BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC Poc lip - Tu do - Hanh phic
sé: 4044 /QLD-CL Ha Ngi, ngayfthang 3 ndm 2016
Viv cong bd co s& san xuét thube

dat titu chuin PIC/S-GMP va EU-
GMP (Pot 37)

Kinh giri: S& Y té céc tinh, thanh phd truc thugc Trung wong

Trién khai Théng tu lién tich s6 01/2012/TTLT-BYT-BTC ngay
19/01/2012 cua lién B3 Y t& - Bo Tai chinh hudng dan dau thiu mua thuée trong
cac cosqy te

Thyc hién Théng tu sb 36[2013fITLT-BYT-BTC ngay 11/11/2013 cua
lién B§ Y té-Bo Tai chinh sira d8i,bd sung mét s6 diéu cua Théng tu lién tich 56
01/2012/TTLT-BYT-BTC ngay 19/01/2012 cua lién By Y te-Bo Tai chinh
huéng din d4u thdu mua thude trong c4c co sy té va Théng tu s6 37/2013/TT-
BYT ngay 11/11/2013 cia B§ Y té huéng din lap H6 so mdi thiu mua thudc
trong cac co so y té.

Cuc Quan ly Dugc théng béo:

1. Cong bd Danh sich co s& san xuit thudc dat tiéu chuin PIC/S - GMP
va EU - GMP (bet 37).

2. Rut tén ra khéi Danh sich co s& san xuit dat tiéu chuin PIC/S-GMP va
EU-GMP déi véi céc co s& san xudt c6 Giay chimg nhin GMP da hét hiéu luc
qua 03 thing (Gidy chimg nhan GMP hét hiéu lyc truéc ngay 18/12/2015, va
cho toi ngay 18/03/2016 co s& san xuét chua tién hanh ndp lai gidy ching nhén
mai).

3. Piéu chinh ndi dung sau khi thdm dijnh hé so bd sung cua cdng ty:

- Céng ty Bristol-Myers Squibb (Céng bb dot 34 STT 27): Piéu chinh tén
co s& san xudt, dia chi va pham vi chimg nhén.

- Céng ty F. Hoffmann-La Roche Ltd (Céng bé dot 33 STT 57): B4 sung
pham vi chirng nhéan thanh “thude bt pha tiém chira khang sinh cephaloporins™.

- Cong ty Lek Pharrmaceuticals d.d (Cong bd Dot 33 STT 13): Diéu chinh
pham vi chimg nhéan thanh “bao gom cd”

- Céng ty Laboratorios Lesvi, SL (Cong bé Dot 23 STT 12): Piéu chinh
pham vi chimg nhén thanh “vién nén (bao gém cd vién nén bao phim)”.

- Cong ty Egis Pharmaceuticals Plc Site 3 (Cong bd Dot 27 STT 59): Piéu
chinh pham vi chimg nhén thanh “vién nén (bao gom ca vién nén bao phim) .

- Cong ty Egis Pharmaceuticals Plc (Céng bd Dot 33 STT 19): Diéu chinh
pham vi chimg nhén thanh “vién nén (bao gém ca vién nén bao phim)”.

- Coéng ty Novartis Farmaceutica, SA (Céng bd Pot 35 STT 11): Dleu
chinh pham vi ching nhén thanh "Vién nang cing (bao gém ca chét kim té
bao)" va bd sung “vién nén bao phim va vién nang”.



- Cong ty Medice Arzneimittel Putter GmbH &Co0.KG (Cdng bo Dot 17
STT 9): Diéu chinh pham vi chimg nhén tir thinh "vién nén (bao gém cd vién
ngam)".

- Céng ty Medochemie Ltd (Factory B) (Cong bd Dot 31 STT 30): khéi
phuc lai dang “vién nén"” cho cong ty.

- Céng ty Laboratories Chemineau (Céng bé Pgt 19 STT 40): Diéu chinh
pham vi thanh “dang bao ché bén rén (bao gém ca kem, mé gel). -

- Céng ty Panpharma (Céng bd Dot 20 STT 37): Diéu chinh dia chi thanh
"ZI du Clairay, 35133, Luitre, France".

- Cong ty West Pharma - Producoes de Especialidades Farmaceuticas,
S.A. (Fab. Venda Nova) (Céng b Dot 34 STT 43): Diéu chinh tén co s& sin
xuét, bd sung phﬁn pham vi chitng nhén va han hiéu luc.

- Céng ty Laboratorio Pablo Cassara S.R.L. (Céng bé Pot 34 STT 13):
Diéu chinh ngay cip thanh "17/09/2015", ngay hét han thanh "17/09/2016".

- Cong ty Atlantic Pharma - Producoes Farmaceuticas, S.A (Fab.
Abrunheira) (Cong bb Dot 34 STT 38, 39): Piéu chinh tén Co s& san xuét tir
thanh "Atlantic Pharma - Producoes Farmaceuticas, S.A (Fab. Abrunheira)"

- Cong ty Teva Gyogyszergyar Zrt. (Teva Pharmaceutical Works Private
Limited Company) (Céng bd Dot 34 STT 9, 10, 11, 42): B sung phan pham vi
chimg nhan va han hiéu lyc.

- Céng ty Lek Pharmaceuticals d.d (Céng bd Dot 33 STT 13): Piéu chinh
pham vi chimg nhén thanh vién nén (bao gém ca vién nén bao phim).

- Cong ty Lek S.A. (Cong bd Pot 32 STT 13): Piéu chinh pham vi chimg
nhén thanh vién nén (bao g&m ca vién nén bao phim).

- Céng ty Salutas Pharma GmbH (Céng b5 Pgt 31 STT 8): Piéu chinh
pham vi chimg nhén thanh vién nén (bao gém ca vién nén bao phim).

- Céng ty Laboratorios Lesvi, SL (Cong bé Pot 23 STT 12): Piéu chinh
pham vi chimg nhén thanh vién nén (bao gém cd vién nén bao phim).

- Céng ty Chong Kun Dang Pharmaceutical (Céng bé Dot 36 STT 36): Bd
sung pham vi cong bd "Thudc chira Cephalosporin: Thudc bét pha tiém".

- Céng ty CJ HealthCare Corporation (Céng b Pgt 35 STT 16): Diéu
chinh pham vi ching nhén thanh "Dung dich thué'c tiém truyén".

Danh sich cdp nhit co s& sin xuét thudc dat tiéu chudn PIC/S-GMP va
EU-GMP tng hep tir dot 1 dén Dot 37 duge ding tai trén trang théng tin dién
tir cua Cuc Quan ly Dugc - Dja chi: http://www.dav.gov.vn - Muc Quan ly gia
thudc/TT vé déu thau thubc).

Cuc Quén Iy Dugc cong b Danh sich co s& sén xuat thudc dat tiéu chuin
PIC/S-GMP, EU-GMP theo dinh dang Excel va PDF dé cac co s xét thau thudn

lgi trong tra ciru. Trong d9, danh sach duéi dang PDF duoc coi la cén cir dé xem
x€ét cuodi cung.



4. Trong truong hop co sd san xudt co tén dong thai trong “Danh sich co
s& san xuit thudc dat tidu chuan PIC/S-GMP, EU-GMP™; va “Danh sich hé so
dé nghi cong bd co s& san xudt thude dat tiéu chudn PIC/S-GMP, EU-GMP
khéng dat yéu céu”, “Danh sach hd so d& nghi cong bd co s san xuat thudc dat
tiéu chuin PIC/S-GMP, EU-GMP phai bé sung giai trinh” thi co s& san xudt dap
{mg céc yéu ciu dat tiéu chudn PIC/S-GMP, EU-GMP véi pham vi chimg nhén
dugc cong bb tai Danh sach cp nhét co s& san xuit thudc dat tiéu chuin PIC/S-
GMP va EU-GMP.

S& Y té céc tinh thanh phé truc thudc Trung wong chiu trach nhiém théng
bao thdng tin trén vdi cac co so y té trén dia ban dé céc co s thuc hién cong tac
dAu thiu thubc theo diing quy dinh.

Cuc Quan ly Dugc thong bao dé cac don vj biét va thyuc hién./.

Noi nhn: KT, CUC TRUGNG
- Nhur trén:

- Cuc truémg Truong Quéc Cudmg (dé b/c);
- Cuc Quén Y - B quoc phong;

- Cuc Y té - B Cong an;

- Cuc Y té - B) Giao théng vin tai;

- Céc bénh vién tryc thude By Y té;

- Website Cuc Quan ly Dugg;

- Lwu: VT, CL (2b).
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= ThusSe kisbrg v tring: vidm nang cimg; vién nén (baa gbm ol
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= Sdm phiim: Yidn bao phim Yabsartan)’ Hdrockotiatida Qualigen
160mp/ 25 160emg: Hy 5mg)
Tén tal Wikt Nam: valbelks 160/25mg.:

= 5dn phim: vibn bao phim Valsartan/ Hidroclatianda Guaiigen
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= 5dn phim; vikn bao phim Gesloratading Chualigen Smg
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[Shn phifim: Vidn nén oz x [ Db chinh tda Co sl sin sult tr
{Perindopril tert-butylamine 4mg tuong duong Perindaprl| - [“ariansic Pharma - Producces
3.338mg; Indapamide 1.25mg) § Farmatewtical, .4 [Fab, Abrunheiral™
Tin tai Vide Nam: Belper g_ [thiinh “Atlantic Pharma « Producoes
] S (Fab.

15 | Dot |Atlantic Pharma - |Rua da Tapada Grande, n® [$3n phim: ¥ikn bao phim Lotarten + hidroclorotiazida Cotiasar | [U-GMP [0967/CM/20 Mational Autharty of x chiinh tn Co s shn oulit tir
34 |Producoss 2, ITU04389 Sirtra, {Losartan patasium Simg: Mydrochloroshiaide 12 Smg) 14 - Madicines and Health “Atiantic Fharma - Producoes
STT |Farmaceuticas, 5.4 Portagal Thn t0 Vidt Mam: Lousartsn S_ Products (INFARMED], Farmaceutical, 5.4 (Fab. Abnusheira)™
39 [(Fab. Abrunheiral g Partugsl thirh “Atlantic Pharma « Producoes

Farmaceuticas, 5.4 [Fab. Abrunhelral®

16 | oot [Teva e 1; Pallagi 1 13, * Thasie khang v Ering: Wikn nang cimg (bao gom sbn phdm co| [U-GMP [OGYI/43374- Mational nstitte of % Cang ty 63 duge cong b dva Lbn CPF
3¢ |Gyogysaergyar Zrt. | Debrecen, 042, Hungary [hodt tinh hic man), vidn nang mim, thusc ding ngodl dng 2014 - Pharmacy and Kutrition nhumgg khang oo han Bidu iyc. Cong ty
STT4.|(Teva Ming, thulc uliag dang IBng, thulls Wi nang, thulc Bt thusc E [OGYEN Hungary ndip GEM GMP 38 bE sung han higu Iy
10, |Pharmaceutical bdn rin (baa gAm sdn phim e hapt tinh hoc man), thudc dan, E| B4 pung phin pham v chimg fihjn va
11, 42 |Works Private il roéen (b g o wilin né bao phim; bao gben ol sin phidm | = Pgen s Bype Ehave GO GMP.

Limitted Company) ot hoat tinh hoc mén). -
[S4n phim: Vign nén bao phim Ciprofioaacn S00 mg (tuang [OGYI 19283 w
[duerng 582, 2mg Ciprofloxacin ydrochioride)ftablet /2005
Tiin tal Vilt Nam: Vin ndn baa phim Piciqodn S00mg
"~
[5&n phden: Vidn nén bag phim ARBARTAN SOmg (Losrten-Tevas MGV 19265 | é §
SOengl: Losartan potassium SOmg/vibn. 2/2005 g E
[$an phim: Vida COVIOGAL 5 i [oanreest| =
[Vidt Nam: Tevaprolol Smg) (Bisoproled fumarate 5.00mg) 4/2014 g
E
[54n phdim: Vidn nén Mycophenolate malet; S00mg; 50,150 OL/15/8462 | = European Medicines
habe S0 % 1 s [ Ageny
T tyl Vilt Nam: Vidn nén Bas phim Mycophenolate Mofeni
Teva P}

17 | Bot Juek [Veravskena ulica 57, = Thislic khideg v tring: Vikh g cimg [T chit O ché EU-GMP [401.9/2015 | agency for medicinal x [C5ag by ndp M ol cdc sdn phiim 26
33 [Pharmaceuticals  [Untijans, 1526, Soveals | milla dich); Vikn sén [bac ghm cl vikn nén bao phim; bao ghm s " o |Products and medical win iy chink phae vi dhimg ahda 1l
STT |dd ek sdn phim chir hormoe hods chit o8 hagt tinh harman, g §  |dewes of the Republic e nibn® think “vidn nén [bao g cf
13 Prostaghinding/cytokines, chit ddc tf bofchds Kim of bao): g of Slovenia vikn nén baa phimi®

Thudc b1, thulic obm; hat pelet, vi nang (micropeliet].
= Thislic dupe lbu. - -

18 | oo flersa 15 Podbpie Streer, 35010 | Thubic vd tring cd 1t trbng cudt Ga vises - pobyester vt | EUGMP |GIF-TW- w | m |Man Prarmaceutical ] Cong 1y np MA cla cic sbn phim ¢€
2 C— 1ring 1fem ixoprom siconol T0%, worons 0| B | B |eseecor sin @by chirsh pham  ehdmg Andn £
51T = Thistic kKhong wh tring Wien nén (90 gl cd wén nén bag 4 ofoaisy| B ] “vikn nén” thinh “wién nén (buo g o
13 phim). 15 = = widbrs ndn bao phim]”
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Salutas Pharma
GmibH

Salutas Pharma G

39179 Barleben, Germany

Ottovon-Guericke-Aliee 1,

® Thusbe kisiing v tring: Wikn nang cimg (bao glen cl cic sin
phdim chira chdit d5¢ 18 bbo/chlt kim tf bael; thulc ulng dang
Ing J che sha phifim chid En dich); vidn nién
(baa ghm £ vitn nén bao phim, baa gien ci ci shn phim
chira hormon v chit od hogt tinh hormen, chit e t
b3a/chat kim ¥ bio, chat mida dich).

EU-GMP (DE_ST 01 G

ar_2015_0

19022015

12122017 g

|Cer guan thilm quydn

[Cang ty ndp MA cla che s phim €
(i dikus chin phpm v chimg nhin t
[“vidm ndn® thiimh "vidn nén (bee ghm el
it mén bao phim]”

n
Pl
i
12

Laberatoeios Lewd,
L

[#winguda de Barcelona,
59, 08570 Sant foan Despl
[[Barcelonal, Spain

* Thudk v trimg:

+ Thudic sin nusit v tring: dung dich the tich nhi.

[+ Thiudc tilt tring <l dung dich thE tich nhd, dung dich thé
tich bimn,

* Thudk khiing wi tring: vidn nang cimg: vidn nén (bao glen o
wilin méin bao ; thinke \dag.

EUGP [WCFFIA1ZI0
o2/CAT

20/03/5004

[Minstry of Heaith of
Govemment of
Canalonia, Spain

[+ 54 phiim: Vign bao phim Valsartan/ Widreclotlatida Qualigen,
160mg,/25mg (Valsartan 160mg; Hydrochlorothiazide 25mgh
Titn t34 Vit Mam: Valbells 160/ Z5meg.

2015/03108

* Sdn phdm: Vitn bao phim Valsartan/ Hidroclotiaida Qualigen
BOmg/12.5mg (Valsartany Hydrochlorathihiazide
BOME12.5mg), Thw tal Vit Nam: Valbalis B0/12.5mg.

* 54n phin: Vign bao phim Irbesartan Qualigen 300mg.
Dirbeaiasn 300mg). Tin tal Vidt Mam: Belianas 200mg.

2015403104

2015403106

* 54 phien: Vign bao phim Irbesnsn Gualigen 150mg
(irbeantan 150mg]. Tén Lal Vit Mam: Beluntas 150mg.

2015/03103

2 Wide bao phim Dy
(Desloratadine Smg). Tén tal Wiki Mam; Aleradin,

2015003105

* i philm- Vién bao phim Clopidagrel Clualigen 75mg
(Clopidagrel hydrogensullate 57 86mg). Thn tal Vidt Ham:
Pidoespa TSmg.

2015/03107

002015 | 03708,/ 2015 | 037082015 | 03062015 | 0082015 | O4/08/ 10 %

177002007

[agency for Medicines
and Health Products
(AEMPS), Spain

[Chng ty cung clp MA vh CPP 8 didu
[chinh phaem vi chimg nadin tlr “wibn nén®
[thanh “vign nén (Bao gbm cl wbn mén
bag phim)”.

P ETT ]

Chong Kun Dang
Pras-agend-cal

h

= Thubc ot

79748, M

Checaan-si,
Chungiheongnam-da,
Karea

rdn; Wiln mén, wie nang. thulic bt pha 3
r8, thudc bht. -
= Thishc tidm: thutic tém truyén
* Thuslic wlieg dang 18ng: 4 8 thudc; hibe dich uling; thulic vlag|
[dang kg w3 duag dich.
* Thusse churd Peniciien: vibn nen_ vibn nang: thuds b0t gha o
+8; thudic bt pha tebm.
* Thud chura Cophutoions.rm: Thudl BE whe Ldm,
® Thishe chira chiit 560 18 B0 chimg Ung thir dung dech thulic

tnben; thade g khd

PIC/S-GRAP [MFDS-6-F -
1459-1- MO1E:

la

1201/ 2016

100 2003

Cagjeon Regional
Cummmisssoner Food and
Crug Admimestration

B4 sursg pham vi obng b8 “Thullc chia
Cephalosponn: Thule bat pha tibm.”

Trang5 /6
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Dot 37
( Theo cingvinsd 4031/QLD-CL ngay 18/03 /2016 clda Cuc Quin 1y Durgre)

TEN CO'SOSAN ; NGUYEN | GIAYCH. | NGAY | NCAY NHOM
T Pl cHl PHAM VI CHU'NG NHAN TACGMP | NHAN P :‘;ﬁu CO' QUAN CAP T‘l‘mrltic2
Bristel-Myers 4601 Highway 62 East, ML |* Sin phdm thudc vidn nén bao phim Baraclude {entecavir] U5 GMP  |07-0199- = o |United States Food and X
squith Wesnan, Indiana 47620, 2014-029N | 5 g Drug Administration
United States § g
= =
Neovii Bistech  |Am Haag 6+ 7, 82166 * Cic sin phdm sinh hoc: s4n phdm midn dich (dung dich dhm | EUGMP [DE_BY 04.G| w [¢o quan thim quyn X
SmbH Grafelfing, Germany dic pha tigm Grafalon) MP_2015_0 _%_ 2 |oic
055 Jr g
S| &
Laboratoires 36-42 avenue Marc * Thudc khdng v tring: EUGMP [HPF/FRf229/| = [French National Agency x
Opodex Industrie [Sangnier, 92390 - Thubc ding ngoai dang ldng 2015 § S [for Medicines and
villencuve La Garenne, |- Thudc uéng dang ldng = &= [|Health Preducts Safety
France - Cdc thuBc dang rin khic: Thude bit 5 3 [ANSM)
- Cdc thudc dang bidn rin ~
Costsinxudt:  |Wendlandstr. 1, 29439 [Sin phdm Vién nén bao ghim Deplin 600 mg (alpha-lipoic Acid |EUGMP  |DE_NI_03 G| w w  [Coquan thim quyin x
Artesan Pharma  |Luchow, Germany 500 mg) MP_2015_0 §_ 3 Birc
GmibH & Co., KG 037 = §
3| =
Abbvie Knollstrasse, 67061 * Thudc vl tring: EUGMP | DE_RP_O1_ Co quan quan by Dugic x
Deutschland Ludwigshafen, Germany [+ Thusc shn xudt va tring: Dung dich th tich lim; Thude dang GMP_2015_ e
GmbH & Co. KG khié; Dung dich thé tich nhd; Thude dgng rdn vwa cdy ghép. 001g
[+ Thudc ti¢t tring culi: Dung dich thé tich 1gn; Dung dich thé
tich nha; Thudkc dang rin vi ¢y ghép. b =
* Thudc khdng vb triing: Vién nang cimg. Khung tdm thudc; 3 §
Thude phun mi; Vién nén; Tim dén trén da; Thudc uéing dang é =
long. -] =]
* C4¢ s4n phim sinh heo: Cac san pham midn dich; cée sdn
[phim céng nghé sinh hge.
Cor 5 sdn xudt Ehi [Lilly Corparate Center., * 53n pham thudc Humulin R, hén dich tiem Human Insuline EUGMP | 2015/04793 -] ~ Spanish Agency of Orugs | x
Lifly an Company |Indianapelis, Indiana PRB haa tan trung tinh 100UI/ml § _g‘ and Health Products
46285, USA = E [AEMPS]
a =
o cosdr Dan Teang 1/ 10 Bt 37



A NGAY PRl &
NGAY % CO'QUANCAP "
; LI S T L2 0 AN B b o
7 | Cor sty sdn wuSt: Eli|Lilly Corporate Center., 2015/04791 ] r~  [Spanish Agency of Drugs |
Lilly an Company [Indianapalis, Indiana Insulime PRB 100 UIfmil § § and Health Products
46285, USA g s |AEMPS)
=] =
8 |Co sersin xudl: Eli |Lilly Corporate Center., * Sin pham thudc Humulin 70/30, hon dich tiém Human EUGMP [2015/04792| w2 *  |Spanish Agency of Drugs | x
Lilly an Company |Indianapolis, Indiana Insuline PRE hda tan trung tinh 30 Ui/ml va lsophaneHuman g_ _% and Health Products
46285, USA Insuline PRE 70 UI/ml § § [AEMPS)
- =
9 [Merck KGaa Frankfurter Strabe 250,  |* Thudt v tring: EUGMP | DE_HE_01_ Co' quan thim quydn X
64293 Darmstadt, + Thudc sdn xuft vé tring: Dung dich thé tich 1én; dung dich GMP_2015_ Birc
Germany thé tich nhd (chira hormon hofic chit ¢b hoat tinh hormon); 0114
thudc nhé mit. " o
+ Thufc tigt trang cuBl: Dung dich thE tich nhé. = g
* Thudc khéng v tring: Vikn nang clmg; thudc udng dang § o
I6ng; vitn nén; vién ndn bao phim (bao gdm ch hormon v chit s %
©d hoat tinh hormen); o
* Thudc sinh hoe: Thusc miBn dich (chita protein/ DNA tdi t§
hirp wh vl xin chéng ung thu), thudic chng nghé sinh hoc (chira
protein/ DNA tdi 18 hop)
10 | Delpharm Reims |10 rue du Colonel * Thudc khdng w8 tring: Vién nang cing. thubc uling dang EU-GMP [HPF/FRMT75/| w  |French National Agency | x
Charbonneaux 51100 16ng. thudc bt, thudc odm, vidn nén, vién nén bao dutmg. 2015 - 2  [for Medicines and
Reims, France g g Health Products Safety
) S | 8 |ansm)
11 (Lindepharm Lindepharm GmbH Thutc khing vo trang: Vidn nén (bae gim vién nén chira chdt | EU-GMP |DE_NW 03_| w = |Cor quan thim quyén x
(GmbH Meustrasse 82 40721 cé hoat tinh horman); thudic bdt, thudic cdm. GMP_2015_| & 8 |owe
Hilden, Germany 0029 = g
S| 8
12 [SofarS.PA Via Firenze, 40 - 20060 * Thude khiing v tring: ThuSc ding ngoai dang 1ong; thudc EU-GMP ITS2- @ = |AIFA Halian Medicines X
Trezzano Rosa (MI), italy  |uBng dang 16ng (chira corticosteroid); thudc bdt; thudc cdm; 5/H /2016 ‘ﬁ_‘ 2 |Agency
vign ngam; thudc dang khi dung; dang bio ché ban rdn; vién § %
nén =1 ~

Danh sach cor s Dat
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TEN COF 5O SAN NGUYEN | GIAY ci. | NGAv | NCAY - NHOH
XUAT placHi PHAM VI CHUNG NHAN thceme| NHAN | CAP FH':'; CO QUAN CAP :nmocz
iemedica Ltd Aharnon street, Limassol  |* Thudc khang v tring: EU-GMP | REMOO0/201 Pharmaceutical Services |
industrial estate, Limassol, |+ ThuSc khang chira khdng sinh bata lactam:; vién nang cimg; 3/001 Ministry of Health,
Cyprus, 3056, Cyprus thude dung ngodi dang ldng; thude udng dang 16ng: thudc Cyprus
[Building 1-main, Building |phun mi); dang bao ché bdn rin; thudc dit; vién nén (bao gdm
2-penicillines, Building 4- | vién nén bao phim); bt pha hdn dich uding, ] L]
cephalasporins, Building S-|+ Thude chira khang sinh penicillin: Vién nang; vién nin; bt & 8
anti-cancer/hormones/  [pha hén dich uéng. g S
Building 10-anti-cancer] |+ Thudc chira khing sinh cephalosporin: Vién nang; vién nén; § 2
bdt pha hda dich udng.
+ Thutic chira hogt chit ching ung thur hoje hormon: Vién
nang; vién nén (bao gBm cd vién nén bao phim).
Curida A5 solbarvegen S, ELVERUM, | * Thudc vb trbng: EU-GMP [15,/05907-7 Norweglan Medicines ®
NO-2400, Norway + Thudic sdn xudt v tring: thuBc nhé mit o = |Agency- Norway
+ Thudic Ut triing cusl: dung dich thé tich nhé. ) §
* Thugc khiing vd tring: thuic ubng dang lang; thufic ding § g
ngodi dang 16ngs thudic nhé mi; dung dich xit mii. s N
Instituto Giologico |Chivilcoy 304 and Bogota |* Dung dich v hdn dich tikm (cd hojc khang tikt trong cudl), |PIC/s-GMP (20132014 “ w |Mational Administration x
Contemporanee  (3921/25 [Zip code thudc ddng khd khing chira betalactam, chit kim té bao, 00 1824 15 s & |of Drugs, Foods and
5.4 C1407E5M) of the city of  [horman (trir corticoid). g S Medical Devices
Buenos Aires, Argentina | * Thuc bt pha tiém chira betalactam. S | S [(aNMAT), Argentina
* Dung dich thusc nhé mit. ~ ~
Bushu 950, Hiroki, Ohaza, Misato-5an phim: Vign nén Methycobal Tablets S00ug. Japan- |1418% = @ |Ministry of Health, x®
Pharmaceuticals  |machi, Kedama-gun, GMP .c\'.. 2 Labour and Welfare
Lad. Misato Saitama-ken, lapan S g (MHLW), Japan
Factory n -]
Bushu 950, Hiroki, Ohaza, MisatoJSin phim: Vién nén Myonal Tablets S0mg, Japan-  [1418 = e |Ministry of Health, 1
Pharmaceuticals  [machi, Kodama-gun, GMP 3‘ 2 |Labour and Welfare
Ltd. MSisate Saitama-ken, lapan a g [MHLW), Japan
Factory 4] w
ich oo s Dat Trang 3/ 10 ot 37
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18 |Cipla limited Thudc khéng vd tring: Vign nang cimng: vidn nang mém; thubic | EU-GMP (UK GMP Medicines and x
D-22 a3, vikn nén; cac thuic khdng wb tring khic [cm sii bot, 14694 Insp Healthcare Products
D27 eém khéng sii bot, pellet tan trong rudt) GMP - »  |Resulatory Agency
MIDC 14694/4462 § 2  |[MHRA), United
Kurkumbh 27-0004 = = |kingdom
District Pune Maharashtra % g
IN- 413 802 ~
India
19 |Cipla limited [Unit |[UNIT Il Thufic khéng vd tring: Vikn nén EU-GMP UK GMP Medicines and x
1] PLOT ND A-42 14694 Insp Healthcare Products
MIDC GMP - & |Regulatory Agency
PATALGANGA 14690/4416 | & g [MHRA), United
DISTRICT RAIGAD 87-0004 S Kingdom
MAHARASHTRA - =
IN-410220
INDIA
20 [valpharma Via G, Morgagni, 2, 47864 |Thudc khang vé tring: vién nén (chira hormon sinh dyc). EU-GMP |IT/191- = rs- Italian Medicines Agency | %
International SPA; [Pennabilli [RM), ltaly S/H/2014; 3 é [AIFA)
21 |Baxter Oncology |Baxter Oncology GmbH  |* ThuSe v tring (chira hormon hodc chit cd hoat tinh EU-GMP |DE_NW_02_ Corquan thim quykn x
GmbH Kantstrasse 2 hormon, prostaglanding/ cytokines, chit ddc t€ bdo/ chdt kim MIA_2013_0 Drire
33790 Hallef Westfalen  [t€ bao, chdt midn dich, thubc chira prion/ genotoxics/ 011
Germany teratogen): " =
+ Thubic sdn xut v tring: thudc ddng khd; dung dich thé tich & | 8
nhé; thudc cdy ghép vi dang rin; duge chit v tring. a ]
+ Thuc tigt triing cudic dung dich thé tich nhé 2 E]
* Thudic khéng vd tring: thudc ding ngodl dang l6ng (chira
chdt dc t8 bao/ chit kim 18 bao).
22 |GAMBRO DASCO [VIASTELVIO, 84-23035  |* Thude wé trimng: EU-GMP [IT/266- = r  [ialian Medicines Agency|  x
5.P.A SONDALO (SO). Italy + Thufe tigt tring cudi: dung dich th tich én, 1/H/2014 §' __2_ [AIFA)Y
S1%
" =
Danh sich co s&r Dat Trang 4 /10 bgt3



TEN 00 50 SAN NGUYEN | GIAY ci. | nGAY | N9AY RHOM
XUAT LA CHi PHAM VI CHITNG NHAN TACGMP| NHAN AP :E'; CO"QUAN CAP :‘“"ﬁcz
By G-B, Hachiman, Kawajima- [S8n phim: Dung dich tigm truy@n Aminic (hdn hop Acid amin) lapan- 4297 “ & [Ministry of Health, ®
harmaceuticals  |machi, Hiki-gun, Saltama GMP E E Labour and Welfare
Zo., Lid. Saitama  |350-0151, Japan b= ™ |government of Japan
Hant g' z
imited liability  |* 108, Verbovetskogo * Thudc v tring: PIC/s-GMP |095/2015/5 State Administration of x
company <=Yuria- |street, Cherkassy, + Thude tigt tring cudi: dung dich thé tich Ién, dung dich thé AUMP/GMP Ukraine on Medicinal
Pharma> Cherkassy region, Ukraine, |tich nhé. ] 2 |Products [SAUMP)
18030; * Thufic khéing vh tring: thusc ding ngodi dang Iéng; thudc a 8
* 21, Chygyrynska street, |udng dang lng. E g_
Cherkassy, Cherkassy a 3
region, Ukraing, 18030;
abbott Biologicals (Veerweg 12, OLST, 8121 |* Thudc vi tring: EU-GMP |NL/H Health Care Inspectorate| =
BV AR, Netherlands + Thudic sdn xufit vb wing: dung dich thé tich nhd. 15/1005176 | e |- Pharmaceutical Affairs
+ Thude tiét tring cudi: dung dich the tich nhé. = § and Medical Technology,
* Thudc khang vi tring: thudc udng dang 16ng; vién nén (chira S ‘W [Wetherlands
harman). = 3 .
* Thudc sinh hoc: thulic miBn dich; thudc cd ngudn g&c tir - °
ngurdri hodc ddng vat
Zeish Plot No 72, EPIP, Phase-1, [* Thugc vd tring: PIC/S-GMP [011/2016/5 | o o [State Administration of x
Pharmaceuticals |Iharmajri, Baddi, Distt. |+ Thudc sdn xwlit v triing: thudic ¢Sy ghép va dang rin (chira AUMP/GMP | & S |Ukraine on Medicinal
Put Lid solan, Himachal Pradesh, |cephalosporines; carbap ) Ej E |Products [SAUMP)
India § 4]
Cosesanxudt  [Via G Morgagni, 2, 47864 [54n pham: vién nén khang dich vj da day Esomeprazole 20mg, | EU-GMP |IT/191- Italian Medicines Agency| x
adn thinh phim: |Pennabilli (RN}, italy 40mg 5/H/2014 5 (AIEA)
Walpharma Tén L3i Vigt Nam: ASGIZOLE =
International 5PA; B -
g8
&
=4
Cor 51 dong goi va [Via Della Pace, 25/A- IT/154- n =
auat xuwdng: Lamp [41030 San Prospers (MO, 5/H/2015 F.":
San Prospero SPA ltalia 'é
& |
cheor s Dat Trang 5 /10 Do 37
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Holopack Holopack * Thudic wd tring chira hormon hode chit ¢é hogt tinh hormen, Cor quan thim
Verpackungstechn |Verpackungstechnik, prostaglandinfcytokine, chit i ch miln dich, sulphonamide: (GMP_2015_ B (Baden-
ik GmbH Bahnhofstrasse, gemass + Thudic sbn xuft wb tring: Dung dich thé tich 1én; dang bao D0As Wirttemberg)
den variegenden ch# bian rin; dung dich thé tich nhé. " ,,
Grundrissplanen vom * Thudc khdng vb triing chira hormon hodc chit cd hoat tinh ﬁ §
17.07.2013, 74429 hormon, prostaglandingcytokine, chit irc ché min dich, = s
Sultbach-Laufen, Germany jsulphonamide: Thudc ding ngoai dang ling; thudic uling dang s %
ling; dgng bbo ché bin edn. ™ ~
* ThuBc sinh hoc: Albumin; thudc cdng nghé sinh hec (bas
gbm ci protein/DNA tdi 15 hap, enzyme].
29 |alcon Cusl Sa (Camil Fabea, 58, 08320 €l |* ThuSc vd tring: EU-GMP |NCF/1542/0 Ministry of Health of X
Masnou (Barcelonal, + Thudc s3n xuft v tring: Dang bao ché bdn rin [chira 01/CAT " o |GOvemnment of
Spain hormon hadc chat ¢ hoat tinh horman); dung dich thé tich g g |catstonia -Spain
inhd (hormoen hodc chat cd hoat tinh hormon). = =
* Thugic khéng v triing: Thue ulng dang Idng {chira hormen S| 3
hoje chét b hoat tinh harman). R B
30 [Sun Survey N. 214, Plot No. 20, [* ThuSic khdng v tring: vidn nang cimg; vidn nén. PICSS-GMP [091/2015/5 State administration of X
Pharmaceutical |Govt.Indl.Area, Phase lI, AUMP/GMP | 0 @ |Ukraine on Medicinal
Industries Lid Fiparia, Silvassa-396230, ' % § Products [SAUMP)
U.T. of Dadra & Nagar = =
Haveli, India = g
31 |lanssen Turnhoutseweg 30, * Thudic wb tring: Thudc sén xudt vb ring: dung dich thé tich | EUGMP |BE/GMP/20 v w  |Federal Agency for %
Pharmaceutica NV |Beerse, 2340, Belgium nhé; thufic nhd mit. 15/036 E E Medicines and Health
* Duig'e chit: Paliperidone Palmitate. ﬁ ﬁ Praducts [FAMHP],
& = |Belgium
32 |mabitat Mobilat Produklions * Thudc khbng vd tring: thudc ding ngodi dang Idng; dang bao| EU-GMP |DE_BY 04 G| . o  |Coquan thim quyn x
Produktions (GmbH, ché bdn rdn. MP_2015_0 § § Birc
GmbH Luitpoldstrasse 1, 85276 146 & =
Plattenhafen, Germany s g—
33 |Hespira Australia [1-5, 7-23 and 25-39 Lexia |* Thudc vd tring: thudc Lidm; thudc hit. PICSS GMP [MI-27015-LI- ] ~ Therapeutic Goods %
Pty Ltd Place, Mulgrave Vic 3170, 07353-1 g E Administration (TGA],
[Australia = ™ |Australia
g | =

Danh sdch co b DYt Trang 6 /10 Bl
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TEN ig;f SAN DlA CHI PHAM VI CHUNG NHAN ;‘fm GL‘T;‘;EJ& Nc%\' :E-; CO QUAN CAP ;ruuai:2
Phzer Km 1.9 Road 689, Vega Shn phdm: Vign nén Zyves (Linezolid 600mg) .5, cGMP [06-0132- w r~  |United States Food and x
Pharmaceuticals  |Baja, Puerto Rico (PR) 2015-01-VN g_ 3 Drug Administration
e 00693, USA E 1"?“ (U.5. FDA)
-~ ~”
= =
Sarmrugh T 174,168 & 1-168-1,  |*Thudc v tring EU-GMP |004/2015/R | . |Mational Agency for X
Pharmaceuticals  |MLD.C., Tarapur, Boisar, |+ Thudc sdn xudl vd tring: Thudc bt chira khing sinh o} § § Medicines and Medical
PYT.LTD. - Unit Il |District Thane - 401 506,  |Cephalosperin = = |Devices (NAMMD],
Maharashtra, India § E- Ramania
Ajinomgto 103-1, sin phdm: Thudc cdm Amiyu. lapan GMP 4328 " ~  |Ministry of Health, ®
Pharmaceuticals  [Shirasakaushishimizu, ﬁ § Labour and Welfare
Co., Lid Shirakawa-shi, Fukushima, - | (MHLW), Japan
Fukushima Plant  [lapan ‘g- §
Ajinomeoto 103-1, Sin phidm: Vién nén Atelec 10. lapan GMP|4327 - ~  |Ministry of Health, X
Py euticals i himizy § § Labour and Welfare
Co., Ltd Shirakawa-shi, Fukushima, 7:! ".3 {MHLW), Japan
[Fukushima Flant  |lapam "3- ‘g
|Taiho 224-15 Aza-ebisuna, Sdn phim: Vién nang T5-One 20, 25. lapan GMP|5524 “ . |Ministry of Health, X
Pharmaceutical  |Hiraishi, Kawauchi-cha, § § Labour and Welfare
Ca., Ltd Tokushima-shi, :g T [[MHLW), Japan
Takisshirma Plant | Tokushima, 771-0194, b3 ‘g
Japan ~ -
wyeth Lederle Via Franco Gorgone Z.1.« | * Thudc v tring: EUGMP [IT/269- w e |ltalian Medicines Agency |  x
SR 95100 Catania (CT), talia |+ Thudc sin xult vd tring: thudc ding khd chira khang sinh 23/Hf2015 g o |(miEa)
penicillin, dung dich th tich nhé chira chit dc 1€ bao/ chit = | 2
kim té bao. E §
Akeiju sabiedriba |Krustpils iela 53, Riga, LV |* Thudc khdng v trbng: vién nang cimg (chira chit @dc té EU_GMP |ZVA/LV/201 | o [State Agency of %
“Grindeks” I 1057, Latvia bao/ chat kim té bao); thudc ding ngodi dang ldng: thudc udng 5,/009H g_ 2 |Medicines (Zva), Latvia
vieta) dang léng; dang bo ché ban rin; vin nén, 5| 8
S| 3
. - -
inomata Co.ne | 1730, Hinaga, Yokkaichi- Sin phim: Thudc com Livact, lapan GMF (4148 w r [Ministoy of Health, »
Tokai Plant shi, Mie, Japan a S  |Labour and welfare
.,E_ 3 (MHLW}, Japan
& =
wch oo so Dat Trang 7/ 10 Bt 37
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42 |Harasawa 19.17, Takanawa 3- $dn phim: Thude tidm Kyominotin {(Monoammonium Japan GMP (5473 Ministry of Health, x
Pharmaceutical  |Charme, Minate-ku, Tokyo, [glycyrrhizinate S3mg, Glycine 400mg. L-cysteine 15,37mg). o o |Labourand ‘Welfare
Co., Ltd. Japan = ﬁ (MHLW), Japan
(Harasawa [23-24, Harayama 2« a
Pharmaceutical  |Chome, Mideri-ky, g E
Co., Ltd. Saitama  |Saitama city, Saitama <
Plant) prefecture, Japan)
43 |Labaratorios IMA |Palpa 2862, (Zip Code San phim: PIC/S-GMP | 20132014 ] MNational Administration x
S.ALE (Co s& sin |C1426DPB), of the City of |+ Thudc bt ddng khé pha tiém truydn Trexam (Pemetreced 001790 15 b1 of Drugs, Foods and
EUELY Buenos Aires, Argentina | 500mg). Tén tai Vigt Nam: Belipexade. a Medical Devices
+ Thudc bt ddng khd pha tikm Xaliplat [Oxaliplatin 50mg, "ﬂ' w  [[ANMAT)L Argenting
Taboratorios _[Elcano No 4938. (Zip Code | -00me). Tén tai Vit Nam: Oxaliplatin. PIC/S-GMP |20132014- 8
Richmond C1427C1U), of the City of + Dung dich tiém Drifen (Paclitaxel 30mg. 100mg). Tén tai Viet 000990 15 “ fg
SACIF [Coss  [Buenos Aires, Argenting | 12m: Paclirich. g8 H
déng géi) + Dung dich dm ddc pha tiém truyln Doxetal (Docetaxel E
anhydrous 20mg, BOmg). Tén tgi Vidt Nam: Varidoxel, =
44 |PT. Pertiwi Agung (II. DDN No. 16, Thudéc khbng chira khing sinh nhém Beta-lactam (Khang bac | PIC/S GMP 4484/CPOB/ ] o |National Agency for Drug) x
Sukadanau, Cikarang gdm thudc trdnh thai, hée man sinh dyc vi chit kim 1& bao): AfI 15 a _ﬁ_‘ and Food Control
Barat, Kabupaten Bekasi, |Vidn nén, vién bao. g [MADFC), Indonesia
Indonesia = §
45 |Mega Lifesciences |[Mega Lifesciences Public |* Thudic khdng v& tring: Vién nang mm. EU-GMP |DE_NW_01_ (Cor quan them quyn X
Public Company  [Company Limited, Plant 1 |Sdn phim cy thé: Avarin [Simethicone 300mg + Alverine GMP_2015_ Dire.
Limited 384, Moo 4, Sol 6, Citrate 60mg); Calcitricl 0,25meg {meditrol); Ferrovit (Ferrous 0010 o ~
Bangpoo Industrial Estate, [Fumarate 162mg + Folic Acid 0.75mg + Cyanocobalamin ﬁ §
Pattana 3 Road, Phraeksa, |0.0075mg). g
Mueang, Samutprakarn % =
10280, Thailand
46 |Daiichi Sankyo 1-12-1, Shinomiya, Sén phim: Vién nén Japrolox {Loxoprofen sodium hydrate, Japan- |4149 w r  [Ministry of Health, x
Propharma Co.,  |Mirasuka, Kanagawa, 60mg Loxopsefen sodium) GMP 3 &  |Labour and Welfare
Ltd., Hiratsuka Japan jod E [government of lapan
Plant ‘0; E
Danh sach oo s D3t Trang &/ 10 g3



TEN CO SO SAN : : NGUYEN | GLAY CH. | NGy | NOAY . PHHOM
XUAT o1A Cl PHAM VL CHUPNG NHAN TACGMP| NHAN CAP ::E:; O QUAN CAF l‘ru Gcz
Macleods Village Theda, Post Office |* Thudc khéng wd trung: VI&n nang cimg: vign nén. EU-GMP |UK GMF B Medicines and X
Pharmaceuticals  |Lodhimajra, Tehsil Baddl, 31303 Insp v |Healthtare Products
Lirnited Cisteict Solan, Himachal GMP § § Regulatory Agency
Pradesh, In 174101, India 31303/1 106 = =) (MHAA), United
716-0006 3 S |kingdem
Astralencis A [SE-15185 Sodertalje, * Dja chi: PET Nexium/ Losec, Garlunavagen, Sodertalje, EU-GMP |5.2.1-2015- v o3 |Swedish Medical X
Swiden 15185, Sweden 0Ga547 & S |Products agency (MPa)
[Thusic khimg v tring: Vidn nang cmg; pellet; vién nén, __7-7_: g"
8 3
* Pla chi: PET Packaging. Gartunavagen, Sodertalje, 15185, 5.2.1-2015- n @
Swreden DEA548 & 8
Thu&e khing w3 ledng: Vidn nang cimg; pellet, thudic cBm; vién = 3
nén. 2|3
Cors@rsdnyudt  [V.LE Addetta 4/12-20067 |54n phdm: thudc bit pha dung dich tiém mergnem EULGhP (1T/253- wn o |ltalian Medicines Agency [
ban thanh phim: |Tribiana (M}, italia liMerapenem Wihydrat 500mg, 1000mg) 1H/2015 _E_g g_ {AIFA)
ACS Dobfar 5.P.4 __:‘ E
g | g
ot 50 dong gén Vi Industig 13, 65314 EU-GMP |15-0852 -~ ~  [wiss Agency for
cip 1 (ddng o Cadempino, Switzerland = 9": Therapeutic Products
b B3t g T |iswissmedic)
Zambon = ;._:
Switzerland Lid
Cosordéng e |Silk Road Business Park, EU-GMP (UK Mia Medicines and
cipk Macclesfield, 5 10 2 N, 17901 nsp ] % |Healthcare Products
hstraZeneca UK [United Kingdom. GMP{GDP/I E E (Regulatory Agency
Limited MP g & [{MHRA], United
1901011 | R~ O [Kingdom
7-0029
Rentschler Renischler Biolechnologie |* Thude v tring: EL-GMP |DE_BW _01_ Cor quan thim quydn X
Biolechnelogle  |GmbH + Thudc 5an xudl vh tring: Thudc déng khd; dung dich thé GMP_2015_ Bre
GmbH L2 oo Rentschler-Strasse  [tich nhd. 0053 " -
| 21, $B8471 Laupheim, + Thude gt trong cudi: Dung dich thé lieh nha. § ﬁ E
| Gormany = Thudc sinh hoc: thudc migm dich {vlc xin, huy® thanh); "g é‘-
| thugg cang nghi sinh hoe (Protein t3i 18 hop; khing thé don = =
| déng, cytakine). ™~ £
| * Duge chit sinh hoc: Protein tan 16 hop; khang theé don dong:
| onoune
cheo s f Trang9 /10 Bt 3
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STT XUAT t!.' i L ‘DlACH] bl pu:guﬁt. ( f_gnc NHAN - ' TACGMP | . NHAN- ﬁ“’ m €O QUAN CAP F ;na %
51 |Patheon France |40 boulevard de * Thudc khéng wb tring: vidn nang cumg (bao gdm i thusc EUGMP |HPFfFR/268/ French National Agency | ¥

Champaret, 38300 chira chit kim t& bao); thuSc ufing dang Wing; thudc cdm (bao 2014 = ™~ |for Medicine and Health
Bourgoin Jallieu, France  |gBm cd thudc chira chit kim t& bbo); vién nén (bao gbm ca § g Products Safety [ANSM)
vikn nén bao phim) (bao gbm cd thudc chira chit kim té bda). P -4
* Thude sinh hoe: vikn nang cing chira bao 1 vi khudn, § =~
52 |Astellas Pharma  |Hegemaat 2, Meppel, * Thudc khiing vd tring: Vién nang cimg: thudc ding ngodi EU-GMP |NL/H 3 @ [Healthcare Inspectorate,
Europe B.V. 7942 16, Netherlands diang l6ng: vidn nén [bao gdm ¢4 vién nén bao phim) (chira 16/1005373 | 8 S  [Metherlands
khdng sinh nhdm betalactam); thulic bt va thudic edm. ‘é =
= | =
53 |Lipa 21 Reaghs Farm Road, * Thudc khing v trung khing chira Penicillins, PIC/S-GMP |MI-2015-L1- - "™ Australian Therapeutic
Pharmaceuticals |Minto NSW 2566, Cephalasporins, hdc mibn, khdng chira sterolds (bao gbm cd 12714-1 2 g Goods Administration
Led Australia prednisone, prednisclone) va thuSe chdng ung thu: Thube = = [(TeA)
nurdre; dang b ché ban rin; thufc cim; bt vién nang mim. -;— g—
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PHY LYC 2: DANH SACH HO SO' DE NGH] CONG BO CO SO SAN XUAT DAT TIEU CHUAN PIC/S-GMP VA EU-GMP

BO SUNG GIAI TRINH
Dot 37
(Theo céng vinsd 4031/QLD-CL ngay 18/03/2016 clia Cuc Quin 1§ Durge]
TEN E;(;:?_ SAN DA il GL‘E&T’ “L‘}‘:,Y CO QUAN CAP “:;E";g” NOI DUNG CAN BG SUNG GIAI TRINH
MNeovii Biotech Am Haag 6+ 7, B2166 DE_BY_D4_G| « [Co quan thim quyén Cang ty TNHH  [B& nghj b& sung ham lrgng hoat chit.
GmbH Grafelfing, Germany MP_2015_0 g pire Dugre phim Vigt
055 3“ Phip
4
Abbvie Knollstrasse, 67061 DE_RP_01_G Co quan qudn If Duge  [VPDD Abbvie Riéng d8i v "dang bao ché rin khic": D& nghj cung cip 1
Deutschland Ludwigshafen, Germany |MP_2015_0| 2 |Birc Biopharmaceutic|trong cdc gify t& sau: Site Master File theo miu cia PIC/s;
GmbH & Co. KG 018 E als GmbH bién ban kiém tra {phdn hanh chinh va két lujn), gidy GCN
§_ CPP hojdc MA tal Viet Nam, thé hign rd cic dang bao ché
a ey thé trang pham vi durge chirng nhin (thudc udng dang
rin).
Bushu 950, Hiroki, Ohaza, Misato{1419 Ministry of Health, Cong ty TNHH  [Khéng eé théng tin vB ngay kifm tra GMP => khéng r5
Pharmaceuticals  [machi, Kodama-gun, Labour and Welfare DKSH viét Nam  [théri han hidu lyc gidy chirng nhdn, Cyc Quan Iy Dugre tam
Ltd. Misato Saitama-ken, Japan (MHLW), Japan cong b tai danh sdch ¢o s& sin xult thudc dat tidu chudn
Factory PIC/S-GMP, EU-GMP véi thii han hiéu lyc 02 ndm ké tir
- nghy c8p gidy chirng nhin GMP_¥2u c3u ¢Bng ty cung cip
g cdc tai lidw lam cdn cir 4€ xdc dinh thoi han cd hidu lyc
5 ciia GCN nay (nhur bio cdo thanh tra {phin hinh chinh va
'E- két luin) hodic GMP Notification ca thé hién ngay kifm tra
~ GMP tai cor s&r sdn xudt sdn phim d% nghj cdng ba) dé
dugc cdng bd thévi han higu lyc 05 ndm theo quy dinh cia
Nhjt. NEu qua thai hgn trén, Cyc Quan Iy Duge s& rot oo
s&r sn xudt khdi danh sdch.
ch ¢ sd pha Gide trinkh Trang 1/ 8 Bt 37
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4 [Bushu 950, Hiroki, Ohata, Misato]1418 Ministry of Health, Cong ty TNHH | Khé&ing ct théng tin v ngdy kiém tra GMP => khéng r
Pharmaceuticals |machi, Kodama-gun, Labour and Welfare DKSH Vigt Nam  |théi han hidu Iye gify chimg nhdn. Cyc Quén Iy Duge tar
Ltd. Misato Saltama-ken, Japan (RAHLW), Japan cAng bd tai danh sich cor sé sin xuft thudic dat tiéu chufi
Factory PIC/S-GMP, EL-GMP v&i thér han hidu lire 02 ndm ké tir
ngay cip gidly chimg nhin GMP.Yéu c3u cong ty cung cip
é cdc tal lidu 1am cdn cir &€ xdc dinh thin han od hidu lyc
g clia GCN ndy (nhur bdo cdo thanh tra (phlin hanh chinh va
- k&t lugn) hodc GMP Motification cb the hién ngldy kigm tr:
- GMP tgi cor i sdn xust sén phim d& nghi cdng bl) dé
durgre cdng bé théi han hidu lye 05 ndm theo quy dinh oli
Nhit. NEu qud thivi han trén, Cyc Quin by Duge s rit cor
sdr sdn xuSt khdi danh séch. ’
5  |Cipla limited D-7 . UK GMP Medicinas and Cipla Ltd. India |D® ngh| cung cdp Site Master File theo mau clia PIC/s
D-22 14684 Insp Healthcare Products hoyc bién bin kiém tra {phin hinh chinh vl két lugn) thé
D27 GMP o |Regulatory Agency hi¢n r8 cdc dang béo ché cy thé trang pham vi duge
MIDC 14694/4462 | 5  [(MHRA), United chimg nhdn d8i véi thubc ubng dang rin khic,
Kurkumbh 27-0004 E‘ Kingdom
District Pune Maharashtra "2—
IN- 413 802 ~
India
& |Cipla Ltd. {Unit ] [Verna Industrial Estate, DE_ST_01_G Landvesverwaltungsamt [Cipla Ltd. India  [Gify chirag nhdn |3 bdn in tir Eudra, cdng chimg khéng
Verna, In-403722, India MP_2015_0 o  |S9chesen-Anhalt, chirng nhdn cho tinh chinh xde cha Gify chitng nhdn (cong
019 & |Germany chimng I ban clia céng ty), khéng phi bil sao tir ban
g‘ chinh, khong phi hgp v&i quy djnh vié chirng thyre, sao
= Eidy tér phdp Iy cha Vigt Nam. Yéu ciu cung cip bén chirng
© thyre, sao y theo quy dinh.
Danh sach cor s&r phai Gidi trinh Trang 2/ 8 Ben 2



TEN igg_l.:r SAN DIA cH Gum:;':{- "c‘}"]‘," CO'QUAN CAP DE‘OB:G":';“ NO1 DUNG CAN BO SUNG GIAI TRINH
Cipla Ltd. {Unit 1) |Verna Industrial Estate, DE_ST_01_G Landvesverwaltungsamt |Cipla Ltd. India |Gidy chimg nhn 13 bdn in tir Eudra, cdng ching khéing
verna, Goa, In-103722, MP_2015_0 »n |Sachesen-Anhalt, chirmg nh§n chao tinh chinh xdc c0a Gidy chirng nhin (cdng
India 020 g |Germany chirng 1 bidn cba cdng ty), khéng phii bdi sac tir bin
"S“ chinh, khéng phi hgp véi quy dinh vé chimg thyre, sao
= gidy to phap ly cha Viét Nam, Yéu cau cung cdp ban chirng
- thire, sao y theo quy dinh.
Cipla Ltd. Goa unit VIl Cipla Ltd. Plot South African Medicines |Cipla Ltd. india |Hd so cdng bd chi bao gdm vin thur xdc nhin clia Co quan
no:5-103 to 5-105, 5-107 ‘Cantrol Council {MCC) quin ¥ dugre cla Nam Phi.
1o 5-112, L-138, L-147, L- Yéu chu cung cip gifly ching nhin GMP.
147/1 TO L-147/3, L-147/A
Verna Industrial Estate,
Verna salcette GOA-India
403 722
Cipla L1d. (Unit  [Verna Industrial Estate, [DE_ST_01_G Landvesverwaltungsamt [Cipla Ltd. India  |Gifiy chirng nhgn 13 bén in tir Eudra, ciing chirmg khéng
VIl (Verna, Goa, In-403722, MP_2015_0 " Sachesen-Anhalt, chirg nhgn cho tinh chinh xéc cia Gidy chimg nhdn {cdng,
India 021 § Germany chirng 13 bin cda cdng ty), khing phii bdi sao tirbin
Iy chinh, khdng phi hgp vai quy dinh vE chirng thye, sao
‘_?; g3y tir phdp Iy cha Vidt Nam. Yéu c3u cung cip ban chimng|
- thye, sac y theo quy dinh.
Daewon Pharm |24, Jeyakgongdan 1-gil, 2015-D1- o |Co guan tham quyen Daewon Pharm |M3u gidy chirng nhan khéng khdp vai ca 2 miu gidy
Co., Ltd. Hyangnam-eup, 2907 E Han Qudc Co., Ltd chirng nhin cda Cor quan quan thdm quydn Han Quéc, €&
Hwaseang-si, Gyeonggi- _% nghi ngét ddn dé chir ky. D& nghj cung cip ban gde hop
do, Republic of Korea m phap hoa ldnh sy dé déi chidu.
Rotexmedica Rotexmedica GmbH DE_SH_01_ Co quan thim quygn Rotexmedica Cong ty dé nghi diéu chinh “dung dich” thanh "dang
GmbH Arzncimittelwerk GMP_2015_ o |Bire GmibH léng".
Arzneimittelwerk |Bunsenstrasse 4, 22946 |0019 g‘ Arzneimittelwer |Di nghj eong ty b& sung Site master File, hodc bién bén
Trittau, Germany 'é k kifm tra (phin hanh chinh va két ludn), hodc MA va CPP
] cla san pham thé hién co & cd sdn xudlt cac san phim

dang léng ngoai dang dung dich.

iach oo s phan Gia
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12 |PT. Dankos Farma |lI. Rawa Gatel Blok 1l & PW.01.02.33 National Agency for Drug|PT. Kalbe Farma [Ti lidu ndp khdng phai I3 Gify chirng nhjn GMP, khéng
Kav, 36 - 38, Kawasan 1.12.15.594 and Food Control Thk thé hign ngly kiém tra, tai liéu 4p dung. Yéu ciu bé sung
Industri Pulogadung, 2 w  |INADFC), Indonesia Gidy chirng nhdn GMP g&c hodc Bién bdn ki€m tra/Bdo
Jakarta Timur, Indonesia  |PW.01.02.33| 3 cdo kifm tra GMP thé hign théi difm ki€m tra va nguyén
11215584 | S thc PIC/S-GMP hojc theo tai lidu s6
3 5 HK.03.1.33.12.12.8195 du'gc ap dyng.
Pw.01.02.33| 7
1.12.15.594
4
13 |Sophartex 21 rue du Pressoir, 28500 |HPF/FR/199/] Mational Agency for the [VPDD Tedls C8ng ty d& ngh| b8 sung vién nén bao gdm c vién nén
'Vernouillet, France 2013 m |Safety of Medicine and d§tam dgo.
B  |Health Products (ANSM]), Khing chip nhin: do vide sin xuft vién nén dit dm d3o
S France cin digu kién sdn xust khdc véi san xudt vién nén thudmg.
E DE nghij cdng ty cung c8p CPP, MA hojc Site Master File
™ e thé hign dang bao ché nay.

14 |Recordati Via Civitali, 1-20148 IT/263- Italian Medicines Agency |VPDD Tedis Cbng ty A2 nghj b8 sung vién nén bao gbm cd vién nén
Industria Chimica |Milano (M), Italia. 3/H/2014 - {AIFA) bao phir.

E Farmaceutica § Khéng chip nhin: do vidc sdn xut vién nén bao phim cin
S.PA -3 cdc thidt bj va quy trinh khdc wéi sdn xult vién nén

‘5 thurdmg. D® nghj cdng ty cung cip CPP, MA hojc Site

= Master File cd thé hién dang bao ché ndy.

15 |SUN Baroda Highway, Halol, NL/H Health Care Inspectorate |Cng ty SUN Céng ty d8 nghij diu chinh pham vi tir "dung dich thé tich
Pharmaceutical  |Gujarat, 389350, India 15/1004334 - Pharmaceutical Affairs |Pharmaceutical [Iém, dung djch thé tich nhd" thanh "Thufc dang ldng thé
Industries Ltd, 41 |and Medical Technology, |Industries Ltd.  |tich Ién, thuéc dang long thE tich nhé".

India, Halol a Netherlands D2 nghij cbng ty b& sung Site master File, hojc bign bin
5_ kiém tra (phin hanh chinh va két lujn), hodic MA vd CPP
g8 clia sdn phdm thé hién co s& c6 san xudt cic san phim

dang ldng ngodi dang dung djch.

Danh sdch co s& phai Gidi trinh
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Fukushima Plant

Japan

04/12f2015

TEN %E.? SAN BJA CHI G::; ;;‘H' N;;:’ CO’ QUAN CAP '}gﬁ‘:ﬁ:”:é” NI DUNG CAN BO SUNG G1A1 TRINH
Ajincmota 103-1, 4328 Ministry of Health, Cong ty TNHH  [Khéng o6 th8ng tin v@ ngay kiém tra GMP => khing rd
Pharmaceuticals |Shirasakaushishimizu, Labour and Welfare MTV Vimedimex |théri han higu lye gify chimg nhin, Cyc Quan by Duge tam
Co., Lud Shirakawa-shi, Fukushima, (MHLW), Japan Binh Duong cdng bd tai danh sdch co sér sdn xust thudc dat tidu chudn
Fukushima Plant  |Japan PIC/5-GMP, EU-GMP viri théri han higu Iy 02 ndm ké tir

“ ngay cap giay chung nhgn GMP.Yéu cau cing ty cung cap
§ cac tai ligu 1am can cr A€ xac dinh théni han cé higu lyc
Pl cdia GCN nay (nhw bio cdo thanh tra (phin hanh chinh va
§ két lujn) hojc GMP Notification cé thé hién ngay kigm tra
GMP tai co' 5& san xudt sdn pham d& nghi cong bd) dé
duge cdng bd thi han hidu lye 05 ndm theo quy dinh cla
Nhit. NEu qud théi han trén, Cyc Qudn Iy Dugre S8 rit co
& sdn xudt khai danh sdch.
Ajinomato 103-1, 4327 Ministry of Health, Cong ty TNHH  |Khang b thdng tin v& ngly kiém tra GMP => khéng rd
Pharmaceuticals  |Shirasakaushishimizu, Labour and Welfare MTV Virmedimex [théi han hidu lye gidy chirng nhin, Cyc Quan Iy Durgre tam
Co., Ltd Shirakawa-shi, Fukushima, (MHLW), Japan Binh Duong cong b tai danh sich oo sér sdn xudt thudc dat tigu chudn

PIC/S-GMP, EU-GMP véi thiri han hig¢u lyc 02 ndm ké tir
ngdy cip gify chirng nhin GMP_Yéu clu cong ty cung cip
cdc tai lidu lam cin oo @€ xdc dinh théi han oé higu lye
cla GCN nay (nhy bdo cdo thanh tra {phln hanh chinh va
két ludn) hodc GMP Notification cé thé hign ngay ki€m tra
GMP tai oo’ s san xudlt san pham d& nghj cang bd) d&
dugre céing ba théni han higu lye 05 ndm thea quy dinh cda
Mhat. N&u qud thii han trén, Cuc Quan Iy Dugc s& nit cor
sér san xudt khdi danh sach.

jch oo 3@ phii Gidi trinh
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i i st 5 g At 5 G i
18 |Taiho 224-15 Aza-ebisuno, 5524 Ministry of Health, Céng ty TNHH  [Khéng cé théng tin v ngly kiém tra GMP => khing rd
Pharmaceutical  |Hiraishi, Kawauchi-cho, Labour and Welfare MTV Vimedimex |théi han higu lye gidy chirng nhin. Cyc Quan by Dugce tar
Co., Ltd Tokushima-shi, (MHLW), Japan Binh Duong cbng bb tai danh sich co sé sdn xudt thudc dat tidu chudt
Tokushima Plant  |Tokushima, 771-0194, PIC/S-GMP, EU-GMP vii thiri han higu lye 02 ndm ké tir
lapan " ngay cip gidy chirng nhin GMP.Yéu clu cong ty cung cip
s cAc thi lidu lAm c3n cir d& xdc djnh théd han cb higu lyc
'SI clia GCN nay (nhu bdo cdo thanh tra [phlin hanh chinh va
"3‘ két lujn) hodc GMP Notification cd the hidn ngay kifm tri
~ GMP tai oo sé& sdn xudt sdn phdm d8 nghi cdng bé) dé
durgre cong ba thei han higu lye 05 ndm theo quy dinh cli
Mhit. NEu qud thi han trén, Cyc Quan ly Duge sé rot cof
s&r sdn xudt khoi danh sdch.
19 |Ajinomoto Co.Inc. |1730, Hinaga, Yokkaichi- (4148 Ministry of Health, Céng ty TNHH  |Khdng c6 théng tin vE ngdy kiém tra GMP => khing rd
Tokai Plant shi, Mie, Japan Labour and Welfare MTV Vimedimex |thérd han higu lye gidy chirng nhdn. Cyc Quan ly Dwgec tam
(MHLWY), Japan Binh Duong cong b tai danh sdch co sé sAn xuft thubc dat tidu chudr

PIC/S-GMP, EU-GMP v&i théri han hidu lyre 02 niim ké tir
ngdy c5p gifly chimg nhin GMP.Yéu ciu cong ty cung cip
céc tai lidu lam cdn cir d& xéc dinh thari han cb hidu lye
cla GCN nay (nhw bao cdo thanh tra (phin hanh chinh va
k&1 ludn) hodc GMP Notification cé thé hign ngay kiém tra
GMP t3i cor sir sdin xuft sdn ph¥m d@ nghj cdng bé) dé
dugc cdng b thai han hidu lye 05 ndm theo quy dinh cie
Mhit. NEu qui théri han trén, Cyc Quan Iy Dugre 58 rit cor
s& sdn xudt khéi danh séch,

Danh sdch cor sdr phai Gidi trinh
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Harasawa 19-17, Takanawa 3- 5473 Ministry of Health, Cong ty TNHH | Gidy chifng nhin CPP khéng ghi théri hgn ¢ hiéu lyc. Cyc
Pharmaceutical  |Chome, Minato-ku, Tokyo, Labour and Welfare XNKY t& Delta  |Quan Iy Duge tam cdng bd tai danh sdch co sé sdn xudt
Co., Ltd. lapan {MHLW), Japan thuic dat tidu chudn PIC/S-GMP, EU-GMP. Trong vbng 3
(Harasawa (23-24, Harayama 2- o théng ké tir ngay cdng bé, d& nghj cdng ty cung cdp cdc tai
Pharmaceutical  |Chome, Midori-ku, § ligu lam can cir dé xdc djnh théi han ¢ hidu lyc cia GCN
Co., Ltd. Saitama  |Saitama city, Saitama - nay {nhu Gify chirng nhin GMP/ Bién ban kiém tra (ohin
Plant) prefecture, lapan) 13 hanh chinh vi k&t ludn) £6 thé hién ngdy kiém tra GMP t3i
< car sé san xudt san pham dé nghj cong bb). NEu qua thai
han trén, Cyc Quan Iy Duge s& rit co s& sdn xut khbi
danh sach.
Daiichi Sankyo 1-12-1, Shinamiya, 4149 Ministry of Health, VPED Daiichi Khiing cd thdng tin v ngay kiém tra GMP => khong r&
Propharma Co.,  |Hirasuka, Kanagawa, Labour and Welfare Sankyo thiti han hidu lyc gidy chimg nhin. Cyc Quidn Iy Duge tgm
Ltd., Hiratsuka Japan government of Japan (Thailand) Ltd. |céng bG tai danh séch cor sé& sn xuSt thude dat tidu chudn
Plant P.IUS-GMP, EU-GMP v&i thixi han higu lyc 02 ndm ké tir
. ngay cip gify chirng nhin GMP.Y8u chu cfng ty cung cip
?': cac t3i lléu lam cin cir 3 xac djnh théi han b higu lyc
':":r clia GCN ndy (nhi bde cdo thanh tra (phEn hanh chinh va
5 kit ludn) hodc GMP Notification cé thé hign ngay kidm tra
o~ GMP t3i €0 s& sBn xult s3n phim d& nghj cong b) dé
dwge cong b theri han hidu lirc 05 ndm theo quy dinh cia
Nhit. N&u qua théri han trén, Cyc Quan ly Dugc $& rit co
séf sdn xudt khdi danh séch.
Zuellig Pharma |15 Changi North Way #01- [MCGM1400 Health Sciences VPDD Ferring  |Pham vi chimg nhin néu tai gidy chimg nhin chi cho cdng
specialty Solutions |02, #02-02, #02-10 184 g Authority [HSA), Pharmaceutical |doan déng géi cdp 2, khong 13 todn bd hogt ding san xudt
Group Pte. Ltd Singapore 498770 -g. Singapore Ltd thanh phim thudc. D2 nghj cing ty cung cip cac tai liéu
= chirng minh t3t ci cic cong doan sdn xudt san phdm dat
PICS5-GMP,
Lipa 21 Reaghs Farm Road, MI-2015-L- | w  [Australian Therapeutic [Céng ty TNHH D61 vél dang bao ché rin phan ligu: yéu cau bd sung Site
Pharmaceuticals  [Minto NSW 2566, 127141 S |Goods Administration  |Dugre phdm BHC [Master File the miu cha PIC/S hode Bién ban kifm tra
Ltd Australia g {TGA) GMP [Phin hanh chinh v két ludn) 68 lam rd dang bac
] ché rdn phin lidu,

ach co 3@ pha Giai trinh
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PHU LUC 1: DANH SACH HO S0 PE NGH] CONG BO €O 5O SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

KHONG PAT YEU CAU
Bot 37
( Theo cBng vinsé 4031/QLD-CL ngdy 18/03/2016 clia Cuc Quén Iy Durgc)
TEN Cor & SAN GIAY'CH, | NGAY . DN BE NGH] . -

r XUAT plA cHi NHAN AP CO' QUAN CAP cONG BG LY DO KHONG DAT YEU CAU
Ajinomoto 103-1, 4830 w [Ministry of Health, Céng ty TNHH'  |CPP thé hién théng tin san phim khong luvu hanh &
Pharmaceuticals |Shirasakaushishimizu, S [Labour and Welfare MTV Vimedimex |nudic sé& tai va GCN GMP chi dat GMP-WHO
Co., Ltd. Shirakawa-shi, Fukushima, g government of Japan Binh Duwong

Japan 4]
Aspen Pharma Pty |286-302 Frankston- 10/0225 o |Therapeutic Goods Céng ty TNHH |18y chirng nhdn GMP cia ¢’ s& san xudt da dugic
Ltd Dandenong Road, _% Administration (TGA),  |Duwgie phim cong b8 tgi Dot 17, 57T 3.
Dandenong South Vic E Australia Nhat Anh ©la chi trén MA khéng théng nhat vai dja chi trén
3175, Australla uy GCN CPP
Aspen Pharma Pty |286-302 Frankston- 10/0226 g  |Therapeutic Goods Cling ty TNHH  |Gify ehirng nhin GMP s8 MI-2014-L1-00183-1 elia co|
Ltd Dandenong Road, _._‘?: Administration {TGA),  [Dugc phim sér sdn xudt 33 duge cdng b tgi Dot 23, 5TT 43,
Dandenong South Vic 2 |Australia Nhit Anh Gify chirmg nhdn CPP duge cdp tir 2010
3175, Australia E
Eluepharma - $. Martinho do Bispo, FOO1/51/H/0 National Authority of Harbin Gifly chirng nhgn GMP chira hgip phdp hda Enh sy
Industria Coimbra, 3045-016, 01/2016 2 |Medicines and Health  |Pharmaceutical |theo quy dinh
Farmaceutica, 5.A |Portugal § Products (INFARMED),  |Group Co. Ltd.
S [Portugal (General Pharm.
8 Factory
Laboratorie Elea  |Sanabria No 2353 - GMP: n [Argentina National Cong ty TNHH  |Gidy ching nhdn GMP cla Cong ty khang néu rd cic
SACLFy.A C1417AZE, Ciudad . o = |Administration of Orugs, |Duge phdm Lién [dang bao ché trang pham vi chirng nhin va 6 higu
20132014 | & ' )
Autonoma de Buenos = = |Food and Medical Hep Iyrc dén ngay 03/03/2016;
X K ) 000148 15 o2 ... " .,
Aires, Republic Argentina PP = £ [ivices. Hidu lyrc gidy chimg nhdn CPP do Cong ty cung cip
: ©3 d8n ngay 04/03/2016.
20132020 e A , P . - .
= a DB nghj Cang ty cung cdp gidy chirng nhjn GMP va
000180 15 [T _
CPP con hidu lye.
ach o s&r Khang dat Trang 1/4 Dt 37



Malaysia

o | TENCOTSEISAN | | GIAY.CH: |INGAY | DN DENGH] R &3
STT "x‘?‘.ﬁﬂ; s ; .l (B YR v oS i W 1 H.,."fff-'BG gt '.'-'ﬁ'm"ﬁ DATYEU ciq{ i

6 [Sofarimex- Av. Das Industrias - Alto National Autharity of  [Pharma science [Hidu lye clia Gidy chimg nhin CPP sdn phiim thudc
Industria Quimica |do Colaride Agualva, «  |Medicines and Health bét déng khd pha tiém pms-Pantoprazole d&n ngay
e Farmaceutica, |Cacem, 2735.213, § Products (INFARMED), 08/3/2016 (triing han clia GMP d3 cong b&).

S.A Portugal 60438 F |Portugal Trang pham vi chirng nhin cla gidy chirng nhin
= GMP @3 céng b Dt 15, $TT 6 d3 cé dang bio ché
o “thufic vb tring: thufic ddng kho"
7 |Pharmathen SA Dervenakion 6, Pallini n National Organization (Cang ty ¢ phin [Tal théd di€m chng bé, GCN GMP 33 hét han
Attiki, 15351, Greece 6557/18-2- a for Medicines (EQF), dugre phdm
2015 E Greece Vipharco
b

8 |Laboratorios Elcano No 4938. (Zip Code |20132014- National Administration |[Céng ty ¢ phin [Céng ty d& nghj cdng b8 pham vi chimg nhin lién

Richmond 5.A.C.IF|C1427CIU), of the City of (000990 15 of Drugs, Foods and dirre phm Duy (quan dén hogt dding ddng gdi.
Buenos Alres, Argentina »n  |Medical Devices Tén Tuy nhién, thea quy dinh tai cdng vin 20215/QLD-
g [ANMAT), Argentina CL, Cyc Quan Iy Duge chi cdng bS cdc dang bao ché
S 6 todn bd cdc giai doan cla qud trinh sin xudt
= thanh phdm (tir nguyén ligu ban diu dén thanh
” phim cudi cling), khéng ti€n hanh cdng bE theo mat
hodc mt 58 giai doan clia qué trinh sin xugt.

9 [Pharmaniaga 114, Jalan P/1, Kawasan  [151/14 - |Mational Pharmaceutical [Cang ty H so cong bé 13 ban scan miu clia GCN, cb diu
Manufacturing Perusahaan Bangi, 43650 S |Control Bureau (NPCB), |Pharmaniaga HPHLS nhung chura dirgic cdng chirng, do vy khing
Berhad Bandar Baru Bangi, < Malaysia d4p irng tinh phip ly.

Selangor Darul Ehsan, %
£y
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7 |TEN % ;g SAN Bl CHI GE: é(:" '2}"‘; -~ coQuANCAP D:cff::é“ L¥ DO KHONG DAT YEU CAU
1 |Merck KGaA Merck KGaA, IDE_HE_01_ Ca quan thdm quyén VPDD Merck CAng ty d3 céng b Bot 33 5TT 33,
|Co s sdn xudt  |Frankfurter Strabe 250,  |GMP_2015_ 20 KGaa Cang ty cung cdp GCN GMP midi (33 x4c nhdn trén
ban thanh phdm) |A1B, A31, A32, D3,DS, 0114 EUDRA) clia Cor s& 5X bdn thanh phdm, cé han higu
D11, D12, D15, D24, D25, " Iy 13 09/03/2018.
D39, 111, N78, N79, N80, § GCN cilia Cor 5& dn xut bdn thanh phdm cd han hidu,
NS0, PHS, PH16, PH23, é‘ Iyc ngdn hon 13 11/02/2016.
PH28, PH50, PHS51, PH52, = Nhu vy tai thivi diém hién tai, GCN niy d% hét han.
PHBO, V40, Va1, V42, V6, = Khéng dat yéu ciu.
VE7; 64293 Darmstadt,
Germany
Merck S.A.de C.V. | Calle 5, No,7 Frac., DE_HE_01_ jud}
|Cor s&r dding, gdi va [Naucalpan de Juarez, Edo. |[GMP_3013_ __S_'
xudt xumg) De Mexico, C.P.53370, 0029 é
Mexico 3
| |Mega Lifesciences |Mega Lifesciences Public |DE_NW_01_ Cof quan thim quy2n Mega Céng ty ndp kém CPP {do Singapore cdp) cla sin
Public Company |Company Limited, Plant 1 [GMP_2015_ Bire Lifesciences phéim ACNOTIN 10, ACNOTIN 20 v &2 nghi b& sung
Limited 384, Man 4, S0i 6, 0010 " Fublic Company |cdc sdn phdm ndy vao pham vi chimg nhin. Tuy
Bangpoo Industrial Estate, § Limited nhign, tai Gify chimg nhidn do Birc cdp chi chimg
Pattana 3 Road, Phraeksa, & nhin cho cac sén phdm A8 cbng b3, khdng chimg
Mueang, Samutprakarn 2 nhin cho 2 san phdm xin bd sung néu trén => Khiing
10280, Thailand = dat.
i [Tolmar INC. (Cor sér| 701 Centre Avenue, Fort  [NL/H o |Healthcare Inspectorate, [Cng ty TMHH  |HB sor cdng bd 1a CPP ciia san phim Hén dich tigm
sdn xudt) Collins, Colorado, 80526, (13/0117 § Netherlands DKSH Vit Nam  |Eligard 7.5mg, va MA trong do Co s&r san xuit
United States 2 (Tolmar) 43 dugc cong bd dot 28 STT 9, hét han
o 12/09¢2016; Cer sér xudt xuwrding (Astellas) d duvorc
Astellas Pharma  |Hogemaat 2, 7942 JG NL/H o |Healthcare Inspectorate, céng bd g5 8 STT 46, hit han 31/01/2016.
Eurape B.V. (Cor s&|Meppel, The Metherlands |13/0008 _2__ Metherlands Do vy, 13l thiri didm cdng bd, FCN cla f{’ s& wudt
- 3 aurdng 43 hift han, khidng dap ing yéu cu,
=
=]
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Atlantic Pharma - |Rua da Tapada Grande, n* [FO36/51/MH National Authority of Harbin GCN chua dugre cdng chimg va Hop phdp hoa linh
Producoes 2, Abrunheira, Sintra, /0012016 g Medicines and Health  [Pharmaceutical [sur nén kh&ng ddp g yéu clu v phdp Iy,
Farmaceuticas, 2710-089, Portugal & [Products (INFARMED), (Group Co., Ltd
S.A. S
=

Danh sdch cor so Khdng dat
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