormones
corticosteroid.
San pham: CLETUS ("20 mg Capsule
Rigide Gastroregistenti" 14 Capsule)
Co sO san xudt: Valpharma International
Via G. M |S.p.A; Via G. Morgagni, 2, 47864 -
1a 4. MOTEaghh lpennabilli (RN), Italy; GCN EU-GMP s6| & =
Valpharma 1) ¢1416 (RN), ltaly; GC1 1S cppRo13| & Italian Medicines
66 International billi IT/237-2/H/2013, do Italian Medicines| O 1944 X A AIFA
SPA Pennabilli - (RN).| Agency (AIFA) chp ngay 25/102013 |2 | S gency (AIFA)
Italy Co so dong géi & ching nhén xudt xudng: —

Special Product's Line S.P.A; Strada Paduni, 240
03012 Anagni (FR) Italy; GCN EU-GMP sb
IT/89-1/H/2013, do Italian Medicines Agency
(AIFA) cip




68

Bharat Serums
and Vaccines
Limited

Plot No
Anand
Additional
M.ID.C.,
Ambernath (East),

K-27,
Nagar,

Thane  Region,
State -
Mabharashtra,
India

* Thude vo tring:
- Thubc san xuét v trang:

+ Thudc bot dong kho

+ Dung dich thé tich nho
- Thubc v6 tring c6 tiét trung cudi:

+ Dung dich thé tich nho
Cu thé:

+ Ampholip, Suspension for solution
for infusion, 5mg/ml, No.1 2ml, 10ml,
20ml  (Amphotericin B -  Lipid
Complex);

+ Amphotret, Lyophilizate for solution
for infusion, 50 mg, NO.1 (Amphotericin
B);

+ Rhoclone, Unit vial blister packed in
a carton, liquid injection, 150 mcg (Anti
RHO-D Immunoglobulin Injection 150
mcg - Monoclonal);

+ Rhoclone, Unit vial blister packed in
a carton, liquid injection, 300 mcg (Anti
RHO-D Immunoglobulin Injection 300
mcg - Monoclonal);

+ Foligraf, Lyophilizate for solution for
injection, 75 LU., No.l and Solvent-
Sterile water for Injection 0.5ml ampule
No-1 (Recombinant - Human Follie

PIC/S-GMP

089/2014/
SAUMP/
GMP

8/6/2014

7/16/2017

State
Administration of]
Ukraine on
Medicinal
Products
(SAUMP)




* Thude vo tring:
- Thubc san xuét v trang:

+ Dung dich thé tich nho

+ Thudc dang rin va thubc ciy ghép
- Thubc v6 tring c6 tiét trung cudi:

6 boulevard de . ., ) A <t ~ National Agenc
SANOFL -\ rope  21800|, - Dung dich the tich nho = |HPF/FRY|Z = lof Medicine and
69 |WINTHROP * Thuoc khong vo trung: Q N q
INDUSTRIE QUETIGNY, | Vién nang cimg 5 5/2014 5 g Health Safety
France + Thudc ban rin - © - (ANSM)
+ Thudc vién nén
+ Thudc phan lidu dang rin khac
* Thudc sinh hoc: Ché phdm c6 ngudn
odc tir ngudi hodc dong vat.
* Thudc vo tring:
- Thubc san xuét v trang:
+ Dl’mg dich thé tich nho ’ . - © Federal Agency
Catalent Font Saint Landry|- Thuoc vo tring ¢0 tiét tring cuoi: S BEN013/ |3 S for Medicines and
70 Belgium S.A 10, Bruxelles, B-| + Dl}ng dich thé tich nho o 029 % % Health Product of]
' 1120, Belgium * Thuodc sinhﬂ hoc: N B E 5 Belgium
+ Sinh pham mién dich (AFMPS)
+ Ché pham c6 ngudn gbc tir ngudi
hodc dong vat.
Catalent Germany % A N
Catalent Eberbach GmbH | Ih\‘;ioéiki‘t’lngn:gntlmng' & |DE_BW_|e © |Co quan thim
Germany Gammelsbacher £ ;g , = 01_GMP | g N quyén buc
71 + Thuoc uong dang 16ng &) Q Q
Eberbach Str. 2 69412 1 Vién nang diing dudmg truc trang va ) ~2013 01 5 8 (Baden -
GmbH Eberbach, ' K 19 — S |Wurttemberg)

Germany

am dao




* Thuoe vo trung:
- Thudc san xuat vo trung:

Roche + Thubc dong kho
Roche Diagnostics + Dl’mg dich thé tich nhé N Y DE BW_ | g Co _ quan thAm
7 Diagnostics GmbH - Thudc vo j[rﬁng 96 tiét trung cuoi: % 01 _GMP 8 g quyén buc
GmbH Sandhofer Strag | + ang dich thé tich nhé =) 2013 00 g = (Baden -
116, 86305|* Thudc sinh hoc: H 36 A D |Wurttemberg)
Mannheim, Germany |+ Ché pham coéng nghé sinh hoc
(khang thé don dong bang cong nghé
gen). X
Nephron Orlando FL San pham: Ipratropium Bromide 0.5 mg % 05-0052- g g United States
74 Pharmaceutica 1811 I’JS A and Albuterol Sulfate 3 mg Inhalation| O 2014-01- % g Food and Drug
Is Corporation ’ Solution g VN 3 3 Administration
Av. De  losl” Dung dich thuéc tiém va bot dong kho .
Quilmes 137 (Zip pha} tiém (ban g0m céc thl'l(A)C chira hoat Natloln:fll .
code BISS3FIB) chét' san phén'l cong nghé sinh hoc khéng E = s Administration of]
75 Bio Sidus S.A [of the City 0% phai kl}émg sinh nh(’)rn’ betalactam; chat g 001110 8 8 Drugs, Food .and
Quilmes kim té bao hay chat c6 hoat tinh S 14 % % Medlca%l Devices,
Argen tin’e hormon); o , > o0 o0 Argentina
Republic * Bff)t p1,1a hon dich chira hoat chat co (ANMAT)
nguon goc sinh hoc.
Zone d'Activites|,, Thubc khéng vé tring: . - ~ French National
76 Pharmatis E;tTII;(I)EEls, e * Dung d%Ch thucf)c di}ng ngodi % HPF/ER/I § § f/lizrilzi};les aﬁg
SAINT DENIs,| | Dung dich thubc uong o |2R0 S |Health Products
France ’l  + Thuoc ban ran. K = o Safety (ANSM) |
Ié;l;;igcaille * Thuéc vO trung: ’ o ) © French National
77 Laboratoire 07340 ’ - Thudc vo trung 96 tiét trung cuoi: % HPF/FR/1 8 8 Drug and Health
Aguettant CHAMPAGNE + Dung dich th§ tich 16n ) 56/2013 ° 8 Products  Safety
’ + Dung dich thé tich nho. K — Q) Agency (ANSM)

France




PT. Ferron Par

Pharmaceuticals Co quan thim
PT. Ferron Par Jababel.<a * Thude vo tring; E DE_NLO ) =z quyén buc
. |Industrial Estate I, PR f ae s Z. 2 GMP_ |o S .
78 Pharmaceutica| . - Thuoc vo trung c6 ti€t trung cuoi: &) Q Q (Staatliches
Cikarang  Jalan . . . ) 2014 002 | & A .
Is Levofloxacin 5 mg/ml infusion. o = = Gewerbeaufsichts
Jababeka V1 ! amt Hannover)
Block J3, 17520
Bekasi, Indonesia
Thubc khong vo tring: Dang bao ché
Z.1. (.16 Planchy, rén: \A/‘ién nén, vién nén bao phim. o - - Swiss Agency for
. |Chemin de Croix|Cuthé: = = = :
UCB Farchim + Cetirizine 10 mg o K K Therapeutic
79 Blanche 10, 1630 e , A 14-249 a a
SA Bull + Cetirizine 5 mg (Japenese market exclusively) | < 3 Products
u. © + Levocetirizine 5 mg = I = (Swissmedic)
Switzerland + Levetiracetam 250mg/500mg/750mg/1000mg
+ Cetirizine S5Smg/Pseudoephedrine 120mg
Ferring
Pharmaceuticals
(China) Co., Ltd.
. No.6, Hui L¥ng * Thude khong vo tring: Co . quafl tham
Ferring Lu (Ferring Bét pha thuée uén A, DE_SH 0| e © quyén Puc (State
80 Pharmaceutica|Road), National Vié If) nén & % 1. GMP_ | & N Social  Services
Is (China) Co.,|Health - Thube dine dudne te tine dane| = 2013 000| % |Agency
Ltd. Technology Park 16n 8 g m £ Cang m 9 ¥ Q Schleswig-
528437 & Holstein)

Zhongshan
Guangdong
Province, China

City




San pham (thudc nho mat):
+ Alemtob (Tobramycin)
+ Alemtob-D (Tobramycin &

Dexamethasone)
+ Vel Drop (Carboxy Methycellulose State
Plot No 876 N.H.|Sodium) & Administrati £
Marck NoS, Village Harigala| ¥~ Vel Drop  Gel  (Carboxy| =  [0091/201 | = = TTISTAton ©
o = : &) K K Ukraine on
81 Biosciences  |Tal: Matar, Kheda|Methycellulose Sodium) A 4/SAOHP | & = Medicinal
Ltd District,  Guajarat|+ Dorembic (Dorzolamide HCI) O /C S o~ Products
State, India + Moxoft (Moxifloxacin HCI) A (SAUMP)
+ Neolap (Olopatadine HCI)
+ Owin-D (Ofloxacin &
Dexamethasone)
+ Augdor (Dorzolamide HCI & Timolol
maleate)
" A A ~ o~ .
Beaufour Rue Ethé Virton \1/}1 lilorclal;honlfnvo e = = = French ~ National
(|7 YICn nANS Cng - = |HPF/FR/1|S S |Drug and Health
82 Ipsen 28100 Dreux,|- Dung dich thudc uong o = F
Industrie France - Bot pha hon dich uéng 2 1712014 = = Products ~ Safety
L ‘ - = a  |Agency (ANSM)
- Vién nén
Taiho 224-15 Aza-
. |ebisuno, Hiraishi, & < © Minister of]
Pharmaceutica K hi-ch (% S S Health Labour
83 |l Co, Lid|o" M C e ISan phim: TS-ONE Capsule 20 T 406 Q S
Tokushima oxushima-sat, 2 a a ’
lant Tokushima, 771- 3 ~ ~ Japan
P 0194, Japan
* Thuoc khong vo trung:
V Laurentina Kml Vién nang ctmg chtra khang sinh nhom N - ©
Facta cephalosporin S IT/135- |2 ) . .
.124,730-00040 P oz i , . o Q Italian Medicines
84 Farmaceuceuti . - Thuoc bot, thude com chira khang sinh| @ 12/H/201 | Q PN
. Pomezia (RM),| ., . 5 = = Agency AIFA
ciS.P.A Italia nhém cephalosporin 0 4 S =

- Vién nén chuia khang sinh nhom
cephalosporin




167 Mahatma UK GMP Medicines and
. Y 19564. o ke Healthcare
Alkem Gandhi  Udyog z R o = = o
. * Thuoc khong v trung: Insp GMP| & Q products
85 Laboratories [Nagar, = Dhabel, A , N o A S
Ltd Daman. In 396] Vién nang cing, vién nén; ) 19564/ & Q Regulatory
210 Inzha K 12366- | =  |Agency (MHRA),
’ 0009 UK
* Thube san xuat vo trung: dang bao ché
ban rén. .
Str. Valea . P o < National Agency
% A A A , = ~
€ Lupului nr. 1,| (huOc khong vo trung: vién nang cimg) =5 507914)| S S |of Medicine and
86 Antibiotice . . (khang sinh nhém  penicillins;| @ = Qq . .
S A Iasi, Jud. Iasi, cod hal i cac kha i h Kkhac): ) RO - < Medical Devices,
' 707410, Romania C?P acfsporln, pac K1ang s‘m £ ac’), - B = Romania
vién nén bao phim; dang bao ché ban
rin; vién dan; vién nén.
* Vién nén, vién nang, thuoc bot va
1, 2, & 3, Jalan gl:;;a‘ﬁ)esrlr)lotr}ilz tich nho chira khang sinh . . . National
. C = = = i
Kotra Pharma e 1 2 Cheng), Dang bao ché 1éng (thudc uong &|O K & Pharmaceutical
87 (M) Sdn Bhd Industrial ~ Estate d&i .. A 341/14 = = Control Bureau,
75250, Melaka, *“élglrzg‘fil)‘ ) O Q = [Ministry of]
Malaysia N KZmVO rung A~ - Health Malaysia
* Thude md.
G-17/1, M.I.D.C,, State
. Q—( . . .
Naprod  Life Ta'lrapur, Boisar, S 0912014/ = ™ Adm%nlstratlon of]
. Dist-Thane L. e e O K K Ukraine on
88 Sciences Pvt. * Thuoc san xuat vo trung: Bot ddong kho | SAUMP/ | = S ..
Ltd 401506, S GMP S & Medicinal
' Mabharashtra = oo ~ Products
State, India (SAUMP)
E-1105, Industrial
Gracure Area, Phase-IIL|* Thudc khong vo trung: vién nang|a. = & Federal Agency
. |Bhiwadi, Alwar|cimg; thuéc uéng dang long; thudc ban > BE/GMP/| & < for Medicines and
89 Pharmaceutica| . . . . . . &) Q Q
1 Ltd District, ran; vién nén; Siro kho (com bot phal 2014/041 [ v Health Product of]
' Rajasthan, siro) K % @ |Belgium

301019, India




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

Dot 26
NHOM THUOC
A
= z.
@ a é
\ , &E) i zﬂ) -
NHA MAY . , - | GIAY = CO QUAN . .
STT | A < DIA CHI PHAM VI CHUNG NHAN B~ > <
CONG BO ! : : z |y 7 |E |car NHOM| RHOM
> <
5 g O
LZ'D 4
General Villegas .
132071510, San 20132014 | = = g:fg;t:lla
Quality Justo of  the|Thudc tiém; thubc tiém dong kho chira|PIC/S- S S S
1 . A1s A 001234- |1< N Administration of] X
Pharma S.A  [Province of|chat kim t€ bao GMP X X
. 14 q g Drugs, Food and
Buenos Aires, Sl Sl . ..
. Medical Divices.
Argentine
Lynch 3461/63, < - Argentina
Laboratorio (Zip code 143.7)’ Vién nén; vién bao chira chét kim t& bao|PIC/S- 20132014 § § Natlo.n?l .
2 LKMS.A Autonomous City va hormon chéne une thu GMP 001232- | & Administration of] X
' of Buenos Aires, g ung t. 14 g g Drugs, Food and
Argentine Medical Divices.
Laprida 43, Argentina
Laboratorio  [Avellaneda of the|Vién nén; vién bao; vién nang ciing chira PIC/S- 20132014 g g National
3 |Eczane Province of|chat kim t& bao va hormon chéng ung GMP 001233- [ S Administration of] X
Pharma S.A  |Buenos Aires, |thur. 14 g g Drugs, Food and
Argentine Medical Divices.
Plot No 14, Phase
I, Peenya < = . .
KarFla.talfa Industrial ~ Area,|* Thubc vo trung: thubc bot (chira|PIC/S- = K Malaysia N?tlonal
4 |Antibiotics & - . 2, : 349/14 Q d Pharmaceutical X
Bangalore, penicilin); dung dich thé tich nhd. GMP S -
Pharma Ltd 560058 Y = Control Bureau

Karnataka, India




* Thudc dang long: dung dich thudc

Hochstrasse 201,|tiém; Ong tiém dong sin. (bao gdm ca = A/ Swiss Agency for
Cilae AG 8200 chira hoat chét sinh hoc). EU- 14-1473 N 8 Thera eugtic Y
& Schafthausen, * Dang bao ché ran: vién nang; vién nén|GMP P 8 Pro duE ts
Switzerland (bao gdm ca chtra hormon va chit c6 = -
hoat tinh hormon).
* Thuoe vo trung:
T A iemp o s, . £ <
Siu Guan|128 Shin Min .AThuO:C tle.t trungkcufl)i. dung dich thude = = Taiwan Ministry
. . |[tiém; hon dich thuoc tiém. PIC/S- — N
Chem. Ind.|Road, Chiayi, z . o . 1500 S N of Health and
. * Thuoc khong v6 trung: dung dich|GMP — -
Co., Ltd Taiwan A, A > A . i = = Welfare
thuoc; thudoc md, thudc kem; vién nén, — g
vién nén bao phim, vién nang.
* Thuoe vo trung:
+ Thubc san xuat vo trung: thubc dong
kho; dung dich thé tich nho.
n K iia | K. . 2
Famar Health|Avda. Leganes, " Ehl}lﬁc tiét tring cudi: dung dich the S s, Spanish  Acenc
Care Services|62, Alcorcon *10Thn Ao'khA 5 triine: vid . |EU- ES/083H/| &§ 8 o? Drugs & anzll
Madrid, 28923 (Madrid),| | loc K1ONS VO UUNS: VICH NAng N8\ Ghp 11 Q = B
SAU Espana (bao gom ca chira chat gay nghién); dung 3 S Health Products
o P dich thudc ding ngoai; dung dich thudc
udng; thubc bot; vién nén (bao gém ca
chtra chit gdy nghién, hormon va chit c6
hoat tinh hormon); vién bao.
180 rue Jean
Jaures, 94700/, LA
Maisons-Alfort, Thu? ¢ V? trung. A s L an French National
Sanofi F +Thudc san xuat vo trang: thuée dong < © Aenc for
: rance _ |kho; dung dich thé tich nhé; thude cdy|EU-  |HPF/FR/1|S S gency
Winthrop |(Kho bao quan:| . s qono v#n (chira chit doc t& bao). |GMP 202014 | & & |Medicines  and
Industrie 36 rue du Moulin|5 - ang i ' > a Health Products

Bateau, 94380
Bonneuil-Sur-
Marne, France

* Thuoc sinh hoc: thude ¢ ngudn goc tir
nguoi hodc dong vat.

Safety




2 Trav. SX Via

* Thude vo tring:

+ Thudc san xuat vo trung: dung dich thé
tich 16n; thuéc dong kho (chtra hormon
corticosteroid, hormon sinh duc va
hormon khéc, prostaglandins); dung dich
thé tich nho (chtra hormon va chat cé
hoat tinh hormon nhung khéng chtra
hormon sinh duc); thudc bot (chira

protein tai t6 hop/ DNA). <« ©
9 Patheon Italia|Morolense, 5-|+ Thudc tiét trang cyéi: dung dich thé(EU-  (IT/102- § 8 Italian Medicines
S.P.A 03013  Ferentino|tich 16n; dung dich thé tich nho. GMP |2/H/2014 | = N |Agency AIFA
(FR), Italia * Thudc sinh hoc: Thudc cong nghé sinh o 2
hoc (san xudt vo trung protein tai to
hop/DNA: thudc déng kho, dung dich
thé tich nho, thudc bot); thude co nguén
gbe tir ngudi (thuoc dong kho san xuat
vo trung) thudc co6 ngudn goc tr dong
vat (thuéc dong kho san xudt vo tring,
dung dich thé tich nho san xuit vo
trung).
Chiesi
Farmaceutici ; : < ~
Chiesi * Thuoc khong vo trung: thudc phun mu = — . .
10 |Farmaceutici S'.P'A (chura corticfsteroid gkhaing pbeta 2 EU- —IT/192- 8 8 ltalian “Medicines
S.P.A Via San Leonardo adrenergic anticholin,ergics)' vién nén GMP|7/H/2014 8 g Agency AIFA
96 - 43122 Parma ’ ’ ' o~ A

(PR), Italia




* Thude vo tring:
+ Thuoc san xuat vo trung: thudc dong
kho (chtra hormon corticosteroid); dung

. . ... |dich thé tich nho (chtta hormon
Biologici Via Filippo Hicosteroid = o
1y [atia Serpero - 20060 iOTlhcof ert‘.’it)t" - qune dicn maEU [IT214|§ S |Italian Medicines
Laboratories [Masate MD), |, uos 1 ’rung cuor: ung 1 .e GMP |2/H/2014 § % Agency AIFA
SRL Italia tich nhé (chra hormon corticosteroid, & -
o hormon sinh duc).
* Thudc sinh hoc: thudc san xuét vo
trung: thuéc dong kho; dung dich thé
tich nho c6 ngudn gde tir dong vat.
304 ~avenue  duf, Thubc khoéng vo trung: vién nan = = iren:l:h Natlorflai
1, [Bristol Myers|Docteur Jean Brul " uéﬁ o léi S bé§ EU- |HPF/FR/1|S S Mgedici}; ari’d
Squibb 47000  Agen,| ) > 00 UOTS CANg TONS GANE DINGNP (572014 | ) edicines
ché ban ran; thuoc dan; vién nén. aq S Health  Products
France © — Safety
* Thudc khong v6 tring: vién nang
Faes Farma,|Aguirre, 14,|chua hormon va: chat o Rodt UMipy; — pg/y43yy| S S p gency
13 . hormon); vién nén bao dudng; vién nén =S N of Drugs and
S.A Lejona 48940 . L 2 A, ~_|GMP |/12 3 o
(Vizcaya), Espana bao phim; thudc com; vién nén (bao gom S 5 Health Products
’ ca chtra hormon va chat c6 hoat tinh
hormon).
"}(1)1 mr;le Bou;l;e * Thubc khong vo trung: vién nang - s iren;h Natlo?ai
omas, ¢ ctmg; thude dung ngoai dang 16ng; thudc|EU-  |HPF/FR/2 N N gency ©
14 |Farmea d'Orgemont, uéng dang léng; dang bao ché ban ran;|GMP  [62/2011 |@© = |Medicines  and
49000  Angers,| 2 Cans long, dang : Q @ |Health Products
France thudc dan; vién nén. — e Safety
. < I+
Ja.nsser.1 Einsteinweg .101’ * Dugc chat sinh hoc: abciximab,|EU-  [NL/H = * Netherlands
15 |Biologics |2333 CB Leiden,|; o0 b, golimumab, ustekinumab ~ |GMP [13/0073 | S i |Health Care
B.V. The Netherlands '8 umab, u u % ¥ |Inspectorate
Bushu 930, H.erkl’ < © ..
. |Ohaza, Misato- = = Japan Ministry of]
pharmaceutica . .z A : Japan- S S
16 i machi, Kodama-|[San pham: Vién nén Pariet Tablets 20mg 1506 N N Health, Labour
Is Ltd. Misato . GMP < <
gun, Saitama-ken, < « and Welfare
Factory o o

Japan




Bushu 950, Hiroki, < ©
. |Ohaza, Misato- = — Japan Ministry of]
pharmaceutica . X 2 on ) Japan- K K
17 . machi, Kodama-[San pham: Vién nén Pariet Tablets 10mg 1505 a a Health, Labour
Is Ltd. Misato . GMP < <
gun, Saitama-ken, «Q «Q and Welfare
Factory Japan r~ r~
* Thude vo trung: < -
. . . 4+ A ‘A <\ A, : A — —
Aesica . Via Pragh.a, 15 ’ Thucic tiét trung cuodi: dung dich thé EU-  |IT/235- |3 = Italian Medicines
18 |Pharmaceutica|10044  Pianezza(tich nho. oMP |1mno14 | S = Acency AIFA
IsS.R.L (TO), Italia * Thubc khong vo tring: thudc udng N S geney
dang long.
* Ac v trimo:
Industria Via Cassia Nord, +1:§11 o Vs:ttn{[n‘g. S dune dich the = o
19 Farmaceutica |351-53014 tich 11'10.0 d 1 ?I;lgt}f??’llh u}? g 1 ¢ EU- 1T/77- K K Italian Medicines
Galenica Monteroni D'arbia *lcThmi’ 111:}11% 1 . et }C .ntﬁ' < . |GMP [1/H/2014 i § Agency AIFA
Senese S.R.L. |(SI), Italia uf) ¢ Khong Vo frung: thuoc uong A B2
dang 16ng.
Human Hungary National
Bioplazma * Thudc vo tring: < Institue for
Manufacturing|Tancsics M. ut|[+ Thudc san xuat vo triung: dung dich thé EU OoGYI32 | = g Quality and
20 [and Trading|82/A,  Godollo,|tich 16n; thudc dong kho; dung dich thé GMP 698- < Q Organizational
Limited 2100, Hungary ~ |tich nho. 72014 | S & |Development in
Liability * Thudc sinh hoc: ché phim tir mau. - Healthcare  and
Company Medicines
French National
* 1 A A J J = e
Delpharm 26 rue de la Thu?c khong V(? trung.‘ .thuoc l{ong EU-  |HPF/FR/1|3 = Ager.lc.y for
21 [Huningue Chapelle 68330|dang 16ng; thudc dung ngoai dang long; GMP 1232014 | Q Medicines and
SAS Huningue, France |dang bao ché ban rin; thudc dan, g § Health  Products
Safety
Nipro Pharma|5-7,  Maedano, Japan z % Japan Ministry of]
22 |Corporation, |Niida, Odate,|[San phém: Meiunem 0.5g GIF/IP 1065 Q Q Health,  Labour
Odate Plant  |Akita, Japan % % and Welfare
Jubilant 16751 Route = s, Canada  Health
23 Hollisterstier [Transcanadienne, [San pham: dung dich thudc tiém|Canada 57616 g S Products and
General Kirkland Quebec,|Duratocin (carbetocin 10 pg/ml) GMP § § Food Branch
Partnership  [Canada H9H 4J4 < < Inspectorate




* Thuoe vo trung:

16th km, |- Thudc san xuat vo tring: o J S |Greek  National
24 Vianex S.A.- |Marathonos Ave,| -+ Dung dich thé tich nho; % 87270/6- 8 N Oreanisation  for
Plant C Pallini  Attiki,| + Thudc bot dong kho; 5 [10-2014 = 5 M fdicmes (EOF)
15351, Greece - Thubc c6 tiét trung cudi: K = *
+ Dung dich thé tich nho.
\ < ©
Bausch and  [Tampa, FL[{San pham: Lotemax® (loteprednol E 09-0152- = =
25 |Lomb 33637, United|etabonate ophthamic suspension) 0.5%| Q@ |2014-01- % % US FDA
Incorporated |[States (Sterile) % VN S S
Merck Sharp [West Point, PA{.. . = o . 2 Joeo165- | = | Z
26 |&Dohme  |19486,  United|>2n Pham:  Singulair® - (montelukast) 5,55 0, | & S |US FDA
sodium) Oral Granules A aQ aQ
Corp., States > |VN N N
= =
4AS 'Iap ctou street, 1, Thudc v tring khéng tiét trang cudi:
MEDOCHEM Aﬁios . Thubdc bot pha tiém chira khang sinh| o « ‘o |Pharmaceutical
27 IELTD Ind arf[a's s11 (If nhom penicillin. % MEDO032| & & |Services Ministry
(FACTORY 4111 Ouls[r;a. % |+ Thudc khong vo tring chira khang sinh = 1013/002 a = |of Health of
B) £ios nhém penicillin: Vién nang cang, vién| M = ¥ |Cyprus
Athanassios, . thue bt pha dung dich uén
Limassol, Cyprus ’ P gd &
48 Tapetou Street,
MEDOCHEM,| Agios @ o [Pharmaceutical
IE Athanassios L o A e Ap e E = = . o
. * Thuoc v trung c6 va khong tiét trung MEDO07/2 Q & [Services Ministry
28 ((AMPOULE " Industrial Area, | i 1300 dich thé tich nho 2 ool | = = |of Health of
INJECTABL |4101 Agios e ' 2 S |2 [ovorus
E FACILITY) |Athanassios, - P

Limassol, Cyprus




* Thudc vo trung khong tiét trung cudi:

- Dung dich thé tich 16n
- Thubc bot dong kho BASG -
Octapharma. Oberlaaer StraBe | - Dung dich thé tich nho E INS- = = |Bundesamt fiir
Pharmazeutika . LoTa 480018- N N . . .
29 ) 235, Wien, 1100, [* Ché pham sinh hoc: &) N & |Sicherheit im
Produktionsge . : = [0037-001 N S .
b L Austria - San pham tir mau 2 (130 3 5 |Gesundheitswese
T - San pham mién dich n
- Ché pham phan doan (intermediates
out of fractionation)
* Thuoe vo trung khong tiét trung cudi:
- Bot dong kho chira hormon hodc chét
Via Delle c6 hoat tinh hormon khong phai
Magnolie 15 (loc. COI“[ICOS'[COI'.ld; Z ., . 1 o < =~
Merck Serono |Frazione Zona| . Dung dich the, tich nho chira hormon| - = 117201 S S |italian Medicines
30 SPA Industriale) . sinh duc hodc chat cé hoat tinh hormon| © |14/H/201 g g Agency (AIFA)
P. 70026 Modugno|S™h duc va cytokines = |4 = S [Aeency
(BA), Ital * Thudc vO trung san xuat cd ti¢t trung
Y cudi: Dung dich thé tich nho
* Ché pham san xuit bang k¥ thuét sinh
hoc: Proteins/DNA tai t hop.
‘ el
Advance Wallenroder Str. |, Thuoc khong vo6 trung: Vién nén, vién s, |PEBEO] % = |Landesamt fiir
12-14 ) ; 1 2 |1.omp = S .
31 |Pharma 1343 S’B din nang cting, vién nén, vién nén bao, vién| O 2014 000 g S |Gesundheit und
GmbH eriin, nén bao film, thude bot, thude cdm. B - = S‘ Soziales Berlin
Germany 2 — —
* Thude vo tring:
- San xuét vo trung: Dung dich thé tich
Laboratorio Via Dante|nho, Thubc bot chira khang sinh nhom| a. = 2
32 |Farmaceutico Alighieri, 71-|penicillin va nhom cephalosporin; % 1T/292- S 8 Italian Medicines
CTSRL 18038 San Remo|- C¢ tiét tring cudi: Dung dich thé tich| 5 [2/H/2014 | = & |Agency (AIFA)
i (IM), Ttaly nho K be =
* Thudc khong vo trung: Vién nén, vién
nang cimg, dung dich thudc udng.
VIA MARCONI ; . o < ©
Fulton > |* Thuoc khong vo trung: Vién dat chua S = = . .
33 |Medicinali 28/9-20020, hormon corticosteroid, vién nén, vién| O IT/179- Q Q ltalian - Medicines
ARESE (MI), , 2 1A oz = |1/H/2014 - &, |Agency (AIFA)
SP.A nang cung, thuoc bot, thudée com o = S

Italy




Uni-Pharma

* Thudc vo trung (san xudt vo trung va
co tiét trung cuoi): Dung dich thé tich

Kleon Tsetis 14th km National he o = ~ |National
. |Road 1, Kato o A, . . n n = |77344/1-9 N S |Organization for
34 |Pharmaceutical .. . ... |* Thuoc khong vo trung: Vién nén, vién| O S Q ..
. |Kifisia Attiki . g . o |2014 a & |Medicines of]
1 Laboratories ’Inang cing, thuoc uong dang long, thudc = S
14564, Greece . : . K o Greece
S.A. ’ dung ngoai dang 1éng, thuoc ban ran,
thude dat
Pabianickie
Zaktady
Farmaceutycz
ne POLFA 5, marsz. J. * Thudc khong vo tring: Vién nang| o, |GIF-IW- < © |Main
S.A. (Tén . . , n . A A A ,( S = S :
35 |tiéne Anh: Pitsudskiego Str., [cung, vién nén, thuoc bot, thuéc uong & N- S & |Pharmaceutical
& " . 195-200 Pabianice, |dang l6ng, thudc dung ngoai dang long = [4022/295/ ﬁ & |Inspectorate of
Pharmaceutica b A 0 N =
Poland * Thuoc tir duoc liéu 13 3 — |Poland
1 Works Polfa
in Pabianice
Joint-Stock
Co.)
Str. Livezeni nr. i R . n , Y e e} Rorpaman
S.C. Thube khong vo tring: Vién nang cing,| < = — |National Agency
7A, 540472, n . 2z 014/2013/] & K .
36 |SANDOZ vién nén, vién nén bao phim, thuoéc com| O S < |for Medicines and
Targu Mures, Jud.| .~ <7 . X1 4 5 (RO - N . .
S.R.L. . |va thudc bot pha hon dich uéng n Q A [Medical Devices
Mures, Romania gl — (NAMMD)
. * Thudc vo trung khong tiét trung cudi:
Dr. Redd . : ; : L R
L Reddy s Dung dich thé tich nho chira cac chat doc Co quan c6 tham
Laboratories  bao. kim {4 b? én cua Duc
Ltd. Duvvada, VSEZ | © 220, KM€ bao ~ |[DEBY | <« o |duyen cu
. . San pham cu thé: Docetaxel beta 20 S — — |(Regierung  von
37 Formulations |Visakhapatnam - +/1 ml and Docetaxel beta 80 me/d mil & 04 GMP N S |Oberbavern
Tech Ops-  |530 046 Andhra g‘;gtm mt anc pocclaxel beta SUmMEE MY 3| 2014 00| S & Zemralg
VIL Block A, [Pradesh, India |- o nvon =129 s | o S
* Thuoc khong vo trung: Vién nén Arzneimitteliiber

Plot No. P1 to
P9, Phase 111

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

wachung Bayern)




Pabianickie

Zaktady
Farmaceutycz
ne POLFA 5, marsz. J. * Thudc khong vo trung: Vién nang| o, |GIF-IW- < © |Main
S.A. (Tén . . , A . £ ~ £ £ = = S .
38 |tiéne Anh: Pitsudskiego Str., |cung, vién nén, thudc bot, thudc udng & N- 8 & |Pharmaceutical
& " . 195-200 Pabianice, |dang long, thudc dung ngoai dang long =5 [4022/295/ i & |Inspectorate  of]
Pharmaceutica P o 0 = =
Poland * Thudc tir dugc liéu 13 N — |Poland
1 Works Polfa
in Pabianice
Joint-Stock
Co.)
_ . * A A A £ £ .
UNITHER 1-3 allée de la Thu?c khonig vq trung: ".l“huoc uoong N - - Agence Fra’ngal.se’:
Neste Z.1 d'En dang long, thudc dung ngoai dang long,| < — — [de Sécurité
LIQUID . A as L.z HPF/FR2| & K .
39 MANUFACT Sigal, vién dit, thudc ban ran &) 082014 = 3 Sanitaire des
URING COLOMIERS, * San phém sinh hoc: Cac san phém co B § = Produits de Santé,
31770, France ngudn gde tir ngudi va dong vat France (ANSM)
Damastown % X A iAo n o = &
40 |Rottapharm [Industrial Park, naihuzfmkhm;ﬁu%i t?;g' ;];611132“’ Ziﬁ Z 2014753 g S Ezaﬁ; N Products
Ltd. Mulhuddart, uéng & P 8O T lamges | S | 2 Au“fhoritry
Dublin 15, Ireland & a e Q Y
NUCLEO
INDUSTRIALE < -
e i ™
FACTA S‘.ATTO (loc. 8., Thudc v tring khéng tiét trang cudi: = |IT/276- & S [Italian Medicines
4 \FARMACEU INicolo A Dung dich thé tich nho 2 limzoia| S | & |Agency (AIFA)
TICIS.P.A. |Tordino) - 64100 |~ ' 2 s | g |
Teramo (TE), -
Italy
Zoetis P&U 2605 E. Kilgore San phdm: Cleocin T® (clindamycin = 07-0007 K K United States
42 LLC Road, Kalamazoo, hosphate) Topical Solution, 1% O  [2014-01- S S |Food and Drug
ML, 49001, USA. [P"O°P pieal Sotution, T 2 |VN @ | © |Administration




286-302

* Thudc khong vo tring: Vién nang

Frankston- . 2 i <+ o
cing, thuoc udng dang long, vién nén,| ., [MI-2014- =S =
43 Aspen Pharma Dandenong Road cbm, bot, kem, thudc phun mo, thude sac| O  |LI-00183-| & Q' |TGA, Australia
Pty Ltd. Dandenong South midn L d dich. thude md. bot = P S
VIC 3175 eng, gel, dung dich, uoc mo, 0O E %
L nhéo.
Australia
PATHEON |>200 Martin
Luther King Jr. A, = het
MANUFACT High San phim: IV Busulfex® (busulfan) = 09-0176- Q Q
44 |URING 1eaway, n pham: S |2014-05- | § | S |UsFDA
SERVICES Greenville, North |Injection, 6mg/ml A VN Q Q
LLC > |Carolina 27834, = = =
] USA
Warsaw
Pharmaceutica
1 Works Polfa
A % A A . Ae oA oo \
S.';A' (Tén MThu‘oc vO tt;l'mg san xu'at vO txrur’lg va cqo ~  |GIEaw- - —  |Main
tiéng Ba Lan: |22/24 Karolkowa [tiét trung cu6i: Dung dich thé tich nho,| < = = .
. . 2, o 400/0102 N & |Pharmaceutical
45 |Warszawskie |Str., 01-207 dung dich thé tich 1on; Qo 02 01/0 > ¥ |Inspectorate
Zaktady Warsaw, Poland |* Ché pham sinh hoc: San pham cé B e § ~ ’
N R R 4/15-1/14 Poland
Farmaceutycz ngudn goc tr nguoi hodc dong vat
ne POLFA
Spolka
Akcyjna)
* Thubc khong vo trung: Bot pha hon
dich udng. A, French National
. Route de Bu, 1 o . X =
46 Aptalis Pgi;g: 8151’5 (? * Thuoc khong vo trung: vién nang cung % HPF/FR/1 S S Drug and Health
Pharma SAS Hou dan, France * Thudc sinh hoc: thudc sinh hoc bang 5 [41/2014 = = |Products  Safety
’ phuong phap 1én men va khong chua vi| = % “  |Agency (ANSM)
sinh vt sdng.
Vitale Pringi |Vanapere tee 3, A, < o~ .
. e e oy — |Est tat
47 (Vitale- Pringl, Viimsi, * Thudc khong vo tring: vién nén CED IN-2- S S AS grlll::an ; aoef
XD/osauhing |74011 Harju & & I |14n48H| F S |oEeney
o 3 S |Medicines (SAM)

Vitale-XD)

county, Estonia




Via Campobello,

. . AL X v A n n W E S .
Esseti 115200040 Sar.l pham: thudc 't1em dong kho S |cpprola = = AIFA . Italian
48 |Farmaceutici ) Thioxene 300 (Glutatione 300mg 1M, Q@ g $  [Medicines
SRL Pomezia (RM), LV) =S |/303 = = Aenc
Italia ] K = = geney
Esseti Via Campobello, San pham: thubc tiém déng kho E ) = |AIFA Italian
. . |15-00040 . . CPP/2014| & S ..
49 (Farmaceutici . Thioxene 600 (Glutatione 600mg LM, O g & |Medicines
SRL Pomezia (RM), LV) =S /290 = = Acenc
o Italia ' H = = geney
Santen 348-3, Aza-suwa, E < © hMeuE}sltry Lab of
Pharmaceutica |Oaza-shide, Taga- . £ .l @) = = atth, about
50 . Dung dich thuoéc nhé mat Taflotan < 12670 Q Q  |and Welfare
1 Co., Ltd cho, Inukami-gun, g S S ¢ f
Shiga Plant  |Shiga, Japan S O\ O\ ?2;:?111% ©
* Thudc tiét trang cudi: dung dich thé
5 Avenue de tich nho, dang bao ché ban rén. A, «@ v» |French  National
51 |Famar Orleans Concyr, 45071 * Thubc khong v6 tring: vién nén; thudc % HPF/FR/4 8 S |Drug and Health
Orleans Cedex 2, |udng dang long; thudc ding ngoai dang = |0/2013 S g Products  Safety
France long; dang bao ché ban ran, thudc phun| = & — |Agency (ANSM)
mu.
5 A . <t
Lynchburg, VA San P ham . Sodlurn‘ Phospha?eﬂ:s Oral E 08-0175- = = |US. Food and
C.B.Fleet Co. ; Solution (Tén Iwu hanh tai Viét Nam: Q K
52 24502, United . o O [2014-01- X S |Drug
INC Fleet Phospho - Soda mudi nhuén trang| o4 =) A - .
States . X e A > |VN - vi  |Administration
duong udng, mui gung va chanh) I N
GlaxoSmithKI * San pham sinh hoc: véc xin cum virus
ine bat hoat
Biologicals  |GlaxoSmithKline |* Cac nguyén li€u c6 nguy co ddc tinh:
. . .\ s A X .| e~ |DE_SN 0] < o
NL der Biologicals + Ban thanh pham vi rat bat hoat don gia S o — S ok
. . . . P . . . 1 GMP_ o Q |Co quan c6 tham
53 |SmithKline |ZirkusstraBe 40, |dugc tinh ché Fluarix (Fluarix purified| Q@ 2014 000 Q & uvin cila Dire
Beecham 01069 Dresden, |monovalent inactivated split virus bulk) B 3 % l,% quy
Pharma Germany + Ban thanh pham don gia Prepandix va -
GmbH & Pandemix (Prepandix and Pandemix
Co.KG monovalent bulk)




Bd. Dunarii nr.54,

National Agency

con
[a ¥ — Neo) L
S.C.Arena |Omuna * Thuéc khong vo tring: Vién nang| = |0262013/| & | z [For ~ Medicine
54 Voluntari, Jud. , , L , &) 3 Q  |And Medical
Group S.A cting chira khang sinh nhom Betalactam > (RO S ) .
Ilfov, cod o = o |Devices -
077910, Romania B Romania
*Q2 A, ‘A r .
2100 Syntex Sap pham: Vién nén Zytiga E = v |Canadian Health
Court, (Abiraterone 250mg) o S S |products and
55 [Patheon INC [Mississauga, Co s¢ dong goi: Janssen Cilag S.P.A, s [58100 P P
. . ) 2 ) S  |Food Branch
Ontario, Canada |Via C. Janssen, Borgo S. Michele - = oy - Inspectorate
L5N 7K9 04010 Latina, Italia O B N
Bushu ?)ShO, Hli\(/)ll'ﬂ,t E = = Minist of]
Pharmaceutica aZ?’ O™ gan phélm: thudc vién nén Methycobal| © & & y
56 . machi, Kodama- < 1509 3 & |Health, Labour
Is Ltd. Misato ) 500pg 5 S S
Facto gun, Saitama-ken, = = S |and Welfare
Y Japan — “ “
Bushu 950, H1r01'<1, a, < © N
. |Ohaza, Misato- = = o |Ministry of]
Pharmaceutica ) , 2 A ea @) Q Q
57 i machi, Kodama- [San pham: thudc vién nén Myonal 50mg < (1507 3 & |Health, Labour
Is Ltd. Misato . 3 <) <)
Factory gun, Saitama-ken, =3 S S and Welfare
Japan —
Bushu 930, le(ﬂ.ﬂ’ & = = ..
. |Ohaza, Misato- , 2 n , n = > o [Ministry of]
Pharmaceutica ) San pham: Vién nén tan trong miéng| © Q Q
58 . machi, Kodama- ) < 1420 3 & |Health, Labour
Is Ltd. Misato ) Aricept Evess Smg s S S
gun, Saitama-ken, o @ « |and Welfare
Factory S IS N
Japan
San pham: Vién nén Euthyrox (50
Merck S.A de Calle 5, N0,7 mﬂlcrogral}{, 100 microgram)
CV. Mexico Frac. Industrial | Tén tai Viét Nam: Levothyrox 50 a, (11232 3 8
L Alce Blanco, microgram, Levothyrox 100 microgram = (BEY)- 8 & |Co quan thim
59 |(Co so dong  a A1z \ 2 Q S ~ A ,
o1 va xudt Naucalpan de Co s0 san xuat ban thanh pham: Merck = |18102 S = |quyén Duc
iué“ng) Juarez, C.P. KGaA (dia chi: Frankfurter Strabe 250, B [(21)-D12 Q %

53370, Mexico

64293 Darmstadt, Germany) (nguyén
tic EU-GMP)




. . [a W
Actavis ehf. Reykjavikurvegur A . L o = X = |Icelandic
. 78, 1S-220 * Thuoc khong voO trung: vién nang| O S S .
60 |((Tén cii: , L % n ] 1S/04/14 Q Q  [Medicines
i Hafnarfjorour, ctrng; thudc com; vién nén. « N S
Actavis hf) Ieeland O = & |Agency (IMA)
(=W
Niche Unit 5, 151 o o ©
61 |Generics Baldoyle * Thubc khong vo trung: vién nang % 2013/630 K § Irish  Medicines
Limited Industrial Estate, |ctng; vién nén. =S |[UMI012 E © |Board (IMB)
Dublin 13, Ireland K < o
National Agency
S.C. Str. Val.ea . : ; = = E For Medicine
o Lupului nr.1, Tasi, |* Thuoc san xudt vo trung chira khang = 0232013/ 3 Q .
62 |Antibiotice . ) ) . ) P Qo Q & |And Medical
S A Jud. Iasi, cod sinh nhon Penicillin: thuoc dang ran. - |RO S S |Devi
o 707410, Romania = * ~ ev1ce§ i
Romania
- ~ |Agency for
& = —_ .
Lek ' Kolodvorska cestal|,, Thube khong vé tring: vién nang S aoL = S Medicinal
63 |pharmaceutica |27, Menges, cline: vien nén: thube bat o 1220144 S @ |Products and
Is 1235, Slovenia & ’ o E] § g Medical Devices
" |of Slovenia
* Thube khong vo trung:
Recordati - Vién nang ctrng; vién nén; thude bot, - ~
. . .. . I3 X £ N a9 ) —
Ind'us‘.ma Via C1V1t§11, 1- thudc fom, ‘thuoc ngz‘;l.m. 7 ’ S |i1263- = S |ialian Medicines
64 |Chimica E 20148 Milano - thuoc dung ngoai dang long chuaa| © S =
. . ; : 7 2 = |3/H/2014 Y o |Agency (AIFA)
Farmaceutica [(MI), Italia. hormone corticosteroid, thuéc uong dang| m S =
S.P.A long chira corticosteroid. -
- thudc ban rén chira corticosteroid.
* Thuoc khong vo trung khong chira
. 21 Reaghs Farm Penicillins, Cephalosporins, héq mon,| p, - “ Australian.
Lipa Road. Minto khong chua steroids (bao gom ca (29 MI-2013- § § Therapeutic
65 [Pharmaceutica ) prednisone, prednisolone) va thudc| oy [LI-07511-| o = |Goods
NSW 2566, X X , X , N ) — .. .
Is Ltd Australia chong ung thu : Thuoc nude, thuoe ban| © |1 F ¥ |Administration
rén, dang bao ché rén phan liéu, thubc| - ~ |(TGA)

cOom, bot, vién nang mém,




F1-F1/1,

* Thudc khong vo trung: Vién nang

Additional ,
Ambernath cums . o State. O
Inventia M.LD.C., Barole 10 (rabenprazole sodium), S lossno1a| = = Adm¥nlstrat10n of]
capsules; &) K &  |Ukraine on
66 |Healthcare Ambernath (East))_ Barole 20 (rabenprazole sodium) & SAUMP/ 5 % [Medicinal
Pvt. Ltd. 421506, District P 1 < |omp = =
Thane capsules ; ~ o0 =  [Products
’ - Limzer (omeprazole 20mg, (SAUMP)
Maharashtra, domperidone 30mg), capsules
India P £ vap ]
D.P Pally, State
Dundigal = Post, =) N o [Administration of]
Quthbullapur * Thudc v tring: = 023/2013/| = — .
Gland Pharma O o (@) K & |Ukraine on
67 Limited Mandal, R.R.| - Thudc san xuat vo trung: & |SAUMP/ = @ |Medicinal
Dist, Andhra|  + Dung dich thé tich nho o |Gmp Q =
Pradesh - 500 A - < |Products
. SAUMP
043, India ( )
Ctra. De < o~ [Minist of]
LDP- Barcelona, 135-B,|* Thudc vo trung: E NCF/144 S S Healthry of
68 |Laboratorios [08290 Cerdanyola| - Thudc san xuét vo tring: Thude tiém| &  |5/002/CA g S Government  of
Torlan SA de Valles|bdt chira khang sinh beta-lactam B T Q Q . .
(Barcelona, Spain a @ |Catalonia - Spain
Plot No 72, EPIP, State
_ * £ A o
Zeiss Phase I.’ . ) ThuoE Vovtrung;’ . Lz = 065/2013/| = = Administration of
. |Tharmajri, Baddi,{+ Thudc san xuat v trung: thudc cay| O K K .
69 |Pharmaceutica Distt Sol hép va dang rén (chita cephalosporin: A SAUMP/ | 5 & Ukraine on
Is Pyt Ltd S olam, ghep va dang PRaiosporil o lgmp | @ S |Medicinal
Himachal carbapenems). = oo o Products
Pradesh, India
Shenzhen gliﬁn Baoan 6.2.1 = =
Zhijun h ’ M Thube vo trung: thudc bot pha tiém chia| o o S S Medical Products
70 . larea, Shenzhen, . s [2013- N <
Pharmaceutica Cephalosporin -~ o Agency Sweeden
1 Co. Ltd Guangdong, Q@ |080489 |% =
' 518110, China =




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

Dot 27
( Theo cong vian ) /QLD-CL ngay cua Cuc Quan ly Dugrc)
o -1 . 2 NHOM THUOC
NHA MAY . . A = O|GIAY |2 &|Z Z|co QUAN[_ ., .
STT CONG BO DIA CHI PHAM VI CHUNG NHAN (D.’J o leN LZD Zﬁ) (ZD =lc AP NHOM (NHOM
Z E ! 2
* Thudc vo trung khong tiét trung cudi:
Dung dich thé tich 16n, dung dich thé
tich nho, thubc dong kho;
Bochringer . * Thuéc V(A). trﬁng san xuat tiét tring
Ingelheim Birkendorfer Str.|cuoi: I?ung dich thé tich nhd; DE BW S s 7
1 Pharma 6§ 88397|* Thuoc kh()ng’ vO0 trung: ,Viép nén, vien|EU-  |01_GMP S 8 Co quan c6 tham
GmbH & Co. Biberach  a.d.R.|nang m”rng, thuoc bot, thude com, pejllet; GMP | 2012 22 g 8 quyeén cua Puc
KG Germany * Thuoc sinh hoc khac: Khang thé don 87 ~
dong, cytokines.
* Dugc chét cong nghé¢ sinh hoc khac:
Protein tai to hop, khang thé don dong,
cytokines. X
99 Jardines St., 7 11-0069- = ©
5 Neolpharma, |Caguas. Puerto|San pham: Celebrex® (celecoxib|US- 2015-01- 8 8 US-FDA
Inc. Rico 00725,|capsules) 200 mg GMP Q Q
. VN S N
United State — — X
KM 19 Road < o
Pfizer 689, Vega Baja,|_, 2 .. i 10-0248- | = =
3 |Phamaceuticalpuerio  Rigg|S  Phim:  Lipitor®  Gatorvastatin|US- |, 7 | & S |usFpA
1S LLC 00693, United calcium) Tablets, 40 mg GMP VN = =
State - - X
KM 19 Road <« ©
Pfizer . 089, Vega Béj ®(San phim: Lipitor® (atorvastatin|US- 10-0248- & &
4 Pharmaceutica |Puerto Rico . 2015-02- | & X US-FDA
IsLLC 00693,  United|cium) Tablets, 20 mg GMPyN = =
State B - X




KM 1.9 Road <« ©
Plizer . 089, Vega Béj blSan phim: Lipitor® (atorvastatin|US- 10-0248- & &
5 Pharmaceutica [Puerto Rico calcium) Tablets, 10 m GMP 2015-01- | & N US-FDA
IsL.L.C 00693,  United U me VN = =
State B ~
6 Eli Lilly and|Indianapolis, IN[San phim: ALIMTA® (Pemetrexed for|US- 33-1(210?461- % % US-FDA
Company 46285-USA Injection), 500mg GMP i3 &+
VN Bis 1S
* Thudc vo trung khong tiét trung cudi: .
Chemin du|Dung dich thé tich nho, Thudc dong kho; - © iefgin Fedetf;‘i
- UCB Pharma|Foriest,  Braine|* Thudc vo tring san xuat c6 tiét tring|EU-  [BE/2013/ K 8 Mge dici};les and
SA L'Alleud, B-1420,|cudi: Dung dich thé tich nho; GMP 085 % & |ealth Products
Belgium * Thude khong vé tring: Vién nén, vién A = (AFMPS)
nang ciing
Co quan c6 thim
E);g;:z Industcrlazﬂ * Thude vo tn‘mg khong tiét trung cudi: < ~ qﬁge¥a c‘ganc?\l;;ll;
. . Dung dich thé tich nho, Thuée dong kho; NCF/144 | = = [P :
8 Instituto Guasch, 2 08150(, Thube v6 trime sin xuAt c6 tiet trin EU- 9/001/CA 8 Q vung  Catalonia
Grifols, SA Parets Del Valles| ;. uoe v ) g 2, U , j & GMP i = (The competent
cuoi: Dung dich thé tich nho. T N = .
(Barcelona), I £ 1z , — — authority of the
. * Thudc sinh hoc: Ché pham mau
Spain Government  of]
Catalonia - Spain)
Bd. Dunarii nr.54, Thg?c khong YO trun’g: , ) R Romanian
Comuna - Vién nang ctrng chira khang sinh khong = = National Aeenc
S.C. Arena . thuoc nhém Betalactam va chwa|EU- 035/2014/| & & .. sency
9 Voluntari,  Jud. i i = 3 for Medicines and
Group S.A. corticosteroids; GMP |RO — Q . .
Ifov, cod Vién b a0 nén bao phim: & = Medical Devices
077910, Romania | ??n 2’10, Vl?n fien bao phim, - - (NAMMD)
- Vién nén chura corticosteroids.
.o . . \ 2 o 12-0170- i i
10 Eli Lilly and|Indianapolis, IN|San pham: GEMZAR® (gemcitabine|US- 2014-01 i ¥ |US-FDA
Company 46285-USA hydrochloride) for injection GMP VN % %




* Thudc vo trung khong tiét tring cudi:

LOC. FONTANA |Dung dich thé tich nhé chtra hormon o ©
1 Bristol Myers|DEL CERASO -|corticosteroid, thude bot; EU- IT210- |&§ N Italian Medicines
Squibb S.R.L {03012 ANAGNI|* Thubc v6 trang san xuét co tiét trung|GMP  [1/H/2013 ﬁ § Agency (AIFA)
(FR), Italy cudi: Dung dich thé tich nho; B S
* Thudc khong vo trang: Vién nén.
FRANKLAND
ROAD [3(()2;\/[ 1A United Kingdom's
, on O 1c1
Catalent UK ISB\Ii/?I\(I}II){SIEI/ E * Thuoc khong vo trung: Vién nén; EU Inps > > g:ﬁlt;lézse and
12 |Swindon * Thudc sinh phim: Ché phim mién GMP/IM | & S
s WILTSHIRE . GMP — — Products
Zydis Limited dich. P & &
SH5 8RU 14023/45 |~ — Regulatory
UNITED 740015 Agency (MHRA)
KINGDOM
Ferrin Chemin de la ) © Swiss Agency for
3 In temftional Vergognausaz 50,|* Thudc dang ran: vién nén Minirin; vién|EU- 142418 8 g Therapeutic
1162 St-Prex,|nén phoéng thich chim Pentasa. GMP i S |Products
Center SA : PN = ) .
Switzerland — N (Swissmedic)
* Thuoc vo trung khong tiét trung cuoi:
Thudc dang ran va cay ghép, Dung dich
thé tich 16n, Dung dich thé tich nho,
Thudc dong kho.
* A Ao , Ap o r il Lo n LA
Haupt Pharma "{.huoc \;o trung ian )f.uaAt co t’1¢t trung Co f[uan Fo tha’m
Wulfing Bethel cuoi: Tpuoc dang ran va cay gpep, Dung DE NI 0 © quyén cua bDuc
ctheiner dich thé tich 16n, Dung dich thé tich nh, - = |2 = |(Staatliches
GmbH eX:|Landstrape 18 £ o N n . |EU- |2.GMP_ |2 K -
14 . °|* Thuoc khong v6 trung: Vién nén, vién Q N Gewerbeaufsichts
Waulfing 31028 Gronau/Leinne| , o . 2 .. |[GMP [2014_000| & =
Pharma Germany nén ba(,), vién nang cung, thude th, 5 N . amt Hannover
thuoc com, thuoc uong dang long, thudc Inspektorat
GmbH \ <. , /9 , <
dung ngoai dang 1éng, thuoc ban ran, Hannover)

thude dat;

* Thudc sinh phdm san xuit theo cong
nghé sinh hoc.

* Thude tir dugc liéu




State

Belmed 30, Fabritsius|* Thudc vo trung khong tiét trung cudi: 1172014/ i = Administration of]
15 reparat Street, Minsk,|Dung dich thé tich nho, Thude dong kho.|EU- SAUMP/ 8 8 Ukraine on
Il){UI])E Y 220007, Republic|* Thudc sinh pham c6 ngudn gbc tir| GMP GMP 5 g Medicinal
of Belarus ngudi hodc dong vat. S S Products
(SAUMP)
Co quan c6 tham
* A A <\ 5 A S <\ A , ,
i | [T 0 g e o o | [ e D
Avitum  AG|Str32  49219| Uk Yune ¢ DS AN ey, 4 oMP_ S S aatiiehes
16 thé tich nho, N S Gewerbeaufsichts
Werk Glandorf, p . o ;. z |GMP 2013 001|% &
* Thuoc khong vo trung: Thudc uodng = = amt  Oldenburg
Glandorf Germany , 2 i) —
dang 16ng. Inspektorat
Oldenburg)
KM 1.9 Road < ©
Pfizer 689, Vega Baja,|,, i . . 11-0057- | g =
17 Pharmaceutica [Puerto Rico zzn suli):sarglb 0 ieurontm@ (gabapentin) gi/iP 2015-01- g % US-FDA
Is L.L.C 00693,  United| T T e VN S S
State
Pymepharco Joint
Stock Company
- , o~
Pymepharco 166-170, Nguyen|, Thudce khéng vo trung chira khang sinh DE_HE_ bt > 2
18 Joint  Stock Hue Street, Tuy nhém cephalosporin: Vién nén, vién nén EU- 01_GMP S S Co , quan tham
Comban Hoa City, Phul . . e ’ GMP | 2015_00| & & |quyén Puc
pany Yen  Province, phim, g cums 12 o =
Vietnam, Viet
Nam
12th Mile OId UK GMP| o gzgfc‘;nfsmgd";ﬁj
Med.relch . Madras Road,, Thudc khéng vo trung: Vién nang|EU- 17742 § S Healthcare
19 |Limited - Unit} Virgonagar cimg, vién nén, xi 16 kho dong tii Gmp [P GMP) o 2 |Product
1 Bangalore IN 560]“""& : & 17742/98 | = Re‘;u‘i:tzry
049, India 85-0008 Agency MHRA
1 r r o
Mundipharma 13 Oth§110s, Dhalil,, Thudc khong vo trung: Thuoc dung X > Pharmaceutical
. |Industrial  Area, .. \ L 2 \ EU- MUNO01/2| Q . ..
20 Pharmaceutica|, . . ngoai dang 16ng; thudc uong dang long; Q A Services Ministry
Is Ltd Nicosia, CYprus,|y, & phun mi; thude ban rin GMP 10147001 |2 S |of Health, Cypru
s Ltd. 2540, Cyprus udc phun mu; thude ban ran. o S 0 » Cyprus |




(32473) NO 17-1

% X N N N . . < ~ ..
U ChulChin Lan Village, "l;huoc lfhong vo trlmg. ~DurllAg d;c’h = = Ministry of]
: . . thuoc, thudc kem, thudc md, vién nén|PIC/S- Q Q Health and
21 Pharmaceutica[Shin Wu Hsiang, ) n , A . ; 1689 S ¥ .
. ’|bao phim (vién nén, thuoc bdt, thuoc|GMP A — Welfare, Republic
1 Co., Ltd. Tao Yuan Hsien,| ; ), vién nang cimg, vié 3 PN S f China (Taiwan)
Taiwan, R.O.C cOm), vién nang cung, vién nang mém — = 0 ina (Taiwan
* Thudc vo trung khong tiét trung cudi:
Dung dich thé tich nho chira doc to té
EBEWE Ea;;h dc vO tring san Xudt co tiét tre NIS- = = an]fii/sgrﬁts ¢ fur
Pharma Mondseestrape 111" /0C VO Irung san xuat co Uet Wung|pyy — 1y4900p0. | S g [ormeesa -
22 4866 Unterach am|cudi: Dung dich thé tich nho chira doc to = & Sicherheit im
GmbH  Nfg : o GMP |0056-001 | = I .
KG Attersee, Austria té bao; (11/20) = S Gesundheitsswese
* Thude sinh hoc: Sinh phém mién dich - n
va ché pham c6 ngudn gdc tir ngudi hodc
dong vat.
Federal Office for
* Thude vo tring san xuét co tiét tring <« - Safety in Health
Croma Industriezeile  6,|cudi: Thudc ban ran: Lo chtra hyaluronic EU- INS- > = Care, Austria
23 Pharma 2100 Leobendorf,|acid dam dic (gel) va syringes dong san GMP 480485- § g (Bundesamt  fur
GmbH Austria chira hyaluronic acid hoaic HPMC dam 0019-004 § E Sicherheit im
dac (gel) - Gesundheiswesen
)
Glaxo . . ,
Operations Priory Street UK MIA - © Ezgiec?nljsmgdo::lcsi
UK Ltd|Ware * Thubc khong v6 tring: Vién nang 4 Insp| = —
. . i ., EU- K K Healthcare
24 Trading as|Hertfordshire cung, vién nén; GMP GMP/IM 3 = Products
Glaxo SGI12 0DJ,|* Thudc sinh hoc chua Steroids P 4/15159 g § Re uliato
Wellcome United Kingdom 0022 g Y
. Agency MHRA
Operations
Hungarian
Meditop National Institute
Gyogyszeripar s — for Quality- and
25 i Kft. ?1(111}; b](?;lc?sr'eenl; Lol Thudc khéng vo trang: Vién nén, vién|EU-  |OGY1/17 K § Organizational
Meditop 2097 Hurjl . * |nang ctmg, thudc bot, thude cdm GMP [36-2/2015 § < Development  in
Pharmaceutica ’ gary = © Healthcare  and
1 Ltd. Medicines

(GYEMSZI)




Founrier Annerove < >
Laboratories £ ). * Thudc khong vo tring: Vién nén, vién|EU- 2014/753 |3 < Irish  Medicines
26 Carrigtwohill, Co. Q Q
Ireland ’ nang cing GMP |7/M1020 | = 0 Board (IMB)
.. Cork, Ireland F Q
Limited ’ ™
* Thuoc vo trung khong ti€t trung cuoi:
Thubc bot pha tiém; thude bot dong kho
pha tiém; thudc tiém.
China * Thudc v tring san xuét co tiét tring
Chemical  &|182-1, Keng Tze|cudi: Thudc tiém. i o Ministry of]
27 Pharmaceutica|Kou,  Hsinfong,[* Thudc khong vo tring: Thudc dang|PIC/S- 1488 8 § Health and
1 Co., Ltd.|Hsinchu Taiwan,|long: Hon dich, dung dich; Thudc ban|GMP g = Welfare, Republic
Hsinfong R.O.C ran: Thudc md, thude kem; Thude phan = ~ of China (Taiwan)
Plant lidu: Vién nén bao duong, vién nén bao
phim, vién nén bao tan trong rudt, vién
nén, thudc bot, thuéc c¢dm; vién nang;
thudc dit.
San pham: Thuoc bdt dong kho pha tiém
Erwinase 10.000 Units/Vial.
Manor Farm ( Co s¢ san xuat: Public Health England United Kingdom
Manor Farm Road, Porton Down, ..
Road, Porton Salish Wiltshi SP40JG. United = © Medicines and
)8 Public Health|Down, Salisbury, Kz,l 15 dury, Hishire, PG pg. PP101299| & K Healthcare
England Wiltshire, ne ] Om, L. GMP |41 E E Products
.. .|Co s& dong goi: Andersonbrecon (UK) = =
SP40JG, United| ", . g g Regulatory
Kingdom Limited - Pharos House, Wye Valley Agency
Business Park, Brecon Park, Brecon
Road, Hay-on-wye, Hereford, HR3 5PG,
United Kingdom).
Rottendorf
Pharma GmbH |, Thudc khong vo tring: thube bot (chira DE NW_ | 4 o~
Rottendorf Ostenfelder . . i 2 , — = 2
cac nguyén liéu nguy hiém, chta|EU- 05 GMP | o K Co quan tham
29 Pharma Strabe 51-61, - . . . Q > A
GmbH 50320 Tamoxifen, Flutamide, Clomifen valGMP | 2014_00| = quyén buc
) dugc chat twong ty). 13 © Q
Ennigerloh,

Germany




1 DNA Way < o .
30 Genetech, South San|San pham: thudc tiém truyén Herceptin|U.S.C gg_l(il_?)g: é g ;J:;t;d and S]t)if;
INC Francisco, CA|(trastuzumab 440mg) GMP VN 2 2 Administration
94080-4990, USA — —
I]S(;Taht?rrml:fjrm(f * Thuéc kh,f)ng vo trl}ng: Viér} nang cling male. | &
31 Pfizer Italia 63100 Ascoli (chat doc t€ bao/ chat kim té bao); vién|EU- 26/H/201 8 8 Italian Medicines
S.R.L . nén (hormon corticosteroid, hormon sinh|GMP x o Agency AIFA
Piceno (AP), . 4 Q =
. duc: Cabergolina). oo N
Italia
29 Avenue French  National
Charles de|* T‘hluéc khc:)ng vO trfm‘g: th}léc’ dﬁ}lg EU-  |HPF/FR/4 g é Ager.lc.y for
32 Farma Lyon |Gaulle, 69230|ngoai dang long; dang bao ché ban ran; Q = Medicines and
. A , . GMP (8/2013 = 5
Saint Genis|vién nén (chira cephalosporins). & g Health  Products
Laval, France Safety
Chinoin
Pharmaceutica * Thude vo tring: National Institute
1 and + Thubc san xuat vo trung: dung dich thé for Quality and
Chemical Csanyikvolgy, tich nhf). ’ |ru- OGYI/36 g g Organization
33 Works Private|Miskole,  3510,|+ Thudc tiét trung cudi: dung dich thé GMP 623- g S Development  in
Co., Ltd.|Hungary tich nho. , o 22014 |2 S Healthcare  and
(Chinoin * Thudc sinh hoc: thude c¢6 ngudn goc tir Medicines,
Private Co. ngudi hodac dong vat. Hungary
Ltd)
<« © French National
Unither 13, Allee de lal, o him: dung dich uéng Depakine|EU-  |14/10/059| S g |Aseney for
34 Liquid Neste, 31770 200 mg/ml (Valproate sodium) GMP |7 § § Medicines  and
Manufacturing|Colomiers, France S S Health  Products
~ ~  |Safety
Unit II, Q Road, UK GMP United Kingdom
Mepro Phase IV GIDC, 37264 n © Medicines and
35 Pharmaceutica|Wadhwan  City,|* Thudc khong yé trﬁpg: vién nang|EU- Insp GMP § § Healthcare
Is Private|Surendranagar, |cung; dang bao ché ban ran; vién nén. GMP |37264/20 | & = Products
Limited Gujarat, IN 263 52028- | — Regulatory
035, India 0001 Agency




Village

Sikandarpur,
Bhainswal, UK GMP United Kingdom
Roorkee- 43742 < ~ Medicines and
Jubilant Dehradun £ A A n = =
36 Generics Hich * Thuoc khong vo6 trung: vién nang|EU-  |Insp GMP| & g Healthcare
A 'ghway, cting; vién nén. GMP |43742/44 | & S |Products
Limited Bhagwanpur, = =
. 8580- o0 v Regulatory
Roorkee District 0004 Acenc
Haridwar, geney
Uttarakhand, IN-
247661, India
Lot 23, Bakar
. q— ln . .
Ranbaxy - |Arang Industriall, 6 yang v6 tring: thude cém;|PIC/S- = = [Malaysia National
37 (Malaysia) Estate, Sungai vidn nén: vien nane cim GMP 076/14 Q Q Pharmaceutical
Sdn.Bhd.  [Petani, 08000 : g cung. 3 I |Control Bureau
Kedah, Malaysia
No. 26, Datong
Ist Rd., Caotal* Thuoc khong vo trung: dung dich
Purzer . . £ \ £1a L O < n . ..
. |Village, Guanyin|thuoc; dang bao ché ban ran (thuéc mg, = = Taiwan Ministry
Pharmaceutica . £ \ L2 a PIC/S- N K
38 1 Co. Ltd Township, thuoc kem); dang bao ché ran (vién bao GMP 1128 S S of Health and
7 ’|Taoyuan County|phim, vién nén, thudc bot, thude com, = = Welfare
Guanyin Plant : i A A
328, Taiwan|vién nang).
(R.O.0)
6111, Avenue [
' Royalmount, . ) o - ’ % v = Health  Products
Pharmascienc ; Thuoc khong vo trung: vién nang cling;| K K and Food Branch
39 Suite 100,| .., 1A < 100241-A| & Q
e INC vién nén; thudc bot. = =) =) Inspectorate,
Montreal, QC, S = =
S N N Canada

Canada, H4P 2T4




Aquitaine Pharm

* Thude vo tring:
+ Thuoc san xuat vo trung: thudc dong
kho (chtra hormon); dung dich thé tich

French National

, , =
Piere' Fabre|International ~ 1,[nh6 (cht’ra chat doc te bé}o). leu-  |aPE/ER2 § g Ager'lc.y for
40 Medicament |Avenue du Bearn,|+ Thudc tiét tring cudi: dang bao ché GMP 1382014 S g Medicines and
Production 64320 Idron,|ban rin; dung dich thé tich nhé (chira g g Health  Products
France hormon). - Safety (ANSM)
* Thude sinh hoc: thudc cong nghé sinh
hoc.
Valpharma Via G. Morgagni, = >
41 Inte?national 2 - 47864|* Thudc khong vo tring: vién nén (chira|EU- IT/191- | § K Italian Medicines
SPA Pennabilli  (RN),|hormon sinh duc). GMP  [5/H/2014 | & = |Agency AIFA
o Italia = D
¥ z - Py p
Bd. Dunarii nr.54, h"f}l;ucz;:hongmvo tgunli.lg/;en n;r;lg Cnur;g = =~ Romania National
4 S.C.Arena CommunaVoluntatC) tala tan? g?’ti Ct roid); gi; nén l())a- EU- 035/2014/ 8 8 Agency for
Group S.A. ri, Jud. Ilfov, cod E. .C o C,o bcos de? ’ v? ’e b 0 GMP |RO E 8 Medicines and
077910, Romania P ;lm’ }llen’nen 2.10 u’cmg, vién nén (bao a = Medical Devices
gom ca chira corticosteroid).
9-19,
Santen Shimoshinjo  3-
Pharmaceutica chome,
Higashiyodogawa-| ) A .
| Co., Ltd. ku, Osaka, Japan [San phdm: Flumetholon 0.1, Opthalmic|Japan- & & Japan Ministry of
43 (Santen . . 3798 S S Health, Labour
. (348-3, Aza-|Liquids and Solutions. GMP Q Q
Pharmaceutica 0 hid = = and Welfare
I Co., Lt ;uma, haza—s ide, _ —_
Shiga Plant) | “&%"%

Inukami-gun,

Shiga, Japan)




9-19,
Shimoshinjo  3-

Santen h
Pharmaceutica ;;;Z:;’iyo dogawa - ©
| Co., Ltd. ku, Osaka, Japan [San phdm: Flumetholon 0.02, Opthalmic|Japan- & & Japan Ministry of
44 (Santen . ) 3799 S S Health, Labour
Pharmaceutica (348-3, Aza-|Liquids and Solutions. GMP Q Q and Welfare
1 Co. Ltd |suma, Oaza-shide, = =
. ‘| Taga-cho,
Shiga Plant) Tnukami-gun,
Shiga, Japan)
* Thuoc vo trung khong tiét trung cuoi: National
Palpa 2862 (Zip|Thudc tiém bot dong kho, va thude tiém 20 = > |Administration of]
45 |Laboratorio |Code C1426DPB)|dung dich (chia chit kim té bao); PIC/S- |132014 -| & &  |Drug, Food and
IMA S.A.I.C |of City of Buenos|Dung méi hoan nguyén hodc dung mo6i|GMP 001682 8 8 Medical Devices
Aires, Argentina |pha lodng vo6 trung (c6 hodc khong tiét 14 - - (ANMAT)
trung cudi) Argentina
. . ; I+ 3+
Helsinn B1r§x Damastown, San pham: Aloxi Solution for Injection|EU- CPP: s s Europ catt
46 Pharrmaceutic (Mulhuddart, (250 meg palonosetron hydrocloride /lo) |GMP 10/14/815 Ei3 Ei3 Medicines
als Ltd. Dublin 15, Ireland gp 4 i 03 Ris ¥ |Agency
9-19,
Santen Shimoshinjo ~ 3-
Pharmaceutica Lhiglsi’i odogawa
Y Wa < = s
| Co,, Ltd. ku, Osaka, Japan [San pham: Taflotan, Opthalmic Liquids|Japan- S = Japan Ministry of
47 (Santen . 3798 Q Q Health,  Labour
Pharmaceutica (348-3, Aza-|and Solutions. GMP = = and Welfare
| Co. Lid [suma Oaza-shide, Q o
Shiga Plant) Taga-cho,

Inukami-gun,

Shiga, Japan)
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Ferring GmbH

Ferring GmbH
Wittland 11,
24109 Kiel,
Germany

* Thude vo tring:

+ Thubc san xuat vo trung: thuc dong
kho (chira hormon va chét co hoat tinh
hormon); dung dich thé tich nho (chra
hormon va chét ¢6 hoat tinh hormon); vi
nang (chtra hormon va chat c6 hoat tinh
hormon).

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

* Thubc khong vo trung: thudc udng
dang 16ng (chtra hormon va chét c6 hoat
tinh hormon).

* Thube sinh hoc: thubc dong kho san
xuat vo tring co ngudn gbc tir ngudi;
thudc doéng kho san xuit vo trung su
dung cdng nghé gen.

EU-
GMP

DE SH 0
1_ GMP_

2014 001
7

10/10/2014

5/21/2017

Co quan thim

quyén Pirc

49

Doppel
Farmaceutici
S.R.L

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

* Thubc khong vo trung: vién nang
mém; thudc dung ngoai dang long; thudce
uéng dang long; thube bot; thudc coém;
dang bao ché ban ran (chira hormon va
chit ¢6 hoat tinh hormon, khong bao
gdém hormon sinh duc); thuc dan (chira
hormon corticosteroid); vién nén (chtra
hormon corticosteroid, hormon sinh duc
va hormon khac).

* Thudc sinh hoc c6 ngudn gbc tir dong
vat: vién nang mém chira ethyl ester tir
dau ca, dang bao ché ban rdn chira
heparin va heparinoids.

* Thude duoc ligu

EU-
GMP

IT/256-
5/H/2014

10/6/2014

3/7/2017

Italian Medicines
Agency AIFA




2 Michael
Erakleous Street,

Agios
. . < e~
Medochemie | Athanassios * Thubc khong vo tring: vién nang|EU- |MEDO5/2|S g [|Cprus
50 Ltd (Factory|Industrial Area,| , o~ a a Pharmaceutical
. cung; vién nén. GMP (014/01 = = .
AZ) Agios NS 3 Services
Athanassios,
Limassol, 4101,
Cyprus
Medochemie 1-10 * Thudc khong vo tring: thudc udn = = Cyprus
51 Ltd  (Cogols Constantinoupole dang long; dang bao ché z(liém rén; thuf')z(;I EU- MED0212) & S Plﬁ)rmaceutical
o VOBOB| o6 Street, 3011,|G018 1ON8: Cans ’ GMP |014/001 |& ¥ .
Facility) . dan. = N Services
Limassol, Cyprus N —
Plot No. 65, 66.
67, Phase I,
Atgaon Industrial -
J. Duncan|Complex, Atgaon,|, £ . A a 090/2014/| X = Ukraine on
52 Healthcare Tal-Shahapur, i Thqu k}}ong vo tring: vién nang|PIC/S- SAUMP/ 8 a Medicinal
. cung; vién nén. GMP < *®
Pvt. Ltd Dist-Thane GMP = = Products
42601,
Maharashtra
State, India
MSD 21 Tuas South _ -
International |Avenue 6 , PIC/S- IMLMPI11 § § Singapore Health
53 GmbH Singapore Thuoc vién nén. amp looois & & Sciences
(Singapore  |637766, S S |Authority
Branch) Singapore ~ ~
* Thude vo tring:
12km  National|+ Thudc san xudt vo trung: dung dich thé
Road  Athinon-|tich 16n; dung dich thé tich nho; thudc = & Greece  National
Vianex S.A -|Lamias, cay ghép va dang ran. EU- [90474/16-| & S .
54 . f . . = a Organization for
Plant A Metamorfosi + Thuoc tiét trung cudi: dung dich thée{GMP |10-14 Q = Medicines
Attiki, 14451, |tich 16n; dung dich thé tich nho. - S
Greece * Thubc khong vo trung: thudc udng

dang 16ng; dang bao ché ban ran.




2 rue de la

French National

. i < o
Cooperatloq Sagsale 173101, Thudc khong vo tring: thube ding|EU-  |HPF/FR/1 § § Ager.lc.y for
55 Pharmaceutiq |Saint Fargeaun 3 dane 1one dane bio ché ban én. |GMP 1592014 | = Medicines  and
ue Francaise [Ponthierry, goatL Gang Jong; dang bao che ' N S Health  Products
France Safety (ANSM) [x
Constitucion 4234
(Zip code
C1254ABX) of Nguyén liéu sinh hoc va nguyén li€u hoa
the City  of] hoe
Buenos' Aires,| Argentina
ﬁiﬁiﬁﬁe pICsS. 20132014 2 2 |National
56 |Bio Sidus S.A Av. De los|Thudc chira hoat chat sinh hoc (khéng|GMP 001110 % % Administration of
. . N ) . B 14 = = Drugs, Food and
Quilmes 137 (Zip|bao gom khang sinh betalactam, chat o0 o0 Medical Divices.
code BI1883FIB),|lkim t& bao, hormon): dung dich ti€ém;
of the City of|thudc tiém bot dong kho.
Quilmes, Thudc bot pha hon dich uéng chira hoat
Argentine chat sinh hoc.
Republic
- © French National
468 chemin du), Thudc khong vé tring: thude phun mu|EU-  |HPF/FR/2 § S Agency for
57  |Aeropharm [Littoral, 13016 ding ngodi ' aMP 232013 | S [Medicines  and
Marseille, France ) E % Health  Products
Safety (ANSM) [x
* Thude vo tring:
Gall, 3036, :;C{lh;l}(l)g san xuat vo trung: dung dich thé wepas |2 . Spain Ministry of
58 Laboratorios |08950 Esplugues| Thué'c Khong vo tring: vién nang EU- 71001/CA 8 8 Health of]
Salvat, SA De Llobregat,| , =~~~ o .. GMP 3 K Government  of]
Spain C}rng, Vler: ner:, thudce duﬂng ngoai dar}g T = 3 Catalonia
long; thudc uong dang long; dang bao
ché ban ran; thudc dan. X




* Thubc khong vo trung: vién nang
cung; thudc dung ngoai dang long; thuoc

National Institute
for Quality and

. . < © L
Egis . Matyas kiraly ut uéng dang long: thuée bot, thude cém:|EU- 0OGY1/23 = S Organization .
59 Pharmaceutica |65, Kormend, i . , , . 829- Q N Development in
. thudc phun mu (aerosol chira khang sinh|GMP S =3
Is Plc Site 3 |9900, Hungary R . L. e 2 7/2014 Y a Healthcare  and
va bot hit); dang bao ché ban ran; thudc N Medici
dan; vién nén (chtra chét kim té bao). edicines,
Hungary
Novartis Pharma
Novartis Produktions * Thube khéne v6 trine: vien nan DE BW_ |« =
60 |Pharma GmbH clng; dan béog ché bén fén- vién néﬁ EU- 101 GMP | & & |Co quan thim
Produktions | Oflingger Str. 44,| Og’ 5o Cgé itn bao) : GMP | 2014 01|F, = |quyén Duc
GmbH 79664  Wehr,| - ° ' 01 = =
Germany
* Thuoc vo trung:
+ Thubc san xuat vo trung: thude bot pha
. tiém; dung dich thudc tiém; thudc bot
China done khd nha fié
Chemical &|182-1, Keng Tze ong A OPA a }em. Z. . £ X o . .
. . + Thuoc ti€t trung cudi: dung dich thudc S —_ Taiwan Ministry
Pharmaceutica|Kou, Hsingfong,| .. PIC/S- Q S
61 . . tiém. 1487 & Q of Health and
I Co., Ltd.|Hsinchu, Taiwan, N A R . . . |GMP — x
. Thuoc khong vo trung: dung dich S F Welfare
Hsinfong R.O0.C £ X £ i ~ £ —
thuoc, hon dich thuoc; thuéc md; thuoc
Plant i n \ A .
kem; vién bao duong; vién bao phim;
vién bao tan trong rudt; vién nén; thube
bot; thude cdm.
Ctra. De
LDP- Barcelona, 135-B,|, Thube v6 tring: NCF/144 | & Spain Ministry of]
. 08290 Cerdanyola U o a O EU- N K Health of]
62 Laboratorios + Thuoc san xuat vo trung: thudc bt pha 5/002/CA | S g
Del Valles| ., , GMP @ & Government  of]
Torlan SA tiém (chua betalactam). T N Q .
(Barcelona), — =) Catalonia

Spain




San pham: vién nén Januvia 25mg,

Co so san

Co sé san xuat:

-
L = . -
2z Ay 1z \ A, - Q0= .
Merck Sharp|Via Emilia, 21.|(CO 80 San xuat ban thanh pham: Merck 5HR014 | £ 8|2 |Co so déng goi:
. |Sharp & Dohme (Italia) S.P.A - Via|EU G JE® S .
63 & Dohme|27100 Pavia|_ . . . Co SO S o 2= Australian
. . Emilia, 21-27100 Pavia (PV), Italia. MP i L2 2 =] .
(Italia) S.P.A |(PV), Italia Y+ - dong goi:| =« o QNS Therapeutic
Co so dong goi: Merck Shap&Dohme MLA012- | 5 O E|e Good
Australia Pty Ltd -54-68 Ferndell Street, lLossilg A?l?ni;istration
. _ . = = O
South Granville NSW 2142-Australia) 3 8 (TGA)
* Thuoe vo trung:
. + ThuO? san xuat vo trung: dung dich thé French National
2 rue  Louis|tich nho. = ©~ Acenc for
Schering Pasteur,  14200(+ Thudc tiét trang cudi: dung dich thé|EU-  |HPF/FR9|S g geney
64 . ., ] N N Medicines and
Plough Herouville  Saint|tich nho. GMP [4/2014 |% e
: ; . o ; . Q Q Health Products
Clair, France * Thuoc khong vo trung: thudc dung © 0
.. . PR , Safety (ANSM)
ngoai dang 16ng; thudc udng dang long;
dang bao ché ban ran; vién nén.
Sy. No.
Aurobindo 329/39&329/47, |* Thuoc khong vo trung: vién nang cung
Pharma  Ltd Chitkul ~ Village, |[(Cephalexin); thudc bot pha hdn dich @ ©
65 Unit VI Patancheru ubng (Cefalexin, Cefprozil,|EU- 3166/12.0 8 N Finish Medicines
Blocks D an (i Mandal, Medak|Cefpodoxime proxetil); vién nén|{GMP |1.01/2013 8 § Agency
E District, Andhra|(Cefuroxim, Cefalexin, Cefixine, = &
Pradesh, 502307,|Cefproxil).
India
* Thuoe vo trung:
+ Thubc san xuat vo trung: thudc dong
Aquitaine Pharm|khé (chita hormon); dung dich thé tich <« - French  National
Plerr§ Fabre|International ~ 1,[nh6 (c}iua §E1at d‘oc te bi}Q). ‘ |eu-  |uPEFRA|S § Ageggy for
66 Medicament |Avenue du Bearn,|+ Thudc tiét tring cudi: dang bao ché GMP 1382014 S X Medicines and
Production 64320 Idron,|ban rin; dung dich thé tich nho (chira g g Health  Products
France hormon). - Safety (ANSM)

* Thudc sinh hoc: thudc céng nghé sinh
hoc.




Co so san xuit
thanh pham va
xudt xuong: Facta
Farmaceutical

o ohi- = &~
;Péﬁo'ln?ztrﬁe' EU-  [IT276- |& S |[Italian Medicines
4 4 GMP |1/H2014 | & ©  |Agency
. £ [S. Atto (loc. S. S a
Co s¢ san xuat| . = =
X z__|Nicolo' A
thanh pham va Tordi 64100
67 Xudt  xudng: Tor ino) - TE San pham: thudc tiém Merugold L.V
Facta eramo (TE), (Meropenem 1000mg)
. Italia
Farmaceutical
S.P.A Co s& sin xuit
ban thanh pham:
ACS Dobfar = ©
S.P.A - Pia chi: EU G |[IT/316- |& S |Italian Medicines
Vle  Addetta MP  |1/H/2014 | = Q  |Agency
4/12 -20067 a 5
Tribiano (MD),
Italia)
* A A A \ ’ [T < .
. Birsweg 2, 4253 ‘Thuoc khong vo .tfung’ chu’i penrlcllhn = & Swiss Agéncy for
Acino Pharma|. . va cephalosporin: vién nén; vién nén bao|PIC/S- Q K Therapeutic
68 Liesberg, ) o N A 14-953 S Q
AG Switzerland phim; vién sui; vién nhai; vién nang|GMP = e Products
ctng; thude bot; thude cdm; pellet. = A (Swissmedic)
JI. Rawa Gatel
Blok II S Kav. 36 < © Indonesian
PT  Dankos 38. Ka\.zvasan Thl{OC tiém AkhongAchu’a khan.g sn:h PICS- PW.01.02 § § National Agency
69 Farma Industri (khong bao gom thuodc tranh thai, thudc GMP 331.09.1 | & S for Drug and
Pulogadung, doc té bao va thude hormone sinh duc) 4.5088 ~ ~ Food Control
Jakarta Timur - (NADEFC)

Indonesia




JI. M.H Thamrin

Blok A3-1 < “ Indonesian
PT Kalbe Kawasan Industri|Vién nang c&pg khf)r}g chira khéng sir}h PICS- PW.01.02| 5 § National Agency
70 Farma Delta Silikon (khéqg bao gom ’thuéc tranh thai, thuoc GMP .331.09.1 % a for Drug and
Lippo Cikarang,|ddc t€ bao va thudc hormone sinh duc) 4.5089 g S Food Control
Bekasi - (NADEFC)
Indonesia
* Thudc v tring:
Zone Industrielle ; éTtIll:}? flhsgn xuat vo trung: dung dich = s, French National
Laboratoire  |Ripotier Hapt, A Z. . :|EU-  |HPF/FR/1|{ & K Drug and Health
1 chawvin {07200 Aubenas |’ MO ttl‘litof‘ézf ;;é"l;'vg‘g;i gdi‘;rll "Clomp (802014 [& |2 |Products  Safety
France N P R R x o) Agency (ANSM)
Thuoc khong vo trung: thuoc dung
ngoai dang Iéng.
* Thudc vo tring: DE RP 0
+ Thudc san xuat vo trung: dung dich 1 GMP_
thé tich 16n; dung dich thé tich nho; 2014 003
thudc déng kho; thudc cdy ghép dang 9
ran.
AbbVie Knollstrasse, + Thubc tiét trang cudi: dung dich thé = b
7 Deutschland (67061 ti?h 16n; dung (}ich thé tich nho; thude|EU- 8 8 Co _ Quan thim
GmbH & Co.|Ludwigshafen, |cay ghép dang ran. GMP = 8 quyéen btre
KG Germany * Thubc khong vo trung: vién nang = =

ctimg; thudc udng dang long, vién nén,
thudc phun mu; thude khung; miéng dan
trén da;

* Thubc sinh hoc: thudc mién dich,
thudc cong nghé sinh hoc




Strada provinciale

* Thude vo tring:

+ Thubc san xuat vo trung: thuc dong
kho (vaccin vi khuidn bit hoat,
Protein/DNA tai td hop, chit doc té
bao/chat kim té bao; Prostaglandins/
Cytokins); dung dich thé tich nho
(vaccin vi khuin bat hoat,chdt doc té

GlaxoSmithK1|'  © """ o0 b,éo/chét kim té bao); liposomal (chat doc g =~
73 ine . |aoc. san Polo) RS bao/chat kim té bao). 7 EU-  [IT/264- Q 8 Italian Medicines
manufacturing .. |+ Thudc tiét trung cudi: dung dich thé(GMP (2/H/2014 | = S Agency AIFA
SPA 43056 Torrile tich 1tho § =
(PR), Italia N PR A ,
Thuoc khong vo trung: vién nang cling
(chét doc té bao/chat kim té bao); thude
udng dang 16ng; vién nén (chat doc té
bao/chat kim té bao).
* Thubc sinh hoc: thuéc mién dich
(vaccin vi khuan bét hoat); thudc cong
nghé sinh hoc (protein/DNA tai t6 hop).
APIIC-
Formulation SEZ,|* Thudc khong vo tring: Portuguese
Hetero  Labs SY No 439, 440,|- V%én nang cirng chira Celeco?gib; ) © Nationa}l
74 Limited - Unit 441, 458, |- vién nén chira Losartan va Sidenafil; [EU- F106/02/2 8 S Authority of]
v Polepally Village,|Lamivudine; Moxifloxacine; GMP (013 E = Medicines  and
Jadcherla Mandal,|Atovaquone va Proguanil; Linezolid; o «@ Health Products,
Andhra Pradesh,|Lamivudine; Lamivudine + Zidovudine. IP (INFARMED)
India
SY No 439, 440,
411, 458,
APIICSEZ,Polepa
Hetero  Labs|lly Village,|* Thudc khong vé trang: vién nang (vién PICS.- 104-1071 g g Taiwan Food
75 Limited - Unit{Jadcherla Mandal,|nang Celecoxib 200mg); vién bao phim GMP (PMF- 3 g and Drug Admini
A% Mahaboobnagar |(Efavirenz 600 mg) 10207) 3 § stration (TFDA)
District, 509301,

Andhra Pradesh,
India




* Thuoe vo trung:

Vill p A . . .
K;sl?frf ura + Thuoc san xuat vo trung: thudc dong UK GMP United Kingdom's
Fresenius Baddi P ,Tehsil kho; dung dich thé tich nho. 29338 e = medicines and
76 Kabi Nala ;rh District| " Thube tiét tring cudi: dung dich thé|EU-  |Insp GMP| S < Healthcare
Oncology garn, tich nho. GMP [29338/44 | T, ¥ [Products
e Solan, Himachal < . o o Q =
Limited Pradesh In- * Thuoc khong vO trung: vién nang 3841- g — Regulatory
174101 ’ India ctng, vién nén. 0006 Agency MHRA
’ * Thudc chira chét doc té bao.
Co s6 dong goi:
Berlin ~ Chemie DE BE 0|« v
AG EU- |l GMP_ | S |Co quan thim
Glienicker Weg GMP (2014 001|@ % |quyén Dirc
. . 125, 12489 Berlin|, Thubc khong vo tring: vién nén, thudc > - ©
Berlin Chemie|- Germany £ A . .~
77 — —com, vién bao phim, vién bao
AG Co s& san xuat:
Berlin  Chemie DE BE 0|« ~
AG EU- |1.GMP_ |§ S |Co quan thdm
Tempelhofer Weg GMP 2014 005| S ¥ |quyén Puc
83, 12347 Berlin, 8 B *
Germany
Co s san xuat
thudc ban thanh ° French National
pham: Lilly E HPE/FR/7 g = Agency for
France, 2 rue du Q 4013 |S S Medicines  and
Colonel Lily, ) B § = Health  Products
Lo 67640 Thudc tiém Humalog ® Mix 75/25™ Safety (ANSM)
Eli Lilly and ) ™ Y
78 C Fegersheim, KwikPen
ompany
France
Co s6 dong goi:
Eli Lilly and 01-0121- | = © U.S. Food and
Company, PICS- 2014-01- 8 8 Drug
Indianapolis, IN GMP VN ﬁ ﬁ Administration
46285, USA. Q & |(USFDA)




Co s& san xuat
thudéc ban thanh

French National

pham: Lilly E HPF/FR/7 g g Agency for
France, 2 rue du o 42013 |S S Medicines  and
Colonel Lily,| Thuée tiém Humalog ® Insulin lispro B < = Health  Products
Eli Lilly and 67640 injection, USP (rDNA origin) KwikPen Safety (ANSM)
79 C Fegersheim, ™
ompany
France
Co so dong goi:
Eli Lilly and 01-0121- | = © U.S. Food and
Company, PICS- 2014-03- 8 8 Drug
Indianapolis, IN GMP VN N N Administration
46285, USA. a a  [(USFDA)
Co sO san xuat
thuéc ban thanh © French National
pham: Lilly E HPF/FR/7 g = Agency for
France, 2 rue du o 4013 |S S Medicines  and
Colonel Lily, ) B § = Health  Products
o 67640 Thuéc tiém Humalog ® Mix 50/50™ Safety (ANSM)
Eli Lilly and i i ™
80 C Fegersheim, KwikPen
ompany
France
Co so dong goi:
Eli Lilly and 01-0121- | = © U.S. Food and
Company, PICS- 2014-02- 8 8 Drug
Indianapolis, IN GMP VN N ® Administration
46285, USA. a = |(USFDA)




Aquitaine Pharrm

* Thude vo tring:
+ Thudc dong khod (chtra chit co hoat
tinh h6c mén), dung dich thé tich nho

. . 2 . = i
Pierre  Fabre|International  1,|(chira chat déc té bao/chat kim té bao). = g French ~ National
. FRDRSA . . :|[EU  -[HPF/FR/2| & I Drug and Health
81 Medicament |Avenue du Bearn|+ Thudc tiét tring cudi: Dung dich thé S =
. , . , L, , . |GMP [28/2014 |[& = Products  Safety
Production 64320 IDRON,|tich nho (chira chat co hoat tinh hoc S SN
R Lz = o0 Agency (ANSM)
France mon); thuoc ban ran
* Thudc sinh hoc: san phdm cong nghé
sinh hoc
Co sO san xuat:
Aquitaine Pharrm «@ © French National
International 1, EU  -]0004715- 8 K Drug and Health
Avenue du Bearn GMP |10-13 |2 <3 |Products  Safety
64320 IDRON, = < Agency (ANSM)
Pierre  Fabre|France X X A 1AL aA N .
2 Medicament [Co sor dong goi va San pham: Thuoc bot dong kho Cernevit
Production Xudt xuong 10: o © Belgian  Federal
Baxter S.A - Bd. EU-  |BER013/ 1S § Ager'lc'y for
Rene Branquart GMP loa2 & & Medicines and
80, B-7860 S S |Health Products
Lessines, - (AFMPS)
Belgique
Co sO san xuat
ban thanh pham:
Solupharm
Pharmazeutische DE- N 0
Erzeugnisse EU-  |RPDA- 8 Q Co quan thim
GmbH, GMP [111-M-71{ = 5 |quyén Duc
. Industriestr. 3,|Dung dich thuoc tiém: Deplin 600mg 1-0 S X
Biokanol ’ .. . . e
34212 (alpha lipoic acid du6i dang mudi,
83 Pharma
GmbH Melsungen, Trometamol)

Germany




Co sd dong goi va

Xxuat xuong: DE- < >
Biokanol Pharma EU- |BW 01 _ § 8 Co _ quan tham
Kehler Str. 7, GMP |GMP_20 (= < quyén Duc
76437  Rastatt, 14 0107 |* =
Germany
Co s san xXuit:
Industria
Farmaceutica = ©
Galenica Senese EU- |IT/77- g 8 Italian Medicines
S.R.L, Via Cassia GMP |1/H/2014 | = & |Agency AIFA
AlleMan Nord, 35_1 _5'301,4 Dung dich thudc tiém: Falipan (Lidocain “ 2
84 Pharma Monteropl Diarbia hydrochlorinde 1 H20, 2,13g)
GmbH (SD), Italia,
Co sO  xuét
xudéng: AlleMan DE BW_ |« &
Pharma GmbH, EU- |01_GMP | g K Co quan thim
Benzstr.5, 72793 GMP | 2014 00 § g quyén Dirc
Pfullingen, 34 e —
Germany
216, Sandan-ro, Gyeongin
Samil Danwon-gu, Thubc m& tra mat; sird thudc; vién nén, = = Regional Food
. . - a , £ 1A + 7z |PICS- [2014-D1- (& ~
85 Pharmaceutica | Ansan-si, vién nang cung, thudc bdt, thudc com, GMP 12507 % % and Drug
1 Co., Ltd Gyeonggi-do, sird kho. g g Administration,
Korea Korea
* Thudc v tring:
- Thudc tiét tring cudi: dung dich thé
. tich nho, thudc ban rin .
Pharmazeutisc Salzbergstrasse  |* Thudc khong vo trung: vién nang INS- = = Austrian
he Fabrik ) A A 2 s S|EU- S S Medicines  and
86 . 96, 6067 Absam,|ctng; vién nang mém; thuoc dung ngoai 480347- & Q . .
Montavit Ao dang 1ong, thudc ubng dang long, thude GMP 0030-001 § § Medical - Devices
GmbH j ’ i ’ — ~ Agency

dan, vién nén, thudc ban ran, thudc tring
chtra hoat chat hormone
* Thuoc tu dugc liéu




Jubilant 16751 Route = \n Canada Health

87 Hollisterstier |Transcanadienne, |San phém: dung dich thuéc  tiém|Canada- 57745 8 8 Products and
General Kirkland Quebec,|Duratocin (carbetocin 100 pg/ml) GMP g g Food Branch
Partnership  |Canada H9H 4J4 e a Inspectorate
Warsaw
Pharmaceutica
1 Works Polfa
S.A (tén
BaLan: 22/24, Karolkowal|,, £ R . L. e GIF-IW- 10 g Main

. Thudc khéng vo trung: thudc ban ran,[EU-  |N- N Q .

88 | Warszawskie |Str. 01-207) 1 16c ding ngodi dang long; Thude thut|GMP  [4022/32- | = q  |Pharmaceutical
Zaklady Warsaw, Poland hiu mon. j ’ j U13 g E Inspector, Poland
Farmaceutycz )
ne Polfa
Spolka
Akcyjna)

MSD
International 70. Tua§ West),, Thudc khong vo trung: thudc nhé miii|PIC/S- [MLMPI13 g g S1r.1gapore Health

89 |GmbH Drive, 'Singapore| ;. o long: vién nén: vién nang cimg ~ |GMP [00001 | S S |Soences
(Singapore 638414 : ’ ’ N & Authority
Branch)

121, Jalan Tunku|Vién nén (bao g(‘t)m Penicillins), vién Malaysian
Abdul  Rahman|nang cf‘rng (baf) ng Penicillins), vién < > National

90 Hovid Berhad (tén cili: Jalan nanég mém, thuos u0n~g dan% lonig, lotion, |PIC/S- 194/14 8 8 Pharmaceutical
Kuala Kangsar), th‘uoc kem, thuoc m&; thudc com (bao|GMP = g Control  Bureau
30010 Ipoh,|gom P?nicillins), thudc bdt pha hon dich o o (NPCB)
Perak, Malaysia |(bao gom Penicillins).
Lot 56442, 7 1/2 < - Malaysian
Miles, Jalan Vién nén, vién nang thubc coém, thude|PIC/S- S S National

91 Hovid Berhad |Ipoh/Chemor, bot ’ ’ ’ GMP 168/14 |G S Pharmaceutical
31200 Chemor,| ° E g Control  Bureau
Perak, Malaysia (NPCB)




Kharkiv region * Thude v tring:
. . o1y Thudc san xuét v trung: dung dich thé Ukrainian ~ State
Joint Stock|Kharkiv, , \ < e~ . .
tich nho 055/2014/| = — Administration on
Company seventeenth L enr <. . 2 |PIC/S- 8 K .
92 " . + Thudc tiét trung cuoi: dung dich thé SAUMP/ | & < Medicinal
Lekhim- Partsyezda street,| , \ GMP = -~
Kharkiv" buildin 36 tich nho GMP 3 = Products
Ukraineg ’[* Thude khong v6 trung: thube dan, vién (SAUMP)
nén
* Thuoc khéng vO trung: vién nang INS- < © Co quan c6 tham
Merck KGaA Hoesslgas§e 20, c@ng; thubc ding ngoé}i dang lépg, thuf:)c EU-  l4g0021- |3 = quyén coa Ao
93 |& Co. Werk|9800 Spittal an|uong dang 16ng, thuoc ban ran, thudc GMP  10028.001 S < |(Federal ~ Office
Spittal der Drau, Austria [cm, vién bao dudng (8/10) g = for Safety in
* Thudc tir duge liéu Health Care)
Co SO xuat
xudng: AFterna
Zentaris GmbH DE- ~ v
Weismullerstrasse EU- |RPDA- |3 S |Co quan ¢6 tham
50, D-60314 GMP |111-FA- | @ S quyén ciia Pic
Frankfurt, 414-10 |*° ke
Germany
Co s san xuét lo
AEterna tiém bot: Baxter|Thuoc bdt va dung moéi pha tiém:
94 |Zentaris Oncolog Cetrotide DE NW_| 2
1eo 08y EU- |02 GMP | = |Co quan c6 thim
GmbH GmbH,KantstraBe - = Q A o
N 33790 GMP | 2013_00(& B quyén cua Puc
: 7 16 = ©
Halle/Westfalen,
Germany,
Co sé san xuat lo
dung moi: Abbott e ©
Biologicals B.V., EU- |NLH |3 S EZSEE?SS
Veerweg 12, GMP |13/0003 | S Inspectorate
OLST. 8I21AA, = =
Netherlands

(*: Theo quy dinh phan nhom thudc tai diéu 3 Théng tu s6 36/2013/TTLT-BYT-BTC ngay 11/11/2013 cta lién B6 Y té - BO Tai chinh sira
d6i, b6 sung mot sd diéu cua Thong tu lién tich s6 01/2012/TTLT-BYT-BTC ngay 19/01/2012 ciia lién Bo Y té - Bo Tai chinh hudng dan
d4u thau mua thudc trong cic co sd y té .)





