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

Dot 2
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Dot 3
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Dot 4
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Pot 5
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*Thudc vo tring:
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AB 1% * Péng goi I |22362 |5 = gency
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* Thudc vo tring:
Dr.  Gerhard|Brunshutteler L A e . LA L . : la Y it
Mann Damm  165-173, -l?AThquc ’san x1{at VO trung: dang bao ché ban ran; dung dich thudc| S 2012/01/ 1S S Co quan thim
10 .'[tiém theé tich nho. O] S B o
Chem.-pharm. [13581 Berlin, i R A R . \ ) mann o o quyén Buc
. * Thuoe khong vo trung: thuoc dung ngoai dang long; thuoc uong| g S =
Fabrik GmbH [Germany \ . e , . e L, N ™
dang 16ng; dang bao ché ran khac; dang bao ché ban ran; vién nén.
. £ R PN R , o . N w© Therapeutic
Pfizer 38-42 Wharf Rd,|* Thuoc khong vo trung (khong chia penicillin, cephalosporin,| o, |MI_2012- |5 o Goods
16 Australia Pty,|West Ryde NSW/|antineoplastic, steroid): dang bao ché ban rén; thudc rén phan lidw;|S = |LI1-09684- | § S S
: L v a4 = O = o Administration,
Ltd 2114, Australia  |thudc bot va thude com. o 1 5 =) Australia
— o
ll:Ie::ien Alexaggtre; * Thude vo tring: o ® e French  National
2 Laboratoire Sciemh?i’ ue Ton + Thubc san xudt vo tring: dung dich thube tiém thé tich nho. g HPF/FR/2| & & Drug and Health
Aguettant Garmier g 690037/ + Thudc tiét tring cudi: dung dich thude tiém thé tich 16n; dung dich| 5 07/2012 |3 3 Products ~ Safety
’ thudc tiém thé tich nho. w = 3 Agency (ANSM)

Lyon, France




. 73-83 Cherry|* Thudc khdng vo tring: thudc udng dang 16ng; dang bao ché ban rin N w© Therapeutic
Probiotec N o , o TR MI-2012- | S S
98 Pharma Pt Lane, Laverton|(kem, md, gel); vién nang cung; vién nén; dau xoa; thuoc hit; thuoe| L % L1-05497- | & N Goods
Limited YINorth VIC 3026,|bot; thube cém sii bot; nude sic miéng; hén dich; thude xit; thuée| S & 3 a S Administration,
Australia boi da(pamt) dung dich thude xit; lotion;. = S Australia
* Thudc vO tring (hormon va chit c6 hoat tinh hormon;
Baxter Oncology|prostaglandin/cytokine; chat doc té bao/chat kim té bao; chat mién
Baxter GmbH dich; prrion, gen9toxic, teratogep): ) 1 DE_NW_ | & w© )
40 oncolo Kantstrabe 2,|+ Thudc san xuat vo trang: thue dong khd; dung dich thudc tiém thé (% 02_GMP_| & & Co quan thim
GmbH 9y 33790 tich nho; thude cdy ghép dang rin; dugc chit. 35 2012_002 | S S quyén P
Halle/Westfalen, |+ Thudc tiét tring cudi: dung dich thudc tiém thé tich nho. L 5 3 S
Germany * Thude khong v tring: thude ding ngoai dang long (chat doc té
bao/chét kim té bao).
* Thudc khong vo tring (khdng bao g6m cac thude gidbng hormon,
thudc mién dich; thudc doc té bao; thude chira chat co kha nang gay
A.Nattermann&Ci |quéi thai va dot bién; thudc chira dwoc chat cd ngudn gbc tir DE NW | o
e. GmbH ngudi/dong vat/vi khuan/virus; thuée khdng chira Chlorpromazine % e b= b= 2
A.Nattermann . . . . 04 GMP_| & N Co quan tham
60 . Nattermannallee |hydrochloride, Diazepam, Metoclopramide hydrochoride, Valproate| @ - o = N
&Cie. GmbH . A i A X L s .. S 2012 002 | © o quyén Dtic
1, 50829 Koln,[Sodium): vién nang ctmg; vién nang mém; thuoc dung ngoai dang| 9 > =
Germany long; thudc udng dang 1ong; dang bao ché ran khac (thudc bot, thude o o
¢dm, vién ngdm); dang bao ché ban rin; vién nén (vién nén bao phim,
vién sui, vién nén bao dudng).
- - N Lo
16, Podlipie Str., A . NP GIF-IW pa b= Main
* Thudc khdng vO trung: vién nén; gac visco - polyester vo tring tam N- N N .
68 Lek S.A. 95-010 Strykow,|. o S = Pharmaceutical
isopropyl alcohol 70%. S 4022/112/ | = o
Poland il 12 P S Inspector, Poland
o —
* Thudc vo tring:
+ Thudc san xuat v tring: dung dich thudc tiém thé tich 16n; dung
dich thudc tiém thé tich nho. a ~ © State
Joint  Stock|74, Frunze Str.,|+ Thudc tiét trung cudi: dung dich thudc tiém thé tich 1on; dung dich % 022/2012/| & b= Administration of
74 Company Kyiv, 04080, |thudc tiém thé tich nho. S SAUMP/ | & S Ukraine on
FARMAK Ukraine * Thude khdng vo tring: vién nang cimg; thudc udng dang long;| O GMP S s Medicinal
thudc dung ngoai dang 16ng; dang bdo ché rin khac; vién nén (bao| ™ e - Products
gdm ca vién nén chira hormon).
* Thude sinh hoc: thudc mién dich
* 4 A PO A N N i A A o 3+ 3+
_ 3 Trayko_ Stanoev Thuo? khong vo‘trungA. tl?uoci dung A’ngoal dangﬂrlong: thqu’c uong| S BG/GMP/ % % Bulgarian  Drug
79 Unipharm AD |Str., Sofia 1797,|dang long; dang bao ché ban ran (thuoc kem, thudc md, thuoc gel);| @ I I
. o S 2012/032 * #  |Agency
Bulgaria vién nén. o # #
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Gentle Pharma
co., Ltd

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

* Thudc vo tring:

+ Thudc san xudt vo tring: thudc tiém; hdn dich vo tring pha tiém;
dung dich nho mit, nho tai, nho mii vo trung.

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

* Thudc khdng vo tring: dang bao ché long (hdn dich, dung dich);
dang bao ché bén rén (thuéc md, thudc kem); dang bao ché rin (vién
nén bao phim, vién nén bao tan trong rudt, vién nén, thude cdm, thude

bot, vién nang)

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

PIC/S-GMP

7975

08/03/2013

30/09/2015

Department of
Health  Taiwan,
R.O.C
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* Thudc vo tring: ‘ ,
Haupt  Pharmal|+ Thudc san xuat vo tring: thudc tiém thé tich 1on; thudc tiém thé tich
Wolfratshausen  |nhé; hdn dich; xit mii. DE BY |« o
Haupt Pharma|GmbH + Thubc tiét trang cudi: thudc tiém thé tich 16n; thude tiém thé tich % - - | by 2
. s L X 1 04 GMP_| & I Co quan tham
12 Wolfratshause Pfaffenrieder|nho; hon dich. o 2012 009 & = uvén Ditc
n GmbH Strabe 5, 82515|* Thudc khong vé tring: vién nang cimg; thubc dung ngodi dang|q) P =2 S quy
Wolfratshausen, |long; thudc udng dang long; thude bot va thubc cdm; dang bao ché o o
Germany bén rin; vién nén.
* Thude vi lwong dong can.
* Thude v6 tring (bao gdm ca thude ¢ hoat tinh hormon)
+ Thubc san xudt vo tring: thude tiém thé tich nho.
Bayer — AG + Thubc tiét tring cudi: thubc tiém thé tich 16n; thubc tiém thé tich o 0
Pharma  (Tén|Mullerstrabe 178|" L iring cuor: ; S |oow200 |Z = .
N nhd. N N Co quan tham
18 cii: Bayer|13353 £ R T S N S o BayerPhar| & S Ao,
. . * Thuoc khdng vo trung: thude vién nen (bao gom ca thudc co hoat| 2 o =) quyén Buc
Schering Berlin,Germany | . LA N I . o ma AG = S
tinh hormon); vién nén bao (bao gom ca thuoc co hoat tinh hormon N S
Pharma AG) C o A A Ky
va thuoe ddc té bao).
* Thudc sinh hoc: san pham cong nghé sinh hoc.
Survey N. 214,
sun Government a - o State
. |Industrial  Area, = 046/2012/|1 = = Administration of
Pharmaceutica . £ R n cn , A O N N .
24 | Industries Phase Il, Silvassa-|* Thuoc khong vo trung: vién nang cing; vién nén. S SAUMP/ | & 3 Ukraine on
Lid 396230 (U.T. of o GMP |8 S Medicinal
Dadra&  Nagar o o o Products
Haveli), India
Poligono
Industrial * Thudce khong v6 trung: vién nang rpém (hormon va chit ¢6 hoat tinh| o N ) Co quan thim
26 Leon Farma|Navatejera, C/ Lalhormon); thudc com (hormon va chat c6 hoat tinh hormon); vién nén (29 4208/12 g 8 wen Tav  Ban
SA Vallina Sin,|va vién bao (bao gom ca thudc chira hormon va chit ¢6 hoat tinh| 5 3 3 (lilh}; y
Villaquilambre-  [hormon). w 3 S

Leon, Spain




* Thudc vo tring:
+ Thudc san xuat vo trung: thudce tiém thé tich nho.

Lomapharm * z R N PO s . Loz
Lomapharm  |Rudolf Lohmann Thu?c khdng vo\ trun%. t?uoc f}lung_ Pgoal dagg long; '[hlIlOC uong N o 0
dang loéng; dang bao ché ran khac (vién bao, vién bao phim); vién|s DE_NI 0 |S S 2
34 Rudolf GmbH KG nén 5 > aMmp 2|& S Co quan tham
Lohmann Langes Feld 5|, .. . S SNV - S < quyén P
* Thudc sinh hoc: thude c6 nguon goc tir dong vat (khéng tir ndo, moé| 012 0041 | 5 5
GmbH KG 31860 Emmerthal,| ., . C L X z ; L ] 4 S
German than kinh hodc cac dan xuat twong tng); thudc sinh hoc khac (
y hormon, enzyme).
* Thude duge liéu; thude vi lwong déng can.
* Thude khdng vo tring: vién nang cimg; vién nang ctmg; thude dung| o 3¢ 9
Astellas Hogemaat 2, 7942 ngoai dang 16ng; dang bao ché rén khac; vién nén; thudc bot va thude| = NL/H & < !—Iealth care
41 Pharma JG Meppel, The 5 o 13/0008 N S inspectorate, The
Europe B.V  [Netherlands eom- LA 1A L 2 = = Netherlands
* Thuoc sinh hoc: sdn pham 1én men; khang sinh beta lactam. o %
* Thudc vo tring:
+ A ” A A N A A A g7 S A A A 47
Solupharm — ; h"ljhuoc san xuat vO trang: thudc tiém theé tich 16n; thudc tiém the tich N DE- o 0
Pharmazeutisc |, o teot (MO A A N RPDA- & & Co quan thim
43 . 34212 Melsungen,|+ Thuoc tiét trung cuodi: thudc tiém thé tich 16n; thudc tiém thé tich{ Q@ S S x o,
he Erzeugnisse \ S 111-M-714{ = = quyén Dtrc
Germany nho. o > >
GmbH 1-0 — -

* Thudc khong vo tring: thuéc dung ngodi dang long; thudc udng
dang long.
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Glenmark
Pharmaceutica
Is Limited

Unit 1l, Village
Kishanpura, Baddi
- Nalagarh Road,
Tehsil, District
Solan H.P. 17101,
India

* Thubc khong vo tring: vién nang clg (chira bot kho hit); thude xit;

thudc hit phan lidu.

PIC/S-GMP

044/2012/
SAUMP/
GMP

07/12/2012

19/09/2015

State
Administration of
Ukraine on
Medicinal
Products




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

Pot 9

(Theo cong vin 6769/QLD-CL ngay 06/05/2013 ctiia Cuc Quan ly dwgrc)

Z
A,% a <
A A = o A 5 E (0]
NHA MAY . , - z GIAY = C QUAN
STT A <~ |PIA CHI PHAM VI CHUNG NHAN @ 2 > p
CONGBO |- : - = O|CN 3 = CAP
Z
I - - N Te]
Joint  Stock|74, Frunze Str.,|* Thudc vo tring: < (Ij”: W P a Main
1 Company Kyiv, 04080, |+ Thudc san xuét vo tring: thudc nho mit. ) 4022/83/1 S S Pharmaceutical
FARMAK  |Ukraine * Thubc khong vé tring: thude nhé miii, vién nén. 2 ) S 3 Inspector, Poland
™ o
* Thubc vo tring:
1389 Trasad + Thubc san xudt vo tring: dung dich thé tich nhé.
) Az A, J PR _ . A . . o
ol [Roa, Dokt e e 00w e tom A 00mg. |5 [PAVAV/ S |§ fsute agency or
3 Pharmaceutica [387810,  Dist,| &/, 11O tiem Ammikacii SUUME, Hhu & o 2013/002 | S S Medicines,
o * Thuoc khong vo trung: vién nén. ) o - - .
Is Limited Ahmedabad, \ 2 P B " o H > > Republic of Latvia
Guiarat. India San pham cu thé: vién nén Ethambutol 400mg; vién nén — ~
Jarat, Ethambutol/Isoniazid 400/150 mg; vién nén Pyrazinamide 400mg;
Vvién nén Prothionamide 250mg.
Rgparto . |* Thude vo trung: thudc bot, vién nén
Distaccato - Viaf, ., L, irs oz z < 1 o . .
. ( San xuat toi san pham cho dong goi tai: Reparto Distaccato - Via
6 Muoni, 15-20064- .
Gorgonzola (MI) Muoni, 15-20064-Gorgonzola (M1), Italy.
| taI)? "|Dong goi tai: Via G. Pascoli, 1 - 20064 Gorgonzola (MI), Italy)
Reparto
Distaccato - Via
7 Muoni, 10-20064-|* Thudc khong vo trung: vién nén.
Gorgonzola (Ml),
Italy
San pham: Berlthyrox 100
Glienicker  Weg|( €O SO san xuit ban thanh pham: Berlin-Chemie AG -Tepelhofer| o o~ 0
15 Berlin s 12488 Weg 83, 12347 Berlin, Germany. (ED 2012/01/b | & & Co quan thim
Chemie AG g Co so dong goi: Berlin-Chemie AG - Glienicker Weg 125, 12489 & c S <] quyén Duc
Berlin, Germany . o > o
Berlin, Germany) o —




* Thudc vo trung:

. + 4 , J4 A N . 2 ar , X , ~ o
- Camil Fabra, 58,|+ Thuoc \sanixuatt vO tr,ung. dung (.hch the‘ tich Anh,o (tjao gomkca % NCF/123 |2 = Ministry of Health
Alcon  Cusi,|08320 ElI Masnou|hormon va chat cé hoat tinh hormon); dang bao ché ban ran (bao gom N N
21 . . o g . o . O 2/001/CA |5 S of Government of
SA (Barcelona), ca hormon va cac chat cd hoat tinh hormon); thuoc cay ghep dang ran| 2 T o o Catalonia - Spain
Spain (dang thudc bot). i 3 a P
* Thudc khong vo trang: thudc ubng dang 1ong.
. * Thudc vo tring: .
Atlantic Rua da Tapada . : . : National
+ Thube san xudt v frine- o . . o
Pharma -|Grande, n 2, Thu?c san Xl‘m Vo tAr.ung. dun.g dIChA ﬂ?e thh.,n ho. % F036/S1/ | S b= Authority of
. + Thudc tiét trung cudi: dung dich thé tich nho. N N .
22 Producoes Abrunheira, * Thudc khéng vé tring: vién nang ctmg; thudc udng dang 1ong; dan ? HIAFIAIL | 5 S Medicines and
Farmaceuticas, | Sintra, 2701-089,| , "of <ond VO trung- vien nang cung; ong dang long, daNg| 3 115012 | S Health Products,
bao ché dang ran (thudc bot, thude cdm); dang bao ché ban ran; vién ~ —
S.A Portugal nén 1.P, Porrtugal
Sanofi 196  rue du o 2 =) French  National
29 Winthro Marechal  Juin,|* Thudc khdng vo tring: dang bao ché ran khac (khdng bao gom vién % HPF/FR/1| & & Drug and Health
Indus triep 45200  Amilly,[nén; vién nang ctmg); dang bao ché ban rén. 35 9/2013 |S S Products  Safety
France L 3 2 Agency (ANSM)
33 Zydus Hospira|Pharmez ~ Special [* Thudc v6 tring: 5 S /UK GMP| 3 i3 United Kingdom's
Oncoloav Economic Zone |+ Thn(”'w,(‘. san x1iAt v trine: thude ddno kha- duno dich thé tich nha W O 129340 * * medicines and
34 PT  Actavis|Jalan Raya Bogor(* Thuoc khong vo trung chira khang sinh beta lactam: vién nang| 4 = CLNL/H ¥ ¥ Health care
Indonesia Km 28, Jakarta, _|ctmg; thudc udng dang 1ong; vién nén. W O "113/0100 i #  |inspectorate, The




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

Dot 10
(Theo cong van 7150/QLD-CL ngay 13/05/2013 ctia Cuc Quén ly dwgre)
Z
Q .
- s |2
NHA MAY . , - 7z 2 |GIAY |© g CcO QUAN
STT A < |PIA CHI PHAM VI CHUNG NHAN @ =2 > <
CONGBO |- - - = O[CN 2 = CAP
Z
SUN .
. . * Thudc vo trung: a ] ©
Pharmaceu“f:a Baroda ngh.way' + Thudc sén xuét vo tring: thuc dong kho; dung dich thé tich nho. |2 NL/H & & Co quan thim
3 | Industries{Halol, Guijarat, SN Z. . 2, \ o 5 S A Trs
- . + Thuoc tiét trung cudi: dung dich thé tich nho. ) 13/0105 |o = quyén Ha Lan
Ltd. India,|389350, India P . O A , o o = [T
Halol * Thuoc khong vo trung: vién nang cing; vién nén. o o
* Thudc vo tring:
+ A Py A A \ . . A L -.. .
Ctra. M-300, Km. Thu?c sin x1‘1at vo Er}mg dung d;ch; t136 tlch7nh0 N o < Spanish  Agency
+ Thudc tiét trung cuodi: dung dich thé tich nho. = o o
Tedec-Meiji  [30,500, Alcala de z R A ) N \ 2 , ES/019HI | & N of Drugs ang
16 * Thuoc khéng vo trung: vién nang ctng (bao gom ca thudc hudng| @ S 3
Farma, S.A  |Henares 28802, A O . X o . N = 13 o o Health  Products
(Madrid), Spain tam than); thuoc uong dang long; dang bao ché ran khac (thuoc bot;| S S (AEMPS)
9P thudc com; pellet); thude dat; vién nén va vién bao (bao gdom ca thude - @
chira khang sinh betalactam).
Holopack * Thudc vO tring chira hormon va chat c6 hoat tinh hormon;
Verpackungstechn |prostaglandin/Cytokine; chat mién dich; sulphonamides:
ik GmbH + Thudc san xuit vo tring: dung dich thé tich 16n; dang bao ché ban
Bahnnhofstrabe, |rén; dung dich thé tich nho. DE BW |« o
Holopack gemap den(+ Thuéc tiét tring cudi: dung dich thé tich 16n; dang bao ché ban ran;| S il = P .
. : 2 \ 01_ GMP_|& N Co quan tham
25 Verpackungste |vorliegenden dung dich thé tich nho. Q 2012 011 S = uvén Dire
chnik GmbH  |Grundrissplanen  [* Thudc khdng vo triing chira hormon va chit c6 hoat tinh hormon; a g g % quy
vom 20.11.2007,|prostaglandin/Cytokine; chat mién dich; sulphonamides: thudc dung - -
73435 Abtsgmund{ngoai dang l6ng; thudc udng dang 16ng; dang bao ché ban rén.
Untergroningen, |* Thude sinh hoc: thube cong nghé sinh hoc chira Protein tai to hop/
Germany DNA va enzyme.
* Thudc vo tring: . . .
Dagger Lane, [+ Thubc san xuit vo triang: dung dich thé tich 16n; thudc dong kho; UK MIA United Kingdom's
. . 2, \ a 8801 Insp| Y © medicines and
Bio Products|Elstree, dung dich thé tich nhé. S GMP/IM 1S S Healthcare
27 Laboratory  [Hertfordshire, + Thudc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich| O S 3
- . S P = =) Products
Limited WD6 3BX,|nho. o ) S
United Kingdom |* Thuéc sinh hoc: ché phim tir méu 8801/182 | = © Regulatory
g ) 35-0021 Agency MHRA

* Duoc chat sinh hoc.




Holopack

** San phdm chira hormon va chat c6 hoat tinh hormon;

i\ée(r}p:}glamgstechn prostaglandin/Cytokine; chit mién dich; nguyén li¢u sulphonamides:
* Thude vo tring: N o
Holopack Bahnnhofstrabe, | 1y ¢ san xudt vé tring: dung dich thé tich 16n; dang bao ché ban| S DE_BW_ = =) 2
gemap den| . ) 2, : 01_GMP_|& N Co quan tham
30 Verpackungste . ran; dung dich thé tich nhd. Q S = A s
. vorliegenden Z - p o IS . \ S ) 2012 011 | = o quyén Dirc
chnik GmbH . * Thuoc khéng vo trang: thudc ding ngoai dang long; thude udng| S S
Grundrissplanen \ \ IS 6 - —
dang 1ong; dang bao ché ban ran.
vom 20.11.2007, S L oA . , Sl 2
** Thudc sinh hoc: thude cdng nghé sinh hoc chira Protein tai t6 hop/
74429 Sulzbach- X
DNA va enzyme.
Laufen, Germany
Stada VN Joint
Venture Co.Ltd.
Binh Duong
Branch, 40 Tu Do o ©
Stada VN|Aventure, * Thubc khong Vo triing: vién nang cimg; vién nén (bao gom ca vién| S DE_HE 0|3 S Co auan fhim
33 Joint Venture|Vietnam nén bao phim, vién nén giai phong thay dbi, vién nén khang dich da| @ 1 GMP_2 % % éanL'rc
Co. Ltd Singapore day). 2 013_0036 | S 2 quy
Industrial ~ Park, - o
Thuan An, Binh
Duong Province,
Vietnam
* Thudc vo tring:
Nucleo Industriale|+ Thudc san xudt vo tring chira hormon corticosteroid: thudc bot;| o o 0
3 Fisiopharma |- 84020|6ng thude tigm. 3 IT/46-  |& & Italian Medicines
SR.L Palomonte  (SA)[+ San phim: thudc bot dong khd FDP Fisiopharma (Fructose-1, 6-| & 1/H/2013 | & b Agency AIFA
Italy diphosphate trisodium 5g) w I &
+ Thudc tiét tring cudi: dung dich thudc thé tich nho.
Prat de la Riba :
"|* 5c vO trine: ™ o
Boehringer (50, 08174 Sant Th“‘i" Vo tmn;g' s . o \ % NCF/130 | S s Ministry of Health
. + Thudc san xuat v trung: dung dich thé tich nho. N N
45 Ingelheim Cugat Del Valles 2 ens Z. ; 2, \ Q 2/001/CA | S = of Government of
+ Thudc tiét trung cudi: dung dich thé tich nho. ) o - - .
Espana, SA  |(Barcelona), £ . s " Lz , o T S S Catalonia - Spain
Spain * Thuoc khong vo trung: vién nang; thuoc uong dang long. N o
Merck Sharp & . . ,
Merck Dohme  Limited, UK MIAl, [, [noied Kinodom®
. |Shotton Lane, |* Thudc khong vo trung: vién nang cimg; dang bao ché rin khac; vién| 25 Insp| & =)
Manufacturing . . £ ~ A . ISR N N Healthcare
49 L Cramlington, nén; thuoc khong vo trung khac (thudc com uong). Q GMP S B
Division - 2 L 2 , S o o Products
- Northumberland, |* San pham khac: san pham cht hormon. 13532/40 | & S
Cramlington NE23 3JU. United L 61-0021 | ~ Regulatory
' Agency MHRA

Kingdom.
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TTY
Biopharm
Company
Limited Chung
Li Factory

No. 838, Sec 1,
Chung-Hwa Rd,
Chung-Li  City,
Taoyuan County,
Taiwan, R.O0.C

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

* Thudc khong vé tring: dang bdo ché béan rin (thudc md, thudce
kem); dang bao ché rin (vién nén bao phim, vién nén, thudc com,
thudc bot, vién nang).

* Nguyén li¢u [am thudc: chat doc té bao (thude tiém, vién nang).

PIC/S-GMP

8001

25/03/2013

30/09/2015

Department of
Health  Taiwan,
R.O.C




Misato Plant, 950

United Kingdom's

Oa}za Hiroki,|San pham: _Arlce_pt Evess 5mg Orodispersible tablet, Aricept Evess PP101207| o medicines and
L Misato-cho, 10mg Orodispersible tablet. | o =)
Eisai Co , PO . 45 va| N Healthcare
52 L Kodama-Gun, (San xuat tai: Eisai Co Limited - S
Limited i , P . ] S PP101207| o =) Products
Saitama bong gbi tai: Pfizer PGM; Pharmapac (UK) Limited; Eisai N S
. - 46 o o Regulatory
Prefecture, 367-|Manufacturing Limited) Agency MHRA
0198, Japan gency
8301 Mars Drive,[* Thudc v6 tring: a ) )
57 Allergan Sales|Waco, Texas|+ Thudc san xuat vo tring: dang bao ché ban ran; dung dich thé tich (% 2012/594 | & & Irish  Medicines
LLC 76712,  United|nho. 3 2 S S Board
States * Thudc khong vo trang: dang bao ché ban rén. L S S




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

bot 11
(Theo cong van 7977/QLD-CL ngay 27/05/2013 ctia Cuc Quén ly dwgre)
Z
Q .
”;f s |2
NHA MAY . . ] 7z o |GIAY |© = CcO QUAN
STT A < |PIA CHI PHAM VI CHUNG NHAN @ =2 > p
CONGBO |- - - = O|CN 3 E CAP
QO z <
z 2
State
I:/Ilolt DN((;) E-37139, 0 o © Administration of
Glenmark T * Thube khong vo tring: thue ding ngodi dang long; thubc udng|= 026/2013/ | 2 a Ukraine on
. |Industrial Estate, \ O . A PSR z | O N N -
2 Pharmaceutica . dang long; bot dung ngoai da; dang bao ché ban ran (thuoc kem;| SAUMP/ | S S Medicinal
Satpur, Nasik-422| “ 2 . o~ L o o
Is Ltd. thudc ma; gel); vién nén. O GMP > ) Products
007, Maharashtra, o o ~ (SAUMP) )
India. Ukraine
Parque Industrial, UK GMP United Kingdom's
’ N o -
Glenmark Calle 9 Ing Me_zyer * Thudc v tring; % 41732 = = medicines and
. Oks No 593, Pilar, L, 2 Ao . IV £ an A Insp GMP| & N Healthcare
6 Generics SA - : + Thuoc san xuat vO trung: dung dich thé tich 16n; thuoc dong kho;| @ S S
Pilar Plant Buenos Aires, Ar-| o = jich thé tich nho ) 41732/70 | o = Products
B1629MX, e d ' L 09036- |& N Regulatory
Argentina 0001 Agency MHRA
* X ~ ~ Y - A P . % S, -
Madaus GmoH |1 Th0c Kheno vO uing: vien neng ol hude ding ool Gl Ipe w | |
o ens e s 5| e s e o o e e b e fuoue & |8 oo i
GmbH 53842 Troisdorf,| ™ P > dang ’ PIM. 3 12012 004 | S N quyén Drrc
German vién nén bao dudng). o 3 > =
y * Thude duge liéu; thude vi luong déng can. o °
Lot no: 423/P/A,
Sarkhet Bavla .
i ) * Thuoc vo triung: o 9 =
Intas Highway, Village| . < can xuat vo tring: dung dich thé tich nho. > |INnvH | Q Health care
30 Biopharmaceu [Moraiya, — Talika|, L. A N Q I S inspectorate, The
. . Thudc sinh hoc: thudc cong nghé sinh hoc. S 13/0106 |o o
ticals Ltd. Sanand, Gujarat, . o S S Netherlands
* Duogc chat sinh hoc. o ~
Ahmelabad,
382213, India
Plot numbers 457 . . ,
and 458 Sarkhej- UK GMP| " r?ngfcc:n:;ngdo:uj
. [a — —
INTAS — ~|Bavla —Highway,|, o khdng vo tring: vién nang cung; dang bao ché rin khac;| 2 17543 1o < Healthcare
31 Pharmaceutica [Matoda, Sanand, . N o Insp GMP| 5 S
- dang bao ché ban ran; vién nén. S o ) Products
Is Limited Ahmedabad, il 17543/96 | & S Requlator
Gujarat, 382210, 210016 | = Aggency MyHR A

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

Brunsbutteler
Damm 165-173,
13581 Berlin,
Germany

* Thudc vo tring:

+ Thudc san xuat vo trang: dang bao ché bén ran (gel nho mat); dung
dich thé tich nh6 (thubc nho mét).

+ Thudc khong vo tring: thudc dung ngoai dang long; thudc udng

dang long; dang bao ché ban ran; vién nén.

EU-GMP

2012/01/
mann

21/09/2012

31/05/2015

Co quan
quyén Purc

thdm
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Laboratoires
Mayoly
Spindler

6 avenue de
I'Europe, 78400
Chatou, France

* Thude v tring: vién nang cimg; thudc dung ngoai dang 16ng; thude
ubng dang 16ng; dang bao ché rin khac; dang bao ché ban rin; vién
nén.

* Thuoc duoc liéu.

EU-GMP

HPF/FR/1
77/2012

04/10/2012

14/06/2015

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
(Theo cong vin 9412/QLD-CL ngay 14/06/2013 ctiia Cuc Quan ly dwgrc)
Z
Q .
g CEE
NHA MAY . . ] 7z o |GIAY |© = CcO QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN @ 2 > p
CONGBO |- : - = O|CN 3 = CAP
Z
Rotexmedica * :
. Thudc vo trung: - o
Rotexmedica |GmbH + Thudc sin xuit v trung: dung dich thé tich 16m; dung dich thé tich| & |DE_SH_0| 2 = .
GmbH Arzneimittelwerk \ . LA . N N Co quan tham
1 .. nho (chira hormon va chat c¢6 hoat tinh hormon). &) 1 GMP 2|5 3 N i
Arzneimittelw \Bunsenstrabe 4,1, "y ¢ tiet trung cudi: dung dich thé tich 16n; dung dich thé tich| D [013_0001 |S S  |dwenDie
erk 22946 Trittau,| . et frling cuor: dng di > fng < w el ' g
nho.
Germany
Ranbaxy * Thudc vo tring:
Laboratoires + Thudc san xudt v tring: thudc bot pha tiém chira penicillin,| o DE_NW_ | 0
7 Ranbaxy Industrial Area 3|cephalosporin va carbapenem. (ED 04 _GMP_ 8 8 Co quan thim
Laboratoires [A.B. Road, Dewas|* Thudc khdng vé tring chia penicillin va cephalosporin: vién nang| = 2013 002 | S p quyén Piurc
455 001 Madyalcimg; vién nén (bao gom ca vién nén bao phim va vién nén bao| 1 8 S
Pradesh, India duodng); hon dich kho.
* Thudc vo tring:
+ A Ay om o . R s . ™ ©
Abbott Veerweg 12, 8121 Thu?c san Xl}at VO ng. dunfg dlCh; ﬂ}e twh,nho' % 3 3 Healthcare
. . + Thudc tiét trung cuoi: dung dich thé tich nho. NL/H N N
8 Biologicals |AA Olst, z N PO Lz . A . |© S o Inspectorate,
* Thuoc khong vo trung: thuéc udng dang long; vién nén (chira 2 13/0003 |o o
B.V Netherlands hormon) il = S Netherlands
. N i
* Thudc sinh hoc: thude mién dich.
Holopack
Verpackungstechn [* Thudc vO tring chira hormon va chit c6 hoat tinh hormon;
ik GmbH prostaglandin/Cytokine; chit mién dich; sulphonamides:
Bahnnhofstrabe, |+ Thudc san xuat vo tring: dung dich thé tich 16n; dang bao ché ban
gemap den|rin; dung dich thé tich nho (bao gdm ca ché phdm nho mit). DE BW | o
Holopack vorliegenden + Thudc tiét tring cudi: dung dich thé tich 16n; dang bao ché bén rin;| < il b= a A
. . . C , = 01_GMP_|& Q Co quan thdm
9 Verpackungste [Grundrissplanen  |dung dich thé tich nho (bao goém ca ché pham nho mat). o 2012 011 S = uvén Dire
chnik GmbH |vom 20.11.2007,[* Thubc khdng vo tring chira hormon va chit c6 hoat tinh hormon; a 8 - g % quy
— —

73435 Abtsgmund;
Untergroningen,
Baden-
Wurttemberg,
Germany

prostaglandin/Cytokine; chat mién dich; sulphonamides: thuc dung
ngoai dang 16ng; thudc udng dang 1ong; dang bao ché ban rén.

* Thude sinh hoc: thudc cdng nghé sinh hoc chtra Protein tai to hop/
DNA va enzyme.




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

N Te]
- * Ac vo o o - ud .
AstraZeneca SE-151 _ 85 Thuof V({ trun%. o L ) - = 24:2012/5 | S S Medical Products
AB Sodertalje, + Thuoc san xuat vo trung: thudc dong kho (dang tiém). Q 29363 N o Agency of
Sweden + Thudc tiét tring cudi: dung dich thé tich nhé (dang tiém). 2 = S Sweden
*Thude khong vo tring:thuéc ding ngoai dang long (thude thut); o o
dung dich va hdn dich ubng; thudc hit va thudc xit.
Iiglnla q :rheog(())r a N © National Agency
1 S.C  Infomed sectory - Thubc v tring: ‘ % 028/2012/ | & & for Medicines and
Fluids S.R.L . |+ Thude tiét tring cudi: dung dich thé tich 16n. 5 RO S 3 Medical Devices -
Bucuresti, cod o 3 = Romania
032266, Romania i o
* Thude khdng vo tring: vién nang ctmg; thudc uéng dang long; dang
. bao ché ran khac; vién nén. .
] % ™ o)
Bristol Myers 4601 Highway 62 San pham cu thé: vién nén bao phim Sprycel, vién nén bao phim % = b= Natlonal_ _Agency
. East, Mount . 2 Lo . - UMC/PT/ | & N of Medicine and
21 Squibb Baraclude, dung dich uong Baraclude, vién nén bao phim Eliquis,| @ & =
Vernon, 47620, .. , PO L2 . S 22013  [© = Health ~ Product
Company United States vién vang ciig Reyataz, thuoc bot pha dung dich uong Zerit, dung| g g i Safety (ANSM)
dich ubéng Abilify, vién nén bao phim Ebyont, vién nén bao phim
Onglyza, vién nén bao phim Komboglyze.
. National
- . . . ™ 0
:?;]I(;Jss,[??arma :is z/lartlcr;;]?mb?; * Thudc khdng v trung: vién nang cting; thudc bot; thude com; vién % Fo01/s1/ | & d Authority of
23 Farmaceutica. 130 4p5-616 '[nén, vién nén bao phim Losartan Bluepharma (tén tai Viét Nam:|OQ H/AF/001 § % Medicines and
S A ' oortual Bloza). 2 /2012 = S Health Products,
' g o - I.P, Porrtugal
Ronda de Santa
i . s . 3 N Tg)
Novartis EA;EZ} ;58’ ngDleol * Thue khong vo tring: vién nén (bao gdm ca thudc husng thin);|S  |NCF/122 |g = Ministry of Health
26 Farmaceutica Valles vién bao (bao gom ca thudc hudng than); vién nang ctig (bao gom ca| @ 7/001/CA g g of Government of
SA thudc hudng than, chat kim té bao); vién nén bao phim (véi duong). |3 T S S Catalonia - Spain
(Barcelona), — o
Spain
Abbott
Laboratories, - ©
Abbott Plant Neustadt ~ |* Thudc khong vo tring: vién nang ctmg; dang bao ché ran khac|S DE_NI O |S =) Co auan thdm
29 Laboratories  [Justus-von-Liebig-|(chtra hormon va chat c6 hoat tinh hormon). Q 2 GMP_2 % % u éanl’rc
GmbH Str.33 * Thude sinh hoc: thube c6 ngudn gbe tir ngudi va dong vat. a 013_0007 % % quy
— N

31535 Neustadt a.
Rbge. Germany
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RPG
Sciences
Limited

Life

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

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

EU-GMP

UK GMP
18388
Insp GMP
18388/10
806-0004

31/08/2012

24/05/2015

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

Pot 13

(Theo cong vian 11525/QLD-CL ngay 19/07/2013 ciia Cuc Quén ly dwoc)

Z
Q .
g CEE
NHA MAY . . ] 7z o |GIAY |© = CcO QUAN
STT A ~ |PIA CHI PHAM VI CHUNG NHAN @ =2 > -
CONGBO |- - - = O|CN 3 E CAP
O z <
z 2
i A N Te] i
Glaxosmithk |11~ Mountain| . phim chita penicillin: - MI-2011- | 2 = Therapeutic
. . |Highway, Boronia oA . x4 IS i 0 o N N Goods
1 ine  Australia * Thudc v6 trung: dung dich; hon dich; thudc tiém; thudc thut. O = |LI-04378-|S B . .
Pty Ltd vic 3155, * Thubc khong vo tring: vién nén; vién nang ctng; thude thut z © 3 S = Administration,
y Australia " gvotnng: v Y § cung, thuoe Tt = ! Australia
Mobilat
Mobilat e N e = =
. . * Thude khdng vo tring: thudc ding ngoai dang 1ong; dang bao ché = 04 GMP_|& & Co quan thim
4 Produktions  [Luitpoldstrasse 1, ban rén o 2013 005 & N 50 D
GmbH 85276 an ran. 2 o S 3 quyen Bue
Pfaffenhofen, o i
Germany
National Institute
Extractum - © for Quality and
D_ — — . .
Pharma Zrt/lIV. ~Korzet 6., Thubc khdng vo tring: vién nang cimg; thude bot va thude com; = oGY1/47 |& & Organization .
5 Extracum Kunfeherto, 6413, .. ., o F PN Development in
vién nen. S 00-5/2013( S o
Pharma  Co.|Hungary o S 5 Healthcare  and
Ltd - - Medicines,
Hungary
r ’ ™ L0 1
17 rue de|* Thuoc khong vo trung chira chat cé hoat tinh hormon: vién nang % b= s French ~ National
. : , X o A, HPF/FR/6 | & N Drug and Health
6 Cenexi Pontoise, 95520|cting; dang bao che ran khac; vién nén. Q > =
OSNY, France  |* Thudc sinh hoc: thube mién dich ~I EC I < = Products _ Safety
' o T L N a Agency (ANSM)
* Thudc vo tring:
+ Thudc san xuét vo trang: thudc dong kho (chira chat dc té bao/chat
N £ 1 . . 2 ur , , L, 3A . A 1A JORTRS J4 ™ o
_ Via Pasteur, 10- k{m t¢ bao).; dung dich thé tich nho (chira chat doc té bao/chat kim té % IT/4- 3 = _ N
10 Actavis Italy 20014  Nerviano bao). 5 1a/M201 | N Italian Medicines
S.P.A M), It * Thudc tiét trang cudi: dung dich thé tich nho (chira chit doc té| ) 3 S S Agency AIFA
- 1aly bao/chit kim té bao; hormon sinh dyc). w 3 S

* Thudc khong v tring: thudc udng dang long (chira hormon sinh
duc).




10 rue Colonel o o ) National Agency
1 Delpharm Charbonneaux, — |* Thuéf: khong vo tring: vién nang cimg; thu6c udng dang 1ong; dang (29 HPF/FR/L| & & of Medicine and
Reims 51100  Reims,|bao ché ran khac; vién nén. 3 63/2012 |8 3 Health  Product
France L N J Safety (ANSM)
* Thude vo tring:
+ Thudc san xuét vo tring: dung dich thé tich nhé chira hormon va
chat ¢6 hoat tinh hormon (khéng bao gdm hormon corticosteroid va N o o
Italfarmaco Vlalg Fulvio hormo? Sl.rlh dl:lc)' Z. . 2, \ = IT/28- § § Italian Medicines
12 SPA Te-StI, 330-20126|+ Thu(?c tigt trung cuoi: dung dich thé tich nho. ) o o 1/H/2013 g § Agency AIFA
Milano (MI), Italy |* Thudc khdng vé tring: vién nang cling; thudc bt va thude com; a g §
vién nén.
* Thudc sinh hoc: thude ¢6 ngudn gdc tir dong vat (dung dich thé tich
nho san xuét vo tring hodc tiét tring cudi).
56  route de .
Sanofi Choisy au Bac,|* Thubc khéng vo tring: vién nang ctng; dang bao ché ran khac| S HPE/FR/7 % g Erreur;chan dNi[lle:?r:
14 Winthrgp 60205_ (chtra cephalosporin)_; vién nén (chira hormon va chat cé hoat tinh g 0/2013 g § Products ~ Safety
Industrie I(::;Té)elegne, hormon; cephalosporin). o § E Agency (ANSM)
No. 6, kuang Yeh
Synmosa 1st Road, Hu-Kuo|* T,huéc khong vd tring: dang bao ché 16ng (hdn dich; dung dich); < o 0 Department  of
18 Biopharma Hsiang, Hsin-Chu|thuoc phun mu; dan’g bao ché ran (vién nén bao dwong; vién nén bao| O 8241 g 8 Health  Taiwan
Corporation, |Ind. Park, Hsin[phim; vién nén; thudc bdt; vién nang). 8 5 g ROC '
Synmosa Plant (Chu Hsien, [* Dugc chat hormon (san xuat vién nén bao phim) o = & e
Taiwan, R.O.C
. Parque Industrial " Thuérc vo tmng: L o : R .
Laboratorios Manuel Lourenco + Thubc sénﬂ xuat vO trung: dung dich thé tich 16n; thudc dong khd; N o~ " National
Basi “|Ferreira. Lotes 15 dung dich thé tich nho. 7 7 S F016/S2/ § § Authority of
20 Industria e 16 ’Mortagua + Thudc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich{ @ H/AF/001 E E Medicines and
Farmaceutica, 3 450_'232 '[nho. ’ ’ o 2 12012 = D Health  Products,
S.A Portugal ' * Thubc khbng vd trL‘Jr]g: thu@c dt‘mrg ngoai dang long; thuoéc uong 1.P, Porrtugal
dang long; dang bao ché ban ran; thuoc dat.
Piramal Bethlehem PA ‘, (ED 03-0182- % % United States
21 Critical Care 18017 USA San pham: Sevoflurane, USP Inhalation Liquid 8 2013-04- % % Food and Drug
Inc ‘ S VN i3 i#  |Administration
Piramal Bethlehem PA ‘, (ED 03-0182- qgttt qgttt United States
22 Critical Care 18017 USA San pham: Isoflurane, USP Liquid for Inhalation 8 2013-01- % % Food and Drug
Inc ‘ S VN i3 i#  |Administration




UK GMP

United Kingdom's

F-4, F-12 a 23068 « wn medicines and
Mylan = Insp ) o
. M.I.D.C,, 2 . o i , ca i N N Healthcare
23 Laboratories . * Thuoc khong vo trung: vién nang clirng; vién nén. Q GMP: o) S
Limited Malegoan, Sinnar, S 23068/ o o Products
In-422 113-India L N = Regulatory
22382- Agency MHRA
0005 gency
) . * Thudc vo tring: o i 2 3 Austrian
Sandoz GmbH Biochemiestrabe + Thudc san xut vo tring: dung dich thé tich nho. = INS & < Medicines and
26 10, 6250 Kundl, L. I N Q 481922- & S . .
- BPO Kundl Austria * Thudc sinh hoc: thudc cdng nghé sinh hoc. 35 0025-001 | S o Medical Devices
* Dugc chét ¢6 hoat tinh hormon. L 3 S Agency (AGES)
Plot Nos. 69-72 . . .
(B) Sector Il UK GMP United Kingdom's
Ipca Kandla Free S 17549 2 = medicines —and
P . * Thubc khéng vo tring (bao gdm ca thudc chira khéng sinh|2 Q < Healthcare
29 Laboratories  Trade Zone, enicillin): vién nang ctng; vién nén; thudc bot pha hdn dich 9 Insp GMP| = = Products
Limited Gandhidharn- [P ' gcung . P e 2 |17549/96 | S S meutlator
Kutch, Gujarat, IN| 30-0005 | o A gnc MyHR A
370230, India gency
Via Ranco 112|San pham: vién nén phong thich kéo dai Macorel a IT/E/GM < fut
39 Valpharma  |(loc.  Serravalle)|(Co sé san xuét: Valpharma S.P.A % P/ & & Italian Medicines
SP.A 47899, San|Co so6 dong goi: Elpen Pharmaceuticals. Inc - Marathonos Ave.95,| 2 1/2013 g "‘Q" Agency AIFA
Marino Pikermi Attiki, 19009, Greece) L S J
[a ™ Lo
Baxter Tj;tg G3ua a:]r; S |o4-0018- |Z = United  States
42 Healthcare of o yama, San phdm: Suprane (desflurane, USP) Liquid for Inhalation 8 2013-01- % % Food and Drug
Puerto Rico |- ue"t0 Rico v VN S S Administration
00784, USA ) & S
* 4501 Colorado
Boulevard, Los
B Q(;](?;;)ESL,JSA A % 2 2 United S
axter ‘ San pham: Hemofil M (Antihemophilic Factor (Human) Method M,| & CT 2415-[& & nite tates
43 Healthcare * 1700 Rancho e L O B B Food and Drug
. . Monoclonal Purified, nanofiltration) : 13WHO |o o .. .
Corporation |[Conejo ‘g 3 S Administration
Boulevard, o o
Thousand  Oaks,
CA 91320, USA
o (9p] Yo}
Baxter i?zu t: Ggua aﬁ? = 04-0153- |3 by United States
44 Healthcare of(_ " Yama, g an pham: Sevoflurane, USP Liquid for Inhalation 8 2013-05- |5 3 Food and Drug
Puerto Rico | u¢t0 Rico 2 VN S S Administration
00784, USA =) a3 a
Avda de  la|San phdm: vién nén bao phim Cialis o S 9 Spanish  Agency
45 Lilly. S.A Industria, 30,|(Co s6 san xuét: Lilly Del Caribe, Inc (29 SGICM/C|& & of Drugs ang
Yo Alcobendas 28108(Co so dong goi: Lilly, S.A - Avda de la Industria, 30, Alcobendas| - ONT/SPL g 5 Health  Products
(Madrid), Spain  |28108 (Madrid), Spain L ¥ N (AEMPS)




* Dung dich tiém: san pham cu thé: Trigan-D 10mg/ml; Aciloc

1389, Trasad|25mg/ml; Amikacin 500mg; Amikacin 1000mg. - o
Cadila Road, Dholka-|* Vién nén: san phim cu thé: Ethambutol 400mg; CEL ZVA/ILVI | 3 b Sate Agency of
46 Pharmaceutica |387810, Dist,| Ethambutol/Isoniazid 400/150mg; Pyrazinamide 400mg;| @ 2013/003 % S Medicings LZtvia
Is Limited Ahmedabad, Prothionamide  250mg;  Isoniazid/Rifampicin ~ 75/150  mg; a H % % '
Guijarat, India Ethambutol/Isoniazid/Pyrazinamide/Rifampicin  275/75/400/150mg; - o
Ethambutol/Isoniazid/Rifampicin 275/75/150 mg.
Stichting Plesmanlaan 125|* Thudc v6 trung: o a S Health care
48 Sanquin 1066 CX |+ Thubc san xuét vo tring: dung dich thé tich 16n; thubc dong kho; g NL/H & & inspectorate.  The
Bloedvoorzien [Amsterdam  The|dung dich thé tich nho 3 13/0009 |8 S Nefherlan ds
ing Netherland (Céc ché phim tir mau) L & &
* Thudc vo tring:
+ Thubc san xuat vo tring: dung dich thé tich 1on (chira hormon va
chat 6 hoat tinh hormon, chat doc té bao/chat kim té bao); dung dich
thé tich nho (chira hormon va chét c6 hoat tinh hormon; chét doc té
Haupt Pharmal =~ ., o s s X, .
bao/chat Kim té bao); hon dich va thuoce xit (chira hormon va chat cé
Wolfratshausen ,
Hauot PharmalGmbH hoat tinh hormon). a DE_BY_ | 2]
P .|+ Thuc tiét trung cudi: dung dich thé tich 16n (chitra chat doc té| = 04 GMP_[& & Co quan thim
49 Wolfratshause Pfaffenrieder|. . L La A 1 . g i A A A s s |9 3 = A
bao/chat kim té bao); dung dich thé tich nho (chat dgc te bao/chat kim| 2 2012 012 (< =) quyén buc
n GmbH Strabe 5, 82515| ;.. X 4 , < 1A, 4 , m N o
t€ bao); hon dich (chira hormon va chat c¢6 hoat tinh hormon). 1 o ~
Wolfratshausen, I N N i , , N
German * Thudc khdng v tring: vién nang ctirmg (chira hormon va chat co
y hoat tinh hormon); thuéc ding ngoai dang long; thuc udng dang
16ng; thudc bot va thube cém; dang bao ché ban ran (chira hormon va
chét c6 hoat tinh hormon); vién nén (chira hormon va chit cé hoat
tinh hormon).
C '|* Thubc khong vo triing: vién nang ctmg; vién nang mém; vién nén;| = UMC/PT/ | & of Medicine and
51 Healthcare Moraiya, Tal. < N ; o S S
Ltd Sanand Dist thudc phun mu; miéng dan. S 10/2012 | < o Health Safety
’ ' L 8 8 (ANSM)

Ahmedabad, India




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

Dot 14
(Theo cong van 13339/QLD-CL ngay 16/08/2013 ciia Cuc Quén ly dwgc)
Z
Q .
- s |2
NHA MAY . , - 7z 2 |GIAY |© g CcO QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN @ 2 > <
CONGBO |- - - = O[CN 2 = CAP
Z
SmithKline . . .
% A A \ . '
Beecham Ltd|Clarendon Road, Thqu’c VQ,trung;' N S ; . A UK MIA| o Unltgq Kingdom's
TA Worthing, ~ West + Thuoc san xuat vO trung: thudc cay ghép dang ran (bao géom cafq 10592 N =2/ medicines and
L ' thudc chira penicillin). = Q < Healthcare
1 Smithkline Sussex, BN14 p N P i , . ' T L Insp GMP| & S
_|* Thuoc khong vo tring: vién nang cimg; dang bao ché ran khac; vién| 5 - - Products
Beecham 8QH, United| , I -« P ) L , <A .o 10592/39 | B
. ) nén; thudc khdng vd trung khac (vién nang ctng va vién nén chira - = Regulatory
Pharmaceutica |Kingdom L - 22-0024
Is penicillin, clavulanate/amoxcillin.) Agency MHRA
Zoning Industriel |
Rue du Parc It R N s , , . a N 2] Federal  Agency
S.M.B industriel 39 Thuoc k_hong Yo trung: vién na_nAg cung; V|fzn nang;cung (chua\lf’rlons = BE/2012/ |S S for Medicines and
3 Technology genotoxics hodc teratogens). Vién nang mém; Thuoc dung ngoai dang| @ & 3
SA Marche-en- long; Thubc udng dang 1ong; Vién dan; Vién nén > 087 S S Health Product of
Famenne, B-6900,| *"& £ dang ‘ong, o ' w N S Belgium
Belgique
* Thude khong vo tring: vién nang cimg; thude udng dang 16ng (chua
Via Bernardo cortlcostekrmdA va‘ cac Ahorr;non khac,\khon;g l?ao v’gom hormon smh N o 0
. duc); thuoc bot va thuoe com; dang bao ché ban ran (chira hormon va = pay s . ..
4 Mipharm Quaranta, 12 - cac chit ¢6 hoat tinh hormon, bao gdm ca hormon corticosteroid);| @ /84 & S Italian Medicines
SP.A 20141  Milano| N Lo gom | o S 7/H/2013 |8 b Agency AIFA
thuoc dan; vién nen (chira hormon corticosteroid va hormon sinh| g > >
(M1), Italy Y Q
duc).
* Thudc sinh hoc: thube ¢6 ngudn gde tir dong vat.
Poligon Industrial
Can Jardi, Avgda. a NCE/131 ® 9 Ministry of
5 Lainco. SA Bizet, 8-12, 08191| * Thudc khdng vo tring: thudc bot; thudc ubng dang long; thude % 8/001/CA 8 8 Health of
' RUBI dung ngoai dang 16ng; dang bao ché ban ran. S T 8 8 Government  of
(Barcelona), L & S Catalonia - Spain
Spain
i , ™ Te]
Farma ggggos et;a:;c]lta, jlflrs]t * Thudc v tring: % NCF/131 | S 3 Ministry of Heath
7 Mediterrania, |5 " + Thubc san xuat vo tring: dung dich thé tich nho; thuée dong kho. | O 3/001/CA % S of Government of
) A iAo - . R s N ) o Ry i .
SL Barcelona, Spain + Thudc tiét trung cuodi: dung dich thé tich nho. o T v 3 Catalonia-Spain




Takasaki 239, a ~ ~ Ministry of
Plant, Nippon Iwahama.\maf:hl, San pham: Bleocin (Lastet inj; lastet Cap.25; Lastet Cap. 50; Lastet| © Q & Health, Labour
10 Kavaku  Co Takasaki-shi, Cap. 100) < 3981 S S and Welfare
Ltdy ”|Gunma 370-1208, p- § S % government of
Japan i i i Japan
Salutas  Pharma
GmbH * Thude khong v tring: vién nang cimg (chira chat doc té bao/chat| o DE ST 012 )
13 Salutas Otto-von- kim té bao); thuc udng dang 1ong (chira chat mién dich); vién nén % 1 GMP 2 8 8 Co quan thim
Pharma GmbH |Guericke-Allee 1,|(chira hormon va chat c6 hoat tinh hormon; chéat doc t& bao/chat kim| 5 013 0005 8 b quyén Dirc
39179 Barleben,[té bao, chit mién dich). L - N 3
Germany
Santen 9-19, Shimoshinjo
Pharmaceutica | C"°Me: Ministry of
i i - o ™ o]
I Co, Lt Higashiyodogawa = = b= Health,  Labour
ku, Osaka, Japan : O N N
14 (Santen ' L . |San pham: Cravit, Ophthalmic Solutions ] 1232 S S and Welfare
. |(2-14. Shikinami & o S
Pharmaceutica Hodatsushimizu- ’ S = = government of
I Co., Ltd. . - o o Japan
Noto Plant) cho, Hakui-gun,
Ishikawa, Japan)
56 Hanjin-1 -qgil, Sin ohi
Iw - an paam. o N ~ Minister of
. 80”9"?‘_“ eqp - Thuoc tiém bot Choongwae Prepenem (imipenem 500mg + Cilasti n| = S 3
15 Pharmaceutic [ Dangjin-si 500mg) 0} 15221 N & Health, Labour
c — —
al . Chungcheongng - Thudc tiém bot Choongwae Prepenem (imipenem 250mg + Cilasti n § 15572 g 3 and Welfare,
Corporation |m-do  Republic 250mg) - =) = Japan
of Korea
State
. Administration of
Joint  Stock]139, , S |ozsreo13| 2 S |Ukraine on
16 Company Saksaganskogo st,[* Thudc vé tring: ) saump/ | N Medicinal
"Kievmedprep (Kyiv, 01032, |+ Thudc san xut vo tring: Thudc bot chira cephalosporin. £ S S
arat" Ukraine 2 GMP § § Products
o (SAUMP) -
Ukraine
* % A A~ N \/IA , , IR VRV
Ostravska 29 Thuoc Akhong’vo truTg. Vlfen. nangAcur(;g chira c}\l?tdk‘lm te baf)_, VI(,En N o 0 o f
Teva Czech|cp.305. 747 70 mang mém cpua cyclosporin; Thuoc dung ngoe_u ung ngoai chia| s sukls2208 | S S State institute for
17 . hormon; Thudc udng dang long chira cyclosporin; Thudc phun muf© = S drug control,
Industries s.r.o |Opava, Komarov -| ", A , e . 2 oD 03/2012 (o o .
. chira hormon; Vién nén chira hoat chat ¢6 hoat tinh nguy hiém, chat = 5 Czech Republic.
LU
Czech Republic — ~

kim té bao va hormon.
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Alfa
Wassermann
S.P.A

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

* Thudc vo tring:

+ Thudc san xut v tring: Thudc dong khd (chira hormon khéng bao
gdm hormon sinh duc va hormon corticosteroid); Dung dich thé tich
nho (chira hormon khéng bao gom hormon sinh duc va hormon
corticosteroid); thudc bot.

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

* Thude khong v tring: Vién nang cimg; Thude dung ngodi dang
long (chira hormon, khéng bao gdm hormon sinh duc va hormon
corticosteroid); Dang bao ché ban rin; Vién nén; Thubc cdm.

* Ché pham mau: Thudc din xuat hodc chiét xuat tir t& bao//md
nguoi.

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

EU-GMP

IT/99-
2/H/2013

18/04/2013

09/01/2016

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 tring (thuéc OTC): dang bao ché ban rin (thude
kem, gel, thudc md); thudc dang long; thudc uéng dang 16ng.

PIC/S-GMP

MI1-2011-
CE-08904-
3

09/04/2013

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
(Theo cong vin 16617/QLD-CL ngay 04/10/2013 ciia Cuc Quén ly dwoc)
NHA MAY . . - Dz JGIAY [< _  ~|< _ =|CO QUAN
STT A ~  |PIA CHI PHAM VI CHUNG NHAN O W -4 Q> <O >'|
CONG BO : : . Z > HCN Zz O|Z2 =Z|CAP
* Thudc vo tring: , ‘
+ Thudc san xut vo tring: dung dich thé tich 16n; dung dich thé tich o ©
Dervenakion  6,|nho. < =) =) National
4 Pharmathen Pallini Attiki,|+ Thudc tiét tring cudi: dung dich thé tich 1én; dung dich thé tich| @ 23374/21- S S Organization for
SA , S 3-13 o o ..
15351, Greece nho. o > S Medicines, Greece
* Thudc khong vo tring: vién nang cung; thudc ding ngodi dang o @
long; vién nén.
Sofarimex  -|Av. Das Industrias * Thude v0 tring: National
. A , X A N . . R pr S A A A o ©
Industria ) Alto do + Thuqc san;xtlat vo»trung. dung dich thé tich 16n; thuoc dong kho; % Fo27/s1/ |8 = Authority of
o . dung dich thé tich nho. N N .
6 Quimica e|Colaride, Cacem, z N o , L s .. o H/IAF/IALll | 5 & Medicines and
. * Thuoc khong vO tring: vién nang cung; thudc dung ngoai dang| - o o
Farmaceutica, |2735-213, \ PO - DV 5z R A 001/2013 | & =) Health Products,
long; thudc uong dang long; thuoc bot va thude com; dang bao ché ~ o
S.A Portugal L 1.P, Portugal
ban ran; vicn nen.
Ministry of
-6- a8 ™
f(gislh?kawa (ED = Health, Labour
7 Eisai Co., Ltd Bunk o-Ku’ San phdm: Merislon Tablets 12mg & 1233 % and Welfare
yo-iu, S 2 Government  of
Tokyo, Japan S ~
Japan
Warszawskie
- - ™ Te]
Zaklady 22/24, Karolkowa A L . . Lol S GIFIW- 13 = Main
Farmaceutycz * Thuoc khoéng vo trung: thuoc dung ngodi dang 16ng; dang bao ché N- N N .
11 Str., 01-207(, , . ) ISP . o S S Pharmaceutical
ne Polfa ban ran; dung dich thudc diung qua truc trang. S 4022/32/1 | o -
Warsaw, Poland o > S Inspector, Poland
Spolka 3 - ~
Akcyjna
17 Athinon Street, ~ o
. o — — i
: Ergates Industriall,, . s khong vo tring: Vién nang cimg; thuc bot pha hén dich| 2 AEG00/0 & & Pharmaceutical
15 Aegis Ltd Avrea, Nicosia, ubne: vien nén o 1/2012 = = Services Ministry
Cyprus, 2643, & ' a g % of Health, Cyprus
™ o
Cyprus
* Thudc vo tring:
B-dul lon + Thudc san xuat v tring: Thudc dong khd (chira chat doc té
Mihalache rir. 11 bao/chét kim té bao); dung dich thudc thé tich nhé (chira chit doc té| o ® © National Agency
19 S.C. Sindan - sector ' 1' bao/chét kim té bao; chit diéu tri khdi u). (29 016/2013/ | & & for Medicines and
Pharma S.R.L . '|+ Thudc tiét tring cudi: dung dich thé tich nho (chira chét doc té bao/| & RO S S Medical Devices -
Bucuresti, cod o = >
o o

chat kim té bao).
* Thubc khdng vb tring (chira chat doc té bao/ chat kim té bao; chat
diéu tri khdi u): vién nang cimg; vién nén bao phim; vién nén.

011171, Romania

Romania




Bjorkbornsvagen | Thube v0 tring: S = =
20 Recipharm 5J Karlsl?o | Thudc tiét tring cudi: dang bao ché ban ran, thube gel. (29 24:2012/5| & & Medical Products
Karlskoga AB | 981 % Thude khong v tring: dang bao ché ban rén; thudc dan; miéng| & 15523 < o Agency, Sweden
69133, Sweden , . . o = S
dan; thuoc dung qua truc trang. — N
* Thudc vo tring:
46, Agissilaou|+ Thudc san xuét vo tring: dung dich thé tich nho. o 3 = National
” GAP AE/|str., Agios|+ Thudc tiét tring cui: dung dich thé tich nho. S 25943/9-4{ & & Oraanization for
GAP SA Dimitrios ~ Attiki,|* Thubc khéng v trang: vién nang ctng; vién nang mém (chua|- 2012 S S Megdicines Greece
17341, Greece  |hormon); vién nén. w I & ’
* Thude vo tring:
+ Thudc san xut vo trang: thudc déng khd (chtra hormon); dung dich o ©
R . /4 A . 4 . o — — H
Anfarm Hellas|Sximatari Viotias, the tlc}: Sn.lfo’ t,huoc c?.y ghép Qang r? n (Chlfa beta lacFam) 2 L2 37854/13-| & & Natloqal .
24 SA 32009. Greece + Thudc tiét trung cudi: dung ich thé tich 16n; dung dich thé tich nho. | Q 5.2013 S F Organization for
' ' * Thudc khéng vo triing: vién nang cimg (chira betalactam); thudc a g § Medicines, Greece
N \ 5 A A 5 N AL 7 — o
dung ngoai dang long; thuéc uong dang long; dang bao ché ran khac
(chtra betalactam); dang bao ché ban rén; vién nén (chtra betalactam).
. g g Swiss Agency for
ACS Dobfar|7743 Brusio : . : o 3 o N N Therapeutic
i Ll A A N\ A k3 A A A ~ E _ Py ~
32 Info SA Switzerland Thudc v6 trung dang dung dich (k& ca thudc tiém truyen) g z 12-1921 g 5 Products
S <] (Swissmedic)
767-7 Aza -
. ' L Ministry of
o ™
34 | Co. Ltd.|Fukusakicho, San pham: Tearbalance Ophthalmic Solution g 1771 S ag(\:l/emmen\:Velfacr;
Fukusaki Plant |Kanzaki-gun, S &8 g
Japan
Hyogo-ken, Japan
Joint  Stock
Company
"Kievmedprep
arat" (Division B ® © State_ S
139, o = 019/2013/| 2 S Administration of
No 1 of the * Thudc vo triung: o « N .
36 department of Saksahanskogo + Thube sin xuit v trine: thude bot h SAUMP/ |F = Ukraine on
P st Kyiv, 01032, 0C san Xuat vo trung: thuoe bo S |lemp |8 S Medicinal
manufacturing . o = N
Ukraine Products

of  injection
forms of
medicines)




17 Athinon Street,

™ [{e]
. o — — H
: Ergates Industriall, 4 khéng vd tring: Vién nang cimg; thudc bot pha hdn dich| = AEG001/ |& & Pharmaceutical
37 Aegis Ltd Area, 2643 ubne: vien nén Q 01/2013 Irs) o Services Ministry
Ergates, Lefkosia & ’ a % 3 of Health, Cyprus
Cyprus i @
- - ™ Te]
gez?ations 25, Sienkiewicza < (Ij“: 1w b P Main
39 P Str, 99-300|* Thudc khong v tring: bot pha dung dich dong tai; vién nén. o S S Pharmaceutical
Poland Sp. Z S 4022/17/11| o =
Kutno, Poland o = 3 Inspector, Poland
0.0. 3 o~ —
* Thudc vo tring: ‘
+ Thudc san xut vo tring: dung dich thé tich nho (thude nho mét; lo The Institute for
Teva 18 Eli Hurvitz St thudc; bom tiém déng sin). ‘ o 2 = Standarization and
Pharmaceutica "+ Thudc tiét trang cubi: dung dich thé tich nho (lo thudc). = Q < Control of
40 . |Ind. Zones, Kfar i R PN ; oz \ o 1427/13 | &S v .
| Industries Saba  Israel * Thuoc khong v6 trung: vién nang cung; thuoc uong dang long;| 2 S o Pharmaceutical,
Ltd. ’ thudc bot va hat pellet, vién nén (vién nén khong bao, vién nén bao|“ 3 S Ministry of
phim). Health, Israel
* Thude sinh hoc: thude cong nghé sinh hoc.
* Thudc vo tring:
Hafnerstrabe 36| Thuéc,sén Xudt Vo triing: dung dich thé tich 16n; dung dich thé tich| o INS- o Q Austrian
i Fresenius Kabi|o - Grag |Mho: thude san xudt vo tring khdc. 3 480166- |& & Medicines  and
Austria GmbH Austria |+ Thudc tiét trang cudi: dung dich thé tich 16n; dung dich thé tich| 5 0028-001 | & 3 Medical Devices
nho; thude tiét tring cudi khac (chira hormon, chét kim té bao, khang| (3/5) 3 8 Agency (AGES)

sinh).
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B.Braun
Melsungen
AG

Carl-Braun-
Strabe/Am

Schwerzelshof 1/

11
Melsungen,
Germany

34212

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

EU-GMP

DeFN43

10/06/2013

10/06/2015

Co quan
quyén Puc

thdm




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

NHA MAY . . I Oz dGIAY |<  a|< _ =[co QUAN
STT ~ - |PIA CHI PHAM VI CHUNG NHAN O < O > <O >
CONG BO : . : Z > HCN z Oz =E|[CAP
BLB 016, Bulebel o 2 S .
. Medicines
. Industrial Estate,|, ... . . = MT/009H | & & .
: LA N ST 5 N N
2 Actavis Ltd Zejtun  ZTN3000, Thudc khong vo trung: dang bao ché ran khac; vién nén. it M/2013 5 S QL;tlft];)rlty of
Malta L J S
* Thude vo tring:
+ Thudc san xuat v trang: thudc dong khd (chtra hormon); dung dich
thé tich nho; thudc ciy ghép dang rin (chira beta lactam) a < < National
Anfarm Hellas|Sximatari Viotias,|+ Thuéc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich| = 37854/13-| & & o
3 \ o I F Organization for
SA 32009, Greece nho. S 5-2013 o o Medicines. Greece
* Thudc khéng vo triing: vién nang cimg (chira betalactam); thudc|“ 3 s ’
dung ngoai dang l6ng; thuc udng dang long; dang bao ché rin khac
(chtra betalactam); dang bao ché ban ran; vién nén (chtra betalactam).
* z N o~ . Z . 1A . Z. A 1o~ T N
United No.45, Guangfu Thuoc vO trung: thuoc tiém (dang san xuat vO trung va tiét trung| o o 0 Ministry of Health
. . N.Rd., Hukou|cu6i) = by S
Biomedical, . £ R A 5 L. X . . O N N and Welfare,
5 . |Township, * Thuoc khéng vo tring: dang bao ché long (hon dich); dang bao ché| 0026 S S . .
Inc., Asia,|, , . . 2 N 2 ; I N £ o P Republic of China
Plant Il Hsinchu  County|ban ran (thudc mdo, thudc kem); dang bao ché ran (vién nén bao| O B S (Taiwan)
30351, Taiwan dudng, vién nén bao phim, vién nén, thudc bot) vién nang. o - «©
Industriestrabe 67,
1221 Wien,
Austria
(c&c khu vuc san
xut: Lange Allee|* Thudc vo tring:
8; Lange Allee 24;[+ Thudc san xuat vo tring: dung dich thé tich 16n; thudc dong kho; INS- o . Austrian
Lange Allee 51;|dung dich thé tich nho; thubc ciy ghép va dang rin. % 480001- |3 s Medicines  and
7 Baxter AG Industriestrasse |+ Thudc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich| @ 0085- S S . ;
) \ S o o Medical Devices
20; nho. 2 001(10/10| § s Agency (AGES)
Industriestrasse [+ Thudc sinh hoc: ché pham tir mau; thuéc mién dich; thudc cong ) i o gency

72;
Industriestrasse13
1; Benatzkygasse
2-6; Pasettistrasse
76)

nghé sinh hoc; thudc cé ngudn goe tir ngudi va dong vat.




No.2, Fon Tan

* Thudc vo tring:

+ Thudc san xudt v tring: bot khd pha tiém; thude tiém; hon dich
pha tiém; thudc nho mét; nho miii; nho tai.

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

* Thubc khdng vé tring: dang bao ché 1ong (dung dich, hdn dich);

Rd.. Fon Tan Ind dang bao ché ban rin (thudc kem, thuéc md); dang bao ché ran (vién CEL 3¢ 2] Ministry of Health
Gentle Pharma| __. ! ‘[nén bao phim, vién nén bao tan trong rudt, vién nén, thudc bot, thudc| © Q 8 and Welfare,
8 Dist., Da Bi| o b 0113 o) > . .
co., Ltd Hsiang vunlin com), vién nang. S o o Republic of China
Hsien 1raiwan Cu théf — R o Lz : " o N & (FDA) (Taiwan)
' * Thuoc chira penicillin: bot khd pha tiém; thuoce com; thude bot; vién
nang.
* Thubc chira cephalosporin: bot kho pha tiém; thudc cém; thude bot;
vién nang.
* Thubc chira carbapénm: bot kho pha tiém.
Espace Industriel
Nord, 151 rue|* Thudc vo tring: o a 3 French Agency for
10 Laboratoire |Andre Durouchez {+ Thubc san xudt v trung: dung dich thé tich 16n; dang bao ché ban| = HPF/FR/L| & & Medicines  and
Unither CS 28028, 80084|rdn; dung dich thé tich nho. 3 15/2013 |8 S Health  products
Amiens Cedex 2,|* Thudc khong vé tring; thude dung ngoai dang 1ong. w =] S Safety (ANSM)
France
Leo Pharma . a 3¢ 9 .
1 AJS, LEO Izr;(jSlgstrlpaé:tlelr;jS, * Thudc khong vo tring: thuéc dung ngodi dang long; thudc udng (ED DK  H|& & '[\)Air:;isCP:nI::alth and
Pharmaceutica P, dang 16ng; dang bao ché ban rin; vién nén. S 00031113 | & S .
| Products Ltd Denmark o F S Authority
o o
Thymoorgan * Thudc vo trang:
Thvmooraan Pharmazie GmbH |+ Thudc san xut v tring: dung dich thé tich 16n; thudc dong khé;| o DE NI 0 N 2]
1 Pthmazig Schiffgraben  23,|dung dich thé tich nho. (ED 1 GMP 2 & & Co quan thim
GmbH 38690 + Thubc tiét trung cudi: dung dich thé tich nhé. S 012 0035 5' g quyén Durc
Vienenburg, * Thube khdéng vo tring: thudc ding ngodi dang long; thudc uéng| - Q &
Germany dang long.
Coban Cesme|* Thudc vo tring: UK GMP United Kingdom's
Mustafa Mah. Sanayi|+ Thudc san xuét vé tring: dung dich thé tich 16n; thudc déng kho;| o 21246 o 0 medicines  and
Caddesi 13,|dung dich thé tich nho; thudc ciy ghép va dang rén. = Insp GMP| & < Healthcare
14 Nevzat  llac - J N o " ; s\ N o |9 = S
Sanavii A S Yenibosna, * Thudc khéng v trung: vién nang ctimg; vién nang mém,; thudc dung| 2 21246145 | o o Products
YIEA. Istanbul, TR-|ngoai dang 1ong; thudc udng dang 16ng; vién nén. L 1852- 3 3 Regulatory
34196, Turkey * Thudc sinh hoc: Thude cong nghé sinh hoc. 0002 Agency MHRA
. Moneyland, o o =
17 (Slisll;rd) Gorey  Roadl, 1y & khong v trimg: Vién nén 5 [2012/586 | & §  |rish  Medicines
Industries Ltd |ATKIow. Co. & & 3 mes | S Board
Wicklow, Ireland L 3 =]




Thesi Pousi-Xatzi

* Thudc vo trung:

- + A 5 A A \ . . A or 5 i ™ © .
Agiou Louka, Thu?c sin x1‘1at vo tAr.ung dung d;chx t}}e tlch.)nho % = = National
. . + Thuoc tiét tring cuodi: dung dich thé tich nho. 42065/28-| & N .
19 Rafarm SA Paiania Attiki, TK X R N . L s .. o S = Organization for
* Thuoc khdng vO tring: vién nang cung; thudc dung ngoai dang| - 5-13 o o -
19002, TO 37, o \ \ PG . A P = S Medicines, Greece
Greece long; thuoe uong dang long; dang bao ché ran khac; dang bao ché béan - =
ran; vién nén.
San pham: -
Meiji  Seika|1056, Fosmicin for 1.V 1g B ® it Ministry of
. . = b= S Health,  Labour
20 Pharma  Co.,|Kamonomiya, Fosmicin for 1.V 2g ) 2400 N N and Welfare
Ltd., Odawara|Odawara-shi, Fosmicin-S for Otic g 3 3 overnment  of
Plant kanagawa, Japan |Fosmicin tablets 250 S ® ® ?apan

Foscimin tablets 500

Av.12 de Octubre

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

+ Thudc khdng vo tring: thude bot; thubc cdm; vién nén; vién bao;
thudc kem; thude gel; dung dich va hdn dich thude.

+ Thubc vo trung: dung dich tiém va thubc dong kho.

4444, Quilmes
(Zip code 1879),
Province of
Buenos Aires,
Argentine

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

Republic

* Thudc chtra chat kim té bao, chit chéng ung thu c6 hoat tinh
hormon: dung dich, hdn dich; thuéc déng khd bao gdm ca thude tiém
thé tich 16n.

calle 519 entre
Ruta 2 y Calle

S/No, Locality
Parque Industrial
La Plata (Zip
Code 1900)
Province of
Buenos Aires,
Argentine

Republic

* Thube chira khang sinh beta lactam: dang bao ché ran khong vo
trung.




Aeropharm GmbH

Francois- * Thudc vo tring: o DE_TH 0| 0
Aeropharm . + Thudc sn xuét vo tring: thue nho mat. = 1H_GMP |& & Co quan thdm
23 Mitterand-Allee-1, J - AL PO . £ Q@ S 3 P
GmbH 07407 Rudolstadt * Thuoc khdng vO tring: Thudc uong dang long; thuée phun mu;| 2 _2013- S o quyén Burc
'|thudc bot hit bao gdm ca thiét bi dinh liéu. w 0005 S 8
Germany
* Thudc v6 tring|:
+ Thudc san xuét v tring: thudc dong khd (chat kim té bao/chat doc
té bao); dung dich thé tich nho (chat kim té bao/chét doc té bao; chat
B'dul |On Y . A .
Mihalache nr. 11 |dicu tri khoi u). o 3 3 National Agency
’s S.C.  Sindan| . L Thudc tiét trung cudi: dung dich thé tich nho (chit doc té bao/chit g 016/2013/ | & & for Medicines and
Pharma SRL 50 i coq|iim té bao). 35 RO S S Medical Devices -
011171 Romania |- Thube khéng vo tring: vién nang ctng (chat doc té bao/chat kim té| W = 8 Romania
' bao, chit diéu tri khdi u); vién nén bao phim (chat doc té bao/chat
kim té bao, chit diéu tri khéi u); vién nén (chit doc té& bao/chit kim té
bao, chit diéu tri khdi u).
* Thudc vo tring:
+ Thudc san xuét vo tring: thudc dong khd (hormon); dung dich thé
tich nho; thudc cdy ghép dang rin (chira khang sinh betalactam). a * 9 National
26 Anfarm Hellas|Sximatari Viotias,|+ Thudc tiét tring: dung dich thé tich 16n; dung dich thé tich nho. g 37854/13-| & & Oraanization  for
SA 32009, Greece  |* Thudc khong vo trang: vién nang cimg (khang sinh betalactamy);| 5 5-2013 S S gani
X s \: A2 . 5 PO > = Medicines, Greece
thudc dung ngoai dang long; thuoc uong dang long; dang bao ché ran — o
"(chira khang sinh betalactam); dang bao ché ban rin; vién nén (chira
khang sinh betalactam).
L rue de labbave * Thudc vo tring: French  National
Glaxo 76960 No>t/re: + Thudc san xuat vo tring: thubc dong kho; dung dich thé tich nho. | a 9 put Agency for
+ Thubc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich| = HPF/FR/3| & & Medicines  and
27 |Wellcome - )Dame D8l ho S ooz |8 5 |Health Products
Production  |Bondeville, o L o NN I = S
* Thudc sinh hoc: thuéc céng nghé sinh hoc; thude ¢6 nguon goc tir = Rk Safety Agency
France N A
nguoi va dong vat. (ANSM)
Lot 6, Persiaran
Perusahaan, National
Seksyen 23 B3 ™ © .
y E —
IDS  |kawasan L 7 2 § S Pharmaceutical
28 Manufacturing Thuoc uong dang long. b 373/13 g = Control  Bureau,
Sdn. Bhd Perusahaan Shah ) = g Ministry of Health
+N% | Alam, 40300 Shah = SIS Y

Alam,
Malaysia

Selangor,

Malaysia




Husenstrasse 35,

Swiss Agency for

™ ©
— —
i , UI’) o o o R
29 |PWiss CaPSlgoas Kirchberg, [San pham: Pharmaton o = |131119 |S S Therapeutic
AG Switzerland a © S S Products
= 3 (Swissmedic)
(92 Te] i
Via Mulini, 6934 5 o = = ?‘éve'fz ':i?:cy for
30  |Ginsana SA  |Bioggio, San phém: Pharmaton Kiddi o =|13846 |S S P
Switzerland o © 5 S Products
3 & (Swissmedic)
Mega 60 National MI-2013- « 9 Therapeutic
31 Lifesciences  |[Avenue, * Thudc khong v triing: vién nang cimg; thudc bot va thude cém;| L 2 || 1-04845- & & Goods
(Australia) Pty|Pakenham  VIC|vién nén. g Ol 5 5 Administration,
Itd 3810, Australia & S Australia
E:;frk;?tz?dort * Thude vo tring: % N 0 Swiss Agency for
F.Hoffman - g - Thubc dang 16ng: dung dich thé tich nho (bao gdm SVP, thudc nho| G 8 & Therapeutic
33 (Parenterals), . h 12-1906 |S =
La Roche AG 4303 Kaiseraugst mat). S = < Products
) e 5 AL, e A ~ = N © : i
Switzerland - Thuoc dang bao ché ran: Thuoc dong kho. o o N (Swissmedic)
Plaza Nro
967/969Autonom
ous City  of{* Thubc khdng vé tring chira khang sinh betalactam: vién nén; vién
Buenos Aires,[nén bao phim; vién nang; thudc bot va thude cdm.
Argentine
Republic
United Kingdom's
. Chacharwadi- * Thude vo tring: a UK GMP e 9 medicines and
Claris A P Ca . = 20752 1) o
37 Lifesciences Vanasa, + Thuoc san xuat v6 tring: dung dich thé tich nho. ﬂ 5 Insp GMP| S N Healthcare
o Ahmedabad,  In|+ Thudc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich| 5 S 8 Products
Limited . \ N o 20752/13 | & =
382213, India nho; nhil turong. 875-0006 |~ - Regulatory
Agency MHRA
Plot numbers 457|* Thudc vo tring:
INTAS and 458 Sarkhej-|+ Thudc san xuit vo trung: dung dich thé tich nho (chit doc té|a o ©Q Federal  Agency
" Pharmaceutica |B2V12  Highway, bao/chét kim té bao). (ED BE/2013/ | & & for Medicines and
Is Limited Matoda, Sanand, [+ Thudc tiét tring cudi: dung dich thé tich nho (chét doc té bao/chat| 5 008 3 3 Health Product of
Ahmedabad, IN-|kim té bao). L 8 & Belgium
382210, India (Khong bao gdbm dang 6ng tiém va bom tiém dong sin)
Recklt_t 65 Moo 12, UK GMP Unlte_zd_ Kingdom's
Benckiser Lardkrabang- a 20689 ® © Medicines and
Healthcare  [Bangplee  Road,|* Thubc khéng vé tring: thudc udng dang long; dang bao ché rin|= Q < Healthcare
45 : A Y o Insp GMP| & S
Manufacturing |Bangplee, khac (vién nhai mém -Soft chewable tablets). S o o products
. i 20689/13 | S =
(Thailand) Samutprakarn, Th; 803-0005 | — 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 clirng; vién nén.

EU-GMP

UK GMP
31303
Insp GMP
31303/35
3718-
0003

14/03/2013

03/12/2015

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

* Thude khong v tring: vién nang cimg; thudc udng dang léng; vién
nén, dang bao ché ban ran.

EU-GMP

NL/H
13/0100

IR

IR

Health
inspectorate,
Netherlands

care
The
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Lavia

kim té bao).

Dot 17
(Theo cdng viin sé 1405/QLD-CL ngay 23/01/2014 cia Cuc Quan Iy dwgrc)
NHA MAY . . I D Z JGIAY |< _ &< CcO QUAN
A <~ |PIA CHI PHAM VI CHUNG NHAN O w4 o> <0 p
CONG BO : : : Z > HCN Zz 9=z CAP
Aharnon  Street,
Limassol
Industrial Estate,
Building 1-Main,
Building 2- £ R . . , I .
L * Thudc khdng vo trung: vién nang cung; thudc dung ngoai dang|n « 9 .
Penicillins, . £ % ) ; e g NS b= 3 Pharmaceutical
. . long; thudc uong dang 16ng; dang bao ché ran khac; thuée phun mu; REMO00/2 | & N - -
Remedica Ltd (Builing 4- . Lovs ;i A Loz |Q ) = Services Ministry
. dang bao ché ban ran; thuoc dan; vién nén; thudc uong (chua|- 013/001 |o© o
cephalosporins, enicillin va cephalosporin) o 5 S of Health, Cyprus
building 5 - Anti- P P P ' c -
cancer/hormones,
Buiding 10-anti-
cancer, Limassol,
Cyrus, 3056,
Teijin Pharma a - Ministry of
Limited 2-1, Hinode-cho, (ED s Health,  Labour
Iwakuni Iwakuni-shi, San phém: Vién nén Bon-One 0.25 & 3385 % and Welfare
Pharmaceutica | Yamaguchi, Japan § S government of
S -
| Factory Japan
* Thudc vo tring:
+ Thudc san xut vo tring: thudc déng khd (chtra hormon); dung dich
thé tich nho; thudc cdy ghép va dang rin (chira khang sinh
betalactam). o 3 3 .
. © \Jit A ial oo Z. . P . 2| S o o National
Anfarm Hellas|Sximatari Viotias,[+ Thuoc tiét trung cu6i: dung dich thé tich 1on; dung dich thé tich 37854/13- | & N o
. 0] o) = Organization for
S.A 32009, Greece nho. S 5-2013 o o Medicines. Greece
* Thudc khong vO tring: vién nang cung (chia khéng sinh|Y 2 s '
betalactam); thudc dung ngoai dang 16ng; thudc udng dang long; dang
bao ché rin khac (chtra khang sinh betalactam); dang bao ché ban
rin; vién nén (chira khang sinh betalactam).
. . * Thudc vo tring: N o
RUp.mcu Iela. Ly Thudc san xuat vo tring: thudc dong khd (chira chat doc té bao/chat % ZVAILVI |3 =
. Olaine, Olaines|, . ", ., . 2 .. ) A, an A 1x Ay 1v A 1x N N State Agency of
Pharmidea novads LV-2114 kim té bao); dung dich thé tich nho (chat doc té bao/chat kim té bao). |Q 2012/018 | S Medicines. Latvia
|+ Thubc tiét tring cudi: dung dich thé tich nhé (chit doc té bao/chat| 3 H = S ’
— N




* Thudc vo trung:

. Dansom Lane,|+ Thudc tiét tring cudi: dung dich thé tich nho. UK MIA Unlte.,‘d. Kingdom's
Reckitt J . PO } FORT . a 63 Insp(®} 9 Medicines and
. Hull, East|[* Thuoc khong v0 tring: vién nang ctng; thudc ding ngoai dang| S S b
Benckiser . \ Loz \ R Loz . A 'y GMP/IM | & N Healthcare
8 Yorkshire, HUB8|l6ng; thudc uong dang long; dang bao ché ran khac; dang bao ché ban| @ N =
Healthcare 1755 United|rén; vién nén 2 S S products
P ’ > . L | Lo
(UK) Limited Kingdom * Thudc sinh hoc: Nystatin (Thudc kem Timodine) 83/2197092 o - ieQe:lcatory
* Standardised Senna, Buprenorphine hydrochloride. gency
,Il\/lrezilgiemittel * Thue V0 tring: ,
Medice Putter . Thubc san xuat vo trung: dung dich thé tich nho. o DE_NW_|[® Q
9 Arzneimittel |0 " + Thubc tiét tring cudi: dung dich thé tich nho. g 01_GMP_|& & Co quan thim
Putter  GmbH| "~ 3 [* Thude khong vo tring: vién nang ctmg; vién nang mém (vién nang| = 2013 001 |8 3 quyén e
&Co.KG g 'lmém vo gelatin Nephrotrans); thudc uéng dang 16ng; dang bao ché| Y 0 & =]
58638 Iserlohn,| .~ Lz N
ran khac (thuoc com, pellet); dang bao ché ban ran; vién nén.
Germany
Reckitt Nottingham site, United Kingdom's
Benckiser Thane Road, a 3¢ 2] Medicines and
12 Healthcare Nottingham, San pham: Strepsils Warm Lozenges (29 PP101269 g 8 Healthcare
International | NNottinghamshire, pham: STep 8 3 29 S S Products
Limited NG90 2DB, L S S Regulatory
United Kingdom Agency

Gral. Martin
Rodriguez 4085
Aconquija corner
(Zip code 1714),
Province of
Buenos
Aires(Ituzaingo
Plant Module 1),
Argentina

* Dung dich tiém, thudc dong kho, dung dich tiét tring khéng chua
betalactam, chit kim té bao, hormon (trir corticoid).
* Dung dich thudc nhé mét.

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

Argentina

* Thudc bot pha tiém vo tring chira betalactam.




Aston Lane North,

Norton Whitehouse Vale * Thubc v6 tring: UK MIA United Kingdom's
::'ie;:izzare_r A Lr:(igtsc::al Ei(t)i)tli, +’ Thudc san xuét vO tring: dung dich thé tich 16n; dang bao ché ban % ?BBI\(/)IP /gll:s)p % g IT:;LE?;Z and
18 Ivax Runcorn, |ran: dufl & Q%Ch tPé tich P.hé' . 2 e 2 g P/IMP g § products
Pharmaceutica |Cheshire, ~ WA7 ;h"cl)"huoc tiét tring cuoi: dung dich thé tich 1on; dung dich thé tich| g 530/1400 i Q Regulatory
Is UK 3FA, United ' 4-0018 Agency
Kingdom
Silk Road|* Thuéc V0 tring: o ’ UK MIA United Kingdom's
Business Park, |+ Thu@c san xudt vo trung: thude cénghép va dang ran. a 17901 3¢ 9 Medicines and
20 AstraZeneca |Macclesfield, + Thude tiét tring cudi: dung dich thé tich nho. % Insp GMP & & Healthcare
UK Limited |Cheshire, SK 10|* Thubc khong v tring: vién nang ctmg; thudc ding ngodi dang| 1790110 S 3 products
2NA, United|long; t}luéc uong dang long; vién nén. ’ ’ L 117-0025 ® 3 Regulatory
Kingdom * Thuoc sinh hoc: LHRH antanogist, chong nam; antioestrogen. Agency
Carr 188 Lote 17, . . ,
san Isidro UK GMP United Kingdom's
IPR . o a 2 Medicines  and
Pharmaceutica | M9ustrial Park, Po . = 1822 |2 & Healthcare
21 Is Box 1624,[* Thuoc khong vo trung: vién nén. o Insp GMP E g products
Incorporated Canovanas, PR - a 15822/12 % E Regulatory
00729, Puerto 983-0003
Rico. Agency
* Thudc vo tring:
+ Thubc tiét tring cudi: nude cit pha tiém.
Biotest AG * Thuléc sinh hoc ché phélm tur 7méu; t}}uéc Cfﬁng nghé Sinh hQ’C N - ©
_ Landsteinerstrabe (Protem/[?NA tai t0 hop: khang the don bao, khang thé don bao két| S DE HE 0 é‘ § Co quan thim
22 [BIOWSLAG 15 63303 Dreieich,|M9P 40¢ 10 , Q9 |LOMP 215 3 quyén Dire
G'ermany "I( _Co s6 chimg nhan xudt xwong: Biotest Pharma GmbH, dia chi:| ) 013 0092 g §
Biotest AG
Landsteinerstrabe 5, 63303 Dreieich, Germany theo Gidy ching nhan
s0 DE_HE 01 GMP 2013 0093)
JL.Wanaherang o - ©
PT NO\./e" No. 35 Tlajung * Thubc vo trang: = DE_BE 0 § §1 Co quan thim
24 Pharmaceutica | 16962 Gunung + Thudc san xut v tring: dung dich thé tich nho (dng tiém) ? L_GMP_2 § 5 uyén Dirc
| Laboratories |Putri, Bogor, ' : a 013 0023 § § quy

Indonesia




* Thudc vo tring:
+ Thudc san xuit vo tring: thudc dong khd (thudc bot pha tiém va
tiém truyén); dung dich thé tich nho (thudc tiém; dung dich dam dic

trung:

N N ™ Te] <t
L PO NN S A a it B s
) Orion OOZrlzc())rgntle Espo(l), ﬁ;;:gr:) va tiém truyén); dung dich dung cho bang quang, oromucosal (% 3476/11.0 8 8 g 8 Finnish Medicines
. , . ; IoN — e}
Corporation | i and + Thube tiét tring cudi: dung dich thé tich nho (thube tiém: dung dich| @ |~0Y2013 | S¢S Agency (FIMEA)
dam dic dé tiém va tiém truyén); oromucosal liquids.. e -~ = @
* Thudc khdng v tring: dung dich uéng nhé giot; thude bot hit; vién
nén ( bao gdbm thudc chira sulphonamides.)
16-24 rue Jean|, LA a < < French  National
Thudc vo trung: S S
Chaptal 93600 .. . ‘. . P . C |2 HPF/FR/1| & N Drug and Health
' + A A Al* a e A (O] — =
27 Guerbet Aulnay Sous Bois, nh"é"huoc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich e 90/2013 g 5 Products  Safety
France ' L S 3 Agency (ANSM)
Laboratorio * Thude v0 tring:
. + Thudc san xuat vo trung: dung dich thé tich nho (hormon hoic chat
Italiano N , , . . o 2 3
s .. Via Licinio, 11 -|c6 hoat tinh hormon trir hormon sinh duc). = S S . ..
Biochimico IO £ . 2, . IT/178- (& N Italian Medicines
28 . 22036 Erba (CO),|+ Thuoc tiét tring cudi: dung dich thé tich nho. [©) =) S
Farmaceutico ’ R AN I . \ S 3/H/2013 | © o Agency AIFA
. Italy * Thuoc khong v6 trung: thuoc dung ngoai dang long (hormon| > =
Lisapharma . . £ X ) . . o —
SPA corticosteroid); thuoéc uong dang long (hormon corticosteroid,
o hormon sinh duc); dang bao ché ban ran (hormon corticosteroid).
;:i.onflrmclllr?lrjlensi’ * Thude khong v tring: vién nang cing; thude béan ran (thudc kem| o - Q National Agency
Farmaprim ’|chira khang sinh non-betalactam, thudc m& chira hormon, thudc kem, | = 019/2013/| S < for Medicines and
32 Sat  Porumbeni, A I , L 9 Y 5 . :
S.R.L gel); thuoc dan; thudc trimg (chtra khang sinh non-betalactam, chira| 2 RO o o Medical Devices -
MD 4829, hormon) L ~ N Romania
Republic Moldova ' o
Sandoz llac
Sanayi ve Ticaret
AS - ©
. o — —
Sando_z llac Gebze. Plastlkcner * Thube khong vo tring: vién nang cimg; thudc udng dang 1ong; = DE_ST_0 Q & Co quan thim
34 Sanayl Ve|Organize - Sanayi thudc dan; vién nén; thue cém Q LGMP_2):3 3 uyén Pirc
Ticaret A.S  |Bolgesi Ataturk, - ’ 2 013 0011 (S S quy
Bulvari 9. Cadde e o
No.1, 41400
Kocaeli, Turkey
GIDC Estate, 507- a - © State
- . . . P= = = inistrati
Sava B_512, Wadhwan|., Thude khdng v trung: thude bot pha dung dich uong; dang bao ché| O 058/2013/ & & Adm!nlstratlon of
36 Healthcare Ltd City - 363035, ban rén: vidn nén b SAUMP/ | & = Ukraine on
Surendranagar, 2 ¥ ' ) GMP 2 = Medicinal
India e e o Products
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Novartis
Bangladesh
Limited, Tongi
Plant

Cherag Ali
Market,  Tongi,
1711 Gazipur,
Bangladesh

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

EU-GMP

450-
8/2013-1

17/06/2013

26/02/2016

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

Organiize Sanayi
Bolgesi,
Cerkezkoy,
Tekirdag, Turkey

* Thube khdng vo tring: vién nén (chira hormon va thude chdng ung
thu)

EU-GMP

F113/01/2
013

13/05/2013

11/04/2016

National

Authority of
Medicines and
Health Products,
1.P, Portugal
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Belgium

Heallth  Products

Pot 18
(Theo cong vin s6 2438/QLD-CL ngay 25/02/2014 ciia Cuc Quan ly dwgc)
NHA MAY . . n Dz JGIAY [< _ ~|< _ =|CO QUAN
STT A - |PIA CHI PHAM VI CH NHAN O w4 O >«<|O >~
CONG BO 1A C : CHUNG : Z > HCN 2 Oz =|CAP
Via Franco[*Thubc vo trung: o 9 =
1 Wyeth Lederle|Gorgone  Z.I  -|+ Thudc san xudt v trang: thuéc bot dong khd (chua penicillin); % IT/29- & & Italian Medicines
sl 95100  Catania|dung dich thé tich nhé (chwra penicillin, chit doc té bao/ chat kim té| 5 4/1H/2013 | S 3 Agency (AIFA)
(CT) ltalia bao). L 3 S
i i ™ Te]
Saxter Route 120 IFI\’I(I)TJOnI(j = |cr 0848 g  |United States
2 Healthcare ! San phdm Albumin Human, USP, 20% Solution, Flexbumin 20% | O 3 S Food and Drug
. Lake, IL 60073, ) 13WHO | o =) .. .
Corporation ) IS S Administratrion
USA — —
i i ™ Te]
paxter iziﬁj 120 |F|;(;TJ?]|§ > o7 s0s3 |8 g  |United States
3 Healthcare ' San phém Albumin Human, USP, 25% Solution, Flexbumin 25% ] % % Food and Drug
. Lake, IL 60073, ) 13WHO | o - .. .
Corporation ) I > Administratrion
USA = =)
B-dul Theodor
Pallady  nr.44C,|* Thudc khong vo tring: vién nang cung; dang bao ché rian khéc|a ) Q National Agency
: S.C.  Slavia|sector 3, cod|(vién nén bao phim; thudc cém, thudc bot (dang phan lidu); dang bao % 038/2013/ | & & For Medicine and
Pharm S.R.L |032266, ché ban rin (kem, md, gel; bao gdém ca thudc chira hormon| < RO 3 S Medical Devices -
Bucuresti, corticosteroid); vién nén. L S S Romania
Romania
* Thudc vo tring:
£ , £ A N . F . £ ~ £ ~ o
Oncotec Am  Pharmapark, +‘ Thu(:c san )A’(uaF V'O truing. fiung d}ch tPe tJCh Arlon‘ (chait df.)c tf % DE_ST 0|8 = .
Pharma bao/chat Kim t€ bao); thuéc dong khd (chat doc té bao/chat Kim té « N Co quan tham
8 . 06861  Dessau-|, . . 2 w1 Ky AA L K T 2o 1a A 1a Q 1 GMP_2| 5 3 A
Produktion Roblau. German bao); dung dich thé tich nhé (chat doc t€ bao/chat kim té bao). S 012 0029 |= o quyén Dtic
GmbH ' Y |+ Thuéc tit tring cudi: dung dich thé tich 1on (chat doc té bao/chét| [ e I S
kim té bao).
Zone Industrielle o 2 3 French - National
Glaxo no.2, 23 rue > |HPFFRIL|] S Agency for
9 Wellcome o * Thubc khong vo tring: dang bao ché ran khac; thube phun mu. Q S % Medicines and
. Lavoisier, 27000 S 40/2013 (o o
Production < > Health  Products
Evreux, France L 3 3
' Safety (ANSM)
* Thude v6 tring: Belgian  Federal
Riikswe 14 + Thudc san xuat vo tring: dang ban ran (khang sinh cé do nhay cam|a « 9 A egnc for
13 Alcon - PuJurs g B-2870’ cao); dung dich thé tich nho (khang sinh c6 d6 nhay cam cao). (% BE/2013/ g 8 Mgedici);es and
Couvreur NV ’ |+ Thudc tiét tring cudi: dung dich thé tich nho. 3 006 S 8
w N~ —
— o

* Thudc khong vo tring: dang béan rin (khang sinh c6 do nhay cam
Cao).

(AFMPS)




*Thudc vo tring: a < o
s |Novo Nordisk g;"’sovaeﬁ;'e 2880|, Thyéc san xut vé tring: dung dich thé tich nho. = bk H|S S Danish Medicines
AJS Degmark * Thudc sinh hoc: thudc cong nghé sinh hoc. S 00028113 5 g Agency
* Thude khac: nguyén liéu sinh hoc L Q N
Kela .
Laboratoria |o | oo [ Thubc v tring: o a = ielgr:(e:m Fedefrg:
16 NV (Kela NV 48' Hoo stratgen + Thudc san xuit vo tring: Thudc dang ran va cy ghép. % BE/2012/ 8 8 Mgedici);es and
- Kempisch|, . gStraten, | Thue khong vo tring: thudc udng dang long; dang bao ché ban| 5 080 S =]
Laboratorium B-2320, Belgium in: vien nén o > 3 Heallth  Products
) ; vién nén. - 139 (AFMPS)
Laboratorio *Thué)? vo mmgf . ,
ltaliano + Thudc san xuat vO trung: Dung dich thé tich nhé (hormon va chat - ©
. Via Licinio, 11 -|c6 hoat tinh hormon, khong bao gdm hormon sinh duc). % b d , .
Biochimio POV Z. . 2, \ IT/178- (& N Italian Medicines
18 . 22036 Erba (Co)[+ Thuodc tiét tring cudi: Dung dich thé tich nho. Q S S
Farmaceutico . I N A oz . . 0D 1/H/2013 | © o Agency (AIFA)
. Italia * Thuoc khong voO trung: Thuoc udng dang long (corticosteroid);| > =
Lisapharma P N \ . R - o —
Spa thudc dung ngoai dang long (corticosteroid va hormon sinh duc);
P- dang bao ché ban rin (corticosteroid)
Cipla Ltd., Unit
X *Thudc vo tring:
- 1 7 r. 7 2 ™ ©
. Plot No. L-139, S, 1y, 6 san xut v6 tring: Thuc dong kho; dung dich thé tich nh;| & |DE_BB_0| 3 = .
Cipla Ltd.,[103 and M-62|,6 . .. < " N N Co quan tham
20 Unit 1X Verna  Industrial thuoc dong san trong bom tiém. Q 1 GMP_ 2|5 S uvin Dirc
Ectate. 403722 +Thudc tiét tring cudi: dung dich thé tich nho; thude dong sin trong| ) 013 0030 = =~ quy
’ A — o
Verna, Salcette, bom tiém.
Goa, India
198-202 New ..
industrial ~ Area|* Thubc vo trung: o UK GMP| 0 Medicines  and
. . ; . . 25315 = = Healthcare
21 Lupin Limited No.2, Mandideep,|+Thudc san xuat vo trung: thudc cay ghép va dang ran % Insp GMP| < N Products
P District  Raisen,|*Thudc khong vo tring: vién nang cimg; vién nén; Siro kho pha S P = 3
Lz 25315/39 |5 S Regulatory
Madhya Pradesh,|thudc udng. L N =
’ 047-0005 Agency - UK

IN 462 046 - India
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Aurobindo
Pharma
Limited Unit
XIl

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

Andhra Pradesh,
Pin code 500 090

India

* Thude vo tring:
+ Thudc san xuat
truyén (Amoxici

Phenoxymethyl

khac: thudc bot
Flucloxacillin).

vO tring: thudc dong khd; thube bot pha tiém/tiém
llin Sodium; Ampicillin  Sodium; Ampicillin&

Sulbactam; Flucloxacillin; Piperacillin/Tazobactam).
* Thudc khong vo trang: vién nén (Co-amoxiclav; Flucloxacillin;

penicillin;  Pivmecillinam); vién nang cung

(Amoxicillin; Cloxacillin; Flucloxacillin, Dicloxacilin); thudc rin

pha hdn dich udéng (Amoxicillin; Co-amoxiclav;

EU-GMP

3169/12.0
1.01/2013

22/11/2013

23/08/2016

Finnish Medicines
Agency (FIMEA)
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Dot 19
( Theo cong vin s6 4034/QLD-CL ngay 19/03/2014 ciia Cuc Quin 1y Dwgc)
R i > . NHOM THUOC (*)
NHA MAY ) , h 5> YGIAY |X &|ZEZ/cO0  QUANL— .
STT A ~ |PIA CHI PHAM VI CH NHAN W e =l P
conGBo [PMAC : CHUNG NH QWHeN ¢ T|9E Z|cap Nll-IOM NHZOM
Lleu,_,dlt LISI? French  National
Vert", rue René o it = Agenc for
1 Innothera Chantereau, * Thube khdng vo tring: thudc udng dang long; dang bao ché rin (% HPF/FR/8| & & Mge dici};es andlx
Chouzy 41150 CHOUZY [khé&c; vién nén. ) 9/2013 S S
o = B Health  Products
SUR CISSE, N =
FRANCE Safety (ANSM)
Torrent
Pharmaceuticals
Ltd - Baddi Plant
™ [{e]
Torrent Village: Bhud & < DE_BY_ S S 2
. . . = 05 GMP_|& & Co quan thim
2 Pharmaceutica |Makhnu  Majra,[* Thuoc khong vo trung: vién nang cting; vién nén. Q - PN =i A T X
Is Ltd Tehsil: Baddi - T e = s quyén D
: _ w 4 8 =
173205, Dist.:
Solan  (Himachal
Pradesh), India
Torrent
Pharmaceuticals
Torrent Ltd. - Indrad Plant a DE_BY_ |93 9 ]
3 Pharmaceutica Near Indrad * Thubc khong vo tring: vién nang cling, vién nén (ED 05_GMP_ 8 8 Co quan  tham X
s Ltd Village, Taluka| g Vo trung: v gcung, v : 3 2013001 | S quy#n Dirc
Kadi, District - 0 & N
Mehsana Gujarat
382721, India
Santen 9-19, Shimoshinjo
Pharmaceutica 3-chome, Ministry of
. . _ o ™ Y9}
I Co., Lt Higashiyodogawa = s b= Health,  Labour
ku, Osaka, Japan : o N N
4 (Santen ' ' |San pham: Sanlein 0.1, Ophthalmic Preparations : 1971 IS IS and Welfare|x
(2-14. Shikinami S S S
Pharmaceutica Hodatsushimizu- ’ S = = government of
I Co., Ltd . i o o Japan
Noto Plant) cho, Hakui-gun,
Ishikawa, Japan)




Thana Baddi UK GMP United Kingdom's
Alkem Nalgar'rh District . C S 19564. |3 = Medicines and
. . * Thude khdng vo triing: vién nang cimg; thubc ubng dang 1ong; vién| = Insp GMP| & < Healthcare
5 Laboratories [Solan, Himachal| , Q & B
o nen. S 19564/ |[S =} products
Limited Pradesh, In o = S
173205, India 1094393- | o ~ Regulatory
' 0004 Agency
* Thude vo tring:
+ Thudc san xudt vo tring: thubc dong kho; dung dich thé tich nho.
* Thudc sinh hoc: Thube cong nghé sinh hoc.
Lilly  Coporate|Cuy thé: thubc bot pha dung dich hodc hdn dich ALIMTA; dung dich ~ o French  National
A Center, pha tiém BYETTA; thudc bot pha dung dich hoic hdn dich % s s
Eli Lilly and|, . . i . : S x4 L UMC/PT/ | & N Drug and Health
7 Compan Indianapolis, HUMALOG; Humaject dung dich pha tiém hon dich pha tiém|O© 9/2012 S e} Products  Safetv|®
PAY" " lindiana, 46285, |HUMALOG:; biit dung dich pha tiém HUMALOG; thuéc tiém insulin| 3 S < Agency ( ANSM)y
USA. HUMULIN REGULAR; thudc tai t6 hop HUMULIN NPH; thudc tai o e gency
to hgp HUMULIN 70/30; hon dich pha tiém LIPROLOG BASAL;
dung dich pha tiém hon dich pha tiém LIPROLOG.
(Tén san phém tai Viét Nam:
Zone Industrielle, |, A - © French  National
2 rue du Colonel| Lhuocvotring: ek s | S = = Agency for
. . + Thuoc san xuat vO trung: Thudc dong khd (chtra chat doc t€ bao, HPF/FRI7| & N .
8 Lilly France |Lily, 67640 ; 2, \ , o F S Medicines and|x
. hormon); dung dich thé tich nhé (chtra hormon). S 4/2013 o o
Fegersheim, + Thude sinh hoc: thudc cong nghé sinh hoc w 3 S Health = Products
France T £ nghe T © i Safety (ANSM)
. o B _ I+ I+ .
Janssen C.' lag Gurabo, PR|San phim: Concerta (Methylphenidate HCL) Extended Release|= 06-0077 ittt ittt United States
10 manufacturing 00778. USA Tablets O] 2013-03- I I Food and Drug|x
LLC ’ 4 VN % % Administration
Santen 9-19, Shimoshinjo
Pharmaceutica 3-chome, Ministry of
. . _ o ™ Yo}
I Co., Ltd Higashiyodogawa p= = 3 Health,  Labour
ku, Osaka, Japan : o N N
11 (Santen (2_’1 4 Sr;ikinami San pham: Alegysal, Ophthalmic Preparations & 2720 S S and Welfare|x
Pharmaceutica |\~ - L L S 3 3 government  of
I Co., Lt cho.  Hakui-aun - o o Japan
Noto Plant) . gun,

Ishikawa, Japan)




9-19, Shimoshinjo

Santen
Pharmaceutica 3-chome, Ministry of
Higashiyodogawa- a ™ o
E - —
I Co., Ltd ku, Osaka, Japan | - . . . z S S Health,  Labour
12 (Santen .. |San pham: Sancoba, Ophthalmic preparations. & 1972 3 ) and Welfare|x
. [(2-14. Shikinami, @ o o
Pharmaceutica o o = = government of
| Co Ltd Hodatsushimizu- = ~ ~ Japan
Noto P.I:amt) cho, Hakui-gun, P
Ishikawa, Japan)
Santen 9-19, Shimoshinjo
Pharmaceutica | C"°Me: Ministry of
Higashiyodogawa- e a¢) o
| Co, Ltd ku, Osaka, Japan |.. . . . . . 0} & & Health, ~ Labour
13 (Santen ... |San pham: Daigaku Eye Drops, Ophthamic Preparations & 2721 S S and Welfare|x
. [(2-14. Shikinami, s - —
Pharmaceutica . =% B 5 government of
| Co Ltd Hodatsushimizu- < ~ ~ Japan
Noto P.I’ant) cho, Hakui-gun, P
Ishikawa, Japan)
French  National
r ™ [{e]
2 rue du Pressoir|* Thudc v6 tring: < HPE/FR/1 S =) Agency for
14 Merck Sante  [Vert, 45400(+ Thudc san xuat vo trung: thude dong kho. ©) = S Medicines  and|x
oo R TR TS T I [64/2013 |5 S
Semoy, France * Thudc khéng vo tring: vién nén. o S S| Health  Products
- i Safety (ANSM)
Via San Leonardo . 0
CHIESI 96 - Via Palermo S CPP/2013 3 3 Italian Medicines
16 FARMACEU |26/A- Via Ortles 6|San pham: Brexin o 11958 S S Adency AIEA
TICISP.A |- 43100 Parma 2 S S gency
(PR), Italia - -~
. San pham: Curosurf
CHIES| Xéa-sé?aLﬁzfjrrﬂﬁ (Co s6 sin xudt ban thanh phim: CHIESI FARMACEUTICI S.P.A -| o e 0
. Via San Leonardo 96 - Via Palermo 26/A- Via Ortles 6 - 43100(= CPP/2013|& < Italian Medicines
17 |FARMACEU 126/A- Via Ortles 6\ - opy Jtalia 2 Jrem | g Agency AIFA
TICISP.A |- 43100 Parmal oo\ alia. iy . 12 = = gency
(PR), Italia Co so dong goi: Fidia Farmaceutici S.P.A - Via Ponte Della Fabbrica 4 =
’ 3/A, 35031 Abano Terme (PD), Italia)
E/gc:jges% 08928 * Thubc khong vo tring: vién nén (bao gdm ca thudc hudng than, o ©
Laboratorio |- ,ues' do|formon va chét co hoat tinh hormon); thudc udng dang long; thudc|S NCF/133 |3 s Ministry of Health
18 Aldo-Union ngbrg ot duing ngoai dang l6ng; thudc phun mu (bao gdm ca hormon va chat c6| @ 6/001/CA | § S of Government of|x
SA g hoat tinh hormon); dang bao ché ban ran (bao gdm ca hormon va chét| ) T S = Catalonia - Spain
(Barcelona), Y o

Spain

¢6 hoat tinh hormon).




C/ Jarama, s/n -

San ph?im: Aciclovir Generis, thudc bot pha dung dich hoac hdn dich.

Portuguese

. . ™ 0 i
Reig  Jofre,|Poligono (Co s6 san xuét ban thanh pham: Reig Jofre, S.A (Fab Toledo) - C/ % 1871/CM/ é‘ § Ziihoonr?tl of
20 S.A (Fab|Industrial, E-|Jarama, s/n - Poligono Industrial, E-45007 Toledo, Spain. o 2013 S S Medicings and
Toledo) 45007 Toledo,|Co s& dong goi: Reig Jofre, S.A (Fab. Sant Joan Despi - Gran Capita, a g g Health  Products
. . . — — ,
Spain 10, E - 08970 Sant Joan Despi - Barcelona, Spain) IP (INFARMED)
31-1, Nihonbashi-
Ay
. |hamacho 2- .
Pharmaceutica Ministry of
chome, Chuo-ku < ®
Is Co., Ltd Tok o’Ja an ' , (ED § Health,  Labour
y - an pham: Morihepamin, thudc tiém. ! > an elfare
24 |A (6_8y e |San pham: Morih h 2 |1068 d  Welf
Pharmaceutica - L S ,% government of
Kawajima-machi < ~
Is Co., Itd|, . . ' - Japan
Saitama Plant) Hiki-gun,
Saitama, Japan)
31-1, Nihonbashi-
Ay
. |hamacho 2- .
Pharmaceutica Ministry of
chome, Chuo-ku B ®
Is Co., Ltd Tok o, Japan ' % p= Health,  Labour
25 (Ay (6-8y ' Hzchiman San phdm: Neoamiyu, thudc tiém. i 1970 S and Welfare
Pharmaceutica - . S ,% government of
Kawajima-machi < ~
Is Co., Itdf, . . ' i Japan
Saitama Plant) Hiki-gun,
Saitama, Japan)
* Thudc vo tring:
+ Thudc san xuét vo tring: dung dich thé tich 16n; dung dich thé tich
nho. . . .
Harmire  Road,|+ Thudc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich UK MIA| © l&zg?ginr:;ngdo::] j
Glaxo Barnard  Castle,|nho. = 4  Insp|lE =) Healthcare
26 Operations  |Durham,  DL12|* Thudc khdng vo tring: thude ding ngoai dang long; thude udng| @ GMP/IM | S S roducts
UK Limited |8DT, United|dang 16ng; dang bao ché rin khac; dang bdo ché ban rin; vién nén; a P 4/3848- % % Ee ulator
Kingdom thuéc cém. 0025 = = A gnc y
* Thude sinh hoc: thuéc mién dich; thudc cdng nghé sinh hoc; thudce gency
c6 ngudn gbc tir nguoi hoic dong vat; thude chira steroid, chdng
khuén, chéng nam.
30, Podstoczyko GIE-IW- | "
Natur produkt|Str., 07-300|* Thubc khdng vo tring: vién nang cimg; thubc udng dang long;|S N. =) b= Main
28 Pharma Ostrow thudc bot sui bot; vién nén. (DI 4022/231/ S % Pharmaceutical
Sp.Z.0.0 Mazowiecka, * Thude duge liéu a g % Inspector, Poland
Poland 12 ° -~
* Thudc vo tring:
E?I/Seerf\m:& alnf\_G + Thudc san xudt vo tring: dung dich thé tich 16n; thuéc dong khd| a DE_NW_ | 9 _
29 Bayer Pharmal £136g| (P20 gdm ca chira hormon); dung dich thé tich nho. g 04_GMP_|& & Co quan thim «
AG ’ + Thudc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich| 5 2013_003 | S S quyén DPuc
Leverkusen, ho il 3 = >
Germany ]

* Thuoc khong vo trung: dang bao ché ran khac; vién nén.




Pol. Ind. Les
Salines. Carrer

a ™ © .
Synthon Castello, 1, 08830, 1y 5. khong v tring: vién nén; vién bao (bao gdm ci chét gay|= NCF/IS3 | 2 g Ministry of Health
30 Hispania, SL Sant  Boi - de nghién, hudng thin); vién nang cting; pellet S 7I001/CA g S of Government of|x
' Llobregat o ’ ’ ’ a T S S Catalonia - Spain
(Barcelona); o e
Spain
5555 Valley
Grifols Boulevard,  Los|* Thuéc vO trung: o . . ' e g QSD Spanish  Agency
31 Biological Inc Anggles,. 90032+ Thuéc sénﬂ xuat vO trung: dung dich thé tich 16n; thudc dong kho; % ES/157H/ g g of Drugs ang .
(GBI) (California), . dung d}ch thé tich nh(:). ‘, S 13 o o Health  Products
Estados  Unidos,|* Thudc sinh hoc: ché pham tir mau. w b ] (AEMPS)
USA
UK GMP United Kingdom's
Square Dha}ka . Unit, a 29943 g g Medicines and
32 Pharmaceutica Kall_a kar, * Thube khéng vo trung: vién nang clirmg; vién nén. (% Insp GMP % % Healthcare
Is Ltd Gazipur, 1750, ’ 25 29943/30 | o S products
Bangladesh w 9403- N 3 Regulatory
0004 Agency
767-7 Aza -
. ' e Ministry of
Senju Kazukanounonishi = =
Phaeraceutica , Saiji,[o. .z . . (ED § e il
33 | Co. Ltd.|Fukusakicho, San pham: Bronuck Ophthalmic Solution % 3796 c:D. and Welfare|x
Fukusaki Plant |Kanzaki-gun, §' g government of
Japan
Hyogo-ken, Japan
* Thudc vo tring:
) Nottingham  site,|+ Thudc san xuat vo tring: dung dich thé tich 16n; dung dich thé tich UK MIA United Kingdom's
Reckitt \ .
Benckiser TharTe Road,|nho. . - _ 7 o 12862 g g medicines and
34 Healthcare Nott!ngham, _ + Thuc}c tléE tn‘még cu\61: du_I}g dich thé tich nho. ‘ o o % Insp GMP g % Healthcare X
International Nottinghamshire, *,Thuéc khong vo trung: vién nang cing; dang bao che ran khac; vién| 3 12862/11 g g Products
Limited NG90 2DB,|nén. o , w 9098- 3 = Regulatory
United Kingdom |* Thuoc sinh hoc: thuéc mién dich; thudc cong nghé sinh hoc. 0008 Agency MHRA
* Thudc tir dugc ligu.
Besins g_r_o " denstraat = |senow S 3 If: Edi;ald' 'Agencg
. ijgaardenstraa ISP N . L1 g Q S or Medicines an
35 gﬂeaigtijuf?:]:tg.r':]g 128, Droger_1bos, * Thuoc khong vo trung: dang bao ché ban ran. ‘5? 066 g g Heal'_[h Product of X
B-1620, Belgium L ® 3 Belgium




Parque

. ’ o © .
S D B
) + J4 ‘A N I8 . 2 g o . 2 e o N N
37 Tecsolpar, S.A 19, 20 y 23 nhzhuoc tiét trang cudi: dung dich thé tich 16n; dung dich thé tich it V/13 = s Health  Products®
Llanera  33428| L 3 3 (AEMPS)
(Asturias), Spain
Bayer Weimar
. |embH und a DE_TH 0| 9
Bayer Weimar) ., * Thude khong v triing: vién nén (chira hormon va chat ¢ hoat tinh| = 1H GMP |& < Co quan thim
38 GmbH  und . O F 3 L
Co.KG Dobereinerstrabe |hormon). ) _2013- |S o quyen Buc
' 20, 99427 L 0031 & &
Weimar, Germany
Ministry of
-6- o ™ Te]
4Kc?islh(:kawa % s b= Health,  Labour
39 Eisai Co., Ltd ' San pham: Myonal tablets 50mg o 3322 % % and Welfare|Xx
Bunkyo-Ku, S 3 3 government  of
S L0 Lo
Tokyo, Japan S o o Japan
- o French  National
* A A A N , A z s . A S o — —
Laboratories 93 route de Tf\ll.lOC khor\g vo trlfng gchua chat ﬂco hoat tmh homgorg). th1’10c dur:g = HPE/FR/ | S S Ager?c.y for
40 . Monnaie, 37 210|ngoai dang 16ng; thudc udng dang long; dang bao ché ran khac; thuoe| @ T S Medicines and|x
Chemineau . NS S 08/2013 (o p
Vouvray, France [phun mu; dang bao ché ban ran. o P S Health  Products
i o Safety (ANSM)
64/66  Westside - ©
H ; o — —
EirGen Business  Park,l, . & khong v triing chira chat doc té bao: vién nang cung; vien| = 2013/685 [& & Irish  Medicines
41 Pharma Old  Kilmeaden nén o 7/IM1043 S B Board X
Limited Road, Waterford,| 2 S S
N —
Ireland
Lek
farmacevtska Agency for
druzba d.d perzonali 47 a a¢] © Medicinal
" (Lek Prevalie. 2391 |" Thube khong vo tring: dang bao ché rin khac (chtra khang sinh (ED 450- & & Products and|
Pharmaceutica Slove r:ia’ '|beta lactam); vién nén (chira khang sinh beta lactam). S 25/2013-2 g g Medical Devices
Is d.d), w 3 ] of the Republic of
Production Slovenia
Site
Whiddon Valley, UK MIA Unltt.ed. Kingdom's
Barnstaple a 142 Insp| 3 9 Medicines  and
Actavis UK pre, * Thubc khong vo tring: vién nang clng; vién dan; vién nén. = GMP/GD |& < Healthcare
43 . NorthDevon, SR i o 3 S X
Limited * Thudc tir duogc lidu. S P/IMP o o products
EX32 8NS, = S g
United Kinadom 142/6742-1 3 IS} Regulatory
g 0029 Agency MHRA




* Thudc vo trung:

A.Menarini . . S LA . 2, \ a 6] 9
. |Via Sette Santi, 3 {+ Thuoc san xuat vo trung: dung dich thé tich nhd. = o S . -
Manufacturing . ISV 8 ) X, \ IT/226- (& N Italian Medicines
44 L. 50131 Firenze|+ Thudc tiét trung cudi: dung dich thé tich nho. Q S =
Logistics and FI). Italia * Thube sinh hoe: thube c6 5 ebe tir d it (dane bao ché ban| 2 3/H/2013 | = S Agency AIFA
Services SRL (FD, . uoc sinh hoc: thude €6 nguén goc tir dong vat (dang bao che ban| g S >
ran).
* Thudc khong vé trung:
BAG Health Carel” Thubc san xuat vo tring: dung dich thé tich 16n; thudc dong kho;
GmbH dung dich thé tich nho. ‘ o DE HE 0 e 9 ,
45 BAG  health| © b | Thude sinh hoc: thubc mi&n dich; san pham liéu phép té bao; thudc g 1 GMP 2 & & Co quan thim
Care GmbH o 1_5935 423 Lich cong nghé sinh hoc; thube c6 ngudn gbe tir dong vat. S 013 0113 g 8 quyén Piurc
Germ’an '|* Thube tir duge liéu; thude vi lugng ddng can; nguyén liu sinh hoc;| W - & 3
y nguyén lidu c6 ngudn gde tir dong vat hodc vi khuan; nguyén lidu san
xuit thudc cong nghé gen.
Biomedica, spol s
r.o. Praha, divize o « ©
Biomedica Horatev, Horatev £ R o F . A, I = sukls2327 | & & Cze_c h State
46 * Thuoc khong vo trung: thuoc udng dang 16ng; vién nén; thuoc bot. | O N S Institute for Drug|x
spol. Sr.0 104, 289 12 5 00/2012 |o o Control (SUSKL
Nymburk, Czech L S 3 ontrol (
Republic
Takeda GmbH
Betriebsstatte
Oranienburg % DE_BB_O 2 =
o Tl A LA A e i — e L i _bb_VUlo o A
47 Takeda GmbH | Lehnitzstrabe  70- n;huoc khong v trung: vién nang cing; dang bao ché ran khac; vién ol 1 GMP_2 % % Cl(ly éanu?I: tham
98, 16515 ' > 013 0022 | L quy
Oranienburg, o e
Germany
Unit-VI, Village:
Bhatolikalan,
Adjoining
Jharmajri, E.P.1.P, National
Nectar India * Thudc v trung: S = = Authority of
51 Lifesciences Post office: [+ Thudc san xuat vo trung: bot pha tiém chira cephalosporin % F134/01/2 8 8 Medicines and
o Barotiwala, * Thudc khong v6 tring: vién nang cimg; vién nén (chira| 014 S S
Limited . . N T , . o I7e) S Health  Products,
Tehsil: Nalagarli,|Cephalosporin); bot pha hon dich uong (chira cephalosporin). — —
District: Solan I.P, Porrtugal
Himachal,
Pradesh-173205,
India
Pharbil ~ Pharma
Pharbil gmbH o DENW_|3 2 .
53 Phaarma Reichenberger * Thube khdng vo tring: vién nang ctng; vién nén dat truc trang; % 02_GMP_ 8 8 Co quan thiam
GmbH Strabe 43, 33605|vién nén. 5 2013_000 |5 = quyén Dt
m Bieletefeld, w2 5 S

Germany




54

Contract

manufacturing
& Packaging

Services
Ltd

pty

Unit 1 & 21, 38
Elizabeth  Street,

Wetherill Park
NSW 2164,
Australia

Vién nang mém (chtra dwoc lidu; vitamin, chat khoang va dinh
dudng)

PIC/S-GMP

MI-2013-
L1-09453-
1

02/10/2013

06/06/2016

Therapeutic
Goods
Administration,
Australia




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

Dot 20

( Theo c¢ong vin s6 6683/QLD-CL ngay 25/04/2014 ciia Cuc Quén 1y Dugrc)

NHOM THUOC

N . > - > >
NHA MAY . . - >z YGIAY | & | E Z[co QUAN|—— -

STT A - |PIA CHI PHAM VI CHUNG NHAN g ot h— R P

CONGBO | : - SWHen |2 T|¢E E|cap NHOM INFOM
(Zstg;/e:sue 9 9 French Agency for
1 Laboratories Pom gidou 15004 * Thubc khong vo tring: vién nang ctmg; dang bao ché rén khac. EU- HPF/FR/1 8 g Medicines and
Lyocentre \pidou, * Thudc sinh hoc chira Lactobacillus. GMP |58/2013 |S S Health products
Aurillac Cedex, e S
— o Safety (ANSM)
France
Bausch & . San pham: Advanced Eye Relief Dry Eye Environmental Lubricant 12-0171- i3 ¥ |united States
Greenville,  SC : us- i i

2 Lomb 29615. USA Eye Drops (Sterile) GMP 2014-03- Bi3 Bi3 Food and Drug|x

Incorporated ' Tén tai Viét Nam: Computer Eye Drops VN % % Administration
++ 3+ .
Bausch & Greenville, SC|San pham: Opcon-A Antihistamine and Redness Reliever Eye Drops|US- 12-0171- % % United States

3 Lomb . 2014-01- BiS BiS Food and Drug|x

29615, USA (Sterile) GMP I+ I+ L
Incorporated VN S S Administration
* Thudc vo tring: 2 3
. O ories é?ﬁm?;She'DFE%"l‘?r; + Thude san xut vo tring: dang bio ché bén rin, EU-  |2013/694 |& & |rish  Medicines|
’ * Thudc khdng vo tring: thudc ding ngoai dang 1ong; dang bao ché|GMP |2/M46  |S <] Board
Ltd 12, Ireland , L I ., L, > =
ban ran; thuoc thu thai ¢ tr cung. 1Y 1N
217-221 Governor 3¢ 9 Therapeutic
5 iif}clrzrl]ita Pt Road, Braeside|Thudc khong chira penicillin, cephalosporin, hormon, steroid, chit|PIC/S- m|022(231427 g 8 Goods
y Vic 3195, |chéng ung thu: vién nang mém; dang bao ché ran phan lidu. GMP . S Administration,
Ltd . 3 = F :
Australia — I Australia
- * Thudc khong vo tring: thuéc dung ngodi dang long; thudc udng 3¢ 2]
Via Firenze, 40 - \ , . S R ' . o o . L
7 Sofar SPA 120060  Trezzano dang long (chira hormon corticosteroid); dang bao ché ran khac|EU-  |IT/75- Q I Italian Medicines
o (thube bot, thudc cdm, thude ngam); thubc phun mu; dang bao ché|GMP |2/H/2013 |8 3 Agency AIFA
Rosa (M), Italy L. S S
ban ran, vicn nen. N N
Tarchominskie
* Ac vd trine: IW- | = ©
Zaklady 2. A Fleminga Thu(ic vo trunA’g. o . o ‘, GIF-IW = = Main
Farmaceutycz + Thuoc san xuat vo trung: dung dich thé tich nho. EU- N- N N .

8 ¥ .|Str., 03-176 L. A N I~ S Pharmaceutical X
ne Polfa Warsaw. Poland * Thuoc sinh hoc: thudc cong nghé sinh hoc. GMP  (4022/298/ | © o Inspector. Poland
spolka ! (thubc Tnsulin) 13 N & pector,

Akcyjna
Tarchominskie
r - - < [{e]
Zaklady 2, A. Fleminga|*Thuoc vo trung: GIF-IW b= b= Main
Farmaceutycz P 2 A . £z Y . |[EU_G [N- N N .

9 M .|Str., 03-176|+ Thudc san xuat vo trung: dang bao ché ran (bao gom ca khéang sinh I~ 3 Pharmaceutical X

ne Polfa . C ; MP 4022/299/ | o =

Warsaw, Poland  [nhom penicillin va cephalosporin = S Inspector, Poland
Spolka 13 ~ I
Akcyjna




* Thudc vo tring:

Pansiontie 47 + Thudc tiét trang cudi: thubc ciy ghép va dang rin (chira chit co a¢] ©
1 Baver O Turk 20210 |2t tinh hormon); thudc tai tir cung (matrix) (chira chat ¢6 hoat tinh|[EU-  |1661/11.0 | & & Finnish Medicines
yerty iy '[hormon). GMP  [1.09/2013 |3 g Agency (FIMEA)
* Thude khdng vé triing: vién nang cimg; vién nén (chira chat c6 hoat 3 N
tinh hormon).
%E;asguscgo 7 * Thude vo tring: ‘
. '|+ Thudc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich ) Q Spanish ~ Agency
Poligono \ o o
13 Berlimed, S.A [Industrial ~ Santa|™" EU- - 1ES/094HI | 3 of Drugs ang
i * Thube khdng vo trang: vién nang mém; thude ding ngoai dang long|GMP  |/13 S 3 Health  Products
Rosa, Alcala de X \ s A 2 . ) Lz S IS
Henares 28806 (bao gom ca hormone va chat co hoat tinh hormone); thuoéc udng — IS (AEMPS)
(Madrid), Spain dang long (bao gom ca thudc hudng than).
Vi Cacci li 2 2
ia  Cacciamali, p= b= . .
. e a o EU- |CPP/2013 (& N Italian Medicines
14 Mitim S.R.L |34 36_ 38 -12_5128 San pham: Ceftazidim Stragen 2g oMP  |1065 = = Agency AIFA
Brescia - Italia N S
— —
Vi Cacci li 2 2
ia  Cacciamali, p= s . .
. i x . EU- |CPP/2013 (& N Italian Medicines
15 Mitim S.R.L (34 36_ 38 -12_5128 San pham: Ceftriaxon Stragen 2g oMP  |/1098 = = Agency AIFA
Brescia - Italia S 5
N N
* Thudc vo tring:
+ Thudc san xudt vo tring: thube dong kho; dung dich thé tich nhé.
+ A el 4 £, . A e .. LA . N < ©
Merck Sharp Molenstraat 110, Thu?c tiét trung cuodi: dung dich thé tich nho; thuoc cay ghép va = = Health care
& Dohme B.V dang ran. EU- NL/H N N .
16 o ) . 15342 CC OSS. £ . A A , s 4 A s . S S inspectorate, The
Tén phéap ly: * Thuoc khdng vo trung: vién nén (chira hormon va chat c6 hoat tinh|GMP  |13/0069 o o
The Netherlands \ < A S 3 Netherlands
N.V. Organon hormon); vong dat am dao. I3 o
* Thude sinh hoc: thudc cong nghé sinh hoc; thude c6 ngudn gbc tir
nguoi va dong vat.
Waarderweg 39 3 S
17 Merck Sharp|2031 BN/, Thudc khong vo tring: dang bao ché ran khac; vién nén EU- NL/H 8 8 :_r:zalet:torate (':I?fl;g
& Dohme B.V [HAARLEM The| —0¢ X1ong Vo ring: dang bao ¢ ¢ vien nen. GMP |13/0024 |3 3 P !
Yoy > Netherlands
Netherlands — N
. Estrada do Rio daj,, Thubc vo tring: National
Hikma Mo, n8, 8-a, 8-B- AR : PRV I A 9 3 ;
. + Thuoc san xuat vO trung: dung dich thé tich 16n; thudc déng kho; F0006/S1/| S o Authority of
Farmaceutica |Fervenca, . X, . X z SO . EU- N N -
18 (Portugal) Terrugem  SNT dung dich thé tich nho; thubc dang ran; thudc bot (cephalosporin). GMP H/AF/001 | § S Medicines and
gal). g '|+ Thubc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich /2013 < = Health Products,
S.A 2705-906, R N —
nho. I.P, Porrtugal
Portugal
sc Str. Panselelor nr. N wn National Agency
19 E'ur;) harm 2, Brasov, Jud.|* Thudc khong vé trang: vién nang ctmg; vién nén bao phim; vién|[EU-  |024/2012/ g 8 for Medicines and X
SA P Brasov, cod|nén. GMP [RO S S Medical Devices -
' 500419, Romania S & Romania




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

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

21

Hanmi
Pharmaceutica
| Co., Ltd

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

San pham: vién nén bao phim Clopidogrel 75mg

EU-
GMP

AET/260
912/6GM
P-HAN

26/09/2012

14/06/2015

Co quan thim

quyén Pirc

22

Hanmi
Pharmaceutica
| Co., Ltd

Hanmin Pharm
Co., Ltd

114,
Chupalsandan-ro,
Paengseong-eup,
451-805
Pyeongtaek-si,
gyeonggi-do,
Republic of
Korea

* Thude vo tring:
+ Thudc san xuit vo trung: thuc bot pha dung dich tiém hodc tiém
truyén Ceftriaxon (0,5g; 1g)

EU-
GMP

DE_RP_0
1_GMP_2
013_0010

24/06/2013

16/05/2016

Co quan thim

quyén Purc

23

Laboratorios
Liconsa, S.A

Avda.
Miralcampo, 7,
Pol. Ind.
Miralcampo,
Azuqueca de
Henares 19200
(Guadalajara),
Spain

* Thudc khoéng vo tring: vién nang cimg (bao gdm ca thude chua
hormon hoic chat ¢ hoat tinh hormon); thudc bot; dang bao ché béan
rén; vién nén (bao gdm ca thudc hudng tdm thin); vién bao (bao gdm
ca thuc hudng tam than).

EU-
GMP

ES/105H
VI1/13

19/07/2013

28/05/2016

Spanish  Agency
of Drugs ang
Health  Products
(AEMPS)




4285 North
\é\i)elf::\)//::d Rock UK GMP United Kingdom's
Mount ' 27804y 21672 N O Medicines  and
04 Hospira United States *Thudc v tring: Thude san xudt tiét tring cudi: Dung dich thé tich{EU-  [Insp GMP|& & Healthcare
Incorporation |, . 16n; Dung dich thé tich nhé. GMP [21672/68 |S 3 products
Highway 301 = =
65186- - ) Regulatory
North Rocky 0001 Adenc
Mount, 27804, gency
United States
21 rue dul, £ . T , X £ , 3¢ 9 French Agency for
25 Sophartex Pressoir, 28500 ezi}::lilﬁ?n)k'tlzzgc\fé:ur;iﬁVIlZTl ﬂaggncgi éizoréioﬁacca(égzocsﬁgz EU-  |HPF/FR/L|S S Medicines  and X
P Verouillet, Fhuéc chl'ra; enicillin)g Vi.éngnén %t’)a(; %)m ca thube chira eniciﬁin) GMP|99/2013 g 5 Health  products
France P ’ & P ) Q 3 Safety (ANSM)
San pham: Cletus N o
. . 0 2 A . N A, H _ — —
Valphar.ma Via G. Morganl., 2 ( .Cor SO san xu.at ban thanh phan}. .Valpharma International S.P.A EU- CPP/2012| S S italian  Medicines
28 International [-47864 Pennabilli|Via G. Morgani, 2 -47864 Pennabilli (RN), Italy. oMP 1232 = S Agency AIEA X
SP.A (RN), Italy * Co s& dong goi: Special Product's Line S.P.A - Via Campobello, 15 g g gency
- 00040 Pomezia (RM), ltaly) «® °
Bausch & . San pham: Advanced Eye Relief Dry Eye Rejuvenation Lubricant 12-0171- i i United States
Greenville,  SC : us- -3 -3
30 Lomb 29615 USA Eye Drops (Sterile) GMP 2014-02- I I Food and Drug|x
Incorporated ’ Tén tai Viét Nam: Moisture Eye Drops VN % % Administration
* Thudc vo tring:
Camil Fabra. 58 + Thudc san xuit v tring: thudc dang 1ong thé tich nho (thudc nho N
) ' ~miét) (bao gdm ca hormon va chit ¢ hoat tinh hormon); dang bao ché NCF/123 | g i Ministry of Health
Alcon  Cusi,[08320 ElI Masnouf, , 7 : £ ~ < A . . Loz EU- N s
31 ban ran (thuoc md tra mat) (bao gom ca hormon va cac chat co hoat 2/001/CA | S N of Government of|x
SA (Barcelona), , Y , . LA GMP s S - .
Spain tinh hormon); thudc cay ghép dang ran (dang thuoc bdt). T F = Catalonia - Spain
P * Thude khdng vo tring: thude ding trong dang 16ng (thude xit mii, -
dung dich nhd tai).
* Thudc vO trung: Thudc san xuit vo tring: dang bao ché béan rin
(thubc tra mat) (khéng sinh c6 d6 nhay cam cao); thudc dang 1ong thé .
i . . x5 £ .t i Y ) Belgian  Federal
. tich nho (dung dich, hon dich) (thuéc nho mat, thuée nho tai) (khang a¢] ©
Rijksweg 14, . A . o o Agency for
32 Alcon “Puurs B-2870 sinh c6 d§ nhay cam cao). EU- BE/2013/ | & N Medicines andlx
Couvreur NV > '|+ Thubc tiét tring cudi: thudc dang 1ong thé tich nhé (thudc nho mét,|GMP  |006 8 S
Belgium z . NS > Heallth  Products
thudc nho tai) — S (AFMPS)
* Thubc khdng vo tring: dang bao ché béan rin (thudc m& tra mét)
(khang sinh c6 d§ nhay cam cao).
Portuguese
\I;Ygztuigssrm?jc; Rua Joao de Deus, o 10 National
35 Especialidates |™ 11, 2700-486,|San phim: vién nang cung Gabapentina Gabamox 300mg|EU- 1977/CM/ g 8 Authority of X
Fafrmaceutica Amadora, (Gabapentin 300mg) GMP 2013 S S Medicines  and
Portugal = S Health Products,

s, S.A

IP (INFARMED)




22 rue du Bois-du; = = Swiss Agency for
36 OM  Pharma Lan. 1217 Mevrin San pham: Vién nang cimg Broncho-Vaxom Adult; Vién nang ctimg|PIC/S- 14-395 g 8 Therapeutic X
SA . Y| Broncho-Vaxom Children; vién nang cting Uro-Vaxom GMP 8 S Products
Switzerland F 3 . .
=) ~N (Swissmedic)
o © French  National
. % A A Pl —
ZL du Clalray, Thqu'c VQ, trun%. o . o , , EU- HPE/FR/2 | S S Ager.lcy for
37 Panpharma 35133, Luitre,|+ Thudc san xuat vO trung: thuoe cay ghép va dang ran (chua beta N = Medicines and|x
GMP |25/2013 | =)
France lactam). S > Health  Products
i i Safety (ANSM)
Pl_ot No 255/1, UK GMP Unlte.zd. Kingdom's
Village Athal, « w0 Medicines and
Ipca . 17549 S =)
. Silvassa, Dadra P . . n , o, EU- (\l N Healthcare
38 Laboratories .|* Thudc khong vo trung: vién nang cung; vién nén. Insp GMP| & S
Limited and Nagar Haveli GMP 17549/80 | S o products
(U.T), In-396230, 8 & Regulatory
. 14-0003
India Agency
Mitsubishi 7473-2, Ooaza o Ministry of
Tanabe Onoda Japan- pay Health, Labour
40 Pharma ' San phdm: vién nang Herbesser CD 100, Herbesser R100. P 3701 % and Welfare|x
SanyoOnoda, GMP |
Factory  Ltd, vamaauchi. Japan B government of
Onoda Plant gucnt, Jap ° Japan
Mitsubishi 7473-2, Ooaza o Ministry of
Tanabe Onoda Japan- b= Health,  Labour
41 Pharma ' San pham: vién nang Herbesser CD 200, Herbesser R200. P 3702 % and Welfare|x
SanyoOnoda, GMP o
Factory  Ltd, vamaauchi. Japan Ire) government of
Onoda Plant guchi, Jap e Japan
106-107, HSIDC
Industrial Estate N w State
) — — T H
Synmedic Sector-31, * Thudc khdng vo tring: vién nang cimg; dang bao ché rén; dang bao|EU- 051/2012/) & & Administration of
43 . . IO SAUMP/ | & = Ukraine on
Laboratories |Faridabad- ché ban ran; vién nén. GMP o o ..
GMP P = Medicinal
121003, Haryana, — ~
. Products
India
10 rue du Chenot L 3¢) 2] French Agency for
% <\ . — —
46 Panpharma | 2c d'Activite du +TTl11qu%szerrzn§£ vo tring: thudc ciy ghép va dang ran (chira khan EU-  |HPF/FR/2| & & Medicines  and X
P Chenot, 56380 . nh; b talalj:tam hétg.' huat tinhyhgm? ) ang 9emP  [26/2013 o = Health  products
Beignon, France S onbe > chat €0 hog ortion). =] 3 Safety (ANSM)
Recklt_t 65 Moo 12, UK GMP Unlte_zd_ Kingdom's
Benckiser Lardkrabang- 20689 ® © Medicines and
4g  |Healthare Bangplee Road,\, 1y 511500 v6 trang: thude ubng dang long; viéen ngam EU- oo GMP| S S Healthcare
Manufacturing [Bangplee, & & § dang Jong; gam. GMP P 8 S products
. 20689/13 | S =
(Thailand) Samutprakarn, Th; 803-0005 | — Regulatory
Limited 10540, Thailand Agency




No. 6-20, Tuku,

* Thude vo trung: Thudc tiém ¢ tiét tring cudi va thude tiém khéng

Z 7 ~ < [{e]
Standard Tuku Village, |tiét trung cudi; bot dong kho pha tiém; thudc tiém dang hon dich. = S Taiwan Food
Chem. & .. . Lo P . e . P A, N . |PICIS N 1N .
49 Sinying  District,[* Thudéc khéng v6 trung: Dung dich thudc; Vién nén, vién bao phim, 0876 S S and Drug Adminis
Pharm.  Co.,| . N . in , L 2 GMP o - .
Ltd Tainan City|vién bao duong, vién nang cing, thudc bot, thuoc com. = > tration (TFDA)
' 73055, Taiwan  [* Nguyén liéu 1am thudc tiém/thudc vé tring nhém Cephalosrin o i
* Thude vO tring khéng tiét tring cudi: Dung dich thé tich nho chira
Genepharm  |18th km|hoat chit kim té bao (cytostatic); ™ 9 National
51 AE /|Marathonos  Ave,|* Thude v tring c6 tiét tring cudi: Dung dich thé tich nho chira hoat|EU-  |66298/30- | S Organization  for|x
Genepharm  |Pallini Attiki, |cht kim t& bao (cytostatic); GMP |[8-2013 g § Mé’ dicines. Greece
SA 15351, Greece * Thube khdng vo tring: Vién nén va vién nang ctmg chira hoat chat ™ N '
kim té bao (cytostatic), thudc uéng dang long; dang bao ché ran khéc.
Plot No 42
. = L State
< ~
MSN Anrich - Industrial 014/2014/ 2 b= Administration of
. Estate, Bollaram, S Ao A , EU- « N .
52 Laboratories _— Thuoc khong v6 trung: Vién nén, vién nang cung SAUMP/ | & S Ukraine on
Private Ltd | cdak District - GMP |omp = S Medicinal
502 325, Andhra N S Products
Pradesh, India
French  National
. * Ve a ~ N . -A - , X , o ﬂ
Unither Zone Industrielle Thu’oc khoéng vo tr.LAJng.’Vle‘n d,at chtra hoArmoLne hziy hop ch?t 0|y HPE/FR/L § S Ager?cy for
53 Industries le Malcourlet,|hoat tinh hormone, Vién nén va Cac dang thudc ran phan lieu khac; oMP loor013 | B S Medicines and|x
03800 GANNAT |* Thudc tir dugc liu. S 2 Health  Products
i Safety (ANSM)
* Thude vo tring cd tiét tring cudi: Dung dich thé tich nho chira chat 2 )
o g:ggr:%r)' gvrvf;zr: Rogg’ ¢6 hoat tinh hormone; EU-  |2013/713 |8 S Irish ~ Medicines
L 7 "|* Thude khéng vo tring: Vién nén chira chit c6 hoat tinh hormone;|GMP  [4/M61 | S Board (IMB)
Limited Dublin, Ireland LA . S =
Kem chira chat c¢6 hoat tinh hormone. — —
Portuguese
\ézgztusg:;mz(; Rua Jodo de Deus, = © National
- Especialidades | 11+ Amadora, Thude khdng vo tring: Vién nén, vién nang cing, thuée bot, thuéc|EU-  [F030/001/| & & Authority of |
Fafmacéuticas 2700-486, com. GMP (2014 S p Medicines  and
SA '|Portugal N S Health Products,
o IP (INFARMED)
G. Aréoz de
Lamadrid 1383/85 20 13214 S 2] Argentina
56 Gemene S.A | Code|Dung dich thudc tiém, Thubc nho mét, Thudc ban rin vd khuin va|PIC/S 000273, & & National Institute
PESA - |c1267AFD), Thube nude khong chira khang sinh Betalactam GMP |, S <} of Drug (INAME)
Buenos  Aires, 8 8 -ANMAT

Argentina




57

Incepta

Pharmaceutica

Is Limited
Zirabo Plant

Dewan Idris Road
Bara Rangamala
Zirabo Savar
Dhaka Bangladesh

Thudc khong vo trung: Vién nén, vién nang cung.

EU-
GMP

UK GMP
35139
Insp
GMP
35139/90
3504 -
0002

19/3/2013

02/10/2016

United
Kingdom's
Medicines
Healthcare
Products
Regulatory
Agency
(MHRA)

and




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

Pot 21
( Theo cong vin sé 8320/QLD-CL ngay 26/05/2014 ciia Cuc Quin 1y Dwoc)
z & N - NHOM THUOC
NHA MAY . . ) S GIGIAY | &|% Z|co QUAN| ;
STT A - |PIA CHI PHAM VI CHUNG NHAN e e
CONGBO | : : 3 2|CN 9 J|2@ g|cAp N';OM NHZOM
Z = ==
34 North o ©
i = r r H H
Xian-Janssen |Wanshou Road, |, Thubc khéng vé tring: vién nang cimg; thudc ding ngodi dang|EU-  |BE/2013/ |& & Federal ~ Agency
. Pharmaceutica |Xian, — Shaanxil, " 6 uéng dang long, thudc dan, vién nén, thude bot GMP  |060 S S for Medicines and X
| Ltd. Province, 710043, & § dang fong, A . o s S Health Products
- — —
China
* Thudc vo tring:
Via Aopia + Thudc san xut vo tring: thudc dong khd (chat doc té bao/ chit kim
Bsp K 65561 PPI) 4 bao); dung dich thé tich nho (chdt doc té bao/ chit kim té bao). o ©
) Pharmacedtica (Ioc. Latin Scalo)- + Thudc tiét tring cudi: dung dich thé tich nho (chat doc té bao/ chat|EU-  |IT/218- |& & Italian Medicines
lsSRL 0 40'13 | ating | /5™ té bao). GMP  |5/H/2013 | S 3 Agency AIFA
o italia '|* Thudc khdng vo triing: vién nang ctmg (chét doc té bao/ chat kim té S ®
bao); vién nén (chit doc té bao/ chit kim té bao).
* Thudc sinh hoc: DNA/ Protein tai to hop
Herderstrale 2|, Thube vé tring;
und Molkerei- . 3 : . DE_BY_|® Q
+ L, At Vo tring: . 2 e . A ~ A. _PT_ 4 — .
Wassgrpurger Bauer-Strae 18- Thugc san;xpat voqtrung dung dich thé tich 16n; thudc dong kho; EU- 04 MIA_|S S Co quan thim
4 arzneimittelwe dung dich thé tich nho; S > N i
83512 T ‘. . 2 s . : ... |GMP 12013 004 | = = quyén Dtrc
rk GmbH + Thuoc tiét trung cudi: dung dich thé tich 1on; dung dich thé tich - =
Wasserburg, \ 2 — I\
nhd.
Germany
__|* Thubc v6 trung:
g;;H Behring + Thubc san xudt vo tring: thubc dong kho; dung dich thé tich nho; - o
J4 A N L., . X g . . R ar I -
i CSL  Behring|Emil-von-Behring- I-l]-h”é"huoc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich EU- :ILDIEC;I\IjIE_g 8 8 Co quan thim
. _ 4|l 9] A O
GmbH 32@;76’ E'E:S):el * Thude sinh hoc: thuéc mién dich; thude cdng nghé sinh hoc; thudc GMP 013 0018 % S quyén Buc
Germang’ '|c6 ngudn goc tir ngudi hodc dong vat; protein (streptase). o it
y * Human-thrombin fibrinogen
CSL Behring) Thudc vo tring:
GmbH + Thudc san xuat vo trung: thuéc dong kho < put
w. r r H ‘_| 2
CSL  Behring| COrZhauser HOf L\ &¢ sinh hoc: ché pham tir mau; thube cong nghé sinh hoc, thube|Eu-  |PE—E-0|S S Co quan thém
6 35041  Marburg| _, N 1w e . S . . 1 GMP_2| & ) A X
GmbH . €6 nguon goc tir nguoi hodc dong vat (C-1 inactivator; prothrombim|GMP o =) quyén Buc
(Stadtteil ) . ) . gy 013 0017 | & =
. complex; clotting factor VI1II; clotting factor XIl1I; fibrinogen). ~ o
Michelbach), A
* Human-thrombin fibrinogen
Germany




Plot No 42,

. . State
< N~
MSN Anrich - Industrial 014/2014/ | 2 S |Administration of
. Estate, Bollaram, IR o o , A PIC/S- I N .
7 Laboratories - * Thuoc khong vo trung: vién nang clrng; vién nén SAUMP/ | & S Ukraine on
Private Ltd, | cdak District - GMP |omp = = Medicinal
" |502 325, Andhra N S Products
Pradesh, India
17-85, San pham: Thudce tiém Lucrin PDS Depot 3,75mg, Lucrin PDS Depot Ministry of
Takeda . 11,25 mg S 9
. [Jusohonmachi 2 - . £ . . o S Health, Labour
Pharmaceutica Co s0 san xuat: Takeda Pharmaceuticals Company Limited Japan - N N
8 chome, Yodogawa; Y . 4211 I~ = and Welfare
Is  Company ku Osaka 532- Co s& dong goi: Abbott Laboratories S.A., Avda. De Burgos, 91,|GMP o < overnment of
Limited ' Madrid 28050, Tay Ban Nha 3 S g
8686 Japan Japan
Pfizer
Manufacturing
Pfizer Deutschland DE_BY_ |93 9
9 Manufacturing [GmbH Thube khone v6 tring: thude udne dane lon EU- |04 GMP_|& & Co quan thim
Deutschland ~ [Heinrich-Mack- & & & fang ong- GMP [2013_019 |3 3 quyén Pirc
GmbH Strasse 35, 89257 6 S &
Illertissen,
Germany
Pfizer
Manufacturing
Pfizer g?:;ﬁhland * Thudc khdng vo tring: vién nang cing (chira nguyén liéu doc tinh; DE_BY_ |93 ]
10 Manufacturing | oo oo o chat ¢6 hoat tinh cao); thudc udng dang long; dang bao ché rén khac|EU-  |01_GMP_| & & Co quan thim
Deutschland . (vién bao, thudc cdm, pellet chira nguyén liéu doc tinh; chat c6 hoat|GMP  |2013_014 | S S quyén Pirc
Freiburg, , o , Al A Iy . Ire =
GmbH tinh cao); vién nén (chira nguyén li€u doc tinh; chat c6 hoat tinh cao). 1 N -
Mooswaldallee 1
79090  Freiburg,
Germany
Portuguese
\F/,\:gztu;:rm;e Rua Joao de Deus, S 9 National
13 Especialidades |NO- 11 Amadora, |* Thude khdng vo tring: vién nang cimg; vién nén, thude bot, thudc|EU-  [F030/001/ | & & Authority of|
o aticn | 2700486, cbm. GMP 2014 |3 S Medicines  and
< SA Portugal N = Health Products,
s IP (INFARMED)
. Ministry of
Ay 6-8, Hachiman, S
Pharmaceutica [Kawajima-machi Japan - Q Health, Labour
14 s Co. Ltd.|Hiki-gun, San pham: thuoc tiém AMINIC GMP 4095 S arcl)(\j/emmen\t/Velfa(l;(]e‘
Saitama Plant [Saitama, Japan S g

Japan




Via Meucci, 36

* Thudc vo trung:

(Loc.Ospedaletto) + Thudc san xut vo tring: dung dich thé tich nho S =t
15 Abiogen (loc Os 2 daletto) | Thudc tiét trang cudi: dung dich thé tich nho. EU- [IT/30- |& & Italian Medicines
Pharma S.P.A ISP * Thudc khdng vo tring: vién nang ctng; thubc udng dang long;|GMP  |1/H/2014 |S =] Agency AIFA
56121 Pisa (PI),|. . - » SRR U ; = S
- thuéc dung ngoai dang 16ng; vién nén, dang bao ché ban ran (chira o 5]
Italia X
hormone sinh dyc).
Sos.  Alexandriei
nr. 145 Al £ . A AR SR . S 9 National ~Agency
o [somomr [Comns " tode g 6 i i g cing e o ook el ool S for s nd
mS.R.L. Bragadiru,  Jud.| 1 R bao)'gdaﬁ s GMP |RO 3 g Medical Devices -
lifov, cod 077025,|P"™ > dang ’ ' 8 3 Romania
Romania
Parc  d'Activites
du Plateau de|* Thudc vo tring: o Q French  National
17 Ipsen Pharma|Signes  Chemin|+ Thudc san xuét v6 tring (chira hormon): thubc dong kho. EU- |HPF/FR/L|& & Drug and Health
Biotech departemental No.|+ Thudc tiét trung cudi (chira hormon): dang bao ché ban ran; dung|GMP  |96/2013 | S < Products  Safety
402, 83870|dich thé tich nho; thudc cay ghép va dang ran. & 3 Agency (ANSM)
Signes, France
* Thudc vo tring:
Zone Industrielle, [+ Thudc san xuat vo tring: dung dich thé tich 16n; dung dich thé tich o © French  National
29 route  des|nho. = d Agency for
18 Pfizer PGM  |Industries 37530|* Thudc tiét tring cubi: dung dich thé tich 16n; dung dich thé tich EU- — |HPF/FR/2 S S Medicines  and
. \ GMP [01/2013 |= o
Poce Sur Cisse,|nho. B S Health  Products
France * Thube khdng v tring: vién nang cimg; vién nén (chira chat cé hoat o e Safety (ANSM)
tinh hormon).
* Thudc vo tring: - © .
Pfizer Rijksweg 12,|+ Thudc san xuat v6 trung: thudc déng kho (hormon/ Prostaglandine); = s Belgium - Federal
. X PN . . P ,|EU- BE/2013/ | & N Agency for
19 Manufacturing |Puurs, B-2870,|dang bao ché ban ran (Prostaglandin); dung dich thé tich nho S > .
. - . GMP |024 = = Medicines and
Belgium NV  |Belgium (Hormon/ Prostaglandin). = = Health Products
+ Thudc tiét trung cudi: dung dich thé tich nho. e -
- * 2 oA o
ﬁ]?]irllfrwler:?ner Binger Strabe +T[l;1?1cjcc Vzntl;(unéﬁ.v‘ trung: khi dun, 2 =
173, D-55216|, 1 op Vo nns K e , . EU-  [2013/021/| & &  |Co quan thim
20 Pharma . * Thubéc khbéng vd tring: vién nang cung; khi dung; vién nang S > A
Ingelheim am Y o ST N [GMP - [54/M ] o quyén Birc
GmbH&Co.K . HMPC,; thudc phun mu; vién nén, vién nén (bao gom ca thuoc chua S >
Rhein, Germany NPT — N
G chat doc té bao)
* Thudc vo tring:
+ Thubc san xuét vo tring: thudc dong khd (hormon); dung dich thé
tich nho; thude cdy ghép va dang ran (khang sinh beta lactam). it 9 .
. C O\ Jingi P Z. . X 1s . I o o Greece National
21 Anfarm Hellas|Sximatari Viotias,|+ Thuoc ti¢t tring cudi: dung dich thé tich 16n; dung dich thé tich|EU-  |37854/13-| & S Oraanzation  for
S.A 32009, Greece nhd. GMP [5-2013 5 § Méqdicines
* Thudc khdng vo tring: vién nang ctng (khang sinh betalactam); 2 S

thu6e ding ngoai dang long; thudc udng dang long; dang bao ché béan
rén; vién nén (khéng sinh beta lactam).




* Thudc vo tring:
+ Thudc san xuét vo tring: dung dich thé tich 1on; dung dich thé tich

™ ©
Dervenakion  6,|nhé. pat b Greece National
22 Pharmathen Pallini Attiki,|+ Thudc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich EU- —|23374/21- S ~ Organzation ~ for|x
SA , GMP |[3-13 o o ..
15351, Greece nho. ) S Medicines
* Thudc khong vo trang: vién nang cung; thue ding ngoai dang o @
long; vién nén.
. K Rybniku 475 ¥ ¥ |czech State
Ferring - o A Lo .. . EU-  |sukls1684| 3 g :
23 . 252 42 Jesenice u|* Thuoc khong vo trung: thudc dung ngoai dang long. I I Institue for Drug|x
Leciva a.s. GMP |27/2012 3+ I+
Prahy, Czech i3 i3 Control
Parc de la Noire[* Thudc vo trung: < © .
GSK Epine -  Rue|+ Thubc sin xuit v6 tring: dung dich thé tich lon; thube dong kho; = = Belgium - Federal
. . . i 2, \ EU- BE/2013/ | & N Agency for
24 Biologicals Fleming 20,|dung dich thé tich nho. I N L X
Y <. . 2 ) GMP 1089 o i Medicines and
SA Wavre, B-1300,|+ Thudc tiét trung cudi: dung dich thé tich nho. > > Health Products
Belgium * Thudc sinh hoc: thuéc mién dich; thubc cong nghé sinh hoc. o °
Istituto
Biochimico  |Via Di « ©
Italiano Fossignano,  2-|.. i o oc . , EU- |CPP/2013|& & Italian Medicines
25 Giovanni 04011 Aprilia San pham: thudc tiém Edevexin (Smg/ Sml) GMP /853 g g Agency X
Lorenzini (LT) Italia S 3
S.P.A
Biochermiesirasse ;l:l;;locé((::huéatnnl‘lll(:rr.l penicillin va nhém cephalosporin: INS- o < Austrian
Sandoz GmbH uocvotrung: T . EU- [481921- |& & Medicines  and
26 10, 6250 Kundl,|+ Thudc san xuat vo trung: thuoc cay ghép va dang ran. N S . N ¢
- TechOps . 2 A A R 7 ¢ A . |GMP |0045-001 (<= = Medical Devices
Austria * Thudc khdng v6 trung: dang bao ché ran khéc (vién nén bao phim; (9/10) S S Agency (AGES)
vién nhai; thudc bot, thuéc cdm); vién nang cling; vién nén. e o gency
* Thudc vo tring: < © .
GSK Rue de [IInstitut|+ Thubc sin xuit v6 tring: dung dich thé tich 1on; thube dong kho; = = Belgium - Federal
. . . . X . EU- BE/2013/ | & N Agency for
27 Biologicals |89, Rixensart, B-|dung dich thé tich nhé. S I} . X
: Y e . 2 . GMP |036 o =) Medicines and
SA 1330, Belgium + Thudc tiét trung cudi: dung dich thé tich nho. = > Health Products
* Thudc sinh hoc: thudc mién dich; thude cong nghé sinh hoc. - °
16  Veerasandra UK GMP United Kingdom
Industrial ~ Area, 22481 ® © Medicines and
29 Micro  Labs|Anekal  Taluk,|* Thudc khdng v tring: vién nang cimg; vién nén; thudc bot udng taifEU-  |Insp GMP| & & Healthcare
Limited Bangalore, céu triic. GMP |22481/36 | S S products
Karnataka, IN-560 6976- S N Regulatory
100, India 0003 Agency




UK

Ash Road, MIA(IMP United Kingdom
Ipsen Wrexhgm * Thubc v6 triing: ) 3070 g g Medicines and
. Industrial Estate, . I L an R EU- Insp N N Healthcare
31 Biopharm + Thudc san xuat vo trung: thudce dong kho. S >
Limited Wrexham, CIWd, * Thudc sinh hoc: thude cong nghé sinh hoc; nguyén ligu sinh hoc GMP |GMP/IM S S products
LL13 9UF, United i i o ' o P N 3 Regulatory
Kingdom 3070/147 Agency
20-0038
Lek
farmacevtska Verovskova 57 * Thube khong vd trang: yién nang cimg (chtra chat mién dich); vién N w0 Slovenia, Agency
3 druzbadd | ¢ Ljubljana’ nén (Homron hodc chit cd hoat tinh hormon, Prostaglandin/|EU-  [450- & & for  Medicinal
(Lek . ’|Cytokines, chat doc t& bao/ chat kim té bao); thudc com; pellet; vi|GMP  |28/2012-2| S ] Products and
. |Slovenia A o) = . .
Pharmaceutica nang; thudc bot. - — Medical Devices
Is d.d)
Wasserburger
Arzneimittelwerk
GmbH *Thué’c vO trflng: o - ’ ) DE_BY_ |o <
Wasse_rbgrger Herderstrabe 2 + Thuqc sanAxElat voqtrung: dung dich thé tich 16n; thuoc dong khd; EU- 04 GMP_|S S Co quan thim
33 Arzneimittelw [und Molkerei-|{dung d%ch the tich nho.’ ? 7 oMP  |2013 017 § g quyén Pitc X
erk GmbH Bauer-Strabe 18-|+ Thuoc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich - - =
5 5 — N
83512 nhd.
Wasserburg,
Germany
9-19, Shimoshinjo
3-chome, .
Santen Higashiyodogawa- < o) Ministry of
Pharmaceutica |ku, Osaka, Japan |_. 2 . . . . Japan- 8 § Health, Labour
35 | Co.Ltd. Noto|(2-14, Shikinami, San pham: Oflovid, Ophthalmic Preparations (Ofloxacin 0.003g) GMP 3321 g § and Welfare
Plant Hodatsushimizu- 8 fra Government o
cho, Hakui-gun, Japan
Ishikawa, Japan)
No.1, First|* Thudc vo trung: Thudc tiém (tiét tring cudi va san xuit vo tring);
Industrial Rd.,|Dung dich thudc nho mét, tai, mili (san xuét vo tring)
Genovate Hsin-chu * Thuérc khong v trung: Dang bao ché ban rin (thudc kem); dang PICSS - g g Taiwan Food
37 Biotechnology |Expended bao ché ran (Vién nén, vién nén bao phim, vién nén bao dudng, vién GMP 0851 S 3 and Drug Adminis
Co., Ltd. Industrial  Park,|nang, thuoc bot). N ® tration (TFDA)

Hsin-chu, Taiwan,
R.O.C

* Nguyén liu san xuat thudc tiém chira chat doc té bao (san xuat vo
trung).




State

Private  Joint(8,  Manuilskogo 033/2012/ N 10 Administration of
39 Stock str. 20300 Uman, |* Thudc khong vé tring: Vién nang cimg; thube udng dang long; vién|EU- SAUMP/ & < Ukraine on
Company Cherkassy region,|nén (bao gdm cé vién nén bao phim); thudc bot, vién ngam. GMP GMP g g Medicinal
“Tecknolog” |Ukraine & N Products
(SAUMP)
23-24, Harayama o Ministry of
Es;?::Z:utica 2-Chome, Midori- Japan s ot Health,  Labour
40 ku, Saitama City,|San phim: Thuéc tiém KYOMINOTIN Pan 5158 S & and Welfare
| Co.,, Ltd[." GMP ) >
Saitama Plant Saitama o) ) Government of
prefecture, Japan e Japan
Betriebsstandort
Basel,
(manufacturing of
. . . . . < © i
bUIk. . and|,, Dang bao ché 16ng: lo thudc tiét tring cudi; lo thudc san xuat vo s s Swiss Aggncy for
F. Hoffman-La|medicinal N TR R P N EU- I I Therapeutic
41 trung; Oong tiém san xuat vo trung; lo thudc dong kho. 14-062 S =
Roche Ltd products * Dang bao ché rin: vién nang; vién nén bao phim; vién nén GMP S = Products
parenterals), ans ' & PRI ’ N 3 (Swissmedic)
Grenzacherstrasse
124, 4070 Basel,
Switzerland
5900 Martin|San pham: Singulair® (Montelukast Sodium) Oral Granules, 4mg - o US. Food and
DSM|Luther King Jr.|( Co sé san xuat: DSM Pharmaceuticals Inc. - 5900 Martin Luther US 09-0039- | & d D.ru.
42 Pharmaceutica |Highway King Jr. Highway Greenville, NC 27834, USA CéMP 2013-01- g g Adrr?inistration
Is Inc. Greenville,  NC|Co s¢ dong goi: Merck Sharp & Dohme Corp., - 4633 Merck Road VN S S (US FDA)
27834, USA Wilson NC 27893, USA) i i
* X P -
. Industriepark 30, Thu(zc VE) trunA’g. o ' L 7 - © Belgian  Federal
Schering- Heist-on-den- + Thudc san xuat vo trung: dung dich thé tich nho EU- BE/2013/ = = Agency for
43 Plough Labo P + Thudc tiét trung cudi: dung dich thé tich nho L o Medicines  and
Berg, B-2220, I A R £ s L \ ;. z_ |GMP |010 w (8
NV Belaium * Thudc khéng vO trung: thudc dung ngoadi dang 16ng; thudc udng ~ <° Heallth  Products
g dang 16ng; dang bao ché ban rin; vién nén. (AFMPS)
* z ~ ~ o . z o 1: A z . X ~ z
10-12 Church ;l"huoc_ Akhong vO t{ung. thuoc‘phan;lletll da?g ran; Athuoc bot Ve} thu(ic Australian
com; Vién nang mém; dang bao ché ban ran (thuoc kem, thudc mg; ™ w .
Sphere Road el): thube udng dang long: dung dich ding ngoai: tinh dau va dich|PIC/s -|M' 2011~ 18 S Therapeutic
44 |Healthcare Pty|MOOREBANK |9 fhuoc uong dang fong; dUng i g hgoar, uvaaq L1-09478- | S Goods
chiét dugc liéu. GMP I~ — L. .
Ltd NSW 2170, PR L1 2 4 a 3 re) PN Administration
Australia (Thuoc udng: t’huoc bo dudng N — (TGA)
Dung dich thuoc: dung dich dung ngoai)
S.A.L.F. SPA|VIA G MAZZINI, LA
LABORATO |9 24069| L1u0C VO trung: : 7 = =
' + Thudc tiét tring cudi: Dung dich thé tich 16n, dung dich thé tich|EU-  [1T/49- |& & Italian Medicines
45 RIO CENATE nho. GMP |1/H/2014 |S =] Agency (AIFA)
FARMACOL |SOTTO(BG). ~ >
0GICO ITALIA ~ ~




Ajinomoto 103-1, <« Ministry of
Pharmaceutica |Shirasakaushishim Japan- = 9 Health, Labour
46 Is Co., Ltd.|lizu, Shirakawa-|San phdm: vién nén ATELEC 10 P 4096 S & and Welfare
. . . GMP o N
Fukushima shi,  Fukushima, = F Government  of
Plant Japan e Japan
Ajinomoto 103-1, < Ministry of
Pharmaceutica [Shirasakaushishim Japan- a g Health, Labour
47 Is Co., Ltd.[izu, Shirakawa-|San phim: Thudc cbm AMIYU P 4153 S q and Welfare
. . . GMP o o
Fukushima shi,  Fukushima, S ) Government  of
Plant Japan -~ Japan
Biocon  Special
Economic  Zone,
Plot No. 2-4,
y (92] [{e]
. Phase Vil Thuoc vo trung: b d Malaysia National
Biocon Bommasandra- L L . 2, \ PIC/S- N N .
48 . B + Thuoc san xuat v6 trung: dung dich thé tich nhé. 497/13 S ) Pharmaceutical
Limited Jigani Link Road, L. I N GMP - o
* Thuoce sinh hoc: thudc cong ngh¢ sinh hoc. & 3 Control Bureau
Bommasandra S -
Post, Bangalore,
Karnataka,

560099, India




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

Dot 22
( Theo c¢dng vin s6 11586/QLD-CL ngay 08/07/2014 ciia Cuc Quin 1y Dwoc)
& S|oiv = o> 2
NHA MAY . , ] S GIGIAY | &~|% Z|co QUAN|
TT A < PIA CHI PHAM VI CH NHAN < - .
> CONG BO 1A c AM VI CHUNG NH 3 S[cN 2 J|8 g|caAr NHOMINHOM
vt 1
Z = T 2
Pacific
L Pharmaceuticals e 9
Pacific 1, 4 * Thudc khong vé tring: vién nang ctmg; thube uéng dang 1ong; vién|EU- DE_BE 012 < Co quan thim
3 Pharmaceutica . A4 g A, 1 GMP_2| & S A
30Km, Multan|bao; dang bao ché ban ran; vién nén. GMP o = quyén Dtrc
Is Ltd 013 0014 | 3
Road - Lahore, - o
Pakistan X
San phdm: Thudc tiém bot Meronem (500mg, 1g) - o
| v a Ao, — —
ACS  Dobfar| "¢ Addetta 4/12/ Co S0'san xuat: A;CS DOl?far S'P'AA . _ EU- [IT274- |R & Italian Medicines
5 SPA 20067  Tribiano|Co s& dong goi cap 1 (dong lo thude bot): Zambon Switzerland Ltd oMP  |1UH/2013 S 3 Agency AIFA
o (MI), Italia Co so dong goi cap 2: AstraZeneca UK Limited - Silk Road Business S g gency
Park, Macclesfield, SK 10 2 NA, United Kingdom. o o X
* Thudc khong vo tring: vién nang cimg (chita hormon va chat co
Corden Pharma  [hoat tinh hormon; chét c6 hoat tinh manh, doc tinh cao); dang bao ché DE_BW_|® )
; Corden Otto - Hahn - Str.[rén khac (vién bao, thudc c6m, thude bot) (chira hormon va chat c6|EU-  |01_GMP_|& & Co quan thim
Pharma GmbH|68723 Plankstadt, |hoat tinh hormon, chat ¢6 hoat tinh manh, d¢c tinh cao); vién nén|GMP |2013_001|S S quyén e
Germany (chira hormon va chat c6 hoat tinh hormon, chit c6 hoat tinh manh, 9 S &
ddc tinh cao) X
Lot 2599, Jalan
Seruling 59, < ©
— — H H
Duopharma Kawasan 3 Thubc tiém thé tich nho; thude tiém thé tich 16n; thudc udng dang|PIC/S- & & Malaysia N.atlonal
8 Taman Klang|., R PO PR £ .. 018/14 5 = Pharmaceutical
(M) Sdn. Bhd. long; vién nén; vién nang; thuoc bdt; thudc com; thudc nho mat. GMP o (=)
Jaya, 41200 S v Control Bureau
N —
Klang, Selangor,
Malaysia X
. |28/30 Ozarowska
I - - <t [{e]
Pharmaceutica Str., Duchnice, 05{* Thudc vo tring: GIF-IW = S Poland Main
I WOt‘kS Ve . £ ~ N N Y EU' N' N N .
11 850 Ozarow|+ Thubc san xuat vo tring: dang bao ché ran. 5 S Pharmaceutical
Polpharma Lo £ o s A GMP  [4022/305/ | o =
Mazowiecki, * Thuoc khong vo trung: vién nén. > S Inspector
S.A Poland 13 ) -




6021 South UK GMP United Kingdom
I 6103 Insp| 9 Medicines and
Alcon Freeway, South|* Thudc vo trung: EU- GMP S S Healthcare
12 Laboratories |Gate, Fort Worth,|+ Thubc san xut vo tring: dung dich thé tich 16n; dung dich thé tich S S
X £ . g GMP [6103/991 | o o products
Inc - Aspex  |76134-2099, nho (thudc nho mat). > S
United States 9208- N o Regulatory
0001 Agency
* Thudc vo tring: ‘
Sanofi-Aventis |+ Thudc san xuat vo tring: dung dich thé tich nho (chat doc té
Deutschland bao/chit Kim t€ bao); thudc cdy ghép va dang rin (hormon va chét c6
Sanofi-Aventis GmbH hoat tinh hormon); vi tiéu phan (hormon va chat c6 hoat tinh DE HE 0|2 )
13 Deutschiand | Bruningstrabe 50, lhormon). ‘ EU- | Gup 2 & & Co quan thim
GrmbH H600, H500, [+ Thudc tiét tring cudi: dung dich thé tich nho; thude cay ghép. GMP | T2 0117 p S quyén Durc
H590, 65926(* Thudc khong v tring: thudc ding ngodi dang 1ong; dang bao ché - 8 3
Frankfurt am|ban rén.
Main, Germany  |* Thudc sinh hoc: thudc cong nghé sinh hoc; thudc c6 ngudn gbe tir
nguoi hodc dong vit.
Plot N0.137&138,
Dr S.V. Co-op. IndI{* Thudc vo tring khong tiét tring cudi: Romanian
Reddy'sLabora |Estate, IDA|- Thude bot dong kho chira chat doc té bao s ™~ National Adenc
14 tories Limited|Bollaram, - Dung dich thé tich nhé chira chit doc té bao. EU-  |017/2014/| & & for Me dicinei ané’
(Formulation |Jinnaram Mandal,|*Thudc vé trimg tiét tring cudi: Dung dich thé tich nho; GMP |RO 5 g Medical Devices
Tech Ops -|Medak District,|* Thudc khong vo tring: Vién nang cimg chira hat pellet. S 3 (NAMMD)
Unit 1) Andhra  Pradesh
502325, India
GlaxoSmithKI
i i ) < © i
|Pnte AUStrT_It'g 82 Hughes Ave,|* Thuoc khéng vé tring khéng chira khang sinh nhém penicillin, PIC/S- MI-2014- | S b g;irjfeutlc
15 Y Ermington NSW/|cephalosporin va cac chét chéng ung thu: Vién nén; dang bao ché LI-02138-| S S o
Consumer 1,115 Australia  |long: dang bao ché ban rén (kem): thude bot: thude dat GMP 1y < S Administration,
Healthcare ' & cang ’ i o 3 8 Australia
Division
Thubc vo tring dang long (khdng bao gdm thudc tiém) va khéng
Baxter chtra cac nhom hoat chit sau: o
Healthcare |2 Woodlands  Ind|- Chit doc té bao PIC/S. a Singapore's
16 SA. Singapore|FaK D Street 2 - Ché pham sinh hoc Gmp  |M00190 3 Health  Sciences
Bra’nch gap Singapore 73778 |- Khéang sinh nhém cephalosporin, penicillin, % Authority (HSA)
- Hormons, va °
- Steroids.
<« ~ Belgian  Federal
— —
Janssen . Turnhoutseweg Thube khdng vo tring: Thudc udng dang 1ong, thude ding ngoai|EU- BE/GMP/ | & & Ager.lcy for
17 |Pharmacetica |30, Beerse, B\ \s1o thude bin rén, thude dén ngodi da GMP |2014/001 | S Medicines  andix
NV 2340, Belgium ang fong, ’ £ S % Heallth  Products
o o (AFMPS)




Temmler Werke ) o DE BY | ©
GmbH * Thuoc khdng vO trung: Vién nang cting, thudc udng dang long, ..~ |3 b= Regierung  von
18 Temmler Weih h thuc dung ngoai dang 1ong, vién nén EU- 04 GMP_| & = Oberbayern
Werke GmbH |V/elnenstephaner |fiuoc dung ngodi cang fong, vien ner . GMP [2013 019|S N Y
Strape 28, 81673|* Thudc sinh hoc: Vién ang cting chira sacchromyces cerevisia 1 > > (Germany)
Muchen Germany o -
Zone Industrielle - © French  National
. % £ ~ ~ N . A /, A r —
Delpharm de Roubaix Est Thlioc k}long. v0 trung: Vlfjn na.n:g clmg, vién nén o EU- HPE/FR/LIS § Agertlc.y for
19 Lille Sas rue de Touflers|* Ché pham sinh hoc: Thuoc mién dich, thuéc cdng nghé sinh hoc, GMP  |36/2013 S S Medicines and
59390 LYS LEZ|thudc chiét tir ngudi va dong vat. = g Health  Products
LANNOY, France o Safety (ANSM)
3102A G.ID.C UK GMP| . ﬁzgfcoi'n;'“gdo;}j
RPG LIFE|ESTATE, EU- 18388 = b= Healthcare
20 SCIENCES |ANKLESHWAR, |Thubc khong vo tring: Vién nang cling, vién nén GMP Insp GMP % % Products
LIMITED  |GUJARAT, 18388/10 | S = Regulatory
™ N
393002, INDIA 806-0004 Agency MHRA
Village i i\tg;iinistration of
; i) - < ~
Glenmark | [<ishanpura, Baddi PICTS- 00812014/ | S |Ukraine on
. _|Nalagarh  Road, £ A A A GMP N N -
21 Pharmaceutica ; Thuoc khong vo trung: Vién nén SAUMP/ | & S Medicinal
. Tehsil Nalagarh, & EU- =) o
Is Limited . GMP S > Products
Disst. Solan, H.P. GMP - ~ (SAUMP) )
174101, India ;
Ukraine
. * Thudc vo tring: = S
23 Sopharma AD é?r ”Ieszsi?asg]g;%e + Thudc san xuat v6 trung: dung dich thudc tiém thé tich nho. EU- BG/GMP/ 8 8 Bulgarian  Drug
P o O0P '+ Thuéc tiét tring cudi: dung dich thuéc tiém thé tich nhé. GMP [2014/051 |8 ] Agency
Bulgaria S S
N N
< © Australian
Omega 10 850 Hamon|San pham: Thudc tiém DBL Octreotide lo 0.1mg/l1 ml (DBL PIC/S- p=) b= Therapeutic
24 Laboratories |Montreal QC|OCTREOTIDE INJECTION - Octreotide as acetate 0.1mg/iml GMP 14/0846 % % Goods
Ltd H3M 3A2 Canada |injection solution vial) % % Administration
[9\] N

(TGA)




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

Dot 23
( Theo c¢dng vin s6 13326/QLD-CL ngay 07/08/2014 ciia Cuc Quin 1y Dwgc)
z & N - NHOM THUOC
NHA MAY . . - S GIGIAY | &|% Z|co QUAN| ;
STT A i PIA CHI PHAM VI CHUNG NHAN ot <
CONG BO - : - 3 2|CN 9 J|2 g|cAp N';OM NHZOM
Z = o
* Thudc vo tring:
A , £ A N ) . 24 . v < e}
Esseti Via Campobello, + Tbuoc sdn xuat A\/o tArung.,dung’ dlcl.l thé tich nho (.chua hormon = = . N
1 Farmaceutici 115 - 00040 corticosteroid); thudc bot (chira khang sinh cephalosporin). EU- IT/56- I Q Italian Medicines
. . + Thudc tiét tring cudi: dung dich thé tich nho. GMP [3/H/2014 |8 3 Agency AIFA
SRL Pomezia, Italia X R O A , Lz A e S
* Thuoc khong vo trung: vién nang cung; thudc com; vién nén. o =
* Thude sinh hoc: thube c6 ngudn gde tir dong vat. X
6201 South UK GMP Unlte_zd_ Kingdom
LA 6103 Insp| &, 9 Medicines and
Alcon Freeway,  South|* Thudc vo trung: pay s
: . LA . 2 1 . 2.1 |EU- GMP N N Healthcare
2 Laboratories |Gate, Fort Worth,|+ Thudc san xuat v0 trung: dung dich thé tich 16n; dung dich thé tich I~ S
\ Loz . . GMP [6103/991 | o - Products
Inc - Aspex  [76134-2099, nho (ché pham dung cho mat). > =)
. 9208- ~ S Regulatory
United States
0001 Agency X
Atlantic Rua da Tapada|* Thudc vo trung: o o .
Pharma  -|Grande, no. 2,|+ Thudc sin xudt vé tring: dung dich thé tich nho. F036/S1/ |2 = Portugal National
: L al <. ; 2 \ EU- I N Authority of
3 Producoes Abrunheira, + Thuoc tiét tring cudi: dung dich thé tich nho. H/IAF/All | S S ..
. . I N PO " ; Lz . |GMP o o Medicines and
Farmaceuticas, |Sintra, 2710-089,* Thudéc khdng vd trung: vién nang cung; thudc uong dang long; 01/2012 | & >
£ 1AL x £z \ X1, L A N ~ Health Products
S.A Portugal thuoc bdt va thuoc com; dang bao ché ban ran; vién nén. X
. Site  Progipharm|* Thudc khéng vé trang: vién nang cimg; vién mém; thudc dung o 0 French  National
Pierre  Fabre . , L w N S S Agency for
. rue du Lycee,|ngoai dang 16ng; thuoc uong dang long; dang bao ché ban ran; vién|EU- HPF/FR/1| & N .
5 Medicament . , o) S Medicines and
Production 45500 Gien, \nén. GMP105/2013 1o S Health  Products
France * Thudc sinh hoc: thude mién dich. N ]
Safety X
Site Slmap_hac, French  National
Pierre  Fabre Zone Industrielle 2 2 Agenc for
) de Chateaurenard,|* Thudc khdng vo tring: thudc ding ngodi dang long; thubc ubng|EU-  |HPF/FR/2|& < gency
6 Medicament \ z . X IOV I S Medicines and
. 45220 dang long; thuoc phun mu; dang bao ché ban ran. GMP /2013 o o
Production S > Health  Products
Chateaurenard, ~ i
Safety
France
X
. . * Thudc vo tring: < ©
Pharmaceutica 19, Pelplinska) | < i xudt vé triing: thudc tiém thé tich 16n; thudc tiém thé tich GIF-IW- 1 5 = Poland Main
8 ! WorksStr. 83-200) s EU- - S S Pharmaceutical
Polpharma  |Starogard o i e o (GMP o |4022/49- |8 S
SA Gdanski, Poland ;hghuoc tiét tring cudi: thudc tiém thé tich 16n; thuoc tiém thé tich 213 B = Inspector )




* Thudc vo tring:
+ Thubc san xuit vo tring: dung dich thé tich 16n; thudc dong kho;

IDT  Biologika|dung dich thé tich nho. q ’ ’ < ©
IDT Biologika GmbH + Thuqc tl@t;tl’l:lng cu?lz dung dich thé tich 16n; dang bao ché bén ran; EU- DE ST O § § Co quan thim
10 GmbH Am  Pharmapark,|dung d}ch thé tich nho. ’ - . lomp 1 GMP_2 g E quyén Pric
06861 Dessau -|[* Thubéc khdng vd trung: thuéc dung ngodi dang long; thudc uobng 014 0002 |5 S
Roblau, Germany |dang 16ng. « -
* Thudc sinh hoc: thudc cong nghé sinh hoc; Vic xin.
* Hoat chat c6 ngudn gbc tir vi khuan hodc gen.
Industria Via Cassia Nord,|* Thudc v6 triang: S, 9
1 Farmaceutica [351-53014 + Thudc tiét trang cudi: dung dich thé tich 16n; dung dich thé tich|EU-  [IT/77- & & Italian Medicines
Galenica Monteroni nho. GMP |1/H/2014 |3 3 Agency AIFA
Senese S.R.L |D'arbia, Italia * Thudc khong v tring: thudc uéng dang long. & &
Avinguda de[* Thudc vo tring:
Barcelona, 69, |+ Thuéc san xudt vo trf’mg: dung dich tl}é tich nho. ? NCE/141 S ~ Spain Ministry of
1 Laboratorios |08970 Sant Joan|+ Thude tiét tring cudi: dung dich thé tich nho, dung dich thé tich|EU- |, 1002/CA & & Health of
Lesvi, SL Despi 16n. GMP T S S Government  of
(Barcelona), * Thudc khdng vo triing: vién nang ctg; vién nén; thudc udng dang Q S Catalonia
Spain long.
Glaxo Zl de la : = = Zreenr::: Natlo?gl
. * Thudc khong vo tring: vién nang cing (chira penicillin); vién nén|[EU-  |HPF/FR/4| & & gency
13 Wellcome Peyenniere, 53100 hi il oMP  |2/2014 F S Medicines and
Production Mayenne, France (chira penicillin). % § Health  Products
-~ B Safety
Village
Ganguwala, < ©
Ranbaxy ——|Paonta  Sahib, o . |eu- |oowsmes |B S |rish  Medicines
14 Laboratories |District Sirmour -[* Thudc khong v6 tring: vién nang cing; vién nang mém; vién nén. I N
- . GMP |0 o - Board
Limited Himachal S S
Pradesh, 173025, © °
India
Avda. De
Extremadura, 3.
Poligono « 9 2
15 Glaxo Industrial * Thude khong v tring: thudc udng dang long; vién nén; thude hit,|EU-  |3167/86/1| & & Co N quiarr; t};;
Wellcome S.A |Allenduero, hdn dich, dung dich. GMP |3 g S E};}yen Y
09400-Aranda de = 3 a
Duero. (Burgos),
Spain
<« © French  National
Laboratoires R_ue des Quatre 1 R A =" , EU- HPF/FR/5 § § Ager.lcy for
16 - Filles 28230(* Thuoc khong vo trung: vién nang cing 3 S Medicines and
Expanscience GMP  [8/2014 o —
Epernon, France 5 g Health  Products

Safety




Plot No. 876,
Marck N.H. No.8, o 10
17 Biosciences | Village-Hariyala, |* Thude san xuét vo trung: dung dich nhd mét; nhé tai; nho miii. PIC/S- |10150477 | & & Department  of
Limited Tal-Matar, Dist-|{* Thudc tiét tring cudi: thudc tiém; dung dich rira vét thuong. GMP |18 S S Health, Taiwan
Kheda-387411, 3 &
Guijarat, India
Niityhaankatu 20,|* Thudc vo tring: EU-  |4415/11.0 % § Finnish
18 Santen Oy 33720 Tampere, [+ Thudc san xuét vo tring: dung dich thudc nhé mét; dung dich thude ' # IS Medecines
. . GMP [1.09/2013| 3 o
Finland nho tai. i3 ) Agency
21 Rue du ISP e 3¢ 9 French  National
20 |SOPHARTEX | ressoir 28500 T?Eiif&ﬁﬁi Peniellins: vién nang oing, vién nén EU-  |HPF/FRIL| & S Drug and Health
Vernouillet, Thute i den lon g cung, ' GMP (992013 |S 8 Products ~ Safety
France g dang fong, Q 3 Agency (ANSM)
4-6-10
Koishikawa,
Eisai Co., Ltd Bunkyo-ku, - < Ministry of health,
(Misato plant Tokyo, Japan q Japan - S S Labour and
21 .. (950, Hiroki,[San pham: Pariet Tablets 10mg 4682 & & Welfare
of Eisai Co., . GMP o o
Ohaza, Misato- > > government of
Ltd.) . — —
machi, Kodama- Japan
gun, Saitama-ken,
Japan)
4-6-10
Koishikawa,
Bunkyo-ku, < © Ministry of health,
Tokyo, Japan Japan - b= b= Labour and
22 Eisai Co., Ltd (950, Hiroki,|San phim: Pariet Tablets 20mg P 4683 % % Welfare
. GMP o =)
Ohaza, Misato- S > government of
- — —
machi, Kodama- Japan
gun, Saitama-ken,
Japan)
4-6-10
Koishikawa,
Bunkyo-ku, < © Ministry of health,
Tokyo, Japan | Japan - b= s Labour and
23 Eisai Co., Ltd |(950, Hiroki,|San pham: Methycobal Tablets 500pg Pan -\ 1684 S S Welfare
. GMP o =
Ohaza, Misato- > > government of
. — —
machi, Kodama- Japan

gun, Saitama-ken,
Japan)




Berlin Chemie <« "
% X A N X, . A o, 14 — — .
Berlin Chemie AG - Thqu’c tlctAtrungAcu(‘)L dung d;ch the tl(jh lo;n. . o eu- DE_BE_O S S Co quan thim
24 AG Glienicker ~ Weg|* Thuoc khéng vo trung: dung dich thuoc uong, dung dich thude dung GMP 1 GMP_2| 5 I} 3n Bite
125, 12489 Berlin|ngoai, thudc cém, thude dat. 014 0015 |8 g quy
- Germany i i
Menarini-Von - o
H ._ , N r r H H A
Menarini-Von \Heyden — GmbH|., < khong v triing: vién nang ctmg, vién nang mém; thuéc cém,|EU- DE_SN_ 012 < Co quan thim
25 |Heyden Leipziger StraPe 7} . '\ < vien bao, vien tac dung kéo dai omp |[-CMP_2ls = uyén Dirc
GmbH 13 01097 Dresden ’ ’ ing 013 0007 | S g quy
- Germany — IS
Frazione Ravina - 2 2
E-Pharma  |Via Provina, 2-|. . . . . oo EU- [IT/166- |& & AIFA Italian
26 |TrentosPA (38123 Trento| MOC khong vO tring: Vién nén, thude bot, thube com GMP  |1/H/2013 |5 g Medicies Agency
(TN), Italy & S
Australian
- - - (92] Lo
Hospira 1 5’. 7-23& 25-39 MI-2013- | & d Therapeutic
. Lexia Place LA 2 A o PIC/S- N N
27 Australia Pty .| * Thudc vo trung: thude tiém, thudc hit. LI-06176-| < S Goods
Mulgrave Vic GMP o = L .
Ltd 3170. Australia 1 P >3 Administration
' © o (TGA)
Plot numbers 457,
458 & 191/218P|* Thudc vé tring: UK GMP United Kingdom's
Sarkhej-Bavla |+ Thudc san xuét vo tring: dung dich thé tich 16n; thudc dong khd; = ~ medicines  and
Intas . . 2, , 17543 S S
. |Highway, Matoda,|dung dich thé tich nho. EU- N N Healthcare
28 Pharmaceutica SN £ . X e 1 1s . 2 Insp GMP| & >3
. Sanand, + Thuoc tiét trung cudi: dung dich thé tich 16n, dung dich thé tich|{GMP o o Products
Is Limited ; 17543/96 | S5 S
Ahmedabad, nho. 21-0017 | = Regulatory
Guijarat, In-|* Thubc khong vo tring: vién nang cing; thudc ban ran; vién nén. Agency MHRA
382210, India
* Thube V0 tring: Belgian  Federal
Boulevard  René|+ Thudc san xuét vo tring: dung dich thé tich 16n; thudc dong kho; a¢] © A egnC for
Branquart  80,|dung dich thé tich nho. EU- |BE/2013/ |Q Q gency
29 Baxter SA . T Z. . I , . I N F Medicines and
Lessines, B-7860,|+ Thuoc tiét trung cudi: dung dich thé tich 16n, dung dich thé tich|GMP |042 o o
. \ > > Health  Products
Belgium nho. ~ I\ (AFMPS)
* Thudc sinh hoc: thudc mién dich
Via Complutense, S ~ Spanish  Agency
20 Frosst Iberica,|140, Alcala de|r, . (0o oo EU- |ESI071H |& & of Drugs and
SA. Henares 28805 & & GMP |viiia |3 3 Health  Products
(Madrid) - Spain 3 J (AEMPS)




Schering-

(Pllr(:ljg: d) * Thudc vo tring: < ©
H + A 2 A A \ . A N AL . Ao 2. — — ] o
Schering- V0| Huoc et fung cuol: Lung & : GMP |6/M427 |3 g Board (IMB)
Cork, Ireland S5 >
Plough - —
(Brinny)
Company
* Thudc vo tring:
+ Thudc san xuit vo trung: Thubc dong kho; Dung dich thé tich nho;
Prilaz  baruna|+ Thudc tiét trung cudi: Dung dich thé tich nho. o © :
I * % R A, R S z ] 9 Croatia  Agency
. ._[Filipovica 25,[* Thuoc khéng vo trung: vién nang cting; thuoc ban ran, thudc dan, 381-13- |3 o -
Pliva Croatia A S x o 2 £z x ...z |EU- N N for Medicinal
32 10000 Zagreb, [vién nén, thudc bot pha hon dich uong, thude com pha hon dich udng, 04/151-13{ & S
Ltd, . PV GMP - - Products and
Republic of|thudc bot uong 09 S S Medical devices
Croatia * Thude sinh hoc: thue cdng nghé sinh hoc, thudc sinh hoc khac: o °
thudc kem
Carhue 1096 (Zip|* Thubc khdng chira khéng sinh beta lactam, chit c6 hoat tinh National
Laboratorio code: hormon; chit kim té bao: S 2] Administration of
33 Pablo Cassara| CL408GBV),  of|+ Thude khong v tring: dung dich thude; dang bao ché ban rin;|PIC/S- [20132014 | & & Drugs, Food and
SRL the City of Buenos|thudc phun mu. GMP [00051514 | S 3 Medical Decives,
e Aires, Argentine|+ Thudc v trung: dung dich thudc, dang bao ché béan rin (dung 3 3 Argentina
Republic duong tiém hodc khong dung dudng tiém). (ANMAT)
* Thudc vo trang:
. + Thudc san xuat vo tring: thubc dong khd (DNA/Protein téi t6 hop;
Viale G.B. hormon sinh duc va hormon khéc, prostaglandin/cytokine), dung dich = =
36 Patheon Italia|Stucchi, 110 - th tich nhé Y » Prostag P AuNgdiehie - iya0s- & & Italian Medicines
SP.A 20900 Monza SNV :. o a A, GMP  |4/H/2014 |8 3 Agency AIFA
(MB), Italia + Thudc tiét trung cudi: dung dich thé tich nhd, vién nén S >
' * Thudc khong v tring: vién nang cing; thude bot; thude com. e o
* Thudc sinh hoc: DNA/protein tai t& hop.
No.30,
% £ A A
Lotus Chenggong . .1St Thuoc.khongivo trung: o 0 .
. |Rd, Sinsing|- dung dich thuoc b= 3 Taiwan Food
Pharmaceutica |, ,. I PIC/S- N N .
37 Village, Nantou|- thuéc md, kem 0322 S = and Drug Adminis
| Co., Ltd.[.. ., n . n ; GMP e - .
Nantou Plant City, Nantou|- vién nén, vién nén bao phim, vién nang mém; IYe) 5 tration (TFDA)
County 54066, |- Vién nang chira hoat chét doc té bao, vién nén chira hormon o °

Taiwan




Avinguda  Cami
Reial, 51-57
i i , , < N~
J. Uriach vy Pgllgon Industrial., Thudc khong vo trung: vién nén (chira hoat chat gay nghién), vién NCF/140 |3 b= Ministry of Health
. Riera de Caldes S o . . |EU- N N
38 Compania, 08184 - Palau '|nang ctmg; vién nén, vién bao, vién bao duong, , thudc bot, thudc GMP 5/001/CA | & S of Government of
S.A Solita i Plegamans cdm, thude dung ngoai dang 1ong, thudc ban rin T % 3 Catalonia - Spain
— —
(Barcelona),
Spain
* Thudc vo tring: ,
+ Thudc san xuat vo tring: dung dich thé tich nho; thudc dong kho < ©
Elpen Marathonos Ave.|+ Thudc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich EU-  |71727120- =] s Greek  National
39 Pharmaceutica |95, Pikermi Attiki,|nho. GMP l9-13 % S Organization for
I Co., Inc 19009, Greece * Thude khong vo tring: vién nang cimg (chira khéng sinh beta 3 % Medcines EOF
lactam); thudc udng dang long; vién nén (chira khang sinh beta - o
lactam).
33, Yongso 2-gil,
Gwanghyewon-  [¥Vién nén, vién nang cimg, vién nang mém, thuc cém S Daejeon Regional
Yoo Young . . S L oia : N . o
40 Pharmaceutica myeon, Jincheon-{*Dung dich thudc tiém, thudc tiém bot, thuoc dong khd (chira khang|PIC/S- |2014-G1- | Food of Drug
| Co.. Ltd gun, sinh nhom cephalosporin va chit doc té bao) GMP |1438 S Administration,
b Chungcheongbulk-{* Si r6 kho S Korea
do, Korea
Stiefel S . ® ]

m Laboratories E;r;:(sklm Bussllr;e(s)s * Thube khong v tring: thude ding ngoai dang long; dang bao ché|EU-  [2013/692 | & & Irish  Medicines
(Ireland) i 9% |ban rén. GMP [s/M144 |8 8 Board
Limited N ®

ilr?dsu-szt(r)iill 22/; UK GMP| o Medicines  and
. * Thudc san xuét vo tring: Thude cay ghép va dang ran 25315 3 3 Healthcare
L No.2, Mandideep, A R A h A x . ,|EU- N N
43 Lupin Limited District  Raisen * Thuoc khéng vé trung: Vién nang cirmg; vién nén; bot pha hon dich GMP Insp GMP| S S Products
'lubng. 25315/39 |5 = Regulatory
Madhya Pradesh N -
L 047-0005 Agency - UK
IN 462 046 - India
Farmaceutycz
na 10, Dozynkowa U o GIF-IW- |2 = Main
s Str., 52-311|* Thuoc khdéng v trung: Vién nang cung; vién nén; thuéc udng dang|EU- N N .

44 Spoldzielnia Wroclaw 1on GMP N4022/17 | s = Pharmaceutical
Pracy POL AN[‘) & 1/13 § % Inspectorate
GALENA

Rue des Caillottes 3] 9 Zre:ﬁ? Natlo?(zj:

45 Laboratoires  |ZI Plaine des Isles|* Thudc khdng vo tring: Vién nang cimg chira hormones; vién nén|EU- HPF/FR/2 8 I Mgedic?;es and

Macors 89000  Auxerre, [chira hormones GMP |06/2013 |gS O
S I} Health  Products
France ~ A

Safety (ANSM)




Survey no 313,

314 -Block 1, I,
Portuguese
I, Vv, National
Aurobindo Bachupally S ~ -
. z R o ea , Lz \ L F1035/M |3 S Authority of
Pharma Village, * Thudc khdng vo trung: Vién nang cing; thudc udng dang 16ng; vién|EU- rg) N -
46 - . L. . £ H/001/20 | & 3 Medicines and
Limited - Unit|Quathubullapur  |nén; bot pha dung dich uong. GMP =] =)
14 > S Health  Products,
I Mandal,  Ranga N = | P
Reddy  District, .
Andhra Pradesh, (INFARMED)
India
* *
. ﬁ:i:gs co |Killorglin,  Co,|* Thube sin xut vo tring: Dung dich thé tich nho EU-  [2013/694 | ¥ £ irish  Medicines
L ‘|Kerry, Ireland * Thubc khong v tring: Vién nang cing GMP  [1/M1035 % % Board (IMB)
* *
* Thudc vo tring:
+ Thubc san xudt vo tring: Thube dong kho; dung dich thé tich nho;
Valdocatizo, 6|+ Thabe 6t g eudr Dung dich i o o, dung dieh 6 tih S |5 [Swenish Agency
48 Laboratorios | . cantosluis et fring cuor: BUng @ > aung < EU- |ES/43H |& & of Drugs and
. [{e] [{=)
Normon, 5.A 28760 (Madrid)|* Thudc khong vé tring: Vién nang cing cha khang sinh GMP V1714 S S Health _ Products
A s \: . I . . — o (AEMPS)
Espana betalactam; thuoc dung ngoai dang long; thuéc uong dang long; vién
nén (chira khang sinh betalactam, chéat doc té bao, hormon hay chét
¢6 hoat tinh hormon, trc ché mién dich.)
9-19, Shimoshinjo
3-chome, .
Santen Higashiyodogawa- S Ministry of
Pharmaceutica [ku, Osaka, Japan Japan- & Health, Labour
49 | Co., Ltd|(348-3, Aza-suwa, San pham: Oflovid, Ophthalmic Ointments (Ofloxacin 0.003g) GMP 1504 5 ag(\:l/emmen\:Velfacr;
(Shiga Plant) |Oaza-shide, Taga- 8 g

cho, Inukami-gun,
Shiga, Japan)

Japan




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

Dot 24
( Theo c¢ong vin s6 16300 /QLD-CL ngay 23/09/2014 ciia Cuc Quin ly Dugrc)
z & z NHOM THUOC
STT NHA MAY PIA CHi PHAM VI CHUNG NHAN > ‘E’ GIAY | = 5 =|co QUANINHOM [NHOM
CONG BO - : : 3 2|CN 9 J|2@ g|cAp 1 )
Z = o
Merck KGaA
Frankfurter Strabe
250, AL8, A3L, Thudc vo tring:
A32,D3.D9, DLL, 50 cin xudt vo tring: dung dich thé tich 16n; dung dich thé tich
D12, D15, D24,| . o i, R O
nhd (chtra hoc mén va cac chat c6 hoat tinh hoc mén); thuoc nhé mat.
D25, D39, I11, IS 8 . z ., \
+ Thudc tiét trung cudi: dung dich thé tich nho ® 9
N78, N79, N80, X A A N -a , A A N DE HE O o o A
* Thuoc khdng vo trung: vién nang cung; thudc uong dang 16ng; dang|EU- N B N Co quan tham
2 Merck KGaA |N90, PH5, PH16,|, . Lo L .. g PO T PR 1 GMP_2| 5 BN A s
bao ché ran giai phong thay doi; vién nén (hdc modn va cic chat c6|GMP o o quyén Burc
PH23, PH28, A 013 0005 |5 =
PH50 PH51 hoat tinh hoc mén) N\ -
’ '|* Thudc sinh hoc: thudc mién dich (DNA/protein tai t6 hop, vac xin
PH52, PH8O,| ... .. I A oz
di€u tri ung thu) ; thudc cong nghé sinh hoc (DNA/protein tai to hop).
V40, VAL, VA2, thude khc: thube c6 ngudn gbe tir dong vat: hoat cht/ta d
V66, V67: 64293 uoc khac: thuoc cé nguon goc tir dong vat; hoat chat/ta dugc.
Darmstadt,
Germany
X
UK MIA United Kingdom's
Aesica North Road 32496 * 9 medicines and
3 Queenborough Queenborough  [* Thudc khong vo tring: thudc udng dang long; vién nén; thude gay|EU-  |Insp GMP|& & Healthcare
Limited 9| Kent Me 11 5EL,|mé dang hit. GMP  |32496/30 | S S Products
United Kingdom 433 -1 = Regulatory
0022 Agency MHRA
*Thude vo tring:
+ Thudc san xuét v tring: thudc dong kho (chira hormon va cac chit hoat tinh
hormon, khéng bao gdm hormon corticosteroid va hormon sinh duc); dung dich thé
tich nho (hormon va cac chdt cé hoat tinh hormon, khéng bao gbm hormon
. . . |corticosteroid va hormon sinh duc); polveri. @ ©
Alfa Via Enrico Fermi, + Thuéc tiét trang cudi: dung dich thé tich nh(’?. EU- 1T/99- § § Italian Medicines
4 Wassermann |1 - 65020 Alanno| Thuéc khéng vo tring: vién nang ciing, thuée diing ngoai dang long (chira hormon aMP  lo/H2013 g g Agency (AIFA)
S.P.A (PE), ltaly va cac chét hoat tinh hormon, khong phai hormon corticosteroid va hormon sinh . S gency
duc); thude udng dang 1ong (chira hormon va céc chét hoat tinh hormon, khong bao - ©
gdm hormon corticosteroid va hormon sinh duc); thuéc c¢ém, thudc ban rn, vién
nén.
* Thudc sinh hoc: ché phim mAu (san phim tir t& bao/md ngudi), ché phim tir X
e [AAn e AL (0dn nhAn 6 (A WA /A AAne AN




Rottendorf

Pharma GmbH DE_NW_ |, ~
c Rottendorf  |Ostenfelder Strabe|* Thudc khong vo tring: thudc bt (chira hoat chat nguy co tiém tang:|Eu-  |05_GMP_| & & Co quan thim
Pharma GmbH|51-61, 59320 |tamoxifen, Flutamide, Clomifen va cac chét twong tu) GMP [2014_001 |8 S quyén Puc
Ennigerloh, 3 8 3
Germany
Gut No, 215/1,
215/2  Khatwad
State
. Phata, at Post: o . . o a S S
Precise * Thuoc khong vo trung: vién nang cung; pellet, vién nén. 082/2013/| 5 b=y Administration of
. Talegaon, Taluka-|_, 2 e > .. |PIC/S- N N .
6 Chemipharma | . - ... |San pham cu thé: vién nén Agomelatine; pellet Omeprazole; vién SAUMP/ |5 S Ukraine on
Pvt. Ltd Dindori, District nang Flupirtine GMP GMP 3 3 Medicinal
e Nashik-422202, g Fiupirtine. s S Sroducts
Mabharashtra,
India
* Thudc vo tring:
Borgo San|+ Thubc san xuat vO tring: thudc bot chua khang sinh nhém o .
. L ) ™ 0
Haupt Pharma Michele S.S 156 Cepha!osp?rln‘va Pengl‘cnlln. . o n EU- IT/83 S S AIEA ltalian
7 Latina SR.L Km. 47,600-[+ Thuoc tiét trung cuodi: Dung dich thé tich nho. GMP 16/H/201 | & > Medicines Agenc
o 04100 Latina|* Thudc khoéng vo tring: Vién nang cimg (chtra penicillins); thudc 3 ,% % gency
(LT), Italia bot (chtra penicillin); vién nén (chtra penicillins), dang bao ché ban o o
rin; thudc ding ngoai dang 16ng; thudc udng dang long.
15 Brodie Hall[* Thudc v6 tring: dang bao ché ban rin-thuéc kem, gel, m&; dung MI-2014- | = © Therapeutic
8 Pfizer (Perth)|Drive Technology|dich thudc; thudc tiém; dung dich rira vét thuong. PIC/s- || _04341- & & Goods
Pty Ltd Park, Bentley WA|* Thubc khong vo tring: dang bao ché ban rin-thuc kem, gel, md;|GMP 3 S S Administration -
6102, Australia dung dich thudc. 8 38 TGA
Pfizer Ireland|Little  Connell = =
izer lIreland)Little ~ ~ Connell,l, . o khong vo triing chira cht c6 hoat tinh héc mdn: vién nang|EU-  [2013/629 | & & Irish  Medicines
9 Pharmaceutica |[Newbridge, Co.| , L o) I5e)
. cung; vién nén. GMP |8/M1063 | o o Boards
Is Kildare, Ireland I e
N —
. < © Ministry of
Shiono 10-8, Yaesu 2- Japan - bt by Health,  Labour
10 Chemical Co.,|chome, Chuo-ku,|San phim: Thudc tiém NASPALUN P 1970 = = and Welfare
GMP o o
Ltd Tokyo, Japan S S government of
™ [ep]

Japan




21st Km National

* Thudc vo tring:
+ Thudc san xuit vo tring: thudc dang rén va thudc ciy ghép (chira
khéng sinh nhém beta lactam),.dung dich thé tich 16n, dung dich thé

< ~
- r - — -
11 Fl?riar:r]r?laceuti?zj1 E;)r?l?a Atlii?c?neri tich nho, thuoe dong kho EU -|47140/29-| & S S;S?r(lizatil;lgtlo?g:
) + oA N . . 2 or . . 2 gr _ o) <
| Industry Attiki, 14568, nh"él)"huoc tiét trung cudi: dung dich thé tich 1én, dung dich thé tich{GMP [5-2014 g % Medcines EOF
. o —
Greece * Thude khong vo tring: thudc ding ngoai dang long, thudc udng
dang long
Av. 12 de Oc't ubre *Thudc khong vo tring: Thudc bot; thude cdm; vién nén; vién bao;
4444, Quilmes| , , . . . x . . , , .
. thuoc kem; gel; dung dich; hon dich: khéng chtra khéng sinh
(Zip code 1879), TRV
Province of betalactam, chat kim té bao, hormon.
. '|* Dung dich thudc tiém, thudc dong khé: khoéng chira khang sinh
Buenos Aires,
. betalactam.
Argentina
Calle No. 8
Esquina No.7,
Locality  Parque
Industrial  Pilar,|Thubc tiém (bao gdm ca dang thé tich 16n): dung dich; hon dich;
Pilar (Zip code|dong kho: chira chat kim té bao; hormon, chat chéng u budu.
1629), Province of
Buenos Aires,
Argentina
* + .
Merck _Sharp| 770 SUMNEYOWN| g, oham: M-M-R 11 (Measles, Mumps and Rubella Virus Vaccine|U.S.C [CT 0834 & £ |United - States
13 & Dohme(Pike, West Point, Live, MSD), 0.5mL GMP |14 WhO B3 % |Food and Drug
Corp PA 19486, USA ! PO i % |Administration
r ‘ r ™ ©
Fresenius Kabi Estermannstrabe  |* Thuoc khong vo tring: thudc uong dang 16ng. EU- INS- = s Austria  Federal
14 Austria GmbH 17, 4020 Linz,|* Dugc chat: Laktulose, Hydroxyethylstarke, Hetastarke, Pentastarke, GMP 480019- % % Office for Safety
Austria Viastarke, Sinistrin 0024-001 % 8 in Healthcare
— N
3 Samokovsko « 9
15 Balkanpharma |Shosse S| rhube khdne v6 trine: vién nane clne: vién nén EU- |BG/IGMP/|& & Bulgarian  Drug
- Dupnitsa AD |Dupnitsa 2600, g & & cumes ' GMP  [2013/047 |3 S Agency
Bulgaria S &




* Thudc chira khang sinh (khéng bao gom penicillin  va
cephalosporin): thuoc kem; vién nang ctrng; dung dich; vién nén.
* Thude chira hormon va steroid: thudc kem; vién nang mém; kem

Corner Te Pai|dudng; dung dich; hdn dich; vién nén.
Douglas Place and Central|* Céc c:}}é phim (khﬁng_?ao gom vitamin) c6 li.é‘:u nho hon hoic bér}g g g New  Zealand
16 Manufacturing szlrk Drive,|5mg: vién nang ctng; vién nang mém; Elixir; Siro ho; dung dich; hon|PIC/S- |TT60-42- % g Med!cmes .and
Ltd Lincoln, Auckland|dich; V'ién né’n. ’ o ‘ GMP (16-3-3 o S Medical Devices
0610, New|* Thubc chong ung thu, thuéc ¢ ché mién dich (khéng bao gom 8 8 Safety Authority
Zealand steroid): vién nang mém; vién nén.
* Thudc khéc: thudc kem; vién nang cung; vién nang mém; thudc
ubng nho giot; Elixir; Gel; siro ho; kem dudng; thubc md; thudc bot;
diu g01; dung dich; hdn dich; siro; vién nén.
* 2 Chia Ping
Road #02-00 Haw
Par Tiger Balm
Building,
Drug  Houses Singapore : ; . Lz = 2 Singapore Health
of Autralia gap * Thudc dung ngoai dang long; dang bao ché ban ran; thuéc uéng|PIC/S- 8 & 19ap
17 . 619968. \ DN, , SV Loz MO00150 |& o) Sciences
Private * . . |dang 16ng; vién nén; vién nang cung; thudc bot va thuoc com. GMP o o -
Limited 2 Chia Ping ﬁ § Authority
Road # 04-00
Haw Par Tiger
Balm  Building,
Singapore 619968
BBT Biotech
GmbH
. Arnold- * Duoc chat: urokinase, streptokinase, chorionic gonadotropin DE_NW_ § 5 .
BBT Biotech . I Lo . - . . '[EU-  |04_GMP_[& N Co quan tham
18 GmbH Sommerfeld-Ring [menotrophin, urofollitropin, aprotinin, corticotropin, hyaluronidase, GMP 12014 000 g g quyén Pitc
28, 52499 |enterobacteriaceae, lactic acid bacteria, yeasts, streptokokkes. 9 - S =
Baeweiler, - e
Germany
Ministry of
4-6-10 = ©
. Koishikawa : Japan- c% § Health, ~ Labour
19 Eisai Co., Ltd ' San pham: Methycobal Injection 500 pg 1756 = = and Welfare
Bunkyo-ku, GMP o o
S S Government  of
Tokyo, Japan = =
Japan
Special Strada  Paduni,|* Thudc khéng vo tring: vién nang cang; thudc udng dang 16ng (bao i i . .
20 Pfoduct's Line|240-03012 gdm ca thude ?:hl'ra Bac?llus)' thuég cémg' dang bao cié béﬁ réng(c(hl'ra EU- IT/89- % % Italian Medicines
' o GMP |1/H/2013 * * Agency AIFA
=+ =+

SP.A

Anagni (FR), Italy

hormon corticosteroid); thudc dat; vién nén.




Dr. Willmar

* £ A A NP . . X N a
D Willmar Schwabe GmbH .) Thuoc A’khorzg vO trung. vién rAlangAcung,A’thu?c dung ngoai fiang DE_BW_|=, <
& Co. KG long; thuoe uong dang long; thuoe bot, thude com, globuli (chira vi = by 2
22 Schwabe Willmar-Schwabe-|nang chira vi lugng dong can); vién nén EU- 0L GMP_| S Co guan  thim
B - Y ) . [{e] N A ,
ﬁ'ng& CO-lsirabe 4, 76227|* Thuée tir duoc licu GMP 5014—006 = = quyén Buc
Karlsruhe, * Thubc vi lugng dong cin - -
Germany
1-27,
. Kandanishiki-cho,
Taiho .
Pharmaceutica | Y92 KU
Tokyo, 101-8444, Ministry of
I Co., Ltd S 9
(Taiho Japan “ Japan- S S Health, Labour
23 . [(224-15 Aza-|San pham: vién nang TS-One Capsule 25 407 F F and Welfare
Pharmaceutica |, . . GMP o =
ebisuno, Hiraishi, Yo} ) Government  of
| Co. Ltd . N 3\
. Kawauchi-cho, Japan
Tokushima - .
Plant) Tokushima-shi,
Tokushima, 771-
0194, Japan)
Estados  Unidos
No. 5105, - Lz R , , . L LA
. | * Building 1: thuéc khéng chira khang sinh betalactam, chat kim té .
Localidad Elf, . PO N £ e \ R X Argentina
. " bao, hormon: thudc tiém dong khd; thudc tiém dang long; thudc nho S 2] .
Triangulo™ (1667)| . , C1X q 20132014 | 5 b= National
M.R. Pharma ) mat dang dung dich va hon dich. PIC/S- N I L. .
24 Malvinas N 'O X 000781 |= = Administration of
SA . * Building 2: thudc tiém chira hormon. GMP o o
Argentinas of the . . P R , . . L A A 14 > > Drugs, Food and
. * Building 3: thuoc khéng chira khang sinh betalactam, chat kim té — — . L
Province of|, . R, Medical Divices.
. bao, hormon: vién nén, vién bao.
Buenos Aires,
Argentina
. * Thudc khdng vo tring: vién nang cimg; vién nén; vién nén bao S © Slovenia Age_ncy
Smarjeska cesta 6,| , . P PR L. ; ) . 4 b s for Medicinal
KRKA, d.d., phim; thuéc com; thuoc dung ngoai dang long (chira hormon va chat|EU- 450- N N
25 Novo mesto, |, p . £z \ . T = S Products and
Novo mesto . ¢6 hoat tinh hormon); thuéc uéng dang long; dang bao ché ban ran;|GMP |2/2014-2 |5 =) -
8501, Slovenia L aer n , 1 X , = > Medicinal
thudc dat; vién nén (chira hormon va chat c6 hoat tinh hormon) ™ =) .
Devices
MIDC, Plot No. 8;
A2, 8B, T.T.C. INS- S ™~ .
26 Sandoz Private Ind. Area, Kalwel, Thudc khong vo trang: vién nang cing; vién nén EU- 481703- 8 8 g‘l;;g;a for Fggztal
Limited Block, ~ 400708| OC < Ong VO HURE: & cumes ' GMP  |0009-001 |S 3 o Healthears y
Navi  Mumbai, (2/8) b %

India




Hill Top
Industrial Estate,
Jharmajri,  EPIP|* Thudc vo tring: < g .
Venus Phase-l  (Extn),|+ Thudc san xut v tring: thube dong khd; thudc bot dong khd Fl042M |2 = Portugal National
. . , . Lo i oA Lo EU- N N Authority of
27 Remedies Bhatoli Kalan,|(chtra cephalosporin, carbapenem, chat kim té bao). H/002/20 | < I} .
o . . R Z. . I \ , 1+ z|GMP o o Medicines and
Limited Baddi, Distt.|[+ Thuoc tiét tring cudi: dung dich thé tich nho (chtra chat kKim té 14 I =
. . ™ ~ Health Products
Solan, Himachal{bao).
Pradesh, 173205,
India
Via C. Janssen|, £ R N L £ s . N w©
s [ Cilloc B sl e 0010 il g s e g o (TS0 1SSt e
SP.A Michele) - 04010 Viéﬁ’nén § dang fong; o : P lomP [, S g Agency AIFA
Latina (LT), Italia ' = 3
zlzlirrey L|n|erscg$ . . Argentina
Quimica P * Thudc khdng chira khang sinh betalactam, chat kim té bao, hormon: 20132014 | S b= National
. C1220AAC), Of N L1y 4 e N PIC/S' N N . -
29 Montpellier . dang bao ché ban ran; thuéc phun mu. 000564 |& I} Administration of
the City Buenos Z , . L ¢ GMP o o
S.A . . |* Thuoc chtra hormon: dang bao ché ran 14 Yoy Pr) Drugs, Food and
Aires, Argentina N ~N . ..
. Medical Divices.
Republic
* Thudc vo tring: - o .
Janssen Turnhoutseweg |+ Thudc san xudt vo tring: dung dich thé tich 16n; dung dich thé tich P b= Belgium - Federal
. \ EU- BE/2012/ | & N Agency for
30 Pharmaceutica 30, Beerse, B-[nho. oMP  lose § 5 medicines and
NV 2340, Belgium :h;l)"huoc tiét trung cudi: dung dich thé tich 1on; dung dich thé tich § § Health Products
* Thudc vo tring: < ~
H - H ] A » A A < . . A 47 S . R 47 — —
Biomedica Via Morolense §7 + "lﬂ"huocksanAxuat v trung: dung dich thé tich 16n; dung dich thé tich EU- IT/122- |8 S ltalian  Medicines
31 Foscama 03013 Ferentino|nho; thude bot. GMP  |1/H/2014 o) B Agency AIEA
Group S.P.A |(FR), ltaly + Thubc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich S S gency
nho. e °
* Thudc khong v tring:
- Vién nang cung
- Thube dung ngoai dang long < ©
. | . £ 4 ) o — I
Sanofi-Aventis Viale Europaz 1.1 Thu oc uong dang long = IT/15- Q Q Italian Medicines
32 SPA 21040 Origgio| - Vién nén Q 1/H/2014 S S Agency AIFA
o (VA), ltalia - Thudc bot, thude cébm a ,% S gency
(V] o

* Sinh pham y té chira vi sinh vat duong tiéu hoa:
- Vién nang cung
- Thu6c udng dang long




* Thudc vo tring:
- Thube tiét tring cudi: Dung dich thé tich nho
* Thube khong v tring:

™ [{e]
H H H o Pl —
33 Mitim S.R.L ;/L:a ) CglgCCIgg]].azlg - Vién nang cung chira Penicillin % IT/111- 8 8 Italian Medicines
T |Brescia (éS) o Thubc udng dang long 5 |4mHro13 | & S |Agency (AIFA)
Y Thube bot va thue cdm chira Penicillin w & «
- Thudc ban ran
- Vién nén chira Penicillin
. * Thude vo tring: a N s
b  |GE Healthcare Lzﬁ( Carﬁ”fc';‘?ﬁs - Thube tiét tring cudi: > |e012/580 | & & |irish  Medicines
Ireland o o O]+ Dung dich thé tich 16n 5 |am2ss | S S  |Board
' ’ + Dung dich thé tich nho L = 3
770 Sumneytown a 3 9 .
. <I;L/Ierck Df)tf:?]: 2 Pike, P.O. Box 4,,|San pham: GARDASIL Quadrivalent Human Papillomavirus (Types (29 CT 0836- & S IL:J:c:tdEd . Séartjs
Corp.. US West Point, PA|6,11,16,18) Recombinant Vaccine Vial and Syringe; Vial and Syringe| o3 (14 WHO S S Administration g
P- 19486, USA > 3 3 sirato
. . Ministry of
o < O
Kyowa Hakko 1188 _Shln_10togar|, , 2 L ea . . = s S |Health,  Labour
- Nagaizumi-cho, [San pham: Thuoc tiém Leunase Inj. (JPC L-Asparaginase 10,00 K| O N N
36 Kirin Co., Ltd. Sunto-qun units) & |405 F S |and Welfare
- Fuji Plant nto-gun, S 2 S |government  of
Shizuoka, Japan S N N
Japan
Ministry of
o ™ Yo}
éct))bottufjapalj 2-1, Inokuchi 37, (ED p=t S  |Health,  Labour
37 Kailsu ama' Katsuyama, Fukui|San pham: Elthon 50mg tablets (Itopride hydrochloride 50mg) & |1895 S S land Welfare
4 911-8555, Japan S g S  |government  of
Plant K} = —
Japan
* Thudc vo tring:
- Thudc san xuét vo trung:
+ Thubc dong kho
+ Dung dich thé tich nho
+ Thubc cdy ghép va thudc dang rin chua khang sinh nhém B
Lactam
Ronda de| - Thudc tiét tring cubi: < g ,
. . 211z Spanish  Agency
+ o — —
Laboratorios |2 decarrizo, - 6, Dung dich thf t{Ch 1‘“{ = |ES/143H Q & |of Drugs and
38 Tres Cantos| + Dung dich thé tich nhd Q S S
Normon, S.A . DTN 5 V14 o S |Health  Products
28760 (Madrid)[ * Thuoc khong vo tring: o I N (AEMPS)
Espana - Vién nang cung chtra khang sinh B-Lactam - e

- Thubc dung ngoai dang long

- Thudc ubng dang long

- Vién nén chura khang sinh B-Lactam

- Vién nén chaa chat doc t& bao, chira hormon hodc chat c6 hoat
tinh hormon, chira chit trc ché mién dich; vién nén, vién bao khang
virut




* Thudc vo tring:
- Thubc san xuét vo trang:
+ Thubc dong kho
+ Dung dich thé tich nho chira corticosteroid
- Thudc tiét trung cudi:

Sigma-Tau  [Via Pontina Km . 2 \ o 3 3
+
Industrie ~ |30,400 - 00040 , " Dung dich the tich nho > |iT49- | 8 S  |italian Medicines
39 . . * Thuoc khong vo trung: o e} -
Farmaceutiche |Pomezia  (RM), Vie , 4 |2/H/2013 o = |Agency AIFA
Riunite SPA |ltalia T yier fang ofmg H o 8
- Thudc uong dang 16ng
- Thudc bot, thude cdm
- Thudc ban ran
- Vién dat
- Vién nén chira corticosteroid
* Thudc khong v triung:
- Vién nang cling
_ A A o _ _ < ©
o, st S| TS s [l g
40 Polfarmex S.A (99-300 Kutno, Thude bat gne ang fong o 4022/297/ % § Pharmaceutical
- 0 -] 9 d
Poland _Vién nén o |13 N N Inspector, Poland
- Hén dich thude
* Thude tir duge lidu
2, Michael
Medochemie irailglse%iansatsr;its, * Thudc v6 tring khong tiét tring cudi: S 3 = 22?\;:2: eL:\t/:;:r?ilstr
g . - Thudc bot pha tiém chira khang sinh nhém Cephalosporin = |MEDO04/2 Q Q Y
42 Ltd (Factory|Industrial ~ Area,| Thube khone vo trine: o 013/002 S 5 |of Health,
©) 4101 Agios Vién nén Vgién nan ggl'm chtra khang sinh nhém Cephalosporin a S 8 Republic of
Athanassios, ’ geung & P P o < Cyprus
Limassol, Cyprus.
. ) © Federal  Agency
[a — —
Janssen - lammerdries S5, N . = |BE/2013/| & &  [for Medicines and
43 Pharmaceutica |Olen, B-2250,|Nguyén liéu lam thudc: Hat pellet o 013 B > Health Product of
. o o
NV Belgium o 5 3 Belgium
No0.290-1, Chung|, LA A % o < ©
Pfizer Biotech|Lun Village, Thude Yo t{ungAkhongAU@t trung cuot: , - = S S  |Taiwan Food
. . - Thudc bot ddong kho pha tiém chira khang sinh nhém Penicillin O N N -
44 Corporation, |Hsinfeng, * Thube khone v trine: o |0646 = = [|and Drug Adminis
Hsinchu Plant [Hsinchu, 30442, jockuong votume: LA o S S  [tration (TFDA)
- Vién nén, vién nén bao phim, vién nang, thuoc bot o0 o N

Taiwan (R.0.C)




Mega
Lifesciences

Mega Lifesciences

. Public Company
Public o < . o A , A g A
Compan Limited, Plant 2,|* Thuoc khong vo tring: vién nang cing; vién nén, vién nang mém
LimifedyMoo 515/1, Soi  8,|Cu thé: vién bao Doloteffin; vién bao Doloteffin forte; vién nén| o |[DE_NW_ X ~
45 4 Soi 6 Pattana 3 Road,|Ardeysedon; vién bao duong Ardeysedon Nacht; Ardeycordal forte; % 01_GMP_ 8 8 Co quan tham
BaNahoo '|Bangpoo vién nang ctmg Korea Ginseng; vién nang Vitamin E 600; vién nang| =& |2014_002| & S |quyén Duc
n dugsl'zrial Industrial ~ Estatelmém gelatin Knoblauch véi Mistel+Weifdorn; vién nang mém| % |0 3 J
Praeksa 10280|Alfacalcidol 0,25ug; vién nang mém Alfacalcidol 1pg.
Estate, Pattana
3 Road Samutprakarn,
Thailand
Mega Mega Lifesciences
Lifesciences |Public Company
Public Limited, Plant 1,
C.O ”Tpa”y 384, Moo 4, Soi,, Thubc khong vé tring: vién nang mém a |DE_NW_ X ~
Limited Moo|6, Bangpoo PO L i A : S o o z
. . Cu thé: vién nang Vitamin E 600; vién nang mém gelatin Knoblauch 01._GMP_| & & [Co quan  tham
46 4, Soi  6,|Industrial Estate,| ;. . . . A N . o o = S Ao,
vo6i Mistel+WeiPdorn; vién nang mém Alfacalcidol 0,25ug; vién nangl & |2014_001 o o quyén Dtic
Bangpoo Pattana 3 Road, mim Alfacalcidol 1 T |7 S g
Industrial Phraeksa, © acalcldol THe. - o
Estate, Pattana|Mueang, 10280
3 Road Samutprakarn,
Thailand
Ardeypharm * Thudc khong vo tring: vién nang cing; thudc ding ngodi dang DE NW < N
. O a A L. A 1Al £ o _ _ — —
Ardeypharm GmbH long; tlﬂrluoc_ uong dang l?ng, AVleIl nenA, tl?uoc bot va trfl thuoc‘A. 1= o 1 GMP_ S S Co  quan thim
47 Loerfeldstr. ~ 20,|* Thuoc sinh hoc: thudc cdng nghé sinh hoc; thudc nguon goc t| Q DS = N
GmbH e R 4 [2014.001| & S |quyén Duc
58313 Herdecke,|ngudi hodc dong vat; thude vi sinh vat. o | > Py
Germany * Thude duge liéu; thude vi luong déng can; nguyén li€u sinh hoc. e -
™ [{e]
16 Iliensko Shosse = P P .
48 Sopharma AD |Str., 1220 Sofia,| Vién nén Nivalin 5mg (Galantamine hydrobromide 5mg) Q BG/GMP/ S S Bulgarian  Drug
. - |2013/046 o S  |Agency
Bulgaria o § 2




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

Pot 25
( Theo cong vin s6 20841 /QLD-CL ngay 01/12/2014 ciia Cuc Quan ly Duoc)
z = N - NHOM THUOC
NHA MAY . . ) S GIGIAY | &|% Z|co QUAN| ;
STT A P DPIA CHI PHAM VI CHUNG NHAN e p
CONG BO - : - 3 Q|CN S J|8 g|cAr NHOM INHOM
z Hﬁ =) 1 2
Route de
Abbott Belleville Lieu-dit o S t] French Health
1 Healthcare | Maillard 01400 *Thudc khdng vo triing: vién nang cimg; thuéc udng dang 1ong; vién % HPF/FR/8| & & Products ~ Safety|,
SAS Chatillon sur[nén. 3 02014 |8 S Agency
Chalaronne - w & S (AFSSAPS)
France
* Succursale
d'Aubonne, Zone
Industrielle de I a < © ;
Ouriettaz,  1170[* Dang bao ché ran: bot dong kho; = b d Swiss Aggncy for
Merck Serono . 2. n. n O N N Therapeutic
2 SA Aubonne,  Thuy|* Dang bao ché long: dung méi pha tiém. b 14-970 e IS Products X
o Sy * Duoc chét tai t& hop. O S = (Swissmedic)
* Centre o o o
Industriel, 1267
Coinsins, Thuy Sy
Senju 4228-1, Aza S 9 -
Pharmaceutica [Kadota,  Ishishi, . £ N c o Q & Ministry of
4 . Dung dich thu6c nhé mat Bronuck 0,1% S =|1863 = = Health, Labour X
I Co., Ltd.|Karatsu-shi, Saga- g O =) =) and Welfare
Karatsu Plant |ken, Japan 3 3
Senju 4228-1, Aza S 9 -
Pharmaceutica [Kadota,  Ishishi, . £ N c o Q & Ministry of
5 | Co Ltd.|Karatsu-shi, Saga Dung dich thudc nhé mat Tearbalance 0,1% = % 1862 E g Health, Labour X
. . = 3 - [+] (= Q
Karatsu Plant |ken, Japan K 3 3 and Welfare
Dainippon 6-8. Doshomachi % = © :\_fe';;f:y LabO(LT;
6 Sumitomo 2-chome, - Chuo- San phdm: Gasmotin tablets 5m Q 1889 8 8 and | Welfare X
Pharma  Co.,|ku, Osaka, Japan |20 Pam: Hasmotim tablets sms S S S
o 3 > government of
Ltd K] I «
Japan
6111, Avenue o
Royalmount, Suite w S S wn Health  Products
7 Pharmascience 100 Mo,ntreal San pham: PMS-Sumatriptan (Sumatriptan succinate) 50mg Oc.c 57832 g 8 and Food Branch X
INC ' '| Tén dang ky tai Viét Nam: Migranol 3 S S Inspectorate,
Quebec, Canada < 5 =5
H4P 274 ’ 8 S 3 Canada




Poligono

. Industrial La a ® w Spanish  Agency
Laboratorio A . . U S P
8 Francisco Redonda,  C/IX,|* Thubéc khbng vd tring: vién nang cing; thudc bot, vién nén, vién % ES/011H/ | & N of Drugs and
burban. S.A |N02  El Ejido|nén bao phim. 3 13 S S Health  Products
T 04710 (Almeria), L S 4 (AEMPS)
Spain
o B ~ 3+ 3+
. North Chicago, IL|., . . . = 06-0050 % % US.  Food and
9 AbbVie Inc, 60064 USA San pham: Survanta ® (beractant) intratracheal suspension (lo 4ml) (O 2013-01- BiS BiS Drug
‘ o VN % % Administration
Pharmacia  &|7000 Portage . e 05-0074- |2 = U.S. Food and
10 Upjohn Road. Kalamazoo Thuoc tiém bot Solu-Medrol® (Methylprednisolone Sodium Succinate) % 2014-01 8 8 D.ru.g
[l 1 T - - (2] (2]
Company  |MI 49001, USA |2°M9 VN S S |Administration
o o
Pharmacia  &|7000 Portage . < 06-0004- |2 = U.S. Food and
1 Upjohn Road. Kalamazoo *San pham: Dung dich dung ngoai Cleocin T® 1% (Clindamycin % 2014-01 & & D.ru.g
] 1 T - - [{e] [{(=)
Company  |MI49001, USA |Phosphate) s N S S Administration
N N
Bipso GmbH
Robert-Gerwig- |, Thubc v6 tring: a DE_BW_|® Q
Str.4, gemab der . ; . S b= .
12 Binso GmbH Grun,driss lane + Thudc san xuat vo trung: dung dich thé tich nho. (ED 01_GMP_[& N Co quan tham
P ey 7001 |+ Thube tiét tring cudi: dung dich thé tich 16n; dung dich thé tich| 5 [2013.005|F |8 |quyén Pitc
WUl ) A i » %)
78224 Singen, "M% 9 - ~
Germany
H-17/H-18, UK GMP United Kingdom's
0.1.D.C, Mahatma|* Thudc vo tring: o 24881 o Q medicines  and
- J4 - Ar oA 4N . : R s 2 S o o
13 USV Limited Gandbhi Udyog|+ Thu(zc sin x1\1at vo t{}mg. dung d1ch} t}}e thh}’lhO. 5 Insp GMP g g Healthcare
Nagar,  Dabhel,|+ Thudc tiét tring cudi: dung dich thé tich nho. S oags1/al | S o Products
Daman, 396210,|* Thudc khéng vo trung: vién nén w 672-0001 3 A Regulatory
India Agency (MHRA)
Medana 57, Polskiej|* Thudc khéng vé tring: vién nang cimg; vién nang mém; thudc ding GIE-IW- | < ©
Pharma Organizacji ngoai dang 1ong; thudc udng dang 1ong; dang bao ché ban rin; vién % N- s = Main
14 Spolka Wojskowej  Str.,[nén; Q 4022/256/ % § Pharmaceutical
AFI)<C g 98-200  Sieradz,|* Thudc sinh hoc: san pham cong nghé sinh hoc a 13 % g Inspector, Poland
Y] Poland * Thude théo duge. ° °
Medana 10, WIladystawa|* Thudc khdng vé tring: vién nang cimg; vién nang mém; thudc ding| o GIF-IW- |, Q Main
Pharma Lokietka Str., 98-|ngoai dang léng; thudc udng dang 1ong; dang bao ché ban rén; vien| = N- Q < .
15 . ; o I~ 5 Pharmaceutical
Spolka 200 Sieradz,|nen. S 4022/255/ | o o Inspector. Poland
Akcyjna Poland * Thudc sinh hoc: thudc cong nghé sinh hoc L 13 3 3 P '




Unit 111, Plot No

S-103, L-139 & M| a < © Australian
. , = - -8 p i
e Vemal S ban rn khong chia khang sinh nhom  Penicillin|®  |M20t2 1S S [Therapeutic
17 Cipla Limited [Industrial  Area, Cephalosporin. thuée hormone va ché phim chéne une thu A CE-056764 = F Goods
Verna  Salcette, p porn, thu v p gung Q 3 S. % Administration
Goa 403 722, o e e (TGA)
India
Plot No. L-139 S- :
* dc vo trune:
103 and M2, Lhwevotung: oo a <
. .|+ Thudc san xuat vO triung: thuoc dong kho (chat doc t€ bao/ chat kim| s DE_BB 0|5 o 2
Cipla Ltd.,[Verna Industrial| ; . . . 2, LA aa A1 A N N Co quan tham
18 . té bao); dung dich thé tich nho (chat ddc t€ bao/ chat kim té bao). o 1 GMP_2|s S N
Unit V Estate, 403 722 O £ ) 2. s 1AL aA A Lx =) - — quyén Dtrc
+ Thuoc tiét trung cuoi: dung dich theé tich nho (chat doc te bao/ chat| 013 0041 | = F
Verna, Salcette,|, . ;. - S
. kim té bao).
Goa, India
Unit VII, Plot UK GMP United Kingdom's
No. L-139 S-103 a 14694 > et} medicines and
Cipla Limited|& M-62, Verna|, . . . ... . . . . e Lo = Insp GMP| & & Healthcare
19 (Unit Vi) Industrial  Estate, Thuoc khong vo tring: vién nang clrng, vién nén, thudc bot. it 14694/46 g g Products
Verna, Goa, IN- w 30235- | 3 Regulatory
403 722, India 0001 Agency MHRA
Unit VIII, Plot UK GMP United Kingdom's
No L-139 S-103 a 14694 * w medicines and
20 Cipla Limited|& M-62, Verna|*Thudc khong vo tring: vién nang cimg; thudc dung ngoai dang 16ng; % Insp GMP 8 8 Healthcare
(Unit VIII)  |Industrial Estate,|thudc udng dang long; vién nén 5 14694/46 | S S Products
Verna,  IN-403 w 30328- | 3 Regulatory
722, India 0001 Agency MHRA
Plot No, 9 10 &
15, Indore Special IS UK GMP United Kingdom's
. * Thuodc vo trung: .
Economic  Zone, L. Ap oAl . 3. . o 14694 ] 9 medicines and
+ Thudc san xuat vo trung: dung dich thé tich nho = S s
. . Phase I, 2 enl e ) 2114 Insp GMP| & N Healthcare
21 Cipla Limited | .. + Thuoc tiét trung cudi: dung dich the tich 16n o =) F
Pithampur, * Thudc khéng vo tring: vién nang ctng; thudc udng dang long,| 2 14694/26 | o S Products
District  DHAR,| .« uoﬁ nm‘gvi‘nn'ngt.h & it inC““g’ uoc uong dang 1N 35778- |38 = Regulatory
Madhya Pradesh, {0 phun mu, vien Nen, thuoe xit-mu 0002 Agency MHRA
In-454 775, India
Plot No, A-33, A- United Kingdom's
2 (Unit 1) MIDC, a ;J4IéngP S ™~ medicines and
. .. . E o o
gp  |CWpla Limited\Patalganga, oy 0 4i6n0 v6 tring: vien nén S |insp GMP|S S Healthcare
(Unit 1) District  Raigad, S o o Products
) 14694/54 | S =
Maharashtra, In- 26-0008 | — Regulatory
410 220, India Agency MHRA




D-7, D-22, D27 UK GMP United Kingdom's
MIDC, a 14694 « 9 medicines and
2 Ciola Limited |<urkumbh, * Thude khéng vo triing: vién nang ctmg; vién nang mém, thudc dan, (29 Insp GMP| & & Healthcare
P District Pune, |[vién nén, thudc bot.cém sui; cém khong sui; pellet bao tan trong rudt |- 14694/44 5 5 Products
Maharashtra, 413 L 6227- N 8 Regulatory
802, India 0004 Agency MHRA
RIEMSER
Pharma GmbH,
Betriebsstatte o 0
o — — )
RIEMSER | 2©h o o > |PESLOIs S Co quan thim
24 Pharma GmbH Arzneimittel, * Thuoc khong vo trung: vién nang clirng; vién nén. o 1 GMP_2| & S uvén Bite
Robert-Koch- 2 012 0029 |8 g quy
strabe, 66578 o «
Schiffweiler,
Germany
* Thudc vo tring:
+ Thubc san xuat vo tring: thudc dong khd; dung dich thé tich nho;
ISTITUTO L 1A , . . , o
thuoc bot chira khang sinh nhém Penicillin
BIOCHIMIC |\ o Fossignano 2-|+ Thuée tigt trung cudi: dung dich thé tich nhé < = =
O ITALIANO gnano uoc it frung cuor: dung dich the tieh nho - , 1= e |8 S ltalian Medicines
25 04011 Aprilia|* Thuoc khdng vo trung: vién nang cung; thuoc uong dang 16ng (chira| @ N e}
GIOVANNI . S , N ) . g 2/H/2014 | S 3 Agency (AIFA)
(LT), ltalia. hormone hogc chat cd hoat tinh hormone; khong chira corticosteroid| i > F
LORENZINI N . L oys L Loya Lz A - -
SPA va hormone sinh duc); thuoc ban ran; thudc bot; thuoée com; vién nén
o (chtra hormone hodc chit c6 hoat tinh hormone; khéng chua
corticosteroid va hormone sinh duc)
c/. Joan Buscalla,|[* Thudc v6 tring: < g
Ferrer 1-9, 08173 Sant|+ Thudc san xuit vo tring: dung dich thé tich nho (thube dong kho). | S NCF/142 |3 a Ministry of Health
26 Internacional, [Cugat Del Vallés|+ Thudc tiét trung cubi: dung dich thé tich nho. ©) 4/001/CA | S 3 of Government of
SA (Barcelona), Tay|* Thudc khong vo tring: vién nang ctmg; vién nén; thudc udng dang| ) T 2 S Catalonia - Spain
Ban Nha l6ng; thue ding ngoai dang 1ong; dang bao ché ban rin, thude dan. o e
Zone d'Activites o = ~ French  National
07 Pharmatis Est no 1, 60190|* Thudc khong vo tring: thuéc dung ngodi dang long; thudc udng % HPF/FR/1| & & Drug and Health
Estrees-Saint- dang 16ng; dang bao ché ban ran. 5 03/2014 |S S Products ~ Safety
Denis, France L S <] Agency (ANSM)
Co s& san xuét
ban thanh|Site Progipharm A, . o 9 = French  National
’8 phdm: Pierre|Rue du Lycee San pskgg: ;/;]gr_lge;lg?gaml, (29 HPR/FR/1| & & Drug and Health
Fabre 45500 Gien, ' 3 05/2013 |38 b Products ~ Safety
Medicament  |France. L Q ® Agency (ANSM)

Production




* Thudc vo trung:

i X . Ay om v . R s ) _ ™ o )
St.  Peter-Strabe Thu?c san Xl‘lat Vo t;r.ung' dunfg dlCh; t}}e tich ! ho % INS s b= Austria  Federal
Takeda . |+ Thudc tiét trung cudi: dung dich thé tich nho. 480050- (& I .
29 . 25, 4020 Ling, p R RS L \ o o N S Office for Safety
Austria GmbH Austria * Thuoc khong vo trung: thuoe dung ngoai dang long; vién nén; dang| 2 0044-001 o o in Healthcare
bao ché rin khac. L (3/8) 3 &
* Thudc sinh hoc: thube ¢6 ngudn gde tir ngudi hodc dong vat.
Catalent Germany|* Thudc khdng vo tring: vién nang mém, thudc udng dang 1ong; dang
Catalent Eberbach GmbH |bao ché rén khéac (vién nang dat 4m dao). a DE_BW_ | ©
30 Germany Gammelsbacher  [(khong bao gom sinh pham tir mau, thudc sinh hoc mién dich, thude % 01_GMP_|& & Co quan thim
Eberbach Str. 2, 69412|diéu tri té bao, thudc diéu tri gene, thude s dung nghién ciru invivo,| 5 2013_011|S 3 quyén Piurc
GmbH Eberbach, thudc c¢éng nghé sinh hoc, thubc phong xa, thudc ¢6 ngudn goc tir| L 9 3 &
Germany nguoi va dong vat).
Domaine de a X 9 Zre:rfg Natlo?g:
. |Maigremont, * Thudc khéng vo tring: vién nang cing; thude ding ngoai dang|= HPF/FR/7 | & & gency
31 Janssen-Cilag \ . A1 L A, o > 3 Medicines and
27100 Val-de-|long; dang bao ché ban ran; vién nén. S 1/2014 o .
o B > Health  Products
reul, France o N
Safety
. * Thudc vo tring:
mibe L GmbH + Thudc san xuat vo tring: thudc dong kho; dung dich thé tich nho.
Arzneimittel X iar e Z. . Xy .
+ Thudc tiét trung cuodi: dung dich thé tich nho. a S 9
. Munchener Strabe J R PO ] I . = DE_ST 0|5 b= 2
39 mibe  GmbH 15 emab  den * Thuoc khéng vO trung: vién nang ctng; thuoéc dung ngoai dang 5 1 GMP 2| S N Co quan tham
Arzneimittel 9 l6ng; thudc ubng dang 16ng; dang bao ché ban rin; vién nén (bao gdm S — 18 S quyén Piurc
Lageplanen Nr.1{ £ , b L . . RS v 014 0011|355 F
und 2 06796/ thuoc chira hormon hodc chat ¢6 hoat tinh hormon); thuoc bot hit; o o
Brehna ’German thudc bot dung ngoai; vién ngam.
' Y| Thube tir duge licu.
Akciju S o 3 3 ;
sabiedriba, Krustpils iela 53,1, 1 0 khong vo triing: vién nang cting (chtra chit doc t& bao/ chat| = ZVAILVE | & & Latvia State
33 ' Riga, LV-1057,| . .. P 9T o 2013/009 | S Agency of
Grindeks (I L kim té bao); thudc uong dang long; vién nén. S o o L
. Latvija il H > 5 Medicines
vieta) =) =)
1 i - - < [{e]
Pharmaceutica |19, Pelplinska % GIF-IW = = Poland Main
a | Works|Str., 83-200x Thube khong vé tring: vién nang ciing; vién nén o |\ S S Pharmaceutical
Polpharma  |Starogard £ & gcung, : 35 4022/270/ | S = Inspector
SA. Gdanski, Poland w13 8 5 P
a < © Argentina
Plaza 939, 1427 = 20132012 (S = National
TRB Pharma . X 2 n . . O N N L. .
36 Buenos Aires,|San pham: vién nang Artrodar (Diacerein 50mg) b 0 000722-| > Administration of
SA . = o =)
Argentina O 14 5 < Drugs, Food and
o N N

Medical Divices.




I\D/(I)Llfge g;?i((j:z UK GMP United Kingdom's
<t M~ ici
Macleods Lodhimajra Tehsil = I3r115303(;MP = b= m:;;;g‘;z and
37 Pharmaceutica |Nalagarh, District|* Thudc khong vo tring: vién nang cimg; vién nén. Q 31503/17 ,% % Products
Is Limited Solan  Himachal 2 = S
Pradesh In- 06716- ~ — Regulatory
174101 ' India 0004 Agency (MHRA)
Teikoku a Ministry of
< (o]
Seiyaku Co., 567 Sap bonmatsu, p b=y b= Health,  Labour
Higashikagawa : o N N
38 Ltd. Kagawa 7'69- San pham: Lignopad Medicated Plaster 5% w/w & 4823 3 > and Welfare
Sanbonmatsu 2635 Janan S S S Government  of
Factory » 8P il o o Japan
. |1-10 o = =
39 mzdm(hé?r:fral Constantinoupole 1, 1 . \hong vo tring: vién nang cing; vién nén 5  |VMEDOL2|S g ggsrrrisaceutical
Factory) 0s Street, 3011, & & g cune: ' 5 |o1a001 |8 3 Services
y Limassol, Cyprus w 3 N
Swiss  Caps Husenstrasse 35, b a % % Swiss Agency for
40 AG PS|9533 Kirchberg, |Vién nang mém. O = |14-1401 ¥ ¥ |Therapeutic
Switzerland x © % % Products
Pharmaceutica
| Works|Duchnice, 28/30, GIE-IW- | "
Polpharma Ozarowska Street,| . 2 o o . . % b= b= Poland Main
San pham: Vién nén bao phim Bioracef (Cefuroxime axetil 250mg) N- N I .
41 S.A. 05-850 Ozarow|_.. © . .. . o S S Pharmaceutical
. L Tén tai Viét Nam: Bio-dacef ) 4021/154 (= -
Production Mazowiecki, il 7WS2/13 B B Inspector
Plant in[Poland o o
Duchnice
Pharmaceutica
| Works|Duchnice, 28/30, < ©
Polpharma Ozarowska Street, % GIF-IW- | & = Poland Main
42 S.A. 05-850  Ozarow|San phim: thuéc bot pha dung dich tiém Biofazolin (Cefazolin 1g) | O 4011/9/1P | 3 Pharmaceutical
Production Mazowiecki, a /2014 g g Inspector
Plant in[Poland o o
Duchnice
Pharmaceutica
| Works|Duchnice, 28/30, GIE-IW- | "
Polpharma Ozarowska Street,| .. 2 I . x4 eea . CEL b= 3 Poland Main
San pham: thuoc bot pha dung dich hodc hon dich tiém Biofuroksym N- N N .
43 S.A. 05-850  Ozarow (Cefuroxime 750mg) Q 4021/688/ = = Pharmaceutical
Production Mazowiecki, g a WS2/13 g g Inspector
Plant in|Poland - i

Duchnice




Pharmaceutica

| Works|Duchnice, 28/30, GIE-IW- | "
Polpharma Ozarowska Street,| ., 2 A A . . % b=y b= Poland Main
San pham: thuoc bot pha dung dich tiém Biofuroksym (Cefuroxime N- N N .
44 SA 05-850  Ozarow 1.50) o 4021/687/ = = Pharmaceutical
Production Mazowiecki, 9 2 WS2/13 g 8 Inspector
Plant in|Poland - i
Duchnice
HBM Pharma A Slovenia Agency
S.r.0 * Thudc v trung; . < 3 = for Medicinal
HBM Pharmal.’ | . + Thudc san xut vo tring: dung dich thé tich nho. = SK/011V/ | & <
46 Sklabinska 30, L e % : 2, \ o e} = Products and
S.r.o . '|+ Thudc ti¢t trung cuoi: dung dich thé tich nhé. S 2013 o o -
036 80 Martin, £ . 2 N o NS o Medicinal
* Thuoc khong vo trung: vién nén. o — .
Slovak Devices
Pabianickie
Zaktady
Farmaceutycz * Thudc khong v tring:
ne POLFA 5, Marsz. 3l V1en£nang cung; 3 " N GIF-IW- |3, © _
S.A. (Tén . - - Thudc dung ngoai dang 16ng; = S b= Main
% Pilsudskiego Str., Lz . N- « N .
47 tiéng Anh: 95-200 Pabianice | Thuoc uong dang long; Q 4022/295/ I~ S Pharmaceutical
Pharmaceutica Poland '| - Thude bot; a 13 % § Inspector, Poland
I Works Polfa - Vién nén; o o
in Pabianice * Thude tir duge liéu.
Joint-Stock

Co.)




*Vién

nang
HERBES
SER CD
100,
Mitsubishi 7473-2 Ooaza 7 |S-|IIEERRBESR <« © Ministry of
Tanabe ono da’ San pham: S 100: 243; § § Health,  Labour
48 Pharma Sanyoénoda + Vién nang HERBESSER CD 100, HERBESSER R 100; S *Vién ’ g g and Welfare
Factory Ltd., Yamaguchi, J,apan + Vién nang HERBESSER CD 200, HERBESSER R 200. - nang § § government of
Onoda Plant HERBES Japan
SER CD
200,
HERBES
SER R
200: 244.
Co quan chinh
phu vé& y té ving
. Navarre (thuc
Avenida LA N a S 9 A -
49 Laboratories  [Roncesvalles S/N, *_T\l;;(;cnlionfu_\;o _mmg' 3 NCF/02/2 | & & Eg'm tCT; S'Su fnhizﬂ
CinfaSA  [Olloqui  31699| ~ 1 H18 CnE: 5 |ois g g P P
(Navarre), Spain - Vién nén. o N 5 Agency of Drugs
and Health
Products -
AEMPS)
* Thudc khong vé trung:
- Vién nang ctng (bao gdm ca chat c¢6 hoat tinh hormon); Hungarian
- Vién nang mém; < © National Institute
TEVA Site 1, Pallagi Gt|- Thu(:)c ubng dang long; % 0GY1/60 § § for Quality- and
50 Gyégyszeryar (13., Debrecen, |- Thuf?c dung ngoai dang 1ong; o 01-5/2014 g § Organizational
Zrt 4042, Hungary - Thuoc bt va vi nang; a = B Development in
- Thubc ban rén (bao gdm ca chit c6 hoat tinh hormon); - e Healthcare  and
- Vién dat; Medicines
- Vién nén (bao gdm ca chat c6 hoat tinh hormon).
* Thudc vo tring:
- Thudc san xuét vo tring:
sC. str. Eroilor  nr. N -iA- I?.uAng dd;ch (tf-lehtICh nhd (thudc nhdé mat (dung dich, hon dich, N = ~ EZ{?::;?H Acenc
Rompharm  |1A, Oras Otopeni,|. oC o UNE CIC ‘)) = 026/2014/ | & & _ Agency
51 * Thuoc khong vo trung: o S > for Medicines and
Company cod 075100, Jud. o . S RO = o . ;
SRL. Ifov. Romania + Vleq nang cimg; - il § § Medical Devices
' + Thudc dung ngoai dang long; (NAMMD)

+ Thudc udng dang long;
+ Thubc bot, thudc cdm, thude vién nén bao phim.




9-19, Shimoshinjo
3-chome,

Santen Higashiyodogawa- ) CEL S 9 Minister of
59 Pharmaceutica |ku, Osaka, Japan |San pham: Kary Uni, Ophthalmic Liquids and Solutions (Pirenoxine| © 2986 8 8 Health, Labour
| Co., Ltd.[(2-14, Shikinami,|0.05mg) g S S and Welfare,
Noto plant  [Hodatsushimizu- S S ) Japan
cho, Hakui-gun,
Ishikawa, Japan)
. |Duchnice, 28/30,
rharmacs\lljtlcs Ozarowska Street San phim: thude bt pha due dich tiém Biotak Cefotaxime 1 % GIF-IW- § 5 Polish Main
53 OrkS| 05850 Ozarow|> 1 Pham: thude bot pha dug dich tiém Biotaksym (Cefotaxime 1g) 175 14919101 |§ S Pharmaceutical
Polpharma M iecki Tén tai Viét Nam: Bio-Taksym 35 P/2014 o o Inspectorate
SA azowiecki, =) S S p
Poland
Pharmaceutica Duchnice, 28130, : : . X g i . a S © . .
| Works Ozarowska Street|San ph.ﬁrp: thuoc bot pha dug dich hoac hon dich tiém Biotum|sS GIF-IW- § § Polish . Main
54 Polpharma 05-850  Ozarow|(Ceftazidim 1g) Q 4011/793/ g g Pharmaceutical
Mazowiecki, Tén tai Viét Nam: Biocetum a IP/2014 |5 S Inspectorate
S.A. — —
Poland
* Thube khong vo tring: DE_NW_
- Vién nang cung; 05_ GMP_| = ~
- Vién nang mém; 2014 001 \(5 i)
Ostenfelder - Viéq nér}, Viél:l l’lél"l sui bot, vién nén bao; a 3 ’ (san| g \%D ~ Co quan c6 thAm
55 Rottendorf Strasse 51-61 - Thuoc r’a'm phan 1ié}1 kh:élc: % xuat) :? =) 8 quyén cua bDuc
Pharma GmbH|59320 Ennigerloh, + Thuoc bot, thudoc com, hat pellets (vi nang) chira nhiing hoat| 2 DENW_|Zg X 3 (Bezirksregierung
Germany chat c6 doc tinh cao nhu Tamoxifen, Flutamide, Clomifen va mot sé| 05.GMP_|Y &3 Miinster)
chét tuong tu. 2014 0018 §
+ San pham sinh hoc chira Pancreatin, hoic cac di tmg nguyén 4 (déng|< <
dung trong tri ligu. goi)
* Thube vo trang: Taiwan Food
- Thubc c6 tiét trf}ng cudi: < © and Drug Adminis
Siu Guan|128 Shin  Min| + Dung dich dé tiém (Injection); » (AP) é‘ §1 tration-  TFDA
56 Chem. Ind.|Road, Chiayi,|* Thudc khong vo trung: O 0352081 S B (Ministry of
Co., Ltd. Taiwan + Dung dich thudc; o E' % Health and
+ Thubc kem, m ; - - Welfare of

+ Vién nén, vién nén bao phim, vieen nang cung.

Taiwan )




Federal Office for

, , . <t © i
Biochemiestrage |* San pham sinh hoc: Ché pham cong nghé sinh hoc CEL INS- b= b Safety in Healt_h
Sandoz GmbH . s F PR ISP s A N N Care, Austria
57 10 6250  Kundl,|* Hoat dong khac: San xuat nguyén li¢u lam thuoc vo trung va khéng| @ 481922- < o
-BPKundl |, ctria V6 trin 5 0039-001 |2 o (Bundesamt  fur
g w 3 3 Sicherheit im
Gesundheiswesen) X
Novartis Yenisehir Mah i R . UK GMP Unltgq Kingdom's
: . * Thudc khoéng vo trung: a 21635 S ~ medicines and
Saglik, Gida|Dedepasa Cad No " , = S S
. - Vién nang cung; Insp GMP| & N Healthcare
58 Ve Tarim|17 (11.Sok No. 2) i R o . o . L O F >
. - Vién ngam, vién nén, vién nén bao phim, vién nén bao duong, vién| 2 30937/34 | S o Products
Urunleri  San.|Kurtloy Istanbul A A iae g, o . o %) =
Ve Tic. AS. |Tr 34912 Turke bao tan trong rudt, vién giai phong kéo dai, vién nén phén tan 0471- ~ — Regulatory
A y 0004 Agency (MHRA)
LTS Lohmann|* Thudc khéng vé tring: Co quan c6 thim
i _ X , Ag. <t [{o) N
LTS Lohmann Therapie-Systeme Khurig th:dm Shua dugc chat; % DE_RP 0|3 = quyén cia B
59 Therapie- AG - Thudc bén ran; ) 1. GMP 2|§ S (Landesamt  Fur
s Stenlie AG Lohmanstr. 2| - Vién bao phim chtra hormon hodc dugc chét c6 hoat tinh hormon. S OI 4 0069 g g Soziales.  Jugend
4 56626 Andernach,| - Miéng dan tam thudc thim qua da chtra hormon hodc duoc chit c6| - 3 X 9
, und Versorgung)
Germany hoat tinh hormon.
* Thudc vo tring:
Warszawskie - Thudc san xuét vo tring:
+ . X s ' _ _ <t N~
Zaklady 29/24  Karolkowa Dung d%ch thiz t{ch nrho, % GIF-1W = S Main
Farmaceutycz + Dung dich thé tich 16n; 400/0102 (& N .
60 Str., 01-207 Y Z. o B PN Pharmaceutical
ne Polfa Warsaw Poland |- Thuoc c6 tiét trung cudi: S _02.01/0 | o Inspector. Poland
Spolka ’ + Dung dich thé tich nho; D (514 |5 3 pector,
Akcyjna + Dung dich thé tich 16n;
* Ché pham sinh hoc c6 ngudn gdc tir ngudi hodc dong vat.
* Thudc khong vé trung: < ©
| via Aon. o _ — —
Sanofi-Aventis S5 17 Km 2.2 Vl.eAn nang m‘?m’ - Iy . |2 IT/247 Q & Italian Medicines
61 67019  Scoppito[- Vién nén chira hormon hodc chat ¢6 hoat tinh hormon cé cau tric| @ 10/H/201 | & =
SP.A . . . ) o =) Agency (AIFA)
(AQ), Italia corticosteroid o 4 %) >
* Thude tir duge lidu. o °
Centre for
Km. 36, Gen. Compliance and
Emillio Aguinaldo|* Thudc vo tring: S ~ Licensing -
Euro-med . £ YR £, N o o :
62 Laboratories Highway - Thuoc c6 tiét trung cudi: S 420/14 I S National
Phil.. Inc Dasmarinas, + Dung dich thé tich nho; = S S Pharmaceutical
K Cavite, + Dung dich thé tich 16n; 8 g Control Bureau -
Philippines Ministry of Health

of Malaysia




o H* H*
Merck Sharp 7.70 Sumneyto_w n San phim: Rota Teq® (Rotavirus Vaccine, Live, Oral, Pentavalent);| = CT 0816- % %
63 & Dohme|Pike, West Point, Sinale-dose tube U] 14 WHO BiS BiS US FDA
Corp,US  |[PA 19486, USA |~ 3 £ | %
* A a \ A 5 A A A _ H _
PET (Blow Fill S;I};l.loc vO trung (6ng nhya san xuat theo céng nghé Blow - Fill - -
Seal), PR TP < 5.9.1- g b= Medical Products
AstraZeneca - Thudc san xuat vo trung: N N
64 Forskargatan 18, . 2, \ Q 2014- S = Agency of
AB. . + Dung dich thé tich nho; S o =)
Sodertalje, 15185, Thude 6 tiét tring cubdi: o 071071 |® S Sweden
- v . o —
Sweden + Dung dich thé tich nho;
San pham: CLETUS ("20 mg Capsule Rigide Gastroregistenti" 14
) _|Capsule)
Valpharma Via G. Morgagni,(cqy s¢ san xu?iF: .Valpharma International S.p.A; Via G. Morgagni, 2, % g _ o
- 2-61016 47864 Pennabilli (RN), Italy; GCN EU-GMP sé 1T/237-2/H/2013, do| & CPP/2013 |~ Italian  Medicines
66 International - ! , N
SPA Pennabilli  (RN), |1talian Medicines Agency (AIFA) cip ngay 25/10/2013 ) /944 S Agency (AIFA)
Italy Co so dong goi & ching nhan xuét xuong: Special Product's Line S.P.A; Strada w —

Paduni, 240-03012 Anagni (FR) Italy; GCN EU-GMP sé 1T/89-1/H/2013, do Italian
Medicines Agency (AIFA) cép
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Bharat Serums
and Vaccines
Limited

Plot No
Anand
Additional
M.I.D.C,,
Ambernath (East),
Thane Region,
State
Maharashtra,
India

K-27,
Nagar,

* Thudc vo tring:
- Thubc san xuét vo trang:

+ Thubc bot dong khod

+ Dung dich thé tich nho
- Thubc v tring c6 tiét tring cubi:

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

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

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

PIC/S-GMP

089/2014/
SAUMP/
GMP

06/08/2014

16/07/2017

State
Administration of
Ukraine on
Medicinal
Products
(SAUMP)

69

SANOFI
WINTHROP
INDUSTRIE

6 boulevard de
I'Europe 21800
QUETIGNY,
France

* Thudc vo tring:
- Thudc san xuét vo tring;
+ Dung dich thé tich nho
+ Thubc dang rin va thudc cay ghép
- Thudc vo tring c6 tiét tring cudi:
+ Dung dich thé tich nho
* Thudc khong v trung:
+ Vién nang cliing
+ Thubc ban rin
+ Thudc vién nén
+ Thudc phén liéu dang rin khac
* Thudc sinh hoc: Ché pham c6 ngudn gde tir ngudi hodc dong vat.

EU-GMP

HPF/FR/9
5/2014

27/06/2014

14/03/2017

National Agency
of Medicine and
Health Safety
(ANSM)




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

. 2, . Federal  Agency
. + ® © -
Font Saint Landry D?ng fhd} the t’whAnhc? ‘. CEL b= b= for Medicines and
Catalent - Thuoc vo trung c6 tiét trung cuoi: BE/2013/ | & N
70 . 10, Bruxelles, B- . 2., ) Q = F Health Product of
Belgium S.A . + Dung dich thé tich nho S 029 o o .
1120, Belgium . o S o) Belgium
* Thude sinh hoc: = — (AFMPS)
+ Sinh phim mién dich
+ Ché phdm c6 ngudn gdc tir ngudi hodc dong vat.
Catalent Germany ,
Catalent Eberbach GmbH |* Thudc khong vo tring: a DE_ BW_ | Q Co quan tham
71 Germany Gammelsbacher + Vién nang mém (% 01_GMP_ 8 8 quyén birc
Eberbach Str. 2 69412 + Thudc udng dang long 35 2013 011 (S 3 (Baden -
GmbH Eberbach, + Vién nang dung duodng truc trang va am dao L 9 S & Wurttemberg)
Germany
* Thudc vo tring:
. . |- Thudc san xuét vo tring:
Roche Diagnostics + Thube done kho
GmbH ong o N DE BW_|® 10 Co quan thim
Roche + Dung dich thé tich nho = py s N .
. . Sandhofer Strafe Lo . n Z. 01 GMP_|& N quyén bic
72 Diagnostics - Thudce vo trung cd tiét trung cudi: o >3 BN
116, 68305 . 2, ) ) 2013 003 | o - (Baden -
GmbH . + Dung dich thé tich nho o = N
Mannheim, L. 6 = - Wurttemberg)
German * Thuoc sinh hoc:
y + Ché pham cdng nghé sinh hoc (khang thé don dong bang cong
ngh¢ gen).
Neph % 05-0052 = = United S
ePATON 15 11ando, FL|San phdm: Ipratropium Bromide 0.5 mg and Albuterol Sulfate 3 mg| & SR 8 nite tates
74 Pharmaceutica . . O 2014-01- | & S Food and Drug
. (32811, USA Inhalation Solution g o o L .
Is Corporation 0 VN B 5 Administration
D =] [=)
g\ljilmest37 (Zl(i)S National
Pla Dung dich thuée tiém va bot dong kho pha tiém (bao gdm cac thude| = s, ) Administration of
code B1883FIB),| ., L . PO . . e s 2 o S
75 Bio Sidus SA |of the City of chira hoat chat san pham cong nghé Slnh hoc khdng phai khang sinh| © 001110 | N Drugs, Food and
' . nhom betalactam; chat kim té bao hay chat c6 hoat tinh hormon); Y 14 3 3 Medical Devices,
Quilmes, . x .. , L, TR O > S ;
. * BOt pha hon dich chira hoat chat c6 nguon gbce sinh hoc. o - — Argentina
Argentine (ANMAT)
Republic
Zone  d'Activites|* Thubc khong v tring: o & o Zre:r::: Natlo?g:
. Est n0 1, 60190| + Dung dich thuc ding ngoai > |HPFIFRIL|Q Q gency
76 Pharmatis : Lz Q = PN Medicines and
ESTREES SAINT| + Dung dich thuoc udng ) 02/2014 |o o
DENIS, France + Thubc ban ran - S 8 Health ~ Products
' ) Safety (ANSM)
(Llii:i:etcaille * Thudc vo tring: a 2 =t French  National
77 Laboratoire | =, ’ - Thubc v tring c6 tiét tring cubi: (29 HPF/FR/1| & & Drug and Health
Aguettant CHAMPAGNE. | Dung dich thé tich 16n 35 56/2013 | S Products ~ Safety
' | + Dung dich thé tich nhé. L 8 N Agency (ANSM)

France




PT. Ferron Par
Pharmaceuticals

Co quan thiam
. = © ;
PT. Ferron par| 20a0eka * Thubc vo trung: S |DENLO|Z 2 quyén Piic
. |Industrial Estate I, SR T £ N N .
78 Pharmaceutica Cikaran Jalan” Thuoc vo tring co tiét tring cudi: Q 2 GMP_2| < = (Staatliches
Is Jababekg VI Levofloxacin 5 mg/ml infusion. a 014 0021 % % Gewerbeaufsichts
o o
Block J3, 17520 amt Hannover)
Bekasi, Indonesia
Thudc khéng vo tring: Dang bao ché rin: vién nén, vién nén bao
Zl. de Planchy, 22':}1 CEL S N Swiss Agency for
79 UCB  Farchim|Chemin de Croix|, cetirizine 10 mg o 14-249 § § Therapeutic
SA Blanche 10, 1630|+ Cetirizine 5 mg (Japenese market exclusively) g =) o Products
Bulle, Switzerland |+ Levocetirizine 5 mg = g J (Swissmedic)
+ Levetiracetam 250mg/500mg/750mg/1000mg
+ Cetirizine 5ma/Pseudoephedrine 120ma
Ferring
Pharmaceuticals
(China) Co., Ltd.
. No.6, Hui Ling Lu o Co quan thim
Ferring ' * Thuoc khong vo tring: o Q S A oy
Pharmaceutica |7 6/N9  Road), - Bot pha thudc udng = DE_SH_0 & & quyén Buc (State
80 - National ~ Health| ..~ o 1 GMP_2|F I~ Social ~ Services
Is (China) Co., Technolo Park Vien nen = 013_0009 | S S Agency Schleswig]
Ltd. 528437 9y - Thude dung dudng tryc trang dang long w - 3 X Hglste?/n) g
Zhongshan  City
Guangdong
Province, China
* Thudc khong vé trung: < ~ .
Beaufour  |RUe Ethé Virton,- Vién nang cing S |nprrral|S g ErﬁanhandNalec;T?r:
82 . 128100 Dreux,|- Dung dich thube uéng o E % g
Ipsen Industrie France Bt oha han dich uén S 1712014 | o o Products  Safety
] viénpnén : £ L = ! Agency (ANSM)
Taiho 224-15 Aza-
. |ebisuno, Hiraishi, < s =t Minister of
Pharmaceutica |, - 2 ichi-cho LED & & Health,  Labour
83 !rOki;)H,imaLtd. Tokushima-shi, Séan pham: TS-ONE Capsule 20 §- 406 5 5 and Welfare,
H _ < Lo Lo
olant Tokushima, 771 S N N Japan
0194, Japan
Facta V.Laurentina Km(* Thudc khong vo tring: a IT/135- S 9
84 Farmaceuceuti 24,730-00040 - Vién nang ctrng chira khang sinh nhém cephalosporin % 12/H/201 8 8 Italian Medicines
CiSPA Pomezia  (RM),|- Thubc bot, thudc cdm chira khang sinh nhém cephalosporin S 4 8 g Agency AIFA
o Italia - Vién nén chira khang sinh nhém cephalosporin L 3 S




167 Mahatma UK GMP Medicines and
. a 19564. « wn Healthcare
Alkem Gandhi Udyog £ . . = S S
. * Thuoc khong vo trung: Insp GMP| & N products
85 Laboratories [Nagar,  Dhabel, A , N Q S S
Ltd Daman. In 396| - Vién nang cing, vién nén; S 19564/ S o Regulatory
210, Indlia L 12366- | & Agency (MHRA),
' 0009 UK X
s Str. Valea Lupului[* Thuég san xuat vo trung: dang bao ché ban ran. a S, ~ National Agency
86 Antibiotice |- L+ 1asi, Jud.|* Thubc khong vo tring: vién nang cimg (khang sinh nhom (% 020/2014/ | & & of Medicine and
SA lasi, cod 707410,|penicillins; cephalosporin; cac khang sinh khac); vién nén bao phim;| 2 RO 8 § Medical Devices,
' Romania dang bao ché ban rin; vién dan; vién nén. w i b Romania X
1 2 & 3 Jalan * \/ién nén, vién nang, thudc bot va thudc tiém thé tich nho chira National
i ' khéang sinh Cephalosporin % S 9 .
87 Kotra Pharma E}Eﬁstriﬁ Clézgtg * Dang bao ché long (thudc udng & ding ngoai) o 341/14 8 8 E:r(])arl]rtr:;allceugfj?:aau
* N %) %) — )
(M) Sdn Bhd 75250, Melaka, |, Gel (vO trung) O 3 S Ministry of Health
Malaysia Kem o o - Malaysia
* Thuoc md. X
G-17/1, M.I.D.C,, State
. a < . o
Naprod  Life Tgrapur, Boisar, s 091/2014/| = = Adm!nlstratlon of
: Dist-Thane L LA o an R O N N Ukraine on
88 Sciences Pvt. 401506 * Thuoc san xuat vo trung: Bot dong kho b SAUMP/ g E Medicinal
. ' B RS =
Ltd Maharashtra State, o GMP N ® Products
India (SAUMP) «
E-1105, Industrial
Gracure Area, Phase-lll, ’ o a S ~ Federal  Agency
89 Pharmaceutica | BMWadi.  Alwar|* Thube khong v tring: vién nang cimg; thube udng dang long; (ED BE/GMP/ |& & for Medicines and
I Lid District, thudc ban ran; vién nén; Siro kho (cdm bot pha siro) S 2014/041 5 5 Health Product of
' Rajasthan, L & = Belgium
301019, India X
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= z
& o é-
L 2 N = o
NHA MAY . . - ’ GIAY = C QUAN . .
STT A < DPIA CHI PHAM VI CHUNG NHAN = > <
CONG BO - - - z |oN & = CAP NH?M NHOZM
e <
5 “~ O
Qo Z
V4
General Villegas .
Argentina
<t L0
Quali o of e picss- (2013200418 |§  |Nationa
1 v : Thuée tiém; thudc tiém dong kho chira chét kim té bao 001234- | S Administration of X
Pharma S.A  |Province of GMP o o
BUEnoS Aires 14 5 = Drugs, Food and
. ' o o Medical Divices.
Argentine
Lynch  3461/63, - o Argentina
. (Zip code 1437), 20132014 | S b= National
2 taKbl\c;Irzt(?:O Autonomous City|Vién nén; vién bao chira chat kim té bao va hormon chéng ung thu. le\af 001232- % % Administration of X
' of Buenos Aires, 14 % g Drugs, Food and
Argentine B B Medical Divices.
Laprida 43, < o Argentina
. S O .
Laboratorio Avel!aneda of the Vién nén; vién bao; vién nang cimg chira chat kim té bao va hormon|PIC/S- 20132014 Q & Nathngl .
3 Eczane Province of chéne une thir GMP 001233- & > Administration of X
Pharma S.A  |Buenos Aires, & ung thtt- 14 g % Drugs, Food and
Argentine o o Medical Divices.
Plot No 14, Phase
< ™~
Karnataka ::] dustrial pf?gf PIC/S- = d Malaysia National
4 |Antibiotics & '[* Thudc vo tring: thude bot (chira penicilin); dung dich thé tich nho. 349/14 | S S Pharmaceutical X
Pharma Ltd Bangalore, GMP < 8 Control Bureau
560058 S a
Karnataka, India
Hochstrasse 201,|* Thubc dang léng: dung dich thudc tiém; éng tiém dong sin. (bao = ) Swiss Agency for
s lciegac  |E2% gdm ca chira hoat chét sinh hoc). EU- |iy1a7s |S 8 e eftic Y y
g Schaffhausen, * Dang bao ché rén: vién nang; vién nén (bao gom ca chira hormon va|GMP S p Produgts
Switzerland chat c6 hoat tinh hormon). N Q
. . . [* Thudc vo tring: S 9 . -
Siu Guan|128  Shin Mm + Thude tiét trung cubi: dung dich thudc tiém; hdn dich thude tiém. |PIC/S- 2 Q Taiwan  Ministry
6 |[Chem. Ind.[Road, Chiayi, 2 N s . ) SO £ A 1500 S IS of Health and X
. * Thuoc khdéng vé trung: dung dich thudc; thuéec md, thuée kem; vien|GMP - =)
Co., Ltd Taiwan e - o = = Welfare
nén, vién nén bao phim, vién nang. - —




180 rue
Jaures,

Jean
94700

Maisons-Alfort, A French  National
Sanofi France " Thu9c VO trung: . : § 5 Agency for
. , , +Thudc san xuat vo trang: thuée dong khd; dung dich thé tich nhé;|EU- HPF/FR/1| & N L
8 |Winthrop (Kho bao quan: 36|, ; A B , L A 3 N Medicines and
. . _[thudc cay ghép va dang ran (chua chat dgc te bao). GMP |29/2014 |o i
Industrie rue du - Moulinj, Thude sinh hoc: thude c6 ngudn gde tir ngudi hodc dong vat E g Health  Products
Bateau, 94380 o T o Safety
Bonneuil-Sur-
Marne, France
* Thudc vo tring:
+ Thudc san xudt vo tring: dung dich thé tich 16n; thuéc dong khd
(chtra hormon corticosteroid, hormon sinh duc va hormon khac,
prostaglandins); dung dich thé tich nho (chira hormon va chét c6 hoat
> Trav. SX Via tinh horrﬂorl nhung khéng chira hormon sinh duc); thudc bot (chta “ ©
o |Patheon Italia|Morolense,  5- Er(;;;tcalut:t}:?f;;i’zl) dung dich thé tich 16n: dung dich thé tich|EY- |!T/102- & & Italian Medicines
S.P.A 03013  Ferentino| . ~ ' ~ ’ ~ GMP  |2/H/2014 § § Agency AIFA
(FR), Italia * Thubc sinh hoc: Thudc cng nghé sinh hoc (san xuat vo tring e o
protein tai t& hop/DNA: thudc dong khd, dung dich thé tich nho,
thudc bot); thude co ngudn gde tir ngudi (thude dong kho san xuat vo
trung); thudc c6 ngudn gbc tir dong vat (thude dong khod san xudt vo
trung, dung dich thé tich nho san xuét vo trung).
Chiesi
Chiesi Farmaceutici ’ \ ’ ‘ _ _ , EE Eg _ N
10 |Farmaceutici S.P.A * Thuoc khﬁng_vﬁ trgng: t_huéc_phun.mu (chtra corticosteroid, khang|EU- 1T/192- S % Italian Medicines
SPA Via San Leonardo|beta 2 adrenergic, anticholinergics); vién nén. GMP  [7/H/2014 | o o Agency AIFA
o 96 - 43122 Parma & Q
(PR), Italia
* Thude vo tring:
+ £ , £ a N £ ~ ~ ,
Biologici Italia Via Filippo cortTi?:)lsizrosizl)]~ d)ilfg d;igl tgg ?zh sﬁzthgi Eirr::r? ccgi?itcrsst:r%ri?;n § § . -
11 |Laboratories |ocPeT0 - 200601 "y e tiet ,trUng cubi: dung dich thé tich nho (chira hormon EU- IT/214- & S Italian Medicines
Masate mn,[ . ; - : GMP [2/H/2014 |8 o Agency AIFA
S.R.L ltalia cortlcqstermd, hormor} sinh duc’). ) § g
* Thudc sinh hoc: thudc san xuat vo tring: thuoe dong kho; dung dich
thé tich nho ¢6 ngudn gdc tir dong vat.
304 avenue du ’ o S 9 Zre:r(]:ch Natlo?s:
1, |Bristol Myers|Docteur Jean Bru|* Thube khong vo tring: vién nang cimg; thuoc uong dang long; dang|EU-  |HPF/FR/1 & & Mgedici);es A
Squibb 47000 Agen,|bao ché ban rin; thude dan; vién nén. GMP |57/2014 |8 S
France § § Health  Products

Safety




C/Maximo

* Thube khdng vo tring: vién nang cimg; thudc ubng dang long (bao

N Lo
— — H
13 Faes  Farma,|Aguirre, 14,|gém ca chira hormon va chit ¢ hoat tinh hormon); vién nén baolEU-  |ES/143HI 8 S i?amthru ?gegr%/
SA Lejona 48940|dwdng; vién nén bao phim; thudc cdm; vién nén (bao gdm ca chira|GMP  |/12 S Z Health Pr?) ducts
(Vizcaya), Espana [hormon va chit c6 hoat tinh hormon). 3 3
. . 3+ 3+
Janssen Einsteinweg 10111y o chét sinh hoc: abciximab, infliximab, golimumab,[EU-  |NL/H i i |Netherlands
15 . . 2333 CB Leiden, . Bis Bis Health Care
Biologics B.V. ustekinumab GMP |13/0073 I+ 3+
The Netherlands i i Inspectorate
950 Hiroki
' : < ©
B#asrhmuaceutica Ohaza, Misato- Japan- b= b= Japan Ministry of
16 |P MC | nachi,  Kodama-|San phdm: Vién nén Pariet Tablets 20mg Pan- 9506 | g Health,  Labour
Is Ltd. Misato . GMP o o
gun, Saitama-ken, S S and Welfare
Factory ™ 15}
Japan
950 Hiroki
' : < ©
Br?;rhmuaceutica Ohaza, Misato- Japan- b d Japan Ministry of
17 P . machi, Kodama-|San phém: Vién nén Pariet Tablets 10mg P 1505 ,% % Health, Labour
Is Ltd. Misato . GMP o o
gun, Saitama-ken, S S and Welfare
Factory ™ @
Japan
- - - % A A L . I+ =+
Aesica  |Via Praglia, 15-1%Thuocvo ring: O EU- [IT235- | ¥ | E |talian Medicines

18 |Pharmaceutica ({10044  Pianezza|+ Thudc tiét trung cudi: dung dich thé tich nho. oMP  |yH/2014 BiS BiS Agency AIFA
IsS.R.L (TO), ltalia * Thudc khong vo trung: thudc uéng dang long. % % gency
Industria Via Cassia Nord,|[* Thudc vo tring: = )

19 Farmaceutica |351-53014 + Thudc tiét trang cudi: dung dich thé tich 16n; dung dich thé tich|EU-  [IT/77- & & Italian Medicines
Galenica Monteroni D'arbia|nho. GMP [1/H/2014 |8 3 Agency AIFA
Senese S.R.L [(SI), Italia * Thudc khong v tring: thudc uéng dang long. & &

Human Hungary National
Bioplazma * IS Institue for
. . Thudc v6 trung: s ~ )
MaHUfaCtu”.ng Tancsics. M. ut + Thudc san xuat vo trang: dung dich thé tich 16n; thuéc dong kho;|EU- OGYI/32 Q & Qua“ty . and
20 |and Trading|82/A,  Godollo, . o X 698- S > Organizational
L dung dich thé tich nhé. GMP - = .
Limited 2100, Hungary L Loz, 7/2014 - < Development in
s * Thuoc sinh hoc: ché pham tir mau. ™ S
Liability Healthcare  and
Company Medicines
- ﬁ- m - -
Nipro Pharmal5-7, Maedano, Japan- b= s Japan Ministry of

22 |Corporation, |Niida, Odate,|San pham: Meiunem 0.5¢g GIEJ/IP 1065 % % Health, Labour

Odate Plant  [Akita, Japan Sr % and Welfare
o o




* Thudc vo trung:

16th km, |- Thudc san xuét VO trung: o = = Greek  National
54 |VianexS.A.- |Marathonos Ave,| -+ Dung dich the tich nho; S |s7270i- | & & Oraanisation for
Plant C Pallini  Attiki,| -+ Thude bot dong kho; 5 |10-2014 S 3 Meg dicines (EOF)
15351, Greece |- Thudc c6 tiét triang cudi: L = =
+ Dung dich thé tich nho.
< (o]
) o ~ _ I —
Bausch and Tampa, FL 33637,|San phim: Lotemax® (loteprednol etabonate ophthamic suspension)| = 09-0152 Q Q
25 |Lomb . . O (2014-01- S S US FDA
United States 0.5% (Sterile) » ] =
Incorporated S |VN S S
— —
™ n
Merck Sharp [West Point, PA , S |06-0165- S =
26 |& Dohme 19486, United|San pham: Singulair® (montelukast sodium) Oral Granules O [2013-02- S S US FDA
Corp., States I |VN 2 2
N N
48 lapetou street,
MEDOCHEM |[Agios Athanassios|* Thudc vo tring khdng tiét tring cudi: Thudc bot pha tiém chira| o o ©  |Pharmaceutical
97 IELTD Industrial Area, [khang sinh nhédm penicillin. (ED MEDOQ3/2 8 8 Services Ministry
(FACTORY |4101 Agios * Thube khdng vo tring chira khang sinh nhém penicillin: Vién nang - |013/002 g 5 of  Health of
B) Athanassios, clmg, vién nén, thude bot pha dung dich ubng. L N ® Cyprus
Limassol, Cyprus
48 lapetou Street,
:\éEDOCHEM Agios Athanassios o 3 &  |Pharmaceutical
i . . . = ° ° i ini
28 |(AMPOULE Indusma.l Area, |, Thudc vo tring c6 va khong tiét trung cudi: Dung dich thé tich nho. | Q MEDO7/2 g % Services Ministry
INJECTABLE 4101 Agios - |013/001 = © |of Health of
FACILITY) Athanassios, w N &  |Cyprus
Limassol, Cyprus
* Thudc v6 tring khong tiét tring cudi:
- Dung dich thé tich 16n
Octapharma - Thubc bot dong kho o |INS- = ©  [BASG -
b |Pharmazeutika (2);56 rmi:]s;rfgg - Dung dich thé tich nho S |4s0018- & &  |Bundesamt  fir
Produktionsge (/. " 7" |* Ché pham sinh hoc: =5 [0037-001| & & [Sicherheit  im
s.m.b.H - San pham tir mau W @30 & S |Gesundheitswesen
p

- San phim mién dich
- Ché pham phéan doan (intermediates out of fractionation)




* Thubc v6 trang khong tiét trung cubi:

Via Delle| - Bot dong khd chira hormon hoic chat ¢ hoat tinh hormon khéng
Magnolie 15 (loc.|phai corticosteorid; & |i7/201- X ™~
30 Merck Serono |Frazione Zona| - Dung dich thé tich nho chira hormon sinh duc hodc chit c6 hoat (29 14/H/201 8 8 Italian Medicines
S.P.A Industriale) -|tinh hormon sinh duc va cytokines S5 ) S S |Agency (AIFA)
70026 Modugno|* Thudc vo tring san xuét c6 tiét tring cudi: Dung dich thé tich nho L S 3
(BA), Italy * Ché pham san xuit bang ky thuat sinh hoc: Proteins/DNA téi to
p g Ky
hop.
Wallenroder Str. a S 9 .
g |Advance 12-14, * Thudc khong vo triing: Vién nén, vién nang cimg, vién nén, vién % 1DEG_I\E;IE_(2) & & Ic_-:‘aezgﬁfj?r:itt ufr?(;
Pharma GmbH |[13435Berlin, nén bao, vién nén bao film, thudc bot, thudc cdm. S - hy S o . .
o (0140002 = S Soziales Berlin
Germany — I
* Thudc vo tring: ‘
L aboratorio Via Dante|- San xut v6 tring: Dung dich thé tich nho, Thudc bot chira khang| o s, Q
32 |Farmaceutico Alighieri, 71-|sinh nhom penicillin va nhdm cephalosporin; % IT/292- 8 8 Italian Medicines
CTSRL 18038 San Remo|- C6 tiét tring cudi: Dung dich thé tich nho 5 |2/H/2014 5 Q Agency (AIFA)
e (IM), Italy * Thube khdng vo tring: Vién nén, vién nang ctng, dung dich thude| S &
uéng.
Fulton VIA MARCONI, o s Q
33 |Medicinali 28/9-20020, * Thube khong vo tring: Vién dat chira hormon corticosteroid, vién (ED IT/179- & & [ltalian Medicines
ARESE (MI), nén, vién nang cimg, thude bot, thude cém 5 |UHR014 | S 8 |Agency (AIFA)
SP.A Ital o = =
y — o~
Uni-Pharma . A A \ FRAN NN e . .
. |14th km National{* Thudc vd trung (san xuat vO tring va c0 tiét trung cudi): Dung dich| o S ~ National
Kleon Tsetis : S S N
34 |Pharmaceutica Road 1, Kato|thé tich nho (ED 77344/1-91 & & [Organization  for
| Laboratories |<ifisia Attiki,* Thudc khong vo trang: Vién nén, vién nang cimg, thudc uéng dang| =& |2014 3 S |Medicines of
SA 14564, Greece long, thude ding ngoai dang 16ng, thudc ban ran, thude dat L S 8 Greece
Pabianickie
Zaktady
Farmaceutycz
ne POLFA .
4 I I - - < [{e]
S.A. (Tén ?’llr:lféjlilsgo Str * Thuoc khong vo trung: Vién nang ciimg, vién nén, thuoe bot, thudce % EIF W § § ,F\’Ahzlrnmaceutical
4 . ) Z ) A \ . ) o - N N
85 |tieng Anh: . 95-200 Pabianice, |\ o2 %ang‘ long, t}.ltloc dung ngoai dang long 5 |4022/295/| S = |Inspectorate of
Pharmaceutica * Thuoc tur duogc liéu o Yoy P~
Poland 13 N ~ Poland
I Works Polfa
in Pabianice
Joint-Stock

Co.)




Romanian

Str. Livezeni nr. o 2 = |National Agenc
S.C. SANDOZ|7A, 540472, Thubc khdng vo tring: Vién nang cing, vién nén, vién nén bao phim,| =  [014/2013/| & S | Agency
36 PSR O Xy o B S [for Medicines and
S.R.L. Targu Mures, Jud. |thudc com va thuoe bot pha hon dich uong 5 |RO o o . .
Mures, Romania L & 5 |Medical Devices
' (NAMMD)
Dr. Reddy’s Co quan c6 thdm
Laboratories * Thude vO tring khéng tiét tring cudi: Dung dich thé tich nho chira é?n cin Bitc
Ltd. Duwvada, VSEZ |céc chit doc té bao, kim & bao o |DEBY_ | = 9 ?;-Z ierun“ Yo
37 Formulations |Visakhapatnam - | San phim cu thé: Docetaxel beta 20 mg/1 ml and Docetaxel beta 80 % 04 GMP_| & & Obegrba ergn )
TechOps-  |530 046 Andhra  [mg/4 ml dé tiém truyén 5 |2014.002| S S Zentralé’
VII, Block A, |Pradesh, India * Thudc khong vé trang: Vién nén w9 =] <3 Arzneimitteliberw
Plot No. P1 to San pham cu thé: Vién nén bao phim Capecitabin beta 500 mg.
achung Bayern)
P9, Phase IlI
Pabianickie
Zaktady
Farmaceutycz
ne POLFA .
‘ , , - - <t ©
S.A. (Tén 5’. marszi . * Thudc khdng vo tring: Vién nang ctng, vién nén, thuoc bét, thude % GIF-IW b b Main .
38 |[tiéng Anh: Pitsudskiego Str, dng dang 16ng, thubc ding ngoai dang 16n o N- S S Pharmaceutical
8 AN 195200 Pabianice, |- ne (318 ons, TANOC CUNE oAl dang fong 5 |4022/295/| S o |Inspectorate  of
Pharmaceutica * Thudc tir duogc liéu o B >
Poland 13 N ~N Poland
I Works Polfa
in Pabianice
Joint-Stock
Co.)
UNITHER 13 allee dP: la * Thubc khdng vo tring: Thudc ubng dang long, thude ding ngodi| o S ~ Agence Fraln(;al_S(?
Neste Z.1 d'En \ s e = S S de Sécurité
39 LIQUID Sigal dang 1ong, vién dit, thuoc ban ran 5 HPF/FR/2 N N Sanitaire des
) * Q2 A : AR o2 A . X Jon A AA ; (=] Lo
I\UAQEZFACT COLOMIERS, A’fan pham sinh hoc: Cac san pham c6 ngudn goc tir nguoi va dong a 08/2014 S % Produits de Sants,
31770, France Ve e - France (ANSM)
Damastown a s ~
40 Rottapharm  [Industrial Park,  [* Thudc khdng vé tring: Vién nén, vién nang ctng, thudc bot pha (ED 2014/753 8 8 ::a:}:; torProducts
Ltd. Mulhuddart, ~ |dung dich uéng. 5 |amses | 8 S |nthoin
Dublin 15, Ireland L & & y
NUCLEO
INDUSTRIALE
FACTA S. ATTO (loc. S = = =
41 |FARMACEU |Nicolo' A * Thubc vo trung khong tiét trung cudi: Dung dich thé tich nho. o 'Jllflzgl R S Xa'::lrc' ?ﬁ‘;ﬁ')”es
TICIS.P.A.  |Tordino) - 64100 - S g oY
N N

Teramo (TE),
Italy




: 2605 E. Kilgore |, . . . . . : & |o7-0007- | = S |United States

42 Eieéls P&U Road. Kalamazoo, iz;(r: pham: Cleocin T® (clindamycin phosphate) Topical Solution, (E.D 2014-01- E E Food and Drug

MI, 49001, USA. S |WN S S |Administration
286-302
Aspen Pharma Er:l:;;:;r;;] Road *IThu(i?c kh()Ang o) trflngi Vién nang cﬁn%, '[hl:lé)c 1.1(:’)ng dang long, \{ién % MI-2014- % % .
43 Pty Ltd. Dandenong South nen, com, bot, kem, thude phun mu, thuoce sic miéng, gel, dung dich, %) LI-00183- g g TGA, Australia
thudc md, bot nhao. 1 = S
VIC 3175, N 1Y
Australia
PATHEON 5900 Martm
Luther King Jr. a S 9
MANUFACT Highway ,. S |09-0176- S S

44 |URING o San pham: IV Busulfex® (busulfan) Injection, 6mg/ml O  |2014-05- S S US FDA
SERVICES, Green_wlle, North % VN g g
LLC. Carolina 27834, ~ N

USA

Warsaw

Pharmaceutica

I Works Polfa

S.A. (Tén .

tiéng Ba Lan: [22/24 Karolkowa |* Thubc V0 tring sin xuét VO tring va co tiét trang cudi: Dung dich| $ z?(:g/(;\ll\(l)z % % E’Ahzl:]maceutical
45 |Warszawskie |[Str., 01-207 thé tigh npé, dung dich thé tic}l 16m; o (DD 02 01/0 § § Inspectorate

T S Qs i A A s A _02_ o <) :

g:f;?;gé ez Warsaw, Poland Ché pham sinh hoc: Sdn pham c6 nguon goc tir nguoi hodc dong vat| 4/15-1/14 e 3 Poland

ne POLFA

Spolka

Akcyjna)

_ Route deBu la | Thuf}c khong vo tring: B.(}t pha hén dich ubng. a g g French  National

6 Aptalis Prevote 785’50 * Thuérc kh.éng vo trfmg:’ v1é.n nang cfrr}g % HPF/FR/1 g % Drug and Health
Pharma SAS Hou dan’ Erance * Thuoc sinh hoc: thuQc sinh hoc bang phuwong phap 1én men va| =& ]41/2014 S o Products  Safety

' khong chira vi sinh vat song. L S S |Agency (ANSM)
Vitale Pringi  |Vanapere tee 3, o = = .

47 |(Vitale- Pringi, Viimsi, |, Khong v6 tring: vién nén (ED IN-2- & S iSt::(l:an Sta(t)e]:c
XDJosauhing |74011 Harju ' 5 |14anasH| 8 8 |Micines (SAM
Vitale-XD)  |county, Estonia L 3 g |Medicines (SAM)
Esseti Via Campobello, w o o _ a g g _

48 |Farmaceutici 15-000_40 San pham: thuoc tiém dong khd Thioxene 300 (Glutatione 300mg (ED CPP/2014 S d AIFA. Italian
SRL Por_ne2|a (RVM), |1.M, LV) 5 [/303 o o Medicines Agency

Italia L 3 3
Esseti Via Campobello, 7 o o _ a g g _

49 |Farmaceutici 15-000_40 San pham: thuoc tiém dong khd Thioxene 600 (Glutatione 600mg (29 CPP/2014 S d AIFA. Italian

SRL Pomema (RM), |L.LM, LV) 5 1/290 o o Medicines Agency
T Italia L 3 3




Ministry of health,

Santen 348-3, Aza-suwa < = ©
. . ! S H —
Pharmaceutica |Oaza-shide, Taga- . A O & g |Labour and
50 . Dung dich thuéc nhé mat Taflotan & |2670 S S Welfare
I Co., Ltd cho, Inukami-gun, s S S overnment of
Shiga Plant  |Shiga, Japan k] 3 g |9
Japan
z r 5 , , ™ n 1
5 Avenue de * Thudc tiét trang cudi: dung dich thé tich nhd, dang bao ché ban ran. % b=y b=y French  National
Concyr, 45071 A R o \ PO HPF/FR/A| & N Drug and Health
51 |Famar Orleans * Thudc khéng vo trung: vién nén; thuoe uong dang 16ng; thude dung| O S S
Orleans Cedex 2, ngoai dang 16ng; dang bao ché ban rin, thudc phun ma > (02013 S B Products  Safety
France goal dang fong, dang ’ P ' L Q S |Agency (ANSM)
C.B.Fleet Co. |LynChburg, VA |Sin phim Sodium Phosphates Oral Solution (Tén luu hanh tai Viétl & |08-0175- S = |uS. Food and
52 IN C. " 124502, United Nam: Fleet Phospho - Soda mudi nhuan trang duong udng, mii gimg| ©  [2014-01- § < S |Drug
3 [92] = < .. R
States va chanh) S5 |VN 0 ©  |Administration
_GIaXO_SmIt_hKI . . * San phém sinh hoc: véc xin ctim virus bét hoat
ine Biologicals|GlaxoSmithKline , . en N
. - * Cac nguyén li¢u c6 nguy co doc tinh: a S Q
NL der Biologicals ) : 2 R . . £ . s |DE_SN.O| o oS LR
. . . + Béan thanh pham vi rat bat hoat don gid dugc tinh ché Fluarix o N & [Co quan cé tham
53 |SmithKline Zirkusstrafe 40, . e . . . O |1.GMP_2 & B A, ,
(Fluarix purified monovalent inactivated split virus bulk) S o o quyén cua btic
Beecham 01069 Dresden, J R 2 - L . . o (0140003 = B
+ Ban thanh pham don gi4 Prepandix va Pandemix (Prepandix and o k|
Pharma GmbH | Germany Pandemix monovalent bulk)
& Co.KG
ggﬁz:gar" nr.54, a « 9 National Agency
54 S.C.Arena Voluntari. Jud * Thube khong vo trang: Vién nang cing chira khang sinh nhom (ED 026/2013/ 8 8 For Medicine And
Group S.A IIf e Betalactam 5 |RO S & |Medical Devices -
ov, cod 077910, o > S Romania
Romania - °
2100 Syntex o <« o .
Court, *San phim: Vién nén Zytiga (Abiraterone 250mg) % b= = gf:;jé?: Hez:g
55 |Patheon INC |Mississauga, Co s& dong goi: Janssen Cilag S.P.A, Via C. Janssen, Borgo S. _fg 58100 % % Food Branch
Ontario, Canada |Michele - 04010 Latina, Italia § % % Inspectorate
L5N 7K9 3 - -
950, Hiroki, a < ©
Erllj;rrzaceutica Ohaza, Misato- % b= = Ministry of
56 Is Ltd. Misato machi, Kodama- [San pham: thudc vién nén Methycobal 500ug < [1509 % % Health, Labour
Facto; gun, Saitama-ken, § g g and Welfare
y Japan - ™ 15}
950, Hiroki, a
< ©
Bushu . |Ohaza, Misato- = b= S |Ministry of
Pharmaceutica . , 2 L o N N
57 Is Ltd. Misato machi, Kodama- |[San pham: thudc vién nén Myonal 50mg & |1507 S S Health, Labour
. . s = Q
Factory gun, Saitama-ken, §. S S and Welfare

Japan




950, Hiroki,

Bushu . < S =] .
Pharmaceutica Ohaza, Misato- % = = Ministry of
. A . . . N N
58 - machi, Kodama- |San pham: Vién nén tan trong miéng Aricept Evess 5Smg & (1420 S S Health, Labour
Is Ltd. Misato . & o o
gun, Saitama-ken, o S B and Welfare
Factory S N R\
Japan
Merck S.A.de Calle 5, NO’.7 San pham: Vién nén Euthyrox (50 microgram, 100 microgram)
. Frac. Industrial N e . a (11232 e w©
C.V, Mexico Tén tai Viét Nam: Levothyrox 50 microgram, Levothyrox 100 = b b 2
\ e Alce Blanco, . (BEY)- (\l & [Co quan  tham
59 |(Cosoding |\ calpande  |Microgram S |02 S 8 |quyén buc
g0i va xuit Juarez pC P Co s6 san xuat ban thanh pham: Merck KGaA (dia chi: Frankfurter a (21)-D12 % S. auy
5 y . A < = N ™
xudng) 53370, Mexico Strabe 250, 64293 Darmstadt, Germany) (nguyén tac EU-GMP)
. . [a < N~
Actavis ehf. 7R8ey:< ;ai\;/;lgurvegur % =) S |Icelandic
60 |[(Tén cii: ' . * Thudc khong v tring: vién nang cing; thude cdm; vién nén. o [1S/04/14 ,% % Medicines Agency
Actavishf) | amarfiorour, O S S |ama)
Iceland = S S
Niche Unit 5, 151 o o 9
61 |Generics Baldoyle * Thube khong vo tring: vién nang cimg; vién nén (29 2013/630 8 8 Irish ~ Medicines
Ui Industrial Estate, ! g Vo ung: v g eHng: v ' 5 |umio2 | S S |Board (IMB)
Dublin 13, Ireland L S <3
s Str. Valea Lupului o 9 ©  [National Agency
62 |Antibiotice |1 asi, dud. ¥ Thube sin xuét V0 tring chaa khang sinh nhon Penicillin: thuée| 3 023/2013/| & &  |For Medicine And
SA lasi, cod 707410, |dang ran. 5 |RO S S |Medical Devices -
i Romania L S N [Romania
< ~ Agency for
o — — . .
Lek Kolodvorska cesta S |a01- S S Medicinal
63 |pharmaceutica [27, Menges, 1234, [* Thudc khong vo tring: vién nang cling; vién nén; thude bot. Q 12/2014-4 S ITs) Products and
Is Slovenia 2 S S |Medical Devices
-~ ©  |of Slovenia
Recordati * Thubc khong v tring: - ~
Industria Via Civitali, 1- |- Vién nang cimg; vién nén; thudc bot, thude cdm, thudc ngam. % IT/263 a a ltalian  Medicines
.. . £ N <= , . . 4 - N N
64 |Chimica E 20148 Milano - thudc dung ngoai dang long chira hormone corticosteroid, thuoc| © 3/H/2014 S S Agency (AIFA)
Farmaceutica |(MI), Italia. ubng dang long chira corticosteroid. a S ,% gency
S.P.A - thudc ban rén chira corticosteroid. ° -~
* £ - PN R , s . . a Australian
. 21 Reaghs Farm Thuoc khdng vé trung khong chira Penicillins, Cephalosporins, hoc il v .
Lipa : . . , : L . . J = [MI-2013-| 3 S |Therapeutic
. _|Road, Minto mon, khdng chura steroids (bao gom ca prednisone, prednisolone) va| O N N
65 |Pharmaceutica z z . % , A ova 2 \ <. o [LI-07511- > S Goods
NSW 2566, thuoc chong ung thu : Thudc nude, thuoe ban ran, dang bao ché ran| = S - L .
Is Ltd . A 1A JO A in A o |1 F S |Administration
Australia phan li€u, thudéc com, bdt, vién nang mém, o0 - -

(TGA)




F1-F1/1,

Additional
State
Ambernath LA A , o S
. * Thuoc khong vo trung: Vién nang cung S ™~  |Administration of
Inventia M.1.D.C., X _ = |088/2014/| & 3 .
- Barole 10 (rabenprazole sodium), capsules; o N N Ukraine on
66 |Healthcare Ambernath (East) . i & |SAUMP/ 3 = -
. . |- Barole 20 (rabenprazole sodium), capsules ; 2 o o Medicinal
Pvt. Ltd. 421506, District| . . O |GMP 5 T
Thane - Limzer (omeprazole 20mg, domperidone 30mg), capsules. T = = |Products
Mabharashtra, (SAUMP)
India
Bfndigal P;I)z State
, £ [a ™ © .. .
Quthbullapur  |* Thudc v trimg: S |o23r013/| 2 g |Administration  of
Gland Pharma L A o « « Ukraine on
67 Limited Mandal, R.R.[ - Thudc san xuat vo trung: & |SAUMP/ S S Medicinal
Dist, Andhra|  + Dung dich thé tich nho O |ompP = S
o ~ pk Products
Pradesh - 500 (SAUMP)
043, India
Ctra. De < ~
LDP- Barcelona, 135-B,|* Thudc vo trung: % NCF/144 b = Ministry of Health
68 |Laboratorios |08290 Cerdanyola| - Thuéc san xuét v tring: Thude tiém bot chira khang sinh beta-| O  [5/002/CA | & S |of Government of
Torlan SA de Vallés|lactam a T S % Catalonia - Spain
. o N
(Barcelona, Spain
Hi-tech zone
< ™~
Sh«_a_nzhen Guanlan, Baoan 6.2.1- = d .
Zhijun P Lo L . o N & Medical Products
70 . _|area,  Shenzhen,[Thudc v trung: thudc bot pha tiém chira Cephalosporin s |2013- & =
Pharmaceutica o o Agency Sweeden
Guangdong, QO 1080489 (= >
| Co. Ltd ) — —
w

518110, China




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

Pot 27
( Theo c¢ong vin s6 6043/QLD-CL ngay 03/04/2015 ciia Cuc Quin 1y Do)
z & N - NHOM THUOC
NHA MAY . . » S GIGIAY |2 ~|% Z|co QUAN| ]
STT A P DPIA CHI PHAM VI CHUNG NHAN e p
CONG BO : : : 3 9|CN Q2 J|2 E|CAp NHOMINHOM
(O] > =2 pd = 1 2
Z = ==
* Thude vO tring khong tiét tring cudi: Dung dich thé tich 16n, dung
dich thé tich nho, thubc dong kho;
Boehringer  [Birkendorfer Str.|* Thudc vo tring san xudt tiét tring cudi: Dung dich thé tich nho; DE_BW_|Y 0
1 Ingelheim 65 88397|* Thudc khong vo trung: Vién nén, vién nang cimg, thude bot, thuéc|EU-  |01_GMP_| & & Co quan c6 thim
Pharma GmbH|Biberach  a.d.R.|cdm, pellet; GMP [2012_228 |38 S quyén cta Diurc
& Co. KG Germany * Thude sinh hoc khac: Khang thé don dong, cytokings. ‘ 7 S &
* Duoc chat cong nghé sinh hoc khéc: Protein tai t6 hop, khang thé
don dong, cytokines. X
N <t (=]
Neolpharma ?Zigujaasrdmeliuesr:; us-  |11-0069- § §
2 Inc. Rico 00725, San pham: Celebrex® (celecoxib capsules) 200 mg GMP 3/0|\1|5-01— g § US-FDA
United State S S X
KM 19 Road < ©
Pfizer 689, Vega Baja, US- 10-0248- |2 d
3 Pharmaceutica [Puerto Rico[San phim: Lipitor® (atorvastatin calcium) Tablets, 40 mg GMP 2015-03- §. § US-FDA
Is L.L.C 00693,  United VN S S
— —
State X
KM 1.9 Road < ©
Pfizer 689, Vega Baja, US- 10-0248- | S s
4 Pharmaceutica |Puerto Rico|San pham: Lipitor® (atorvastatin calcium) Tablets, 20 mg GMP 2015-02- § 3 US-FDA
IsL.L.C 00693,  United VN S S
— —
State X
KM 19 Road < ©
Pfizer 689, Vega Baja, US- 10-0248- | =
5 Pharmaceutica [Puerto Rico[San phim: Lipitor® (atorvastatin calcium) Tablets, 10 mg GMP 2015-01- S. § US-FDA
Is L.L.C 00693,  United VN = =
— —
State X
3+ 3+
Lo . . 04-0086- * *
Eli Lilly and|Indianapolis, IN[_. . - us- i3 i3
6 Company 46285-USA San pham: ALIMTA® (Pemetrexed for Injection), S00mg GMP 2014-14 i i US-FDA
VN i i X
. LA R A £ . 2L , Belgian  Federal
Chemin du|* Thuoc vé trung khéng tiét trung cudi: Dung dich thé tich nho, X © Adenc for
, UCB PharmalForiest,  Braine|Thuéc dong kho; EU- |BE/2013/ |S 8 Mge dic?;es i
SA L'Alleud, B-1420,|* Thudc vé tring san xuét ¢6 tiét tring cudi: Dung dich thé tich nhé; [GMP |085 S S
Belgium * Thubc khong vo tring: Vién nén, vién nang cimg & N Health _Products
' ’ (AFMPS) X




Poligon Industrial

Co quan c6 thim
quyén cua chinh

Llevant, Can|* Thubc vo tring khong tiét tring cudi: Dung dich thé tich nho, NCE/144 | = ~ phi Tay Ban Nha
g Instituto Guasch, 2 08150|Thude dong kho; EU- o 001/ca |& & ving  Catalonia
Grifols, SA  |Parets Del Valles|* Thudc vo tring san xuat co tiét tring cudi: Dung dich thé tich nhé. |GMP T g g (The  competent
(Barcelona), * Thude sinh hoc: Ché phdm mau S S authority of the
Spain Government  of
Catalonia - Spain) X
Bd. Dunarii nr.54,| Thudc khong v6 tring: < - Romanian
i , - A A . ; N S ™ .
sC. Arena Comuna. \{len na.ng clmg chtra khang sinh khéng thuéc nhém Betalactam va EU- 0352014/ S Natlonal. .Agency
9 Groun S.A Voluntari,  Jud.|chtra corticosteroids; aMP RO N S for Medicines and
poA. Ilfov, cod 077910,|- Vién bao, vién nén bao phim; = S Medical Devices
Romania - Vién nén chira corticosteroids. -~ B (NAMMD)
3+ 3+
Lo . . 12-0170- * 3*
Eli Lilly and|Indianapolis, IN[_. . - . S us- -3 -3
10 Company 46285-USA San pham: GEMZAR® (gemcitabine hydrochloride) for injection GMP 2014-01 i i US-FDA
VN L
LOC. FONTANA|* Thudc v6 tring khdng tiét tring cudi: Dung dich thé tich nhé chua o Q
1 Bristol Myers|DEL CERASO -|hormon corticosteroid, thudc bot; EU- 1T/210- 8 8 Italian Medicines
Squibb S.R.L |03012 ANAGNI|(* Thudc vé tring san xuat c6 tiét tring cudi: Dung dich thé tich nhé; |GMP  |1/H/2013 | S S Agency (AIFA)
(FR), Italy * Thudc khong v tring: Vién nén. & &
FRANKLAND UK MIA . . .
ROAD 14023 . @ Unlte_zd_ Kingdom's
3¢ =t Medicines and
Catalent UK|BLAGROVE i R o n Inps S S
. - * Thuoc khong vo trung: Vién nén; EU- I N Healthcare
12 |Swindon Zydis| SWINDON * Thube sinh phim: Ché pham mién dich omp |SMPIM 1S g Products
Limited WILTSHIRE SH5 phiam: e P e P = S Reaulator
8RU  UNITED 14023/45 |~ ~ o (I\)//IHR n
KINGDOM 74-0015 gency
Ferrin Chemin de Ia S 9 Swiss Agency for
g Vergognausaz 50,[* Thudc dang ran: vién nén Minirin; vién nén phong thich cham|EU- & < Therapeutic
13 International 14-2418 | § >
Center SA 1162 St-Prex, [Pentasa. GMP S 3 Products
Switzerland 3 =] (Swissmedic)




Haupt Pharma

* Thude vo tring khong tiét trung cudi: Thude dang rin va ciy ghép,
Dung dich thé tich 16n, Dung dich thé tich nho, Thudc déng kho.
* Thube vO tring san xuét c6 tiét trang cudi: Thude dang ran va cy

Co quan ¢ tham
quyén cua bDuc

, A <t ©
Wulfing Bethelner ghép, Dung dich thé tich 16n, Dung dich thé tich nho, cu. |PENIO|Z = (Staatliches
14 GmbH ex;|Landstrage 18|* Thuéc khéng vo trung: Vién nén, vién nén bao, vién nang clng, 2_GMP_2 S S Gewerbeaufsichts
: 31028 Gronau/Leinne| , 2 . . Loz oz . P < GMP o o
Woulfing Germany thuoc bot, thude com, thude uéng dang long, thuée dung ngoai dang 014 0005 | & = amt Hannover
Pharma GmbH l6ng, thube ban ran, thude dat; e - Inspektorat
* Thudc sinh pham san xuét theo cong nghé sinh hoc. Hannover)
* Thude tir duge lidu
State
- ’ ’ 7 < ~ S
Belmed 30, Fabritsius|, 1y <0 \6 trung khong tiét tring cudi: Dung dich thé tich nho, 117/2014/ | 2 S [Administration of
Street, Minsk, L . EU- « N Ukraine on
15 preparaty, .| Thuoc dong kho. SAUMP/ | s S -
RUE 220007, Republic, Thudc sinh phdm c6 ngudn gde tir ngudgi hodc dong vat GMP GMP = S Medicinal
of Belarus P guon g & ac Cong vet. ~ S Products
(SAUMP)
Co quan ¢ thim
' ) ) ) . o quyén cua Duc
B.Braun Kattenvenner v hude vé triing san xudt c6 tiét tring cudi: Dung dich thé tich 1ém, DE_NI O |2 = (Staatliches
Avitum  AG|Str.32 49219 . X . EU- N N .

16 Dung dich thé tich nho, 4 GMP_ 2|3 S Gewerbeaufsichts
Werk Glandort, * Thude khong vo trung: Thude uéng dang lon GMP 1013 0012|S = amt  Oldenbur
Glandorf Germany g & g dang fong. - S ® g

Inspektorat
Oldenburg)
KM 1.9 Road < ©
Pfizer 689, Vega Baja, US- 11-0057- | S s
17 Pharmaceutica |Puerto Rico|San pham: Neurontin® (gabapentin) Capsules, 300 mg GMP 2015-01- % % US-FDA
IsL.L.C 00693,  United VN 3 3
o o
State
Pymepharco Joint
Stock Company
166-170, Nguyen 9 ~
P){mepharco Hue Street, Tuy|* Thudc khdng vé tring chira khang sinh nhém cephalosporin: Vién|EU- DE_HE_0 Q < Co quan thim
18 Joint Stock . L, . n ; 1 GMP_2| & S Ao,
Hoa City, Phu|nén, vién nén bao phim, vién nang climg GMP o — quyén Dtic
Company . 015_0012 |5 =)
Yen Province, o N
Vietnam, Viet
Nam
12th Mile OId UK GMP| o United Kingdom's
Medreich  |Madras  Road , 17742 |2 = medicines —and
o o * Thubc khdng v tring: Vién nang cimg, vién nén, xi rd khd dong|EU- & < Healthcare
19 Limited - Unit|Virgonagar - Insp GMP| 5 =
tai GMP o - Products
1 Bangalore IN 560; 17742/98 | & & Requlator
049, India 85-0008 | = gufatory

Agency MHRA




Mundipharma 13 Othellos, Dhali = = Pharmaceutical
PRAmMA 1) jistrial  Area,|* Thube khong vo tring: Thude diing ngoai dang 16ng; thude uéng|EU-  [MUNOL/2| & ) -
20 Pharmaceutica |, . . \ % . Lo, &> S Services Ministry
Is Ltd Nicosia, Cyprus,|dang 16ng; thuéc phun mu; thuoc ban ran. GMP [014/001 |© o of Health, Cyprus
' 2540, Cyprus 8 & ’ X
(32473) NO 17-1 < ~ .
U Chu|Chin Lan Village,|* Thudc khéng vé tring: Dung dich thudc, thubc kem, thudc md, vién S =) Ministry of Health
- ) . ) . N SO P It , .. _|PIC/S- « N and Welfare,
21 Pharmaceutica |Shin Wu Hsiang,[nén bao phim (vién nén, thudc bot, thude cdm), vién nang cung, vién 1689 PN S . .
. X GMP - \—| Republic of China
I Co., Ltd. Tao Yuan Hsien,|nang mém S F (Taiwan)
Taiwan, R.0.C « -
* % PP P A N Z-. . X 47 ) ,
,\Thliocx vc3 trung khong tiét trung cudi: Dung dich thé tich nho chira AGES/BASG
EBEWE ddc 10 t€ bao; , NIS- 3 2 Bundesamt  fur
Mondseestrage 11\« Tp,éc vo tring sin xudt ¢6 tiét tring cudi: Dung dich thé tich nho|EU-  [480020- | 8 . . .
22 Pharma GmbH|4866 Unterach am| ., . 1 3 =) Sicherheit im
Nfg KG Attersee, Austria chtra dﬁ)C 0 t€ bao; ] N o o GMP |0056-001 | o o Gesundheitsswese
* Thudc sinh hoc: Sinh pham mién dich va ché pham ¢6 ngudn goc tir (11/20) |S & n
nguoi hodc dong vat.
Federal Office for
. . . . . = ~ i
Industriezeile  6,|* Thudc v triing san xuat co tiét tring cudi: Thuoc ban ran: Lo chia INS- a s Safety in Healt.h
Croma Pharma : e - , o , . |EU- N N Care, Austria
23 2100 Leobendorf,|hyaluronic acid dam dac (gel) va syringes dong san chara hyaluronic 480485- | S
GmbH . . - N GMP — = (Bundesamt  fur
Austria acid hoac HPMC dam dac (gel) 0019-004 (= F . . .
- IS} Sicherheit im
Gesundheiswesen)
Glaxo . . .
Operations Priory Street UK MIA| L © Unlt_eq Kingdom's
S © medicines and
UK Ltd|Ware T o , A 4 Insp| o S
. . * Thuoc khoéng vo trung: Vién nang cirng, vién nén; EU- « N Healthcare
24 Trading as|Hertfordshire * Thude sinh hoc chira Steroids GMP CMP/IM | § g Products
Glaxo SG12 0DJ, United : P 4/15159{ S S
; N S Regulatory
Wellcome Kingdom 0022
. Agency MHRA
Operations
Hungarian
Meditop National Institute
Gyogyszeripar Adv Endre u. 1 2] ~ for Quality- and
i Kft ay = " 7"|* Thude khong vo triing: Vién nén, vién nang ctng, thudce bot, thude|EU-  |OGY1/17 | 8 Organizational
25 . Pilisborosjeno, £ S ) .
Meditop 2097 Hungar com GMP  (36-2/2015| o o Development in
Pharmaceutica » rungary ® S Healthcare  and
I Ltd. Medicines
(GYEMSZI)
Founrier = S
26 Laboratories égrnr?rtov\\llghill Co.[* Thubc khong v6 tring: Vién nén, vién nang ctn EU- 120147753 g 8 Irish ~ Medicines
Ireland g e £ & : g cumg GMP |7/M1020 |3 3 Board (IMB)
- Cork, Ireland = IS
Limited o N




* Thube vo trung khong tiét trung cudi: Thude bot pha tiém; thudc

Chlna_ 182-1, Keng Tze bot dofl £ kPO P ha U.,em; t?uo? t.l o £ L S 9 Ministry of Health
Chemical & . * Thudc vo trung san xuat c6 ti¢t trung cudi: Thuoc tiém. s b=y
. _|Kou, Hsinfong, J R PN P \ x o . . |PIC/S- N N and Welfare,
27 Pharmaceutica |, | . . * Thuoc khéng v trung: Thudc dang long: Hon dich, dung dich; 1488 S F . .
Hsinchu Taiwan, R S £ ) £ A 1o o GMP ] o Republic of China
| Co., Ltd. Thuoc ban ran: Thuéc md, thuéc kem; Thuoce phan liéu: Vién nén bao > > .
. R.O.C . A . A ar A — o (Taiwan)
Hsinfong Plant duong, vién nén bao phim, vién nén bao tan trong rudt, vién nén,
thude bot, thube cbm; vién nang; thube dit.
Manor Farm|San pham: Thudc bot dong kho pha tiém Erwinase 10.000 Units/Vial. United Kingdom
Road, Porton|( Co s& san xuat: Public Health England - Manor Farm Road, Porton S 9 Medicines and
28 Public Health|Down, Salisbury,|Down, Salisbury, Wiltshire, SP40JG, United Kingdom EU- PP101299 8 8 Healthcare
England Wiltshire, Co so dong gbi: Andersonbrecon (UK) Limited - Pharos House, Wye|GMP |41 S 8 Products
SP40JG, United|Valley Business Park, Brecon Park, Brecon Road, Hay-on-wye, S S Regulatory
Kingdom Hereford, HR3 5PG, United Kingdom). Agency
Rottendorf
Pharma GmbH DE_NW_ | & ~
29 Rottendorf  |Ostenfelder Strabe|* Thude khéng vo tring: thude bot (chira cac nguyén liéu nguy hiém,[EU-  |05_GMP_| & & Co quan thim
Pharma GmbH|51-61, 59320(chira Tamoxifen, Flutamide, Clomifen va dugc chét twong tu). GMP [2014_001 5 % quyén Pirc
Ennigerloh, 3 8 3
Germany
< (]
1 DNA - Way 08-0130- |2 = United  States
Genentech, South San|_, 2 £ A . us.c I N
30 . San pham: thudc tiém truyén Herceptin (trastuzumab 440mg) 2014-08- | 5 3 Food and Drug
INC Francisco, CA GMP VN = o Administration
94080-4990, USA 2 2
Localita Marinof, .. « oo oo . Y S S S o
S T N Wl it v T s S| B
SRL 63100 Ascolif o iy ! Flemp |, S S Agency AIFA
Piceno (AP), Italia g ' N 3
Chinoin . National Institute
Pharmaceutica for Quality and
H * A A o < N~
| and CherTucaI Csanyikvolgy, Thu(ic VO trun;g. s . 2 . OGYI1/36 |3 = Organization
Works Private|, . + Thuoc san xuat vo trung: dung dich thé tich nhé. EU- N N .
33 Miskolc, 3510, L e z. . 2., \ 623- S > Development in
Co,, Ltd. + Thudc tiét trung cuoi: dung dich thé tich nho. GMP o =)
L Hungary L. L N A e aa A 2/2014 S > Healthcare  and
(Chinoin * Thuoc sinh hoc: thudc ¢6 ngudn goc tir nguoi hodc dong vat. ™ N .
! Medicines,
Private Co.
Hungary

Ltd)




<« © French  National
- 5 , — —
Unither Liquid 13, Allee de la), o) phiam: dung dich uéng Depakine 200 mg/ml (Valproate|EU-  [14/10/059 | & & Agency for
34 Manufacturin Neste, 31770 sodium) oMP |7 S S Medicines and
g Colomiers, France % % Health  Products
[9\] N
Safety
Unit 1l, Q Road, UK GMP United Kingdom
Mepro Phase 1V GIDC, 37264 3¢ 9 Medicines and
35 Pharmaceutica |Wadhwan  City,|* Thudc khdng v tring: vién nang cimg; dang bao ché ban rén; vién|EU-  |Insp GMP| & & Healthcare
Is Private|Surendranagar,  |nén. GMP [37264/20 |8 3 Products
Limited Gujarat, IN 263 52028- | 3 Regulatory
035, India 0001 Agency
Village
Sikandarpur,
Egglrr;zvev_al, UK GMP United Kingdom
<t N~ ici
Jubilant Dehradun 43742 = = Medicines and
36 Generics Highway * Thudc khong vo tring: vién nang cling; vién nén EU- |Insp GMP) < > Healthcare
. ’ ' ’ ' GMP [43742/44 | & 3 Products
Limited Bhagwanpur, B =
L 8580- - - Regulatory
Roorkee District 0004 Adenc
Haridwar, gency
Uttarakhand, IN-
247661, India
Lot 23, Bakar < 0
Ranbaxy Arang Industrial PIC/S- a S Malaysia National
37 (Malaysia) Estate, Sungai|* Thudc khong vé tring: thubc cdm; vién nén; vién nang clng. GMP 076/14 % % Pharmaceutical
Sdn. Bhd. Petani, 08000 Sr 3 Control Bureau
Kedah, Malaysia © ©
No. 26, Datong
Purzer 1st Rd., Caota < "
. |Village, Guanyin|* Thudc khdng vé tring: dung dich thudc; dang bao ché béan rin p=) b= Taiwan  Ministry
Pharmaceutica . R I . . ISP . .. |PIC/S- N N
38 | Co. Ltd Township, (thuoéec md&, thuéc kem); dang bao ché ran (vién bao phim, vién nén, GMP 1128 B 5 of Health and
“|Taoyuan County|thudc bot, thubc cdm, vién nang). S S Welfare
Guanyin Plant . — —
328, Taiwan
(R.0.C)
6111, Aveny © C§L =t ~ Health  Products
Pharmascience | oYaImount, Suite Q & & and Food Branch
39 100, Montreal, | Thubc khong vo tring: vién nang cting; vién nén; thude bot. © 100241-A % %
INC 2 o o Inspectorate,
QC, Canada, H4P = > > Canad
2T4 3 — — danada




* Thudc vo trung:

. Aquitaine  Pharm) Thudc san xuét vo tring: thue dong khod (chira hormon); dung dich S, ~ French  National
Piere  Fabre|International  1,| ., b LA e S S Agency for
40 Medicament |Avenue du Bearn the tich nho (chira chat dgc tebao). . . EU- — \HPFFRI2| & S Medicines  and
: |+ Thudc tiét trang cubi: dang bao ché ban rin; dung dich thé tich nh6|GMP  (38/2014 |3 S
Production 64320 Idron, , S > Health  Products
France (chira hormon). < o Safety (ANSM)
* Thudc sinh hoc: thubc cong nghé sinh hoc. y
Via G. Morgagni, S ~
41 milei):::lgsal 2 ) 47864, Thude khong vo tring: vién nén (chira hormon sinh duc) EU- IT/191- 8 8 Italian Medicines
Pennabilli  (RN), & & He: GMP |5/H/2014 |S g Agency AIFA
SP.A . S =
Italia N N
Bd. Dunarii nr.54,|, £ . A , , N S ~ Romania National
42 5.C.Arena CommunaVolunta si;hﬁgri-g:tz?z?cé?ntrggr%icggigr(?izr;gvcig;liécr? g:o(b?l?mg'(i/ninénc ?1é|?1hgzg EU- (035/2014/| & g Agency for
Group S.A.  ri, Jud. llfov, cod| . © (ba;) A 04 chifa orficosterol @ phim; GMP [RO o b Medicines  and
077910, Romania & & ' S & Medical Devices
Santen 9-19, Shimoshinjo
. |3-chome,
Pharmaceutica Hiashivododawa- < ©
I Co., Ltd. kugOsaza Jf an Japan- b= b= Japan Ministry of
43 (Santen ! » 8P San phdm: Flumetholon 0.1, Opthalmic Liquids and Solutions. P 3798 %, § Health, Labour
. 1(348-3, Aza-suma, GMP - =
Pharmaceutica . S S and Welfare
Oaza-shide, Taga- Y ~
I Co, Ltd. .
Shiga Plant) cho, Inukami-gun,
g Shiga, Japan)
Santen 9-19, Shimoshinjo
. |3-chome,
Pharmaceutica Hiashivodogawa- < ©
I Co., Ltd. kugOsaza J;? an Japan- b= b= Japan Ministry of
44 (Santen ! » 8P San phdm: Flumetholon 0.02, Opthalmic Liquids and Solutions. P 3799 §. § Health, Labour
. 1(348-3, Aza-suma, GMP - -
Pharmaceutica . S S and Welfare
Oaza-shide, Taga- Y ~
| Co, Lu cho, Inukami-gun
Shiga Plant) Shiga, Japan)
National
Palpa 2862 (Zip|* Thudc vd tring khong tiét trang cudi: Thude tiém bot dong kho, va 20 = 0 Administration of
45 Laboratorio  [Code C1426DPB)|thudc tiém dung dich (chtra chat kim té bao); PIC/S- |132014 -|& & Drug, Food and
IMAS.ALC |of City of Buenos|Dung mdi hoan nguyén hogc dung méi pha lodng vo tring (c6 hodc|GMP |001682 | p Medical Devices
Aires, Argentina  |khong tiét tring cudi) 14 & & (ANMAT)
Argentina
Helsinn Birex|Damastown CPP: # i
. ' San pham: Aloxi Solution for Injection (250 mcg palonosetron|EU- ’ i3 i3 European
46 Pharrmaceutic |Mulhuddart, hydrocloride /lo) GMP 10/14/815 = = Medicines Agenc
als Ltd. Dublin 15, Ireland Y i 03 % qﬁ gency




9-19, Shimoshinjo

Santen
. |3-chome,
Pharmaceutica Hiaashivododawa- <« ©
| Co., Ltd. kugOsaza Jf an Japan- a s Japan Ministry of
47 (Santen ' > 8D San pham: Taflotan, Opthalmic Liquids and Solutions. P 3798 S S Health,  Labour
. |(348-3, Aza-suma, GMP o o
Pharmaceutica . > > and Welfare
Oaza-shide, Taga- o o
I Co., Ltd .
Shiga Plant) cho, Inukami-gun,
Shiga, Japan)
* Thudc vo tring:
+ Thudc san xut vo trang: thudc dong khd (chira hormon va chét co
hoat tinh hormon); dung dich thé tich nho (chtra hormon va chat co
Ferring GmbH hoat tinh hormon); vi nang (chira hormon va chit cé hoat tinh S ~
. DE SH 0|5 o 2
48 Ferrina GmbH Wittland 11,(hormon). EU- 1 GMP 2| I Co quan tham
g 24109 Kiel,|+ Thudc tiét tring cudi: dung dich thé tich nho. GMP OI 4 00 17 g 5 quyén Piurc
Germany * Thude khdng vo tring: thude udng dang 16ng (chira hormon va chét - =] N
¢6 hoat tinh hormon).
* Thudc sinh hoc: thuéc dong khd san xuat vo tring c6 ngudn gdc tir
ngudi; thude dong kho san xuét vo tring st dung cong nghé gen.
* Thudc khong vo tring: vién nang mém; thudc ding ngoai dang
long; thude uéng dang léng; thudc bot; thude cdm; dang bao ché ban
Doppel Via Martiri Delle ;Zlingglr:u;n:o;ghtk\lljéshgnc?ch}ll;;a;u)t:rr;honh?;:)r:t(i):c;stlgsgin(?)'%:gngs;r: = =
PPl IFoibe, 1 - 290160 0 N ) N " EU- |IT/256- |& < Italian Medicines
49 Farmaceutici . (chtra hormon corticosteroid, hormon sinh duc va hormon khac). S >
Cortemaggiore L . NS PO A . |GMP |5/H/2014 |= o Agency AIFA
S.R.L (PC), Italia * Thuoc sinh hoc €6 nguon goc tir dong vat: vién nang mém chira e} =
’ ethyl ester tir dau ca, dang bao ché ban rin chia heparin va e e
heparinoids.
* Thude duge liéu
2 Michael
Erakleous Street,
. |Agios Athanassios = S
Medochemie |, strial  Area|, . . o EU-  |MED05/2 |& g (s
50 Ltd (Factory|, .. * Thuoc khoéng vo trung: vién nang ctng; vién nén. S B Pharmaceutical
AZ) Agios GMP |014/01 o <] Services
Athanassios, ® N
Limassol, 4101,
Cyprus
Medochemie |~ 20 = S Cyprus
51 Ltd  (Cogols Constantinoupole [* Thubc khong vo tring: thuéc udng dang long; dang bao ché ban|EU-  |MED02/2 | & & Pr{:rmaceutical
Facility) 99%los street, 3011,|rén; thubc dan. GMP |o14/001 |3 8 Somis
Y Limassol, Cyprus 3 J




Plot No. 65, 66.

67, Phase I,
Atgaon Industrial <« ~
J. Duncan|{Complex, Atgaon, PIC/S- 090/2014/| 2 s Ukraine on
52 Healthcare Tal-Shahapur, * Thubc khong vo tring: vién nang clng; vién nén. GMP SAUMP/ g % Medicinal
Pvt. Ltd Dist-Thane GMP S % Products
42601, © -
Maharashtra State,
India
MSD 21 Tuas South - o
. = 0 .
International Ayenue 6 o PIC/S- IMLMP1L | S Slr)gapore Health
53 GmbH Singapore Thudc vién nén. emp  looois N S Sciences
(Singapore 637766, % ﬁ Authority
- — —
Branch) Singapore
. * Thudc vo tring:
;2022 Zt?ilr?gsl + Thubc san xuét vo tring: dung dich thé tich 16n; dung dich thé tich < g
- 2. A A . . < — — i
5q  |Vianex SA -jLamias, T Thue 1t 1ong sub dung dich thé tch tom: dung aich é qcnlEV-, (2047406 & |8 [T LR
Plant A Metamorfosi uoe it tring cuor: dUng dich the Heh fom, GUNG dich e HCM gvp - 110.14 |G S gani
o nho. S = Medicines
Attlkl, 14451, z N N N X X N N A Lz o —
Greece * Thuoc khdng vb trung: thudc uéng dang long; dang bao ché béan
rén.
Cooperation 2 rue de la Sausaie = = Zre:r?: Natlo:‘]g:
P . |77310 Saint|* Thudc khong vé tring: thudc ding ngodi dang long; dang bao ché|EU-  |HPF/FR/1|& & gency
55 Pharmaceutiqu .2 > P Medicines and
. Fargeau ban ran. GMP 159/2014 |S =
e Francaise Ponthierry. France S ] Health  Products
Y o o Safety (ANSM)
Constitucion 4234
(Zip code
C1254ABX)  of o vea . A a1
the City of Buenos Nguyén li¢u sinh hoc va nguyén li¢u hoa hoc
Aires, Argentine < o Argentina
Republic PIC/S- 20132014 |3 3 National
56 |Bio Sidus S.A 001110 % % Administration of
Av. De los GMP 14 S S Drugs, Food and
Quilmes 137 (Zip|Thubc chita hoat chét sinh hoc (khéng bao gom khang sinh a 3 g,

code B1883FIB),
of the City of
Quilmes,
Argentine
Republic

betalactam, chit kim té bao, hormon): dung dich tiém; thudc tiém bot
dong kho.
Thube bot pha hdn dich uéng chira hoat chét sinh hoc.

Medical Divices.




o © French  National
468 chemin du = a Agency for
57 Aeropharm  [Littoral, ~ 13016|* Thuéc khong vé tring: thudc phun mu ding ngoai. (E;LI\J/I-P 2H3F;%F1§/ 2| S 3 Medicines  and
Marseille, France g g Health  Products
~ “ Safety (ANSM)
Gall, 30-36,|* Thubc vo trung: , NCF/143 | = ~ Spain Ministry of
- Laboratorios {08950 Esplugues|+ Thudc san xuét vo tring: dung dich thé tich nho. EU- | ot/cA & & Health of
Salvat, SA De Llobregat,|* Thudc khong vé triing: vién nang ctmg; vién nén; thubc dung ngoai|GMP T '§ § Government  of
Spain dang 16ng; thudc uéng dang 16ng; dang bao ché ban rin; thudc dan. J ¥ Catalonia
National Institute
£ R s - ) JOT . for Quality and
* . . <t [(e]
Eqgis Matyas kiraly ut ﬂThuoc Akhorlg vb trunq. vién n(ang Acu’ng, ;thuO;C dungkngoal daﬂ% 0GYI/23 | 3 Organization
. long; thudc uong dang long; thudc bot, thuée com; thuée phun mu|EU- N N .
59 Pharmaceutica |65, Kormend, s , , , ; PN ) Lz 829- S o) Development in
. (bao gom ca aerosol chira khang sinh va bét hit); dang bao ché ban|GMP o =)
IsPlc Site 3 (9900, Hungary < £ A A .o £ , Ao vs K1x 7/2014 PN > Healthcare  and
ran; thudc dan; vién nén (bao gom ca thudc chira chat kim té bao). o N .
Medicines,
Hungary
Novartis Pharma
Novartis Produktions DE BW_ | S, ~
60 Pharma GmbH * Thude khdng v tring: vién nang cimg; dang bao ché ban rén; vién|EU-  |01_GMP_| & & Co quan thim
Produktions  |Oflingger Str. 44,|nén (bao gdm ca vién bao). GMP [2014_010|S S quyén e
GmbH 79664 Wehr, 1 N S
Germany
* Thudc vo tring:
- + A 9 A A < _ A ~ -n . . A .A .
Chlna_ 182-1, Keng Tze TPuocE saIAl xuat YO trun.q thudc bot pha tiém; dung dich thudc tiém; < < _ N
Chemical & Kou.  Hsinafon thudc bot dong kho pha tiém. PIC/S- S S Taiwan  Ministry
61 |Pharmaceutica| " Tgiwag’ + Thubc tiét trung cudi: dung dich thubc tiém. o [1487 S g of Health and
I Co., Ltd. RO.C ' '|* Thude khdng vé trung: dung dich thude, hon dich thude; thude mé; S g Welfare
Hsinfong Plant| =~ " thudc kem; vién bao duong; vién bao phim; vién bao tan trong rudt; - e
vién nén; thudc bot; thube cdm.
Ctra. De
Barcelona, 135-B, S ™~ Spain Ministry of
62 tz?bporatorios 08290 Cerdanyola|* Thudc vo tring: EU- ;gggéi & & Health of
Torlan SA Del Valles|+ Thudc san xuat v tring: thuc bt pha tiém (chira betalactam). GMP T g S Government  of
(Barcelona), 8 & Catalonia

Spain




Co s¢ san|+ O Co so san xuit:
Xuét: & & Italian  Medicine
San pham: vién nén Januvia 25mg, 50mg, 100mg. IT/234- g g o Agency.
Merck Sharp|Via Emilia, 21-|(Co s& San xuét ban thanh phim: Merck Sharp & Dohme (ltalia) EU G [P/H/2014 <) a2 Co s& dong goi:
63 & Dohme (27100 Pavia (PV),|S.P.A - Via Emilia, 21-27100 Pavia (PV), Italia. MP_ Co SO S '*go % Australian
(ltalia) S.P.A |[ltalia Co sd dong gbi: Merck Shap&Dohme Australia Pty Ltd -54-68 dong  goi: ; =y g Therapeutic
Ferndell Street, South Granville NSW 2142-Australia) MI-2012- 5 S | Goods
LI-06511-| 2 2 Administration
3 o 8 (TGA)
> e Louis” Thubc v6 tring: < N French  National
. + A 5 A A \ . . R o7 ‘,' — —
Schering Pasteur, ~ 14200|  LPuOC sdn xudt vo trung: dung dich the tich nho EU- |HPF/FRO|S S Agency for
64 ’ .|+ Thudc tiét tring cudi: dung dich thé tich nhd. 3 T Medicines and
Plough Herouville  Saint|, z R N P . \ .z |GMP 14/2014 o <]
Clair. France Thuoc khéng vo trur]g. thupc dung ngoai dang 16ng; thudéc udng N R Health  Products
' dang 1ong; dang bao ché ban ran; vién nén. Safety (ANSM)
Sy. No.
Aurobindo 329/39&329_/47,
Pharma  Ltd Chitkul  Village,|, 1 s khéng vo tring: vién nang cimg (Cephalexin); thudc bot pha 3 =
. Patancheru . nuoc Knong g- g cung (~€pn » Tuoe DOLPNANE |, 13166/12.0 | Q & Finish Medicines
65 Unit VI, hon dich uong (Cefalexin, Cefprozil, Cefpodoxime proxetil); vién nén S )
Mandal, Medak . . - . GMP ]1.01/2013 | = o Agency
Blocks D and|... ., . (Cefuroxim, Cefalexin, Cefixine, Cefproxil). BN o
£ District, Andhra ~ ~
Pradesh, 502307,
India
- * Thudc vo tring: :
. AqU|ta|r_1e Pharm + Thudc san xuat vo trang: thudc dong khd (chtra hormon); dung dich 3 ~ French  National
Pierre  Fabre|International ~ 1,| ., o S S Agency for
66 Medicament |Avenue du Bearn the tich nho (chira chat dgc t& bao). EU- HPFIFRI2| & S Medicines  and
: '+ Thudc tiét trang cudi: dang bao ché béan rin; dung dich thé tich nho|GMP  |38/2014 | S 3
Production 64320 Idron, (chita h S S Health  Products
France ¢ uaAO@on). A . « o Safety (ANSM)
* Thuoce sinh hoc: thudc cong nghé sinh hoc.
Co s& san xuét
thanh  pham va
xuit xudng: Facta
Farmaceutical < ~
N .. — \—|
SEA - Dl e EU- [IT276- |8 |&  |Malian Medicines
GMP [1/H/2014 | S < Agency
. «|S. Atto (loc. S. S S
Co sé san xuat| . . « ~
thanh pham va| "\ o0l A
ki pxuén '[Tordino) - 64100 |
67 Facta &lTeramo (TE),|San pham: thudc tiém Merugold 1.V (Meropenem 1000mg).

Farmaceutical

Italia




SP.A

Co s& san xuét
ban thanh pham:

< ©
— —
?gSA Dgozﬁf EU_G [IT/316- |& & ltalian Medicines
P. - 1 : N N
V.Le Addetta 4/12 MP1/H/2014 | o < Agency
-20067  Tribiano - o
(MI), Italia)
. s = -
. Birsweg 2, 4253|* Thuoc khong vo trung chua penicillin va cephalosporin: vién nén; s b= Swiss Aggncy for
Acino Pharma|, . N LS T s } < . . |PIC/S- N N Therapeutic
68 Liesberg, Vién nén bao phim; vién sui; vién nhai; vién nang ctng; thudc bot; 14-953 B >
AG Switzerland thudc comy; pellet GMP S = Products
> petiet = N (Swissmedic)
JI. Rawa Gatel
Blok I11 S Kav. 36 .
S =t Indonesian
— —
PT  Dankos|o0: Kawasan Thubc tiém khdng chira khang sinh (khong bao gém thudc tranh thai,|PICS- PW.01.021 2 & National Agency
69 Industri NS J . 331.09.1 | 5 >
Farma thudc doc té bao va thuoée hormone sinh duc) GMP o S for Drug and Food
Pulogadung, 4.5088 S )
- ~ ~ Control (NADFC)
Jakarta Timur -
Indonesia
JI. M.H Thamrin Z\gviooléOlZ
Blok A3-1 4 50.89 T 2] Indonesian
70 PT Kalbe|Kawasan Industri|Vién nang cimg va vién bao khéng chira khang sinh (khdng bao gom|PICS- | 8 8 National Agency
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Formulation SEZ, * Thude khone vé trime: Portuguese
Hetero Labs|SY, N0 439 440, L ﬁiv hira %:'1 xib; = = National
o 441, 45g,|” Vioh ang cUmg Chta Leiecon'd; o . . EU-  [FI06/02/2 | & 8 Authority of
74 Limited - Unit . - vién nén chira Losartan va Sidenafil; Lamivudine; Moxifloxacine; Pre) > . .
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SY No 439, 440,
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. ) S O .
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V!Ilage s UK GMP United Kingdom's
Kishanpura, * Thudc vo trung: 29338 - ~ medicines and
Fresenius Kabi|Baddi, Tehsil|[+ Thudc san xuit vo tring: thube dong kho; dung dich thé tich nhé. = by
- £ ems s £ . 2, \ EU- Insp GMP| & N Healthcare
76 Oncology Nalagarh, District|+ Thudc tiét tring cu6i: dung dich thé tich nho. B 3
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z , L, an A1y 3841- N - Regulatory
Pradesh, In-[* Thudc chira chat doc té bao. 0006 Agency MHRA
174101, India gency
Co s¢ dong goi:
Berlin Chemie S w
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Glienicker  Weg GMP | =~ =13 < quyén Durc
. 014 0015 |5 S
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thuéc ban thanh o © French  National
A i o — —
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Company g '
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Co so dong goi:
. . <t ©
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Co s& san xuat
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Ao, . o — —
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Eli Lilly and . . ™
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. . <t ©
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International 1, EU -|0004715- |& & Drug and Health
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Germany
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Industria
Farmaceutica S 9
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_ ) . LO
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Abdul  Rahman|Vién nén (bao gém Penicillins), vién nang cung (bao goém S, ~ Natio)rqal
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Perak, Malaysia
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DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
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Pharmaceutica . . -
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3 850 Ozarow|Cephalosporin % S Pharmaceutical X
Polpharma Lo - A R N ia ) , . . . _|GMP [4022/305-| o —
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' Poland Cephalosporin




Nucleo Industriale

< ~
— —
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* Thude duge liéu: vién nén
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. GMP 2420 o o .. .
I Co., Ltd. Gyeonggi-do, > S  |Administration,
Republic of Korea o o Korea
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Via  Provinciale O VP . e 1 : - it o
T 55027 Gallicano|™ T ' g xho. GMP |2/H/2015 | S S |Medicine Agency
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Singen), Robert-[+ Thudc san xuat vo trung: Thudc bot dong kho. EU- oLGMP | S S |co quan thim
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vat; vién nén chua hoat chét sinh hoc bé“mg cach Ién men;
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Pharmaceutica 927 S purry Pike, San pham: Sterala (ustekinumab) Injection. (Pong goi tai: Cilag AG,|US- 02-0065 & &
23 . Bloomington, IN, . 2014-01- S S US-FDA
| Solutions, Hochstrasse 201, Schaffhausen 8200 Switzerland) GMP = =
LLC 47403 - USA CH > >
o o




Et?;(rtﬁ:aceutica 927 S Curry Pike,|San pham: Simponi (golimumab) Prefilled Syringe 50mg/0,5ml. US- 09-0112- % g

24 : Bloomington, IN,|(Pong go6i tai: Cilag AG, Hochstrasse 201, Schaffhausen 8200 2014-02- 3 3 US-FDA

I Solutions, . GMP o o
47403 - USA Switzerland) CH S S
LLC = =
Baxter . . 2 . . . - S 9
Pharmaceutica 927 S _Curry Pike,|San  pham: Slmp(’)pl . (gollmumab) SmartJect  Autoinjector US- 09-0112- S S
25 | Solutions Bloomington, IN,|50mg/0,5ml. (Pong goi tai: Cilag AG, Hochstrasse 201, Schaffhausen GMP 2014-01- § § US-FDA
' 47403 - USA 8200 Switzerland) CH > >
LLC o o
* Thude vo tring:

Samyang 79, Sinildong-ro, ;h"ghuéc san xuét vo tring: Thudc bot dong kho ; Dung dich thé tich DE_HH_ o g »

26 EQZ'IOSharmace” gggdeo"'gD“éejigi' + Thube tiét trimg cudi: dung dich thé tich nho. El,'ap g(lﬁg '\(/)Ig hy g S qcfygﬁag l,fclam
Corporation  |Korea '|Cu thé: (Pemetrexed 100, 500, 1000mg); (Pacll_taxe_l 30, 100, 150, 1 < g

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

200mg)

* Thudc vo tring:

+ Thudc san xudt vo trang: Dung dich thé tich 16n; Dung dich thé tich

nho; Thube dong khé (c6 chira doc 6 té bao).
Chemical + Thudc tiét tring cudi: Dung dich thé tich 16n; Dung dich thé tich
Works of -\ omroi ut 1920,/ , - N oGYI46 | I = |National Institute
Gedeon * Thudc khdng v6 trung: vién nang cung; thudc dung ngodi dang|EU- « «

27 . Budapest, 1103|,, P ) R Lz . 2 021- S S |of Pharmacy -
Richter Plc. Hungary long; ’thuoc uong dang long; thuoc bdt va thudc com; Dang bao ché[GMP 22014 o o Hungary
(Gedeon bén ran (chira kh&ng sinh); Vién nén chira hormon hoac chat ¢6 hoat 3 <]

Richter Plc.) tinh hormon sinh duc. Vong 4m dao véi hoat tinh hormon.
* Thudc sinh hoc: san pham cdng nghé sinh hoc; san pham chiét tir
nguoi hodc dong vat;
* Nguyén liéu sinh hoc.
Phase III/A Plot UK-GMP Medicines and
No. L-121/B 18807 g g Healthcare
28 FDC Limited IS:(;(l:gtt:;ll E\g f;tn; Thubc khong vo tring: Vién nang ctng; Vién nén. (E;L'\J/;P !Lr:; 0(;/'\1/|4P § § Products
Verna, Goa, In- 09367- S = Regulatory
403 722 India 0002 Agency - UK




P.O.~ Box 51, = = United States
29 CSL Behring |Kankakee, IL,|San pham: Albumin (Human) USP 25%, Albuminar -25; Albuminar -{U.S.C |CT 0837- g g Food and Dru
LLC 60901, US|25-50 mL/vial GMP [14WHO | 8 S A dministraﬁog
License # 1767 = 3
n [{e]
Laboratorios ;i:r?;z ,ilzrsei PIC/S- 20132019 g g |Argentina
30 . : '|San pham: dung dich tiém Acido Zoledronico Richet 000053- | & & |National Institute
Richet SA Republic GMP 15 o S |of Drug (INAME)
Argentina S S g
J -174, J-168 & J
Samrudh i/??é C Taranur 0 ~  [National Agency
31 Pharmaceutica Bcl)i.sarl ‘ Diztriézt *Thude VO tring- Thudc san xudt vO tring: Thudc bot chira khang|EU-  |004/2015/| & &  [for Medicines and
Is PVT, LTD - ’ sinh Cephalosporin GMP [RO S = [Medical Devices
. Thane, -401 506, B B .
Unit 111 N o Romania
Maharashtra,
India
. Humulina NPH 100Ul/ml Suspension Injectable en vial (Tén tai Viét
Lilly  Corporate .
Center Nam: Humulin N) 2] Q9 |Agency de
Eli Lilly and o (Pong gdi: Lilly Deutschland: Teichweg 3, Giessen D-35396|EU- Q Q Medicaments and
32 Indianapolis, 015/0118 S S .
Company indiana 46285 Germany GMP o o Sanitary Products -
’ Lilly SA: Avda. De la Industria 30 28108 Alcobendas 3 S |Spain
USA . .
(Madrid) Spain)
. Humulina Regular 100Ul/ml Solution Injectable en vial (Tén tai Viét
Lilly  Corporate . .
Center Nam: Humulin R) w © Agency de
Eli Lilly and o (Pong goi: Lilly Deutschland: Teichweg 3, Giessen D-35396(EU- S &  [Medicaments and
33 Indianapolis, 015/0119 P~ P~ .
Company Indiana 46285 Germany GMP =] =] Sanitary Products -
' Lilly SA: Avda. De la Industria 30 28108 Alcobendas 3 8 [Spain
USA . .
(Madrid) Spain)
Lill Corporate Humulina 30:70 100UI/ml Suspension Injectable en vial (Tén tai Viét
Cen):er P Nam: Humulin 70:30) w ©  |Agency de
Eli Lilly and S (boéng g6i: Lilly Deutschland: Teichweg 3, Giessen D-35396|EU- < &  |Medicaments and
34 Indianapolis, 015/0117 N N .
Company Indiana 46285 Germany GMP =] =] Sanitary Products -
USA ' Lilly SA: Avda. De la Industria 30 28108 Alcobendas 3 & [Spain

(Madrid) Spain)




*Thude vo tring_ Thudce tiét trung cudi: Dung dich thé tich nhé (c6

™ [{e]
— —
25 8:3;?%'; gvrvf;zr: RoadCO’ thé bao gdm ca thube chira chét c6 hoat tinh hormon) EU- [2013713 | & S  |irish Medicines
Limited Bublin ’Ireland ‘|* Thube khdng v triing: dang bao ché ban ran (cream); vién nén. (c6|GMP  [4/M61 o S |Board - Ireland
' thé bao gom cé thudc chira chét c6 hoat tinh hormon). = S
Khu Céng nghiép,
Cong ty CONG ngh€ €a0 I, o 12 nhuong quyén: Thude bot pha tiém Gluthion (Glutathion
TNHHsan  |<NU COng nghélyqn o WHO- o =
; cao Hoa Lac Km 'Y R . . GMP/ [213/GCN-| & &  |AIFA/Cuc Quan
36 xuat duoc . . |Co so nhugng quyén: Laboratorio Farmaceutico C.T S.R.L - Italy - > > , i
him Medlac 29, Puong cao toc EU-GMP EU- QLD o o Iy Dugc Viét Nam
Pharma ttaly -9 HO8 Lacln B b e biip Sciomir (Thiocolchicosid 2mg/ml GMP Q Q
y Thach Thit, Ha ung dich tiém bap Sciomir (Thiocolchicosid 2mg/ml)
Noi, Viét Nam
Plot No. 42,45 &
Dr. Reddy's |46, Bachupally .
Laboratories |Village, a S ™~ E:[?::;?n Agenc
37 Limited Qutubullapur * Thudc khdng vo tring: Vién nén, vién nén bao film, vién nang ciing (ED 018/2014/| & & or Medicinei an?j/
(Formulation |Mandal, Raga chira hat pellet. 5 |RO S S Medical Devices
Tech OPS-  |Reddy District, w S N (NAMMD)
Unit I1) Andhra Pradesh,
500090, India
C-1 Sara . National
! * 5c vO trine: ™ ©
Troikaa Industrial Estate, Thu? ¢ V,O tmrfg' . . 2., \ » a a Pharmaceutical
. . - Thudc san xuat vo trung: Dung dich thé tich nho; L N N
38 Pharmaceutica [Selaqui, Dehradun ol 2 . 2., \ O |[557/13 S S Control  Bureau,
- - Thudc c6 tiét trung cudi: Dung dich thé tich nhd; o o o ..
Is Limited . 248197, Thudc khong v trung: Vién nang climg; vién nén 2 N Ministry of
Uttarakhand, India u gv & gcung, v ' o o Health, Malaysia
Industria . R VR U SRR o & =
Farmaceutica Via G. Pascoli, 1 ,Thu.(ic khong ;VO trang: \Thu(’)c banAran, Ylen fiat, thl}?c b?t (d(,)ng S |11/320- S S ltalian  Medicines
39 . |20064 Gorgonzola|goi, kiém tra chat lugng va chimg nhan xuat xudng); vién nén (dong| O N S
Nova Argentia 1z < < Y RN 5 |1/H/2014 o = |Agency AIFA
SPA (M1), ltaly g0i, kiém tra chat lugng va chirng nhan xuat xuong); o = 3




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

* Thube khong vo tring: Thude bot (san pham cho dong goi); vién
nén (san pham chd dong goi);

San pham cy thé: Navacarzol (Carbimazole 5mg) - dia chi san xuit:
Gorgonzola (MI), via G. Pascoli n.l, e reparto distaccato in via
Muoni, 15 -Italy.

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

* Thuoc khong vo trung: Vién ngadm; vién nén

Grunenthal .
. . . . < ~ A
GmbH, * Thudc vo tring san xuat c6 tiét trang cudi: Dung dich thé tich nho; % DE_NW_ = = Co A quan tha,m
Grunenthal . J4 N N Lz \ . P . 04 GMP_| & N quyén brc
40 Zieglerstrape 6 * Thuoc khdng vo trung: Thuoc uong dang long va thudc dung ngoai| © S > . .
GmbH \ 5 |2014_003 o o (Bezirksregierung
52078 Aachen dang long. o | > > Koln)
Germany e -
French  National
Sanofi 30-36 avenue a S Y |Agency for
i |Winthro Gustave Eiffel |, < 0oL i e vien ng S |HPFFR2| & &  [Medicines  and
n dustriep 37100 Tours Hoe KRONg VO Tring: VIEh NAng cune, vieh nen % |so2014 | 3 S |Health Products
France L J & |[Safety  Agency
(ANSM)
Temmler Pharma w0 I~
Temmler GmbH & Co. KG [Thuéc khdng vo tring: Vién nang cing; thude ding ngodi dang long;| S [DE_HE 0| 3 S Co aquan  {him
42 Pharma GmbH|Temmlerstrape 2, |thuéc uéng dang long; cic dang bao ché rén khac: thube giai phong| @ |1 GMP_2| & S éanﬂrc
&Co.KG (35039 Marburg,|thay dbi: thudc cém, thubc bot, vién nén bao dudng; vién nén. 2 lois0011| S s |
o —

Germany




Z?Ll:)tlis Pharmal., Thude khdng vé trang: Vién nang cimg (bao gom ca CAC san phdm o o
chira chat doc té bao/chit kim té bao); thudc ubng dang long (bao| S |[DE_ST 0| 3 = A
Salutas Otto-von- NI 2 , L% g o N N & [Co quan  tham
43 . gom cé cac san pham chira chat mién dich); vién nén (bao gomcacac| @ |1_GMP_ 2| & S A
Pharma GmbH |Guericke-Allee 1,|°, i ) N . N =) o - quyén Dtrc
san pham chia hormon va chat cd hoat tinh hormon; chat doc t¢| g [013_0005 S S
39179 Barleben,|. . Lots A s L x o N o
bao/chat kim té bao, chat mien dich).
Germany
Engelhard
Arzneimittel
Engelhard a A ©
Arzneimittel GmbH & Co. KG, Thudc khong vé tring: Thudc ubng dang 1ong; thude bot, vién ngdm;| = DE_HE_0 Q & [Co quan thim
44 Herzbergstrape 3 Lo e - O [1LGMP2| = T A
GmbH & Co. thudc ban ran; vién nén, vién nén bao phim. ) o © [quyén Duc
KG 61138 o |014.0030| S =
Niederdorfelden, - ~
Germany
* Thube vo tring khong tiét tring cudi: Dung dich thé tich nho (bao
Gt o[855 01 i i) e dig 0 0 i
LABORATO (08970 Sant Joan |5 ; pham thuo¢ gy nghien, Y S |NcFas4l | g S |Ministry of Health
. ¢6 hoat tinh hormon va thudc hudng than); N pa
45 RIO REIG Despi PO \ Lo s oiem s ‘. . 2 | ©@ [4/001/CA F I of Government of
* Thudc vO trung san xuat €0 tiét trung cuoi: Dung dich thé tich nhé| o S . .
JOFRE, SA  [(Barcelona), A, 2 , . o n o T F S  |Catalonia - Spain
Spain (bao gom ca c&c san pham chira sulphonamides, thuéc gay nghién, )

thudc hudng than); Dung dich thé tich 16n (bao gdm ca cac san pham
chira sulphonamides);




* Thudc khong vé trung:

+ Vién nang ctg (bao gdm cac san pham chira sulphonamides, thudc
gdy nghién, thuéc hudng than);

+ Vién nén (bao gdm ca cAc san phim chira sulphonamides, thubc
gay nghién, thuéc hudng than, thudc chira hormon hay chat c6 hoat
tinh hormon);

+ Vién nén bao (bao gdm ca cac san phim thudc gay nghién, thube
huéng than);

+ Thudc bot (bao gdm ca cac san pham thude hudng than);

+ Thudc udng dang 1ong (bao gdm ca cac san pham thudc gay nghién,
thu6c hudng than, thude chira hormon hay chét c¢6 hoat tinh hormon);
+ Thude ding ngoai dang 16ng (bao gém ca cac san pham thude chira
hormon hay chét c¢6 hoat tinh hormon);

+ Thubc ban rin (bao gdm ca cac san pham chira sulphonamides,
hormon hay chét ¢6 hoat tinh hormon);

+ Thubc dit.

* Thude sinh hoc:

+ Thubc mién dich;

+ Thube cong nghé sinh hoc;

+ San pham c6 ngudn gdc tir ngudi hay dong vit.

* Thude tir duge lidu.

46

LABORATO
RIO REIG
JOFRE, SA

C/ Jarama 111
Poligono
Industrial, Toledo
45007 Toledo
(Toledo), Espana,
Spain

* Thudc vO tring: Thudc chira khang sinh nhém penicilins va
cephalosporin (thudc bot, thude dang ran va cdy ghép).

* Thube khdng vo tring: Thude chira khang sinh nhém penicilins va
cephalosporin (thudc uéng dang l6ng, thudc bot, vién nén, vién nang
clrng).

EU-GMP

ES/099H
VI1/13

12/07/2013

19/03/2016

Agency de
Medicaments and
Sanitary Products -
Spain




EVER Pharma

Jena GmbH. Otto- | Thude vo tring san xuit khong tiét trang cubi: Dung dich thé tich| o [DE_TH 0| & 0
47 EVER Pharma| ., oo nhé; syringe dinh lidu (29 HGMP| & & |Co quan c6 tham
Jena GmbH ' * Thudc VO tring san xuat c6 tiét trang cudi: dung dich thé tich nho;| & | 2012_00| & S |quyén cua Puc
07745 Jena, . dinh lidu: thude d £ va cAv ohé w 21 F 3
Germany syringe dinh li€u; thudc dang ran va cay ghép o o
Rue des Pres a X ™~ |French National
48 RECIPHARM |Potets 21121 Thube khéne v trine: Vien nane cine. vién nén S |HPFFR2| & & |Drug and Health
FONTAINE  |Fontaine Lés g & g cung, 5 |79r2014 | S S |Products  Safety
Dijon, France w & & |Agency (ANSM)
[To) ~
C.B.Fleet Co. |Lynchburg, VA “ S  |12-0202- § §
49 ”\'I C. 124502, United San pham: Fleet® Pedia-LaxTM Liquid Stool Softener O [2015-01- 5 5 US FDA
States 2 |VN % %
N N
* A A < A <A N A . A g7 5 .
"l;hu?c VAO trung l(ho‘ng tid ‘trung cuoi: Dung dich thé tich nho chira AGES/BASG
EBEWE chat ddc té bao/chat kim té bao; a NIS- S s
Mondseestrafie 11 R , Lo eal s L. . 2 | = by by Bundesamt fur
Pharma * Thuoc vO trung san xuat 0 tiét trung cudi: Dung dich thé tich nho 480020- N N . . .
50 4866 Unterach am| L oan Ao NN o I~ S Sicherheit im
Ges.m.b.H Attersee. Austria chira chat doc t€ bao/chat kim té bao; 5 |0068-001 o = Gesundheitsswese
Nfg KG ' * Thudc sinh hoc: Sinh pham mién dich va ché pham c6 ngudn goc tir| Y |(6/10) S & N
nguoi hodc dong vit.
Survey No 47,
Bachupally
. | Village, 2] ® State_ N
. o o
Dr Reddy's Qutbullapur 004/2015/ Administration of
51 Laboratories |- P Ranaa Thuée vo tring khong tiét tring cudi: Dung dich thé tich nho PIC/S |SAUMP/ | & S |Ukraine on
Ltd, Redy Dicic GMP S S |Medicinal
] o [9\]
Andhra Pradesh, Products
India
Hameln * Thudc vo tring:
Pharmaceuticals | Thudc san xuét v tring: Dung dich thé tich 16n; dung dich thé tich o -
Hameln GmbH nho; hdn dich; S |DENLO| Z b Co auan cé fhim
52 Pharmaceutica + Thuée san xudt c6 tiét tring cudi: Dung dich thé tich lén; dung dich| © |2 GMP_2| & = Juan co
Langes Feld 13 ; | \ ) o © |quyén cua buc
Is Gmbh 31789 Hameln thé tich nho. o (015_0002 > N
Germany '* Thude sinh hoc: Thude mién dich (Vic xin vi rit hodc vi khuan bat e e

hoat)




:jwfjﬁzltriestrass:\ ;;5 o |DEBY | 5 =
* Thudc khong vo tring: miéng dén thim qua da, thuéc udng bao| = |04 GMP_| & & |Co quan thim
53 Hexal AG 83607 . o S S L
. phim -4 |2014_011 - = [quyén Puc
Holzkirchen, o S S
1 ™ o
Germany
(L;:qi(l)j)harm o [oENwW | w 0
Lindopharm Thudc khdng vo tring: Vién nang cing; vién nén; thude bot, thuée| = |03 GMP_| & & |[Co quan thim
> lGmbH Neustrasse 82| s S o015 000| & 5 4n DU
40721 Hilden,[<®™ 2 - = g |awenbue
4 o~ I3
Germany
. _ * X A N . X A a “A N K. \ s oA N
. No. 22, Chieh 131uoc vo trung. T}luoc FIEITLI (kh?ng. tletqtrup.g cuoi vg co tl@t; trung 0 ~ Ministry of Health
Taiwan Shou Road, cudi), dung dich thuéc nho mat/nho tai/nhé miii (dung dich thude nho| ., S S
. - . \ oA L « & |and Welfare,
55 Biotech Co., |Taoyuan District, |mat dugc san xuat vo trung); O 1791 3 o) . .
. i N R . o . . o o o Republic of China
Ltd. Taoyuan City, * Thudc khéng vo trung: Dung dich; vién nén bao duong (vién nén > S (Taiwan)
Taiwan, R.0.C bao phim, vién nén, thudc bot); vién nang cimg; miéng dan. o o
N , L , . L x4 National
Lot 1-5, Cheng  |* Vién nén (chira khang sinh nhém penicillin); thudc bot pha hon dich w ~ .
Xepa-Soul . , , . , L N , » by by Pharmaceutical
. Industrial Estate, |(chira khang sinh nhom penicillin va cephalosporin); vién nang (chua| % N N
56 Pattinson (M) ) . ) L . o . O [029/15 S S Control  Bureau,
75250 Melaka, khéng sinh nhém cephalosporin); dung dich thuéc udéng; dung dich| o o L
Sdn Bhd . O . £ O £ Lo > > Ministry of Health
Malaysia thuoc dung ngoai; thudc kem/thuéec ma; thuoc nho mat/tai. — N ;
Malaysia
Carhue 1096 (Zip |* Thudc khong chita khang sinh beta lactam, chit co hoat tinh National
Laboratorio|€°%€: hormon; chat kim té bao: = v [Administration of
- Pablo Cassara | C1408GBV), of |+ Thubc khong vo trung: dung dich thudc; dang bao ché ban rén; PIC/S- |20132014| & & |Drugs, Food and
SRL the City of Buenos|thuéc phun mu. GMP |00200714| & o |Medical Decives,
R Aiires, Argentine |+ Thudc v6 tring: dung dich thudc; dang bao ché ban rin ding duong 3 3 Argentina
Republic tiém (bao gdm san pham sinh hoc) hodc khong ding duong tiém. (ANMAT)




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

Dot 29
( Theo cong vin s6 11675/QLD-CL ngay 01/07/2015 ciia Cuc Quén ly Duoc)
z =l N - NHOM THUOC
NHA MAY . , ] S GIGIAY | A~|& Z|CO QUAN( . .
STT CONG BO PIA CHI PHAM VI CHUNG NHAN > Jlen ) 5 O =|cip NHOM [NHOM
O vt Pz Pz = 1 2
Z - ==
* 4501 Colorado
Boulevard, Los
Angeles, CA o -
o _ — H
Baxter 90039, USA San pham: Hemofil M (Antihemophilic Factor (Human) Method M,| = SITK Q § United States
1 Healthcare * 1700 Rancho Monoclonal Purified, nanofiltration) o QEFK S S Food and Drug
Corporation  |Conejo : 3 WHO S S Administration
Boulevard, o
Thousand  Oaks,
CA 91320, U.S X
. . French  National
< (]
Valpharma Via G. Morgagni, < P a Agency of
. 2 - 47864 N 2 A , 4 , e 2. . . . 14/04/028 N N ..
2 International - San pham: vién nén kiém soat bién do6i Golddicron (Gliclaride 30mg) | @ F JF Medicine and
Pennabilli  (RN), S 6 o =
S.P.A ltalia o %) %) Health  Product
-~ -~ Safety. X
Route 3 Km, a w© ~ .
Baxter 14255, Guayama,|San pham: Thubc mé bay hoi (chét long dung dé hit) Suprane|=  [02.0087 IS S United States
3 Healthcare of . - . ] 2015-03- (& P Food and Drug
. Puerto Rico|(desflurane, USP Liquid for Inhalation 240ml) » o o L
Puerto Rico 00784 USA ) VN 3 = Administration
— —
Rue des o™ © French  National
- % X ~ ~ N . - , N N 7 A . | O- —
Laboratoires Callllottes, Z1|*Thudc k.hor?g vo’trung. Vlc-:\n nar.lg Cu’r,lg va V|en‘ nén (ba? gozn cal = HPE/FR/2 | S § Ager?c.y of
4 Plaine des Isleslhormone); vién nén bao phim, vién nén bao duong, thudc bot va|Q 5 q Medicine and
Macors L g S 06/2013 [< U
89000  Auxerre|thudc com. o S < Health  Product
France N Safety. X
Via Isidro Fabela
Nte. No. 1536-B a w ™~
Productos ’ S S S
5 Roche, S.A. CP50030 C9I' San pham: Vién nén bao phim Xeloda (Capecitabine 500mg) Q 02/15/861 % % Euro.p(?an
DE C.V Parque Industrial S 31 o o Medicines Agency
o Toluca, Edo de L S S
Mexico, Mexico X
Cg;. 50 dor::g Wurmisweg, 4303
gor. ‘| Kaiseraugst,
Hoffmann-La o i erland
Roche Ltd




No.50

Kayarambedu UK GMP Medicines and
i r r LD
Medopharm Village, *Thube khong vd triing: vién nang ctmg; vién nén; thudc bot kho pha| S 31201 s = Healthcare
. Guduvanchery ~ . = Insp GMP| & IS Products
6 Private Chengalped ~ [hon dich uong, 9 31201/34 g g Regulatory
.. - % 4 . .2 A /. _ o] ~ S
Limited, India District, Tamil Thudc sinh hoc: san pham chira beta-lactum o 9094- @ S Agency - England
Nadu, IN-603 230 0006 (MHRA)
India
2 . . 10-0112- | o
2 At- A : ‘A . ' o =~ ~
7 C.B. Fleet Co.|Lynchburg, ~ VA|San pham: Fleet Laxative Saline Enema (tén tai Viét Nam: Fleet| . S (2014-01- g o E 2 |Us-FDA
Inc 24502, USA Enema) 2 0 =~ ©°|x ©
VN o~ ~
Route 3 Km N ) ~
Baxter ’ : . : - 02-0087- |2 S
. o N I P S o o
8 Healthcare of 1425, Guayama, San ph.am. dang bado ché long dé hit Sevoflurane, USP Liquid for 5 2015-02- |S g US-FDA
Puerto Rico Puerto Rico|lInhalation 250ml b VN =] =]
00784 USA > o o
2 r 2 Lo M~
Baxter i?; t5e ;ua ;nrz’ San pham: Dang bao ché léng dé hit Forane (Isoflurane, USP) Liquid % 02-0087- |2 b=
9 Healthcare of o Y . _[for Inhalation O 2015-01- % % US-FDA
Puerto Rico Puerto Rico Tén tai Viét Nam: Aerrane % VN S S
00784 USA = ' > o o
Sanabria No 2353 ; Argentina
Laboratorio C.1417AZE’ % 20132020 E 5 National
Ciudad Autonoma A A . IO S N O N N L .
10 Elea . "|Thuoc vo trung dang dung dich (ké ca thudc tiém truyén) h 000180- |& > Administration of
de Buenos Aires, L o o
S.AC.LFy.A . O 15 = = Drugs, Food and
Republic o o I . .
. Medical Devices.
Argentina
* Thudc vo tring:
+ Thubc san xuét v tring: dang bao ché ban rin; dung dich thé tich
Zona Industrial do{nho; thudc bot (chira khang sinh nhom beta lactam). a 2] ~ Portugal National
Labesfal -l . RN e . 2 e 1, . 2 enl S F010/S1/ |3 S .
. Lajedo, Santiago|+ Thuoc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich N N Authority of
1 Laboratorios de Besteiros,3465{nho Q MH/001/2) 5 = Medicines and
i ' {nho. -] Q d
Almiro, S.A 157, Portugal * Thude khong vo tring: vién nang cing; thudc dung ngodi dang|“ 015 ¥ S Health Products
long; thudc ubng dang 16ng; dang bao ché ban rin; vién nén; thude
bot, thude cém (chira khang sinh nhém betalactam).
8500 Hidden o S = :
Bausch &|River  Parkway,[San phdm: thuéc nho mét Besivance (besifloxacin opthlamic|= 08-0188- | o < United States
12 : . 0] 2014-02- |5 > Food and Drug
Lomb, Inc Tampa, Floria|suspension) 0.6% b VN S o Administration
33637, USA > & &




Unit 1l
Formulation Plot

o 3 ~ A
Hetero  Labs| 0 22 ~ HOIDAL, 1 ée khdng vo triing: vién nang ctmg; thubc udng dang 1ong; vién| = ES/185/1 § § Co | auan tham
13 Limited Jeedimeetla, nén. Q 4 g g quyén Tay Ban
Hyderabad 500 2 s 5 Nha
055 (Andhra e e
Pradesh), India
Sy. No 410&411,
APIIC a0 - o
H.ete.ro Lab; Formulatlon.SEZ, * Thude khdng vo tring: vién nén bao phim (Anastrazole F.C tablets (% § § Taiwan ~ Ministry
14 Limited, Unit|Polepally Village, 1mg): vién nang (Temozolomide Capsules 250mg) & g § of Health and
VI Mahaboobnagar ' ' O I S Welfare
District, ~ Andra o - -
Pradesh, India
Zone Industrielle N o ~ French  National
de Saint Amoulti, s khong vé tring: vién nang cimg; vién nén; thubc bot va|= HPE/FRIG| & 2 Agency for
15 Ethypharm 28170 thube cbm o 3/2015 g § Medicines and
Chateauneuf-en- ’ a > = Health  Products
thymerais, France e - Safety (ANSM)
* Thudc vo tring:
Smarjeska cesta 6 + Thudc san xuat v0 tring: dung dich thé tich 16m; dang bao ché ban| o s, ~ Slovenia Agency
KRKA, d.d, '|rén; dung dich thé tich nho (chra hormon hodc chit c¢6 hoat tinh| = 401- 8 & for Medicinal
16 Novo mesto, o S =
Novo mesto 8501 Slovenia hormop). ’ 7 0 S 15/2014-4 | < <3 Prod}Jcts _ and
‘ + Thudc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich nho| Y Q ® Medical Devices
(chtra hormon hoic chét ¢ hoat tinh hormon).
Dragenopharm
Apotheker Puschl|* Thubc khong vo tring: vién nang ctng; thude bot; thude cdm; vién| o DE BY_ |\ o]
Dragenopharm GmbH nang mém; vién nén = 04 GMP_[& & C an tha
17 Apotheker § FASI, VISR flen. o " ~| S S © A qu’ am
Puschl GmbH Gollstral?e _ 1f* Thugc dugc liéu ‘ S 2015_000 (o o quyén Buc
84529 Tittmoning, |* Thudc vi lugng ddng can. L 8 8 &
Germany
Rua Joao de Deus, < ~ Portugal National
Generis No. 19, Venda ’ % F051/S1/ § § Authority of
18 Farmaceutica, |Nova, 2700-487|* Thudc khong vo trung: vién nang clirg; vién nén. o MH/001/2| & S Medicines and
S.A Amadora, 2 014 % § Health  Products,

Portugal

I.P




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

, , . N N~ ©
Elpen Marathonos Ave.|+ Thuoc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich CEL 71727/20- s b= Greece National
19 Pharmaceutica |95, Pikermi Attiki,|nho. Q 9-13 % % Organization for
I Co., Inc 19009, Greece * Thudc khong vo trang: vién nang cimg (chira khéang sinh a Sr % Medicines
betalactam); thuc uéng dang 1ong; vién nén (chira khang sinh nhém - o
betalactam).
S ~ Swiss Agency for
ACS  Dobfar|7743 Brusio,| ., « .. . N P S 5 0 o & & Therapeutic
20 Info SA Switzerland Thudc vo6 trung dang dung dich (ké ca thudc tiém truyén) %:) % 14-1727 8 5 Products
S Q (Swissmedic)
5-1, Nihonbashi- a = © -
! 2 — —
Astellas Honcho 2-chome,|.. .. . . . o & < Japan Ministry of
21 San pham: thuoc md Protopic (Tacrolimus 0.03g) o 4293 S S Health,  Labour
Pharma Inc Chuo-ku, Tokyo s o o and Welfare
103-8411, Japan S S S
5-1, Nihonbashi- = S © -
1 E — —
Astellas Honcho 2-chome,|.. . L . . o) Q & Japan Ministry of
22 San pham: thuéc mé& Protopic (Tacrolimus 0.1g) & 4292 N S Health, Labour
Pharma Inc  [Chuo-ku, Tokyo s o o and Welfare
103-8411, Japan S 3 3
* dc vo trino: <t ™~ i
Alkem 167/1, M.G.U. Thu(zc V? trunig. o . ~ ’ , . , % 068/2014/ | S Ukra.ln.e on
. Nagar,  Dabhel,|+ Thudc san xuat vo tring: thudc bot pha tiém chira khang sinh nhom I N Medicinal
23 Laboratories o SAUMP/ |5 B
Ltd Daman - 396 210, |betalactam. S GMP S o Products
India * Thudc khong vo tring: vién nén chira khang sinh nhom betalactam). [ & & (SAUMP)
36-42 Avenue French National
< Lo
Laboratoires [Marc  Sangnier, B R N IS .. \ iz % b= b= Ager?c.y for
- * Thudc khéng vO trung: thudc dung ngoadi dang 16ng; thudc udng HPF/FR/2| & N Medicines and
24 Opodex 92390 Villeneuve \ \ S O N S
. dang long; dang bao ché ban ran. S 72/2014 - =) Health Products
Industrie La Garenne, il P S
Erance - = Safety Agency
(ANSM)
w0 ~ Netherlands
o — -
25 Pharmachemie (Ssvx\erlf\;\;er?e; 2_?_?}(13 San phim: Dung dich thudc tiém Doxorubin (doxorubicin (ED 15-0486 8 g Ministry of
B.V N ’ hydrochloride 10mg/5ml; 50mg/25ml). 5 S 8 Health, Welfare
etherlands o > I
— — and Sport
w0 ~ Netherlands
o — —
Pharmachemie Swensweg 5, 2031 San pham: Dung dich thubc tiém Emthexate PF (methotrexate = & < Ministry of
26 GA Haarlem, The o 15-0099 |5 S
B.V Netherlands 50mg/2ml). S o o Health, Welfare
L 3 = and Sport
Swensweg 5, 2031 < 2 S Netherlands
Pharmachemie ’ N . L . . = & < Ministry of
27 GA Haarlem, The[San pham: Dung dich thuoc tiém Eposin (Etoposide 100mg/5ml). Q 15-0812 |& F
B.V Netherlands 5 ) o Health, Welfare
w S S
™ (32

and Sport




Netherlands

< ©
o — —
Pharmachemie Swensweg 5, 2031 San pham: Dung dich thudc tiém Vincristine Sulphate Pharmachemie = & < Ministry of
28 GA Haarlem, The R o 14-1571 |5 3
B.V Img/ml (Vincristine Sulphate 1mg/ml). S s - Health, Welfare
Netherlands o S S
N N and Sport
=t ~ Netherlands
o — —
29 Pharmachemie (ng,x\eﬁ:;?e?r’] 2_?_‘?; San pham: Dung dich thudc tiém Paclitaxin (Paclitaxel 30mg/5ml, (% 15-0906 8 8 Ministry of
B.V Netherlands 100mg/16.7ml, 150mg/25ml). 35 3 S Health, Welfare
L N N and Sport
=t ~ Netherlands
o — —
30 Pharmachemie z\’fﬁ;ﬁ?e?r} 2_?_‘;&3 San pham: Dung dich thudc tiém Oxaliplatin 5mg/ml (Oxaliplatin (% 15-0678 8 8 Ministry of
B.V Netherlands 50mg/10ml, 100mg/20ml). 3 3 S Health, Welfare
L 3 3 and Sport
Nichi-lIko 6-21, Sogawa 1-
Pharmaceutica [chome, Toyama-
I Co., Ltd shi Toyama a 0 ™ -
L ' ’ : - . = = S
(Nichi-lko  |Japan San phim: vién nang ctiing NIKP-Fosfomycin Capsules (Fosfomycin| ® 8 & Japan Ministry of
31 . . < 5160 N N Health,  Labour
Pharmaceutica |(205-1, Calcium Hydrate 250mg ) s o o and Welfare
| Co., Ltd.|Shimoumezama S = 3
Toyama Plant|Namerikawa-shi,
1) Toyama, Japan)
Nichi-lko 6-21, Sogawa 1-
Pharmaceutica |chome, Toyama-
I Co., Ltd shi Toyama B w ~ -
i ) ) B E — —
(Nichi-lko Japan San pham: vién nang ctrng NIKP-Fosfomycin Capsules (Fosfomycin| © Q & Japan Ministry of
32 . . = 5161 P~ S Health, Labour
Pharmaceutica [(205-1, Calcium Hydrate 500mg ) s S =) and Welfare
| Co., Ltd.|Shimoumezama kS g S
Toyama Plant|Namerikawa-shi,
1) Toyama, Japan)
Nichi-lko 6-21, Sogawa 1-
Pharmaceutica [chome, Toyama-
I Co., Ltd shi Toyama e w0 ~ -
. ' ' 2 A ) = — —
(Nichi-lko Japan San pham: si r6 NIKP - Fosfomycin Dry syrups 40 % (Fosfomycin| ® & & Japan Ministry of
33 . . < 5162 N N Health,  Labour
Pharmaceutica [(205-1, Calcium Hydrate 400mg) s o o and Welfare
| Co., Ltd.|Shimoumezama 3 = S
Toyama Plant|Namerikawa-shi,
1) Toyama, Japan)
% 12-0116 2 S United States
C.B. Fleet|Lynchburg,  VA|San phdm: Fleet Pedia-Lax Enema Saline Laxative (tén tai Viét Nam:| & Q <
34 . O 2015-01- |5 S Food and Drug
Company, Inc (24502, USA Fleet Enema for Children) : o o L
g VN F F Administration
— —




4 . , T) ©
10 rue  Bouche *Thuoc khong vO trung: Vién nang ctng; thudc ding ngoai dang CEL = S
Thomas, ZAC N e X N N X 7 Z 4 - . HPF/FR/l N N
35 Farmea . long; thuoe uong dang long; dang bdo ché ban ran; thude dat; vién|Q P~ 5 ANSM
d'Orgemont 49000 nén (khong bao gbm thude chita sulphonamides) S 5/2015 S o
Angers, France é ong bao gb udc ¢ sulpho es). | 3 =
Hi-tech zone
[T N~
Shenzhen Guanlan, Baoan < 5.9.1- = b= .
Zhijun . . . = & & Medical Products
36 . |area,  Shenzhen,|Thudc bt pha tiém chira cephalosporin. o 2015- N o
Pharrmaceutic D <3 Q Agency, Sweden
al Co.. Ltd Guangdong, o 012916 S ]
B 518110, China
B.Braun ﬁ%ﬁ?ri;fpaszzie < 0 i National
37 Medical 11900 Ba an, Thudc tiém truyén thé tich lon (large volume parenterals); thudc tiém| O 068/15 & & Pharmaceutical
Industries Sdn. Lepas Pena)r/1 thé tich nho (small volume parenterals); dung dich tham phén. 8 5 g Control Bureau -
Bhd. pas, g = S < Malaysia
Malaysia
134136296, *Thudc vo tring: o 3 = N
a6 |sanitas A |VEIVeriU g, 134B,|- Thudc sin xuit vo tring: Dung dich thé tich nho = |LTosHR | S if;iml Mzd';']';es
’ LT-46352 - Thudc tiét trung cubi: Dung dich thé tich nho 3 013 p S MoH of Li th%aniZ'
Kaunas, Lithuania w 3 3 X
State Road 670 Sax; pl}am: \Janum;et (sﬁaghptm/metforn_un HCL) tablets (Co so san N 0 ~ _
Patheon Km.2.7 Manati xuat ban thanh pham: Patheon Puerto Rico, Inc - State Road 670 Km = 02-0060- (S s United States
39 Puerto  Rico Pue.rtc->, Rico 2.7, Manati, Puerto Rico 00674 - Puerto Rico; Co s¢ doéng goi:(Q 2015-02- % % Food and Drug
Inc 00674. USA Merck Sharp & Dohme B.V - Waarderweg 39, NL-2031 BN ‘3 VN g g Administration
' Haarlem, The Netherlands). e e
Turbhe MIDC,
Plot No. D-31/32,
TTC  Industrial|* Thudc vo tring: o INS- = 0 The Federal
40 Sandoz Private|Area, Thane-|- Thudc san xuét vo tring: thudc dang rén va thudc ciy ghép- (ED 481731- |& & Office for Safety
Limited Belapur Road, |- Nguyén liéu carbapeneme vo trung. S 0014-001 S 5 in Heathcare -
400705 Navi t (213) 8 ] Austria
Mumbai, Turbhe,
India
. . < [{e)
29 Avenue, Thuoc khdng vo trung: dung dich thuoc dung ngoai; dung dich % s =
Charles de Gaulle,| , . ", L A, . . HPF/FR/1| & N
41 Famar Lyon . . |thudc uong; Thudc bt (bao gom ca chira Cephalosporins); dang ban| @ 3 S ANSM
69230 Saint Genis rin; Vién nén (bao gém ca chira Cephal rins) = 4712014 o S
Laval, France ’ en (bao go ¢ Phalosporins). L S S
2100, Syntex % < o
— — H
Cqurj[’ San phdm: vién bao phim Tracleer (Bosentan 62,5mg va 125 mg) Q 58691 & & Swiss Ag(_ency for
42 Pantheon Inc. |Mississauga, XAt xuéne: s (+CPP) S S Therapeutic
Ontario, L5N & g 3 3 Products
7K9, Canada O i i




Warsaw
Pharmaceutica

I Works Polfa
S.A. (Tén * Thude vO tring san xuét vo tring: Dung dich thé tich nho (bao gdm GIE-IW- | < -
tiéng Ba Lan:|22/24, Karolkowa|hdn dich thuéc nho mét), dung dich thé tich 16n; < 400/0102 s b Main
43 Warszawskie |Str., 01-207|* Thudc v tring tiét trang cudi: Dung dich thé tich nho (bao gom|Q 02 0L/0 S S Pharmaceutical
Zaklady Warsaw, Poland  [hdn dich thuéc nho mét), dung dich thé tich 16n; 2 215114 3 = Inspector, Poland
Farmaceutycz * Ché pham sinh hoc: San phdm c6 ngudn gdc tir ngudi hodc dong vat e -
ne POLFA
Spolka
Akcyjna)
*Thudc vo tring:
- Thubc san xuat vo tring: Thudc dong khd; dang bao ché ban rén;
T
s |Formeceutic |FADDTICR  BIAC[ SUO% I TRG €uor UG A e O e G ERVAI S \iTp2s3- | & |AFA  talian
SP.A 35031 Abanol, ?%C faykﬁc‘;flplvﬁ tring: vién nang ctmg; vién nén; dang bao ché ban 2 312014 | S = Medicines Agency
T Terme (PD) Italy | Hoe g g- g cung; » G408 D90 che L 8 3
* Thudc sinh hoc: Ché phim mién dich (vic xin virus séng); San
pham chiét tir nguoi hodc dong vat.
Rue Paul|*Thudc vé tring: o o
Langevin, La|- Thudc san xut vo tring: Dung dich thé tich nho. % b= s
45 ?;'ﬁ?arm Baraudiere, 37170|- Thuc tiét tring cudi: Dung dich thé tich nho. o SZEER/ 318 S ANSM
Chambray  Les|* Thudc khong v tring: thudc udng dang long; thude ding ngoai| ) % %
Tours, France dang long;
n [{e]
L Avenue Baise|, ;< \nong vo tring: Vien nang cimg; thube ubng dang longi| S |HPFIFRI2| & g
46 Biocodex Pascal, 60000| . 1O g9V g 9 cung; thuoe uong dang long:) & S & ANSM
. thuoc dung ngoai dang 1ong; dang bao ché ban ran S 85/2014 | o =
Beauvais, France o S >
— [9\]
1 rue de la Vierge * Thue v6 tring:
. 914 Thubc san xuit vo tring: dung dich thé tich nhé. o i) ) National Agency
Sanofi Ambares et . . : = by -
47 Winthro Lagrave. 33565 + Thudc tiét trung cudi: dung dich thé tich nho. % HPF/FR/1| & N of Medicine and
Industriep Ca?bon ' Blanc * Thudc khong v tring: vién nang cimg; vién nén. S 3/2015 g g Health  Product
* Thude sinh hoc: thudc ¢6 ngudn gde tir ngudi hodc dong vat; enzym| 8 S Safety (ANSM)
Cedex, France
' vi sinh vét.
’ n [ee)
Fresenius Kabil . o oo q [* Thude vo tring: < DE_HE_ 0|3 b= Co auan fhdm
48 Deutschland : '[+ Thuée tiét tring cudi: dung dich thé tich 16n; dung dich thé tich| @ 1. GMP 2| & S , e
61169 Friedberg,| ., o o quyén Dtrc
GmbH h 2 015_0018 | & =
m German fno- w - 8 N
y o ~




71, Jeyakgongdan UK GMP Medicines and
Samchundang |2-Gil, Hyangnam- a 43778 =t « Healthcare
Pharm. Eup, Hwaseong-|... . .. . . . = Insp GMP| & & Products
49 Company si, Gyeonggi-do, Thudc vo trung: Dung dich thudc nho mat 3 43778/10 | S S Regulatory
Limited KR-445 937, L 951938- |3 8 Agency - England
Korea 0001 (MHRA)
e . S 2 o DE_BY_ |8 3
Dragenopharm|Gollstrasse 1,|* Thudc khong vo tring: vién nang ctmg; Vvién nén; thuoe bot; thuoe| S S S 2
- . < o X . 04 GMP_|& N Co quan tham
50 Apotheker 84529 Tittmoning,|com; vién nang mém (coating of soft shell capsules). Q 2015 000 N o 3n Dire
Puschl GmbH [(Germany * Thude duge lidu; thude vi lugng dong can. a 8 - % % quy
o N
Lg‘:?g;“al AAEEZ *Thude vO tring: Thude san xuat vo tring: thudc dang ran va thudc|q X 9 National
Vianex S.A- ' g céy ghép chira khang sinh beta lactam (Cephalosporin) = 58301/22-| & & Organization for
51 Stefanos,  Patra, < N P £ , . . Q N oS ‘s
Plant D . *Thuoc khdng v6 trung: thuoc chira khang sinh beta lactam| 3 7-13 o o Medicines of
Axaia, 25018, . o , A ix R | 5 I
Greece (Cephalosporin): vién nang cing, vién nén, hon dich kho. o — Greece
Hospira Inc, 1776 < ©
North Centennial % 03-0216- |Z b=
52 Hospira Inc  |Drive, Thubc tiém Levophed (norepinephrine bitartrate) USP Q 2014-02- % % US-FDA
McPherson, KS s VN = =
67460-1247, USA ~ o
Co quan c6 thim
quyén cua Tay
Ban Nha (Agencia
C/San Rafael, 3, o ~ Espanola de
x ~ ~ N . e N - 5 . A A o — — H
ltalfarmaco Pol. Ind. Thuocnkhong YO t,rungi. Thu,oc. durlg ngt?al dang 10“%’ th}lOC,uong = ES/027H | S S Medicamentos vy
53 SA Alcobendas, dang long; thudc ban ran (khac: thudc chira hormone va chat c6 hoat| @ VI/15 3 S Productos
Alcobendas 28108|tinh hormone, thudc chtra chat giy nghién, hudng tim than). a S S Sanitorios -
. . o o
(Madrid), Spain Departamento de
Inspeccion y
Control de
Medicamentos)
Ten Seng|No.  42-1, - Huan e 0 N Ministry of Health
Pharmaceutica (Gong Road, Yong % S S and Welfare
54 I Mfg. Co.,|Kang District,|* Thudc khong vo tring: Cao dan (patches), thude dan (plaster). b 1942 % % . .
. . L =] S Republic of China
Ltd.  Second|Tainan City, O ) S (Taiwan)
Factory Taiwan, R.O.C. o e o




OFF NH-21

Village UK GMP United Kingdom's
Jawaharpur Tehsil a 31450 2] ~ Medicines and
IND-SWIFT |Dera Bassi . . . = Inps GMP| & < Healthcare
* S P 5 trino: Vié ' 1A né Ac hot/cd [G) = ~
55 LIMITED District SAS Thudc khong vo tring: Vién nang cimg, vién nén, thudc bot/com. it 31450/36 5 g Products
Nagar  (Mohali) L 0311- 8 & Regulatory
Punjab IN 0006 Agency (MHRA)
140507, India
Warsaw
Pharmaceutica CPP: GIF
I Works Polfa IW- -«
« o D R
S.A. (Tén 4011/12/1 S 9 b= Main
tiéng Ba Lan:|22/24 Karolkowa S P/2015; ¥ & % .
- . . , = 3 48 Pharmaceutical
56 Warszawskie |Str., 01-207|* San pham: Hon dich nhé mat Dicortineff o GMP: g g F Inspectorate
Zaktady Warsaw, Poland 2 GIF-IW- [N = Polzn 4
Farmaceutycz 400/0102 & = =
ne  POLFA 02010|° ©
Spolka 4/15-1/14
Akcyjna)
CPP: Agence
Nationale de
. .- N~
545221/028 = = S Securite du
Valpharma Via G. Morgani, 2 % 6: g S § Medicament et
57 International  |-47864 Pennabilli{San phdm: Vién nén giai phong c6 kiém soat GOLDDICRON o G’MP_ g § a des Products de
SP.A (RN), Italy 2 oL | &la Sante, France
e 2= GMP: Italian
5/H/2014 |G O |6
Medicines Agency
AIFA
Via Morelli, 2-|Thudc khdng vo tring: Vién nang cimg (thudc mién dich); thude|S = =
’ 2 MU (NG clmg (b fren deny = Im71- |8 & Italian Medicines
58 Roche S.P.A {20090 Segrate[udng dang 16ng; vién nén (thuoc mién dich) va ban thanh pham dang| @ 5 =
K S 1/H/2015 | © o Agency AIFA
(M1), Italy com. m = S
™ N
i - - < N~
Pharmaceutica 1 Szypowskiego % GIF-IW b= S Poland Main
| Works z R A . , n 400/0105 (& N .
59 Str., 39-460 Nowa|Thudc khéng vo tring: Vién nang cung, vién nén. Q 5 S Pharmaceutical
Polpharma Deba. Poland S _03.010 o o | ¢
S.A ¢ba, Folan W s |3 S nspector




United Kingdom's

. 1389, Trasad a UK GMP =t « medicines and
Cadila s 20872 o o
. |Road, Dholka 2 . o i , cn N N Healthcare
60 Pharmaceutica * Thuoc khong vo trung: Vién nang cung, vién nén. Q Insp GMP| & S
- Ahmedabad, IN S o o Products
Is Limited . o 20872/14 | & S
387 810, India 013-0005 | — Regulatory
Agency MHRA
Kishapura, Baddi- UK GMP United Kingdom's
<t M~ 1ci
Glenmark Nalgarh 'Ro'ad, % 17350 = = medicines and
61 Pharmaceutica Solan District, Thudc khong vo trang: Thude ban rén o Insp GMP| & ~ Healthcare
s Limied |Himachal & & 3 |17350138 |3 S Products
Pradesh, In- w 2961- 8 S Regulatory
174101, India 0006 Agency MHRA
i - - <t N~
FSIaxoSmlthKI 189, Grunwaldzka < GIF-IW b= b Main
Ine e ~ ~ . X e e A , 400/0092 N N .
62 . |Str,, 60-322|* Thuoc khong vo trung: Thuoe com, thudc vién nén Q S 3 Pharmaceutical
Pharmaceutica Poznan, Poland = 01010 1o = Inspector, Poland
IsS.A ’ W anona |5 R pector,
URSAPHAR |Industriestrasse 35 a w0 ~
M 66129 : . = Q < Co quan thim
A At ~ 5 3 (_r) ~ ~ N
63 Arzneimittel |Saarbrucken, San pham: M@ tra mét Virupos 35 15715 S S quyén e
GmbH Germany L 3 3
B.Braun
Melsungen AG FSEPN ar e £ . o NPT IS DE-HE- | ™
B.Braun Carl - Braun -[* Thudc V0 trung c6 ti¢t trung cuo6i: Dung dich thé tich nhé (c6 tac| S S o 2
. I 01-GMP- | & N Co quan tham
64 Melsungen Strasse 1 / Am|dung hormon); dung dich thé tich 16n; Q 2014- & S uvén Dire
AG Schwerzelshof ~ 1[* Thudc khong vé tring: Thudc udng dang 1ong. a ,% % quy
0021 o~ «
34212 Melsungen,
Germany
Mistelweg 2, o ~
B.Braun gemass den = DE_BE 0|3 p=. .
A e Ae e e . 2., \ N N Co quan tham
65 Melsungen Lageplanen Nrm.|* Thudc v trung co tiét trung cudi: Dung dich thé tich nho. Q 1 GMP_2| 5 3 uvin Dire
AG 1 bis 7 12357 2 015 0001 | S g quy
. N —
Berlin, Germany
Ctra. C35 la
batlloria a o =t 3 .
66 Sanofi Hostalric, km|* Thubc khéng vo tring: Vién nang cimg; vién nén (yéu cau dac biét: (ED gllgcl):ﬁé,la\ g 8 'C\;A(;T/E:rr])r/}went g;
Aventis, SA (63,09, 17404 (hormones hay chit co hoat tinh hormon). S T 8 g Catalonia - Spain
Riells | Viabrea w 8 3 P

(Girona), Spain




o 0 ~
_ - — — H
C.B.Fleet Co|-YMCMPUIG,  VAlg,  ohim: FLEET PHOSPHO-SODA Oral Saline Laxative (Ginger-|3  |°o.0r2%" | S United States
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52 rue Marcel et Thudc san xuat v6 trang: Dung dich thé tich nhé. % = s Agency for
. Jacques Gaucher L ens £ ) 2, \ , . HPF/FR/2 | & N .
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A * Dung dich thuc tiém va bot dong kho pha tiém (bao gdm cac thude| & 0 © g
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Quilmes 137 (Zip| ~°'P ' ' guon g s o - - Medical Divices.
code B1883FIB),
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. Asolana N.90|kim t€ bao: vac xin vi khuan bat hoat). = S S . ..
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99 Pharma S.A.|95-054 *Thude khéng v trine: Vién nans cine. vién nén 3 400/0258 | & & Pharmaceutical
(Pharmaceutic |Ksaweréw, u g Vo lrung: gcung, v : 3 _01.01/0 |8 S Inspectorate
al Works|Poland L 4/5/15 N 3 (MPI)
Adamed
Pharma S.A)
JI. Rawa Gatel
Blok 111 S Kav. 36| .
o w ~ Indonesian
— —
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8 Pharmaceutica [Bandar Sultan x?t g Jong; g dang fong, dang ’ GMP 143/15 % § Pharmaceutical
Is Sdn. Bhd.  |Suleiman, 42000(, . i % % Control Bureau
Pelabuhan Klang * Thude dugc licu. S -
Selangor,
Malaysia
Denk Pharma DE BY |w -
— —_ — —
Denk Pharma GmIT)H&Co. KG , \ ) o o EU- 04 GMP_ 8 8 Co‘ quan  thim
9 GmbH & Co.|Gollstr. 1, 84529(* Thudc khéng vo trung: vién nang cing; vién nén. > 5 Ao
KG Tittmoning GMP 2015001 |© o quyén Dtic
[l [Te) [e 0]
Germany 9 e o
* Thudc vo tring:
+ Thudc san xuit vo tring: dung dich thé tich nhé (chtra hormon
Via lsonzo 6 - corticosteroid). 2] ~
10 Bruschettini |/ o" oo vl Thude khdng vo tring: thude ding ngoai dang long; thudc uéng|EU-  [IT/80-  |& & Italian Medicines
S.R.L (GE), ltalia dang long (chita vic xin bét hoat); dang bao ché béan rin (bao gom ca|GMP  [9/H/2015 § S Agency
’ thudc chira hormon corticosteroid); thudc dan; vién nén (chira véc xin =] &
bét hoat).
* Thube sinh hoc: thudc mién dich chtra vic xin bét hoat.
G-17 1, M.I.D.C,, State
Naprod Life Tarapur,  Boisar, 091/2014/ = S Administration of
P Dist-Thane * Thubc v6 tring: PIC/S- S S !
11 Sciences Pvit. . PR £ an . SAUMP/ | & = Ukraine on
Lid 401506, + Thudc san xuat vo trung: thudc dong kho. GMP GMP o o Medicinal
Maharashtra State, N ] Products

India




. H* 3+
. .|Rapsgatan 7,|* Thuoc vo trung: ) 5.9.1- i3 i3 .
10 |FreseniusKabil o la 75174+ Thude tict tring cudi: dung dich thé tich lon; dung dich thé tich| =Y~ [2015- = & [Sweden  Medical
AB , GMP #* #  |Products Agency
Swenden nho. 049338 i i
Merck Sharp & . .
Dohme Limited UK MIA United  Kingdom
Merck 2] X Medicines and
. |Shotton Lane, 25  Insp| 3 S
Manufacturing . i R . A, EU- N N Healthcare
13 L Cramlington, * Thuoc khong vo trung: vién nén. GMP F >
Division - GMP o o products
Cramlington Northumberland, 25/4061- § § Regulatory
NE23 3JU, United 0024 Adenc
Kingdom gency
i - - < P~
F;IaxoSmlthKI 189 Grunwaldzka, £ A A e N 2 s - GIF-IW = b= Poland Main
ine * Thuoc khéng vé trung: vién nang mém; thudc diung ngoai dang|EU-  |400/0092 (& N .
14 . |Str., 60-322| ., Lz \ R A e A S = Pharmaceutical
Pharmaceutica Poznan. Poland long; thudc uong dang 16ng; dang bao ché ban ran; thuoc dan. GMP [ 01 03/0 |< o Inspector
Is S.A. ! 4164114 |5 R P
Teva
Gyogyzergyar Thubc khdng chira penicillins, hormon sinh duc, chét doc té bao hoic Hungary National
Zrt chat chira nguyén liéu nguy hiém: <« ~ Institute for
(Teva Site 1; Pallagi ut|* Thudc khéng vé tring: vién nang ctng (bao gém ca thudc chira Eu.  |OYGI/A3 S b= Quality and
15 Pharmaceutica [13., Debrecen, {hormon corticosteroid); vién nang mém; thude ding ngoai dang long; GMP 374- § g Organizatonal
I Works|4042, Hungary  [thudc udng dang léng; vi nang va thudc bot; dang bao ché ban rin 72014 | S Development in
Private (bao gém ca thudce chira hormon corticosteroid); thudc dan; vién nén - ° Healthcare an
Limited (bao gdm ca thude chira hormon corticosteroid). Medicines
Company)
Ostravska 29,|* Thube khdng vo tring: Vién nang cimg chira chat kim té bao; Vién 0 ~ State institute for
16 Teva  Czech|c.p.305. 747 70[nang mém chira cht e ché mién dich; Thude dung ngoai dang long|EU-  |sukls1637 | & & dru control
Industries s.r.o [Opava, Komarov -|chita hormon; Thuéc uéng dang léng chira chat Gc ché mién dich;{GMP |72/2014 |& b Cze%h Republic '
Czech Republic  [Vién nén chtra hoat chit c6 doc tinh cao, chat kim té bao va hormon. S S P '
Route de
Abbott Belleville Lieu-dit w ™~ French Health
17 Healthcare | Maillard 01400 *Thude khong v tring: Vién nang cimg; thue udng dang long; vién|EU-  |HPF/IFR/2| & & Products  Safety
SAS Chatillon sur{nén. GMP [77/2014 |S 3 Agency
Chalaronne - 3 3 (AFSSAPS)

France




Co sO& san xuat

(CSSX):  Hikma
Farmaceutica
(Portugal), S.A:
E:gagg dg_:{'g_dB"_‘ CSSX: National
Fer\'/enc’a ' FO006/S1/| o 0 Authority of
’ H/AF/001 | S 8 Medicines  and
. Terrugem  SNT, 8 9
Sanavita 9705-906 EU- /2013 S 8|o Health  Products,
18 Pharmaceutica ' San pham: Bitazid 1g (Ceftazidime 1g) CSXX: |8 S|S I.P, Porrtugal (cho
Portugal GMP N NS )
Is GmbH T DENW_[s¢ % |5 CSSX);
Co sé xuat xuong » = 2
(CSXX): Sanavita 01 GMP_|{&3 & Co quan tham
L 2015 001|© © quyén Pic (cho
Pharmaceuticals 4 CSXX)
GmbH: Lohstrasse
2, 59368 Werne,
North Rhine-
Westphalia,
Germany
35-14, Lz . A A . A .
Jevakaonadan  4- Thudc uong dang ran (vién nén, vién nén bao phim, vién nén bao o - Gyeongin
Daewoong °yaKgong duong, vién nang cimg, thudc bot, siro khd), thude tiém, thudc nho MFDS- |Z b=y Regional
. _|gil,  Hyangnam-| O \ . . J . ;|PIC/S- « N o
19 Pharmaceutica oD, HWaseoNna-si mat, thuéc uong dang long (siro, dung dich thudc, nhii dich thuoc, GMP 3FA 1289 & S Commissioner
I Co., Ltd. P, MWASEONG-St,|, < dich thudc), thudc diing ngoai dang long, thubc md; thude sinh 2-2015-6 | S Food and Drug
Gyeonggi-do, A . . .. - - — L
Korea hoc: thudc tiém, dung dich dung ngoai dang long. Administration
* S 5 A triino:
2nd Plant,|No. 154, Kaiyuan Th“ﬂ?" khong VO trur;g. . £
.~ .~ |- Thuoc dang long: hon dich thudc; =t put
Standard Road, Sinying Lo oy O S S Department of
o : - Thuoc ban ran: Thuoc mé (kem); PIC/S- N N .
20 Chem.& District,  Tainan ) ; s . o . o 1916 S S Health  Taiwan,
. - Thudc dang ran: Vién nén bao dudng (vién nén bao phim, vién nén,(GMP o —
Pharm.  Co.,|City 73055, Loz " O S 3 R.O.C
: thuoc com), vién nang, thudc dat. ~ —
Ltd Taiwan P o
- Gac tam khang sinh.
o © French  National
1, Avenue Blaise|*Thudc khoéng vo trang: Vién nang cung; thudc udng dang long; =] =) Agency for
- £ .. . . 'S EU- HPF/FR/2| & N .-
21 Biocodex Pascal, 60000|thudc dung ngoai dang 16ng; dang bao ché ban ran. GMP  |85/2014 S S Medicines and
Beauvais, France |* Thudc sinh hoc: Saccharomyces Boulardii yeast. % % Health  Products
i o Safety (ANSM)
Nattermannallee S ©
A.Ngttermann 1, D-50829(San phdm: Essentiale Kapsel 300mg Hard Capsule (Essentiale Fort|EU- Q < Co quan thim
22 & Cie. GmbH 2006/2 S S X
(sanofi group) Cologne, 300mg) GMP = o quyén Buc
9roUP) 1 Germany 3 3




Via Isidro Fabela

Broductos Nte. No. 1536-B, 10 ™
23 Roche SA. de CP50030 Col.|San phdm: Bondronat Film-coated tablet (Ibandronic acid 50mg, du6i|EU- 02/15/889 8 8 European
"7 " 77|Parque Industrial{dang Ibandronic sodium monhydrate) GMP |70 < < Medicines Agency
C.V. o) )
Toluca, Edo de — —
Mexico, Mexico
R-Pharm
R-Pharm Germany GmbH DE_BY_ | ~
24 |German Heinrich-Mack- |1, ¢ khong v6 tring: Thudc uéng dang lon EU- 104 GMP_| S & Co quan  thim
y Str. 35 89257 £ & £ dang fong GMP |2014_009 | 3 quyén ciia Duc
GmbH . S =
lllertissen, 4 « —
Germany
* Thudc vo tring:
Zone Industrielle, [+ Thudc san xudt vo tring: Dung dich thé tich 16n; dung dich thé tich < © French  National
29 route  des|nho. b d Agency for
25 Fareva Industries  37530|+ Thudc tiét trung cudi: Dung dich thé tich 16n; dung dich thé tich EU-  |HPF/FR]2 S S Medicines  and
Amboise . \ GMP |54/2014 |< =)
Poce Sur Cisse,|nho. F S Health  Products
France * Thudc khong vo trang: Vién nang ctmg; vién nén (chira chit co hoat - e Safety (ANSM)
tinh hormon).
* Thudc vo tring khong tiét tring cubi: Dung dich thé tich 16n, dung
Boehringer dich thé tich nho, thubc dong kho;
. * O 5 Ay giap 4o I8 . 20 ..
Boehringer Ingelheim Pharma Thuczc vo Erung Asan\xue.lt tl_@At tru{lg 01_1?1. Dung (%mh thé t:ch I}ho, . DE_BW_|=, <
. GmbH & Co. KG|* Thuoc khéng vd trung: Vién nén, vién nang ctrg, thuoc bot, thude S S 2
Ingelheim . i EU- 01 GMP_|& N Co quan tham
26 |pharma GmpH|Birkendorfer Str.jcom, pellet GMP 2014 001 |8 5 uyén cia Dirc
& Co KG |65 88397|* Thudc sinh hoc: Ché phim sinh hoc; Protein/DNA téi td hop; s - = S quy
' Biberach  a.d.R.|Khang thé don dong, cytokines. - o
Germany * Duoc chat cong nghé sinh hoc khéc: Protein tai t6 hop, khang thé
don dong, cytokines.
Lot. 89, Jalan
Enggang, Ampang; o - National
Sterling Drug|Ulu Kelang PIC/S- = b= Pharmaceutical
27 (Malaya) Sdn|Industrial Estate,|Thudc khong v tring: Vién nén, vién nén dai, vién ngdm, thude bot GMP 264/15 ,% % Control  Bureau,
Bhd 54200  Ampang % % Ministry of Health
o N .
Selangor, Malaysia.
Malaysia
. Sarkhej Bavla =t 9 National Agency
Cadila N.HNo 8 A, s S -
. z . . i , i A a EU- HPF/PT/5 | & N of Medicine and
28 Healthcare Moraiya, Tal.|* Thudc khong vo tring: Vién nang ctirng; vién nang mém; vién nén. B PN
Ltd Sanand Dist GMP  |/2015 o o Health Safety
' ' s 8 (ANSM)

Ahmedabad, India




Poligono

Industrial de : . . : 2 S Spanish  Agency
29 Biomendi. S.A |Bernedo o/, | Thube VO tring san xuat c6 tigt tring cudi: Dung dich the tich lon;|[EU-  |ES/068H & & of Drugs and
" Bermedo 01118|dung dich thé tich nho. GMP [VI/15 S S Health  Products
ernedo N 5 (AEMPS)
(Alava), Spain
3 Trayko Stanoev # #
. yKo * Thube khong vo tring: Vién nang ctmg, thudc udng dang long,|EU-  |BG/GMP/| i#  |Bulgarian  Drug
30 Unipharm AD |Str., Sofia 1797, . .. . \ ISR I I
. thudc dung ngoai dang long, thudc ban ran, vién nén GMP [2015/067 3+ *  |Agency
Bulgaria #* &
[{o)
Ctra. De Terrassa, N p=| -
a B Braun|121 08191 RUBI|* Thubc v triing c6 tiét tring cui: Dung dich thé tich 1on; dung dich|EU- g'/gggéi S g ('\)Af'“'séza‘izr'::amj
Medical, SA  |(Barcelona), thé tich nho; dung dich thé tich nho (thudc hudng than). GMP 3 = .
. T > S Spain
Spain o =
100&102
i . 5 = ~ i
Antimony and|., Thuoc khdng vo trung (khéng bao gom penicillins, cephalosporins, MI-2014- | 3 b= Therapeutic
32 Alphapharm 111&15-25 Garnet), steroid): Vién nang cimg; thudc bot pha dung dich udng; PICIS- | | 10821-| & S Goods
Pty Ltd Street, Carole| . I’lél’,] ' g cumg; oLp gd &lemp 1 p 3 Administration,
Park QLD 4300, ' & = Australia
Australia.
Co so sin|Shotton  Lane, UK MIA|, zggfc‘?n:s'”gd";g
xudt:  Merck|Cramlington, T . . . 25 Insp| 3
Thudc vién nén bao phim Hyzaar Plus (Losartan potassium 100mg;|EU- « Healthcare
33 Sharp &|Northumberland, Hydroclorothiazide 12,5mg) GMP GMP 3 Products
Dohme NE23 3JU, United y >Mg 25/4061- | Regulatory
Limited Kingdom. 0024 Agency MHRA
Co s6 dong|Waarderweg 39 3¢ 9
g6i:  Merck|2031 BN EU- |NUH |8 S ::za':?torate e
Sharp &HAARLEM The GMP |13/0024 |8 S Nefherlan ds
Dohme B.V  [Netherlands 8 &
Co s& san
xuét: Schering]
Plough <
. , % Ny A ~ AL —
(Ireland) Brlnny, Céac thuoc bot dong kho pha tiém: EU- 2013/710 | S irish ~ Medicines
34 Company T/A|Innishannon, Co.[- PEG-Intron (Peginterferon alfa-2b 50 mcg/ml) oMP  le/maz? = Board (IMB)
Schering- Cork, Ireland - PEG-Intron (Peginterferon alfa-2b 80 mcg/ml) S.
Plough -
(Brinny)

Company




Co s6 dong|Industriepark 30, ™ 9 ielegr:zn Fedefrg:
goi: Schering-|Heist-op-den- EU- BE/2013/ | < Mgedic?;es and
Plough Labo|Berg, B-2220, GMP |010 e D
NV Belgium ~ © Heallth  Products
(AFMPS)
. Industriepark 30, * Thudc vé tring: ™ © Belgian — Federal
Schering- ) PO S o a \iap £ = = Agency for
Heist-op-den- - Thudc san xuat vo trung: Dung dich thé tich nho tiét tring cudi. EU- BE/2013/ | & S L
35 Plough Labo B R PN Z oz . £ . q o Medicines and
NV Berg, B-2220,|* Thudc khoéng v trung: Thudc uong dang 16ng; thudc dung ngoai(GMP (010 g g Heallth  Products
. 5 y < ‘A r — N
Belgium dang long, dang ban ran, vién nén (AFMPS)
S 5,2031 = = Mi f Health
. |Swensweg 5, i p=t b=y instry of Health,
36 |orarmachemie| oA Haarlem, [San phim: Epirubicin hydrochloride 2mg/ml, thé tich 5ml, 25ml | [14-0759 | ®»  |Welfare and Sport
B.V. GMP o o
Netherlands > > Netherlands
— —
1899
Interthai Phaholyothin < © Australian
Pharmaceutica [Road, Kwang PIC/S- MI-2012- | & d Therapeutic
37 | Ladyao,  Khet| * Thudc khong vé tring: vién nén omp | CE-108451 S = Goods
Manufacturing |Chatuchak, 1 S % Administration
Limited Bangkok 10900, e N (TGA)
Thailand
* Thudc vo tring:
+ Thudc san xuat vo tring: thubc dong kho (vaccin bat hoat; hormon
corticosteroid; Protein/DNA tai t6 hop); dung dich thé tich nho . -
_ . . X e . - - A . . 4 LA — —
. Loc. Valcanello. (vaccin vi khuan bat hoat; vaccin virus bat hoat; protein/DNA tai to EU- IT/28- S S italian  Medicines
38 Sanofi S.P.A (03012 Anagni|hop). oMP  |5/H/2015 N >3 Agency AIFA
(FR), Italy + Thuc tiét tring cudi: dung dich thé tich nho. < g gency
* Thudc khdng vo triing: vién nang cimg; thudc udng dang long; vién e i
nén; vién dat (prostaglandins/ cytokines).
* Thude sinh hoc: thudc mién dich; thude cong nghé sinh hoc.
Localita CPP/20 S 9
Sanofi- Valcanello-03012 |, .. . . . CPP/2014| & & Italian Medicines
39 Aventis S.P.A |Anagni San pham: Targosid (Teicoplanina 400 mg/ 3ml) 24/193 11936 S g Agency AIFA
(Frosinone), Italy = S
m 7 N 2 ~ P " " Z ) T~ "
GlaxoSmithKi 1961 Mountal_n Cac san p?am A’kho?g Ehu,a khang sinh betalactam, thudc ung thu, MI-2015- | & S Therapeutic
40 line Australia Highway, Boronia|hormone va thuéc dc t€ bao: PIC/S- L1-04005- | & N Goods
Pty Lid VIC 3155, |* Thudc vo tring: dung dich; hdn dich; thudc tiém. GMP |, 3 3 Administration,
y Australia * Thubc khong vo tring: vién nén; vién nang cimg; thude thut. & = Australia




Co s& san xuat:

Palpa 2862 -
Laboratorios IMA Argentina
SAIC. - (Zip|Thudc tiém bot dong kho: Oxaltie 20132020 S w0 Na?ional
a1 Bioprofarma |code C1416|Co so déng goi: Terrada 1270 - Bioprofarma S.A- (Zip code(PIC/S- |- 000644- 8 8 Administration of
SA DPB), of the|C1416ARD), of the Autonomous City of Buenos Aires, Argentine|GMP 3 3
. . 14 S S Drugs, Food and
Autonomous City[Republic o o . .
. Medical Divices.
of Buenos Aires,
Argentine
Republic
Co sO san xuit:
Palpa 2862 -
Laboratorios IMA Argentina
S.AIC. - (Zip|Dung dich thudc tiém: VP-Gen 20132020 S 2] Na%ional
42 Bioprofarma |code C1416(Co so doéng goi: Terrada 1270 - Bioprofarma S.A- (Zip code[PIC/S- | 000599- 8 8 Administration of
SA DPB), of the|C1416ARD), of the Autonomous City of Buenos Aires, Argentine|GMP 8 8
. . 14 B B Drugs, Food and
Autonomous City[Republic N ~ . .
. Medical Divices.
of Buenos Aires,
Argentine
Republic
Sp 289 (A)’ Ukrainian  State
RIICO Industrial w© e I
Kusum . £ R N , £ qa \ 021/2015/| 5 S Administration on
Area, Chopanki,[*Thuoc khéng vé trung: vién nang clng; thuoc long dung ngoai;(PIC/S- N N ..
43 Healthcare . . Az Aot L A, SAUMP/ | S > Medicinal
Bhiwadi, thudc com; thudc ban ran; vién nén. GMP o S
Pvt. Ltd . GMP S S Products
Dist.Alwar IV ~ (SAUMP)
(Rajasthan), India
* Thude vo tring khong tiét tring cubi: Dung dich thé tich 16n, dung
dich thé tich nho, thubc dong kho;
% Je AN ) Ay 1t ag g IR . 2 s
coeingr Siandorter st T 0 sl sl D e it | peew |z e
4a |lnoetheim 65 88397 Cém“;:llet, g g ! g cumg, thuoe bot, thuoe| ey o1 GMmP_|& 8 Co quan c6 thim
Pharma GmbH|Biberach  ad.R.| "5 =~ N o . . |emP  |2014- S p quyén cua Duc
& Co. KG Germany Thu.oc sinh hoc khac: DNA/Protein tai t6 hop; Khang thé don dong; 0012 S S
cytokines.
* Dugc chat cong nghé sinh hoc khac: Protein tai to hop, khang thé
don dong, cytokines.
Denk Pharma
DE_BY_ |»® x
Denk Pharma|GmbH & Co. KG . ) o - ’ o EU- 04 GMP_|S S Co quan thim
45 GmbH Co.|Gollstr. 1, 84529(* Thubc khong vé trung: vién nang clirng; vién nén. 3 S Ao
. . GMP (2015 001 | o o quyén Dtrc
KG Tittmoning, 9 ¥ >
o N

Germany




Malaysian

29-30, Sector 27, S ™~ National
g (o2 PharmaKorangl Industrial), py 50 4456 v6 tring: vie mg: vién nén, thube bot dong tii| /> [28614 | S g Pharmaceutical
Pvt. Ltd. Area, Karachi- uoC ong vo trung: vien nang cung; vien nen, thuoc bot dong tui GMP 5 g Control Boreal
; ~ S
74900, Pakistan o = (NPCB)
. . |* Thubc vo trung:
Parc industriel . LT S R . 2, \ w© ~ French Health
. dincarville 27100| " 11u0C san xuat vO trung: thude dong kho, dung dich the tichnho e, 1 pryrp/s | © S Products  Safety
47 Sanofi Pasteur + Thudc tiét trung cuodi: dung dich thé tich nho & S
Val-de-reul, i . 2 X . i . . .. |GMP [8/2015 o =) Agency
* Thudc sinh hoc: sinh phdm mién dich, sinh pham cdng nghé sinh F >
France . ., N AR R S ~ (AFSSAPS)
hoc, sinh pham c6 ngudn goc tr nguodi hodc dong vt
i , <t M~
GlaxoSmithKI |\ i A Fleming, 2 | Thuée bot pha tiem: IT232- |2 = . iy
ine . . EU- N N Italian Medicines
48 manufacturin 37135 Verona|- Zinacef (Cefuroxim) GMP 10/H/201 | & F Agency AIFA
9| (VR), Italy - Fortum (Ceftazidim) 4 < < gency
S.P.A ~ —
Utsunomiya -
Plant of|16-3,  Kiyohara S 9 melg;;:ry LaboE:
Chugai Kogyodanchi, i Japan- & & ’
49 Pharma Utsunomiya  city, San pham: Actemra 200mg GMP 2739 S 8 ag(\j,emmen\:velfag?c
manufacturing | Tochigi, Japan S S g
Co., Ltd Japan
Utsunomiya -
Plant of|16-3,  Kiyohara S 9 melg;;:ry LaboE:
Chugai Kogyodanchi, i Japan- & & ’
50 Pharma Utsunomiya  city, San pham: Actemra 80mg GMP 2738 S S ag(\:l/emmen\:Velfacr;
manufacturing | Tochigi, Japan =] =] g
Co., Ltd Japan
Nucleo Industriale 0 ~
Facta S Att,o (loc. S, .z Lo i . EU- |CPP/2015|R 8 Italian Medicines
51 Farmaceutici |Nicolo' a Tordino)|San pham thudc bdt pha tiém: Goldcefo (Cefotaxime 1g) B 5
GMP |/182M |8 8 Agency (AIFA)
S.pa - 64100, Teramo S S
(TE), Italy - -
. United Kingdom's
Micro  Labs 92 . Sipeot UK GMP S ™~ Medicines and
L. Industrial 22481 pa s
Limited £ . s n , A EU- « N Healthcare
52 . Complex, Hosur|* Thudc khong vo trung: vién nang cing; vién nén. Insp GMP| s =
(Facility . GMP ] o Products
MLO03) Tamil Nadu IN- 22481/11 | = Requlator
635 126, India 737 -0003| e gutatory

Agency (MHRA)




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

( Theo cong vin s6 17191/QLD-CL ngay 09/09/2015 ciia Cuc Quin 1y Dwoc)

(Songdo-dong) a o ~ Gyeongin
_ 2 — — H
Bemna Biotech|2or Harmony-rop & |2015-D1- | S Regional  Food
303 beon -gil,|Thudc tiém (ché pham sinh hoc). A S I~ and Drug
Korea Corp. L 0135 o o L .
Yeonsu-gu, O o) S Administration,
Incheon, Korea o - - Korea
129, Seok = = G ju Regional
. ,  Seokam-ro, : = S wangju Regiona
. . , n oo -F1-
LQ Life Iksan-si, Jeollabuk{Thuéc sinh hoc: dung dich thudc tiém, thuée dong kho. o = 2015-F1 % % Food and Drug
Sciences Ltd = (© |0055 o o . .
do, Korea o F = Administration
N N
1 - n [{o)
Kyongho 174, . Sirok-ro, : = b= Daejeon Regional
. |Asan-si, e n . i L oya ca I 9 Q(2015-Gl- | N
Pharmaceutica Vién nén, vién nang, siro thudc, thudc bdt pha tiém san xuat vo tring. |G = F F Food & Drug
Chungcheongham- = (© |0828 o o L
I Co,, Ltd o S S Administration
do, Korea N 1N
586,
Gwahaksaneop 2-
ro, Ochang-eup, % w0 © Daejeon Regional
Green  Cross|Cheongwon-gu, L ) . L Lo i o 2015-G1- |& & Food and Drug
Corp. Cheongju-si, Thudc sinh hoc: dung dich thudce ti€m, thuoc bdt pha tiém. 8 0181 5 g Administration,
Chungcheongbuk- = N ) Korea

do, Republic of

Korea




