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

bot 46
( Theo cong van s6 25043 /QLD-CL ngay 23/12/2016 cta Cuc Quan ly Dwoc)
TEN CO' SO SAN : ) A NGUYEN | GIAYCH. | NGAy | NOAY ; NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP THUOC
HAN 1 2
1 |GAP AE/ GAPSA |46, Agissilaou str., Agios  [* ThuBc vé trung: EU-GMP [38886/5-6- National Organization 1
Dimitrios Attiki, 17341, + Thudc san xuat v6 trung: dung dich thé tich nho. 2015 t] % |for Medicines (EOF),
Greece + Thudc tiét trung cudi: dung dich thé tich nho. 8 8 Greece
* Thud8c khong vo trling: vién nang clrng; vién nang mém (chira § 5
hormon); vién nén. a3 2
2 |Boehringer Boehringer Ingelheim * Thuéc vé trung: EU-GMP |DE_RP_01_ < ~ [|Coquan thdm quyén 1
Ingelheim Pharma [Pharma GmbH & Co. KG |+ Thudc san xuat vo trung: khi dung. GMP_2014_ § § Dirc
GmbH & Co. KG  |Binger Str. 173, 55216 * Thuéc khéng vé trung: vién nang cirng; khi dung; thudc phun 0027 = >
Ingelheim am Rhein, mu; vién nén (bao gdm ca thudc chira chat doc t& bao) 3 <
Germany o o
3 [Takeda GmbH Takeda GmbH * Thuéc khéng vé trung: vién nang cirng; vién nén. EU_GMP [DE_BB 01_ Co quan tham quyén 1
Betriebsstatte GMP_2016_ Q 9 |blc
Oranienburg 0021 8 8
LehnitzstraPe 70-98, S 38
16515 Oranienburg, S N
Germany
4 |Sandoz GmbH - Biochemiestrasse 10, 6250 Thudc chira nhém penicillin va nhém cephalosporin EU-GMP |INS-481921- Austrian Medicines and 1
TechOps Kundl, Austria (Ceftriaxone Sodium, Ceftazidime Pentahydrate, Cefazolin 0081-001 Medical Devices Agency
Sodium): (2/5) (AGES)
* Thuc vo trung chira penicillin va cephalosporin: S ®
+ Thudc sdn xuat vé trung: thudc cay ghép va dang ran. 8 8
* ThuBc khong vé trung chira penicillin va cephalosporin: vién g 5
nén bao phim; vién nhai; thuéc bét, thuéc cém; vién nang x bt
clrng; vién nén.
* Nguyén liéu: Ceftriaxone Sodium, Ceftazidime Pentahydrate,
Cefazolin Sodium.
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5 [Dr. Willmar Dr. Willmar Schwabe * Thuéc khéng vé trung: EUGMP |DE_BW_01_ Co quan tham quyén 1
Schwabe GmbH & [GmbH & Co. KG - Vién nang cung; GMP_2016_ blrc
Co. KG Willmar-Schwabe-Strafe - Thudc duing ngoai dang léng; 0068
4, 76227 Karlsruhe, - Thudc udng dang léng; © o
Germany - Thudc c6 dang bao ché rin khac: thudc bot, thudc com, § §
globuli (chira vi nang chira vi lugng déng cén) > -
- Vién nén, vién nén bao phim. % g
* Cac thudc khac: © ~
- Thudc dugc liéu; vién nén, vién nén bao phim
- Thudc vi lvgng déng can (Homoeopathic products).
6 [Macarthys BAMPTON ROAD * Thuéc v trung: EU GMP (UK MIA © 0 Medicines and 1
Laboratories HAROLD HILL + Thudc tiét trung cudi: dung dich thé tich nho. 1883 Insp § § Healthcare Products
Limited T\A ROMFORD * Thuéc khéng vé trung: Thudc dung ngoai dang |6ng; thudbc GMP/GDP > S |Regulatory Agency
Martindale RM3 8UG uéng dang 16ng; thudc dan; vién nén 1883/2700- § % (MHRA), United
Pharmaceuticals |UNITED KINGDOM 0040 h - Kingdom
7 |MG Co., Ltd. 27 Yongso 2-gil, * Thuéc tiém truyén. Korea GMP|2016-G1- © o |Daejeon Regional Office 2
Gwanghyewon-myeon, 1793 § § of Food & Drug Safety,
Jincheon-gun, > o |Korea
Chungcheongbuk-do, § %
Republic of Korea e -
8 [Samchundang 71, Jeyakgongdan 2-Gil,  [* ThuBc khéng vé trung: vién nén; vién nang; sird kho; PIC/S-GMP|2016-D1- © o |Gyeongin Regional 2
Pharm. Co., LTD  |Hyangnam-Eup, * Thudc tiém; 2322 § § Office of Food and Drug
Hwaseong-si, Gyeonggi- |* Dung dich nhé mat; hdn dich nhé mat. § § Safety, Korea
do, Korea * Dung dich nhé mii. E E
9 |Genepharm AE/ [18th km Marathonos Ave, |* Thu8c v6 tring: EU-GMP |57896/20-7- © o National Organization 1
Genepharm SA Pallini Attiki, 15351, + Thudc san xuat v6 trung: Dung dich thé tich nho; 2016 § § for Medicines (EOF),
Greece + Thudc tiét trung cudi: Dung dich thé tich nho; = » |Greece
* Thudc khéng vo triing: Vién nang clng, thudc udng dang % g
I6ng; vién nén. o~ ”
10 [LTS Lohmann LTS Lohmann Therapie-  |* ThuSc khéng vé trung: EU-GMP |DE_RP_01_ © w |Coquantham quyén 1
Therapie-Systeme |Systeme AG - Khung thdm chra dugc chat; GMP_2016_ § § buc (Landesamt Fur
AG Lohmanstr. 2 - Thuéc ban rn; 0024 F S |Soziales, Jugend und
56626 Andernach § E Versorgung)
Germany o -
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11 |Laboratories Scheutlaan 46-50, Brussel, |* Thudc khéng vé trung: thudc udng dang 1dng, thuéc dung EU-GMP |BE/GMP/20 " « |Federal Agency for 1
Sterop NV 1070, Belgium ngoai dang 1dng, thudc bot, thudc ban ran, vién nén 15/080 § § Medicines and Health
N S |Products of Belgium
< e
8 &
12 |BAG Health Care |BAG Health Care GmbH  |* Thuéc vé trung: EU-GMP |DE_HE_01_ Co quan tham quyén 1
GmbH AmtsgerichtsstraBe 1-5, |+ Thudc san xuat vo trung: thudc ddng khd; dung dich thé tich GMP_2016_| o |PUc
35423 Lich, Germany nho. 0048 § §
+ Thudc tiét trung cudi: dung dich thé tich nho. > N
* Thuéc sinh hoc: thudc mién dich; thudc cong nghé sinh hoc; g %
thu8c c6 ngudn gdc tir ddng vat. e e
* Thuéc tir dugc lidu; thudc vi lwgng déng can.
13 |Actavis UK Limited [Whiddon Valley, * Thuéc khéng vé trung: vién nang cirng; thuée dan; vién nén. | EU-GMP |UK MIA 142 Medicines and 1
Barnstaple, EX32 8NS, Insp Q 9 |Healthcare Products
United Kingdom GMP/GDP/I | & &  [Regulatory Agency
MP S S |(MHRA), United
142/6742- 3 M |Kingdom
0032
14 (Laboratoires Rue des Quatre Filles, * Thubc khéng vé trung: vién nang cirng EU-GMP |HPF/FR/297/ " « |National Agency for the 1
Expanscience EPERNON, 28230, France 2015 § § Safety of Medicine and
5 X |Health Products (ANSM),
g g France
o (9]
15 (Laboratorio Via Licinio, 11 - 22036 *Thuéc v trung: EU-GMP |IT/96- Italian Medicines Agency| 1
Italiano Erba (Co), Italia + Thudc san xuat vd trung: Thubc bot dong khd 1/H/2015 (AIFA)
Biochimico (corticosteroid hormon); dung dich thé tich nho (corticosteroid
Farmaceutico hormon); thuéc bét. t] ~
Lisapharma S.P.A + Thudc tiét trung cudi: Dung dich thé tich nhé. 8 8
* Thudc khéng vé triung: ThuSc ubng dang 1dng (bao gbm c3 § 3
thudc chira corticosteroid hormon va hormon sinh duc); thudc x 2
dung ngoai dang ldng (corticosteroid hormon); dang bao ché
ban ran (bao gdm ca corticosteroid hormon).
16 [Merck KGaA & Co. [Hosslgasse 20, 9800 * Thudc khdng vé trung: vién nang cirng; thudc dung ngoai EU-GMP |INS-480021- -« o |Austrian Federal Office 1
Werk Spittal Spittal an der Drau, dang 16ng; thudc udng dang 18ng; thudc ban ran; vién nén; 0040-001 § § for Safety in Health Care
Austria thu6c c8m; vién bao phim; vién bao dudng. (4/15) § E (AGES)
* Thuéc duwoc liéu. < =
o [q2]
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17 |Co sé san xuat Am Pharmapark, 06861  |* San pham thudc Alveofact (Phospholipids toan phan 50mg/ | EU-GMP |DE_ST 01 _G 5] Co quan tham quyén 1
dung moi: IDT Dessau -Roblau, Germany |lo) gdm b6t thudc va dung méi pha hdn dich MP_2015_0 8 blrc
Biologika GmbH Tén lwu hanh tai Viét Nam: Alvofact 008 3
S~
3
Co s& san xuat Amtsgerichtsstrabe 1-5, EU-GMP |DE_HE_01_ 9 ~  |Co quan tham quyén
thu6c bot: BAG 35423 Lich, Germany GMP_2016_ 8 8 Dlrc
health Care GmbH 0048 3 S
S| =
o —
Co s& xuat xwdng: |Keltenring 17 82041 EU-GMP [DE_BY 04 G| « Co quan tham quyén
Lyomark Pharma |Oberhaching, Germany MP_2014_0 8 bl
GmbH 060 §
o
—
18 |Aflofarm Farmacja|133/151 Partyzancka * Thuéc khong vé trung: thudc dung ngoai dang 16ng; thuéc EU GMP |(GIF-IW- " o |Main Pharmaceutical 1
v 2 ~ ~ ~ s , ~ — —
Polska Sp. Z.0.0 Street, 95-200 Pabianice, |udng dang long; thudc kem, thudéc ma, gel, miéng dan; thudc 400/0108_0 S Q |Inspectorate (MP1),
Poland bot. 3.01/04/12 | S S |Poland
* Thudc tir dwoc lidu. 8-1/15 S N
[V} o
19 [Aflofarm Farmacja [ul. Krzywa 2, 95-030 * Thuéc khong vé trung: thudc dung ngoai dang 16ng; thuéc EU GMP (GIF-IW- © o |Main Pharmaceutical 1
. R — \—1
Polska Sp. Z.0.0 Rzgow, Poland uong dang long. 400/0108_0 S Q [Inspectorate (MPI),
* Thudc tir duoc liéu 1.01/04/83/ g g Poland
16 = =
— (9]
20 |Medana Pharma [ul. Polskiej Organizacji * Thu8c khdng vo triing: vién nang clrng; vién nang mém; EU-GMP |GIF-IW- Main Pharmaceutical 1
Spolka Akcyjna Wojskowej 57., 98-200 thudc dung ngoai dang ldng; thudc uéng dang Idng (bao gém 400/0037_0 © o |Inspector, Poland
Sieradz, Poland ca thudc chira hoat chat hwdng than); dang bao ché ban rin 3.01/04/25 § §
(bao gdbm ca thudc chira hoat doc tinh cao); vién nén; dung 6/16 > &
dich thut trye trang (bao gdm ca thudc chira hoat chat huwdng § %
than) c o
* Thudc tir duoc liéu.
21 |Teijin Pharma 2-1, Hinode-machi, San pham: Vién nén Bon-One 0.25 Japan- |2776 © w |Ministry of Health, 1
Limited Iwakuni-shi, Yamaguchi, GMP § § Labour and Welfare
Iwakuni Japan > s |[(MHLW), Japan
) L 4
Pharmaceutical o >
Factory h o
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22 |[Co sd san xuat Ferring GmbH Bot dong kho va dung moi pha dung dich tiém Menopur EU-GMP |DE_SH_01_ < ~ [|Coquan thdm quyén 1
thudc bot, dung  |Wittland 11 24109 Kiel (Menotrophin 600 IU va 1200 1U). GMP_2014_ § § Dirc
moi, déng gdi cap [Germany 0017 § @
1: Ferring GmbH > =
— N
Co s& dong gbi Chemin de la PIC/S GMP (14-2418 < ~ |Swiss Agency for
¢ i i
cap 2: Ferring Vergognausaz 50, 1162 St- S Q  |Therapeutic Products
International Prex, Switzerland E E (Swissmedic)
Center SA ) w
i i
23 |Rafarm SA Thesi Pousi-Xatzi Agiou * Thuéc vé trung: EU-GMP [49203/15-6- National Organization 1
Louka, Paiania Attiki, TK [+ Thudc san xuat v trung: dung dich thé tich nho. 2016 © @ |for Medicines (EOF),
19002, TO 37, Greece + Thuéc tiét trung cudi: dung dich thé tich nho. 8 8 Greece
* Thuéc khéng vé trung: vién nang cirng; thudc dung ngoai § 5
dang 1dng; thudc udng dang 16ng; dang bao ché& ban ran; vién 2 3
nén.
24 |Eli Lilly and Lilly Corporate Center., * San pham thudc Humulin N, hdn dich tiém Insulin nguoi EU GMP [2016/02602 Spanish Agency of Drugs 1
Company (Cos® |Indianapolis, Indiana (Insulin isophan) 100 Ul/ml. © ~ |and Health Products
san xuét) 46285, USA § § (AEMPS)
Lilly, S.A. (Cos®é |Avda de la Industria, 30, § §
déng goi, dan Alcobendas, 28108 5 5
nh3n va xuit Madrid Spain o o
xuwédng)
25 |Octapharma Oberlaaer StraRRe 235, * Thuéc vo trung: EU-GMP |INS-480018- Co quan tham quyén 1
Pharmazeutika Wien, 1100, Austria + Thuéc san xuat vd trung: Dung dich thé tich 1&n; Thudc bot 0048-001 © N [Pbuc
Produktionsges.m. doéng kho; Dung dich thé tich nho. (23/30) 8 8
b.H * Ché& pham sinh hoc: San pham tir mau; San phdm mién dich; g g
Ché& pham phan doan (intermediates out of fractionation) - 3
26 |Lainco, SA Poligon Industrial Can San pham: Dung dich thut tryc trang Lainema 14/3g/100ml EU-GMP |2016/02599 © ~ |Ministry of Health of 1
— —
Jardi, Avgda. Bizet, 8-12, Q Q |Government of
08191 RUBI (Barcelona), § § Catalonia, Spain
Spain ) o
(o] (]
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27 |Mylan EPD G.K., [2-1, Inokuchi 37, San pham: Vién nén Elthon 50mg tablets (Itopride Japan GMP|4813 Ministry of Health, 1
Katsuyama Plant |Katsuyama, Fukui 911- hydrochloride 50mg) ut] Q |Labour and Welfare
(* Tén cii: Abbott |8555, Japan 8 8 (MHLW), Japan
Japan Co., Ltd.) % %
(V] —
28 |Patheon Inc(Co |2100 Syntex Court, San pham: Vién nén bao phim Copegus 200 mg (Ribavirin 200 Canada- (64027 Health Product and Food| 1
s@ san xuét) Mississauga, Ontario, mg) GMP =t ™  [Branch Inspectorate of
Canada L5N 7K9 8 8 Ottawa, Canada
F.Hoffmann-La |Wurmisweg CH- 4303 5 3
Roche Ltd. (Co s& |Kaiseraugst, Switzerland 2 2
ddng goi)
29 |Sanochemia Landeggerstrasse 7, 2491 |* Thu6c vé trung: EU GMP |INS-481025- Federal Office for Safety 1
Pharmazeutika AG |Neufeld an der Leitha, + Thudc san xuat v trung: dung dich thé tich I&n, dung dich 0066-001 in Health Care, Austria
Austria thé tich nhd, dang bao ché ban ran. (7/16)
+ Thudc tiét trung cudi: dung dich thé tich I1&n, dung dich thé < ~
tich nho. § §
* Thuéc khong vé trung: thudc udng dang I6ng, dang bao ché = N
ban ran S S
* Hoat chat: Enoximon, Galanthamin hydrobromid, Hypericin, e e
Magnesiumhypophosphit, monochlorcarvacrol, Tolperison
Hydrochlorid, Torasemid.
30 |BSP Via Appia Km 65561 (loc. [San pham (Tén lwu hanh tai Viét Nam): Thudc bdt pha tiém EU-GMP [IT/221- < Italian Medicines Agency| 1
Pharmaceuticals |Latina Scalo)-04013 tinh mach Velcade. 1/H/2014 § (AIFA)
S.r.l (Co s& san LATINA (LT), ltaly S
xuat va doéng goi g =t
so cap) e 8
Janssen Turnhoutseweg 30, EU GMP |BE/GMP/20 " E Federal Agency for
Pharmaceutica NV |Beerse, 2340, Belgium 15/036 § % |Medicines and Health
(Co s& déng goi Py Products (FAMHP),
thdr cp va xuat % Belgium
xuwédng) -
31 |Withus 103 Je2gongdan 2-gil, Thudc khéng vd trung: Vién nén; Vién nang (chira PICS GMP (2016-01- © o |Gyeongin Regional 2
Pharmaceuticals |Miyang-myeon, Anseong- |cephalosporin) 2398 § § Office of Food and Drug
Co., Ltd. si Gyeonggi-do, Republic § E Safety, Korea
of Korea N N
i i
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32 |Young Poong 333 Hambangmoe-ro, * Thuéc khoéng vé trung: vién nén; vién nang clirng, vién nang PICS GMP © ~ |Gyeongin Regional 2
Pharma. Co., Ltd. [Namdong-gu Incheon, mém, thuéc uéng dang ldng, siro, thuéc kem, m&. § § Office of Food and Drug
Republic of Korea ) oS |Safety, Korea
e e
o] o]
o S)
33 |Haupt Pharma Bethelner LandstraBe 18 |* Thu6c vé trung: EU-GMP |DE_NI_02_G Co quan thdm quyén 1
Waulfing GmbH ex: 31028 Gronau/Leine + Thudc san xuat v6 trung: Dung dich thé tich Ién; Dung dich MP_2016_0 Durc (Staatliches
Woulfing Pharma  |Germany thé tich nhé; Thudc dong kho; Thudc dang ran va cay ghép. 008 Gewerbeaufsichtsamt
GmbH + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé Hannover Inspektorat
tich nhé; Thudc dang ran va cay ghép. -t ®  |Hannover)
* Thudc khong vo trung: Vién nang cirng; Thudc udng dang 8 8
I6ng; Thudc dung ngoai dang 16ng; Thudc bdt; Thudc cém; Vién § E
nén bao; Thudc ban ran; Thubc dan; Vién nén. S h]
* S3n pham céng nghé sinh hoc.
* Thudc tir duoc liéu.
34 |Delpharm Dijon |6 boulevard de I'Europe  |* Thu6c vé trung: EU GMP |HPF/FR/183/ French National Agency 1
21800 Quetigny, France [+ Thuéc sdn xuat v6 trung: Dung dich thé tich nhd; Thuéc dang 2015 for Medicine and Health
ran va cay ghép. =) ™ [Products Safety (ANSM)
+ Thudc tiét trung cudi: Dung dich thé tich nha. 8 8
* Thudc khdng vé triing: Vién nang ctng; Thudc bot; Thudce 3 3
¢6m; Thudc ban rén; Vién nén. 9 3
* Thu8c sinh hoc: Cac san pham chiét suat cé ngudn gdc tir
ddng vat hodc tlir nguoi.
35 |Ferring Chemin de la * Thudc dang ran: vién nén. EU-GMP |14-2418 <« ~ |Swiss Agency for 1
International Vergognausaz 50, 1162 St- § § Therapeutic Products
Center SA Prex, Switzerland ~ > |(Swissmedic)
g 4
n (o))
i i
36 |Vianex S.A-Plant [Industrial Area Patron, *Thudc vo trung: Thudc san xuat vd trung: thudc dang ran va EU-GMP |53268/5-7- © o |National Organization 1
P . . . . ~ ‘—1 .
D Agios Stefanos, Patra, thudc cay ghép chira khang sinh beta lactam. 2016 Q Q  |for Medicines (EOF),
Axaia, 25018, Greece *Thu6c khdng vo trung: thudc chira khang sinh beta lactam: E g Greece
vién nang clrng, vién nén. ~ S
i i
37 |Patheon Inc 2100 Syntex Court, San pham: Thudc vién nén Valcyte (Valganciclovir 450 mg) Canada- (64028 © ~ [Health Product and Food| 1
i i
Mississauga, Ontario, GMP S 1S Branch Inspectorate of
Canada L5N 7K9 ) % |ottawa, Canada
4 4
S S
on on
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38 |MSD International |Kilsheelan, Clonmel, Co. * Thuéc khoéng vé trung: vién nén. EU-GMP |2015/8918/ " o Irish Medicines Board 1
GmbH T/AMSD  |Tipperary, Ireland M11074 § § (IMB)
Ireland (Ballydine) > oy
o o
S| e
(] —
MSD International |Kilsheelan, Clonmel, Co.  |San pham Thudc vién nén Zerpatier (Elbasvir 50 mg, EU-GMP |2015/8918/ " o Irish Medicines Board
GmbH T/AMSD  |Tipperary, Ireland grazoprevir 100 mg) M11074 § § (IMB)
Ireland (Ballydine) > oy
o o
S| e
(] —
Schering-Plough |Industriepark 30, Heist-op- EU GMP |BE/GMP/20 © o |Federal Agency for
Labo NV den-Berg, 2220, Belgium 15/11 § § Medicines and Health
- ~  |Products
o —
s | 3
o o
39 |Laboratorio Ernesto de las Carreras Thu6c chira chat kim t€ bao, hormon, chat tc ché mién dich va | PICS GMP 20132014 National Administration 2
Varifarma S.A. 2469/71 at the corner of |ch&ng ung thu: 00164016 of Drugs, Food and
Uruguay No 3688 (Zip + Thudc khdng v6 trung (Co s& 1): Vién nén; vién nén bao; © ™~  [Medical Devices,
Code B1643AVK), of the |vién nang clrng; 8 8 Argentina (ANMAT)
city of Beccar, Province of | + Thudc vo trung (Co s& 2): Thudc tiém; hdn dich; thudc g g
Buenos Aires, Argentine  |d6ng khé. a a
Republic.
40 [Pymepharco Joint [Pymepharco Joint Stock  |* ThuSc khéng vé trung chira khang sinh nhém Cephalosporin: | EU-GMP [DE_HE_01_ Co quan thdm quyén 2
Stock Company  [Company Vién nén, vién nén bao phim, vién nang cirng. GMP_2015_ ud] N |buc
166-170, Nguyen Hue 0012 & &
Street, Tuy Hoa City, Phu S =]
ince, Vi 5| =
an Province, Vietnam, * San pham: Vién nang Cefaclor Stada (Cefaclor 500mg) e o~ 1
Viet Nam
41 [Laboratorios IMA |Palpa 2862, (Zip Code * San pham: PIC/S-GMP (20132014 © National Administration 2
S.A.L.C. (Co s& sdn |C1426DPB), of the City of |+ Thudc bt dong khd pha tiém truyén Trexam (Pemetrexed 000637 16 b of Drugs, Foods and
¢ N
xuat) Buenos Aires, Argentina  |500mg). Tén tai Viét Nam: Belipexade. = Medical Devices
+ Thudc bdt dong kho pha tiém Xaliplat (Oxaliplatin 50mg, g ~  |(ANMAT), Argentina
100mg). Tén tai Viét Nam: Oxaliplatin. -~ 8
Laboratorios Elcano No 4938. (Zip Code |+ Dung dich dam ddc pha tiém truyén Drifen (Paclitaxel 30mg, |PIC/S-GMP 20132014 © 5
Richmond C1427CIU), of the City of |100mg). Tén tai Viét Nam: Paclirich. 000638 16 b=y a
S.A.C.LF. (Cosé  |Buenos Aires, Argentina |+ Dung dich dam déc pha tiém truyén Doxetal (Docetaxel <
déng goi) anhydrous 20mg, 80mg). Tén tai Viét Nam: Varidoxel. g
i
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42 |[Rafarm SA Thesi Pousi-Xatzi Agiou * Thuéc vé trung: EU-GMP [49203/15-6- National Organization 1
Louka, Paiania Attiki, TK + Thuéc san xuat vd trung: Dung dich thé tich nhé. 2016 © @ |for Medicines (EOF),
19002, TO 37, Greece + Thudc tiét trung cudi: Dung dich thé tich nha. 8 8 Greece
* Thuéc khéng vé tring: Vién nang cing; thudc dung ngoai § 5
dang 1dng; thudc udng dang 16ng; dang bao ché ban ran; vién = a3
nén.
43 |[Replek Farm Ltd [Kozle 188, Skopje, 1000, |* ThuSc khéng vé trung: vién nang clrng; vién nén, thudc ban EU-GMP |409-3/2014- < ~ |Agency for Medicinal 2
Macedonia, The Former  |rdn, thudc udng dang ldng. 6 § § Products and Medical
Yugoslav Republic of > S |Devices of the Republic
Macedonia % § of Slovenia (JAZMP)
(o] —
44 |[Mega Lifesciences |60 National Avenue * Thuéc khoéng vé trung: Vién nén; vién nang cirng; thudc cém; | PIC/S-GMP |MI-2014-LI- <« ~ |Therapeutic Goods 1
(Australia) Pty Ltd [PAKENHAM VIC 3810, thu6c bot. 11340-1 § § Administration (TGA),
Australia E g Australia
S~ S~
3 ]
45 |Laboratoires 93 route de Monnaie, * Thuéc khong vé trung: thudc dung ngoai dang 16ng; thuéc EU-GMP |HPF/FR/255/ " o |National Agency for the 1
Chemineau Vouvray, 37210 France udng dang 1dng; thudc phun mu; dang bao ché ban ran (bao 2015 § § Safety of Medicine and
gdm ca kem, m& gel bdi ngoai da). 3 S |Health Products (ANSM),
% g France
— (9]
46 |Sophartex 21 rue du Pressoir, 28500 |* Thudc khéng vé trung: Vién nang cirng (bao gdm ca thudc EU-GMP [HPF/FR/115/| . ~ |National Agency for the 1
Vernouillet, France chira Penicillin); thu8c uéng dang 16ng; thuéc c6m (bao gdm ca 2016 § § Safety of Medicine and
thu8c chra Penicillin); vién nén (bao gdm ca thudc chira Iy o |Health Products (ANSM),
Penicillin), vién bao duwong. g % France
o —
47 |PATHEON 5900 Martin Luther King  [* San phdm: C6m udng SINGULAIR® (montelukast sodium), US-GMP (05-0085- United States Food and 2
MANUFACTURING |Jr. Highway, Greenville, 4mg. 2015-02-VN Drug Administration
SERVICES, LLC. North Carolina 27834, USA " ~ |(U.S.FDA)
(Co s& sdn xuat) b= S
N N
S| 8
Merck Sharp & 4633 Merck Road, Wilson, v v
Dohme Corp. North Carolina (NC) © ©
(Cos&donggdi 27893, USA
cap 1)
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PT. Merck Sharp [JI. Raya Pandaan Km,48, PIC/S-GMP [3926/CPOB/ " « |National Agency for Drug
Dohme Pharrma |Pasuruan, Jawa Timur, A/lII/13 § § and Food Control
Tbk (Co s& déng |Indonesia > & |Indonesia (NADFC)
gbi cdp 2 + xudt % %
xuéng) - -
48 |Guju Pharm. Co., |5 Deokjeoljegi-gil, - ThuBc udng dang ran: Vién nén; vién nang clng; vién nang Korea GMP|2016-D1- © ~ |Gyeongin Regional 2
Ltd. Jeongnam-myeon, meém:; thudc bot. 2542 § § Office of Food and Drug
Hwaseong-si Gyeonggi-do, |- Thuéc udng dang 16ng: Sird; dung dich; hén dich. o % |Safety, Korea
Republic of Korea - Thudc tiém: Dung dich; bot pha tiém; bot dong kho pha tiém. % %
(] o~
49 |Aspen Pharma Pty |286-302 Frankston- * Thuéc khong vé trung: Vién nang cirng; thuéc uéng dang PIC/S [MI-2014-LI- © o |Therapeutic Goods 1
Ltd. Dandenong Road, I6ng; vién nén; thubc cm; thudc bot; thubc kem; thudc phun 10729-1 § § Administration (TGA),
Dandenong South VIC mu; thudc sic miéng; dung dich; thudc md, bot nhio. E g Australia
3175, Australia B &
(] —
50 [Laboratoire Bailly- [Chemin de Nuisement, * Thuéc khéng vé trung: Vién nang cing; vién nén. EU-GMP [HPF/FR/77/2| ~ |National Agency for the 1
Creat Lieu-dit les 150 Arpents, |* Thudc tir dworc liéu. 015 § § Safety of Medicine and
28500 Vernouillet, France 5 S |Health Products (ANSM),
% § France
51 |ELPEN A.E. Marathonos Ave. 95, * Thuéc vo trung: EU-GMP |46404/4-7- National Organization 1
DOAPMAKEYTIKH  |Pikermi Attiki, 19009, + Thuéc san xuat vd trung: Thudc déng khd; dung dich thé 2016 for Medicines (EOF),
BIOMHXANIA / Greece tich nho. Greece
ELPEN + Thudc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé © Q
PHARMACEUTICA tich nha. & | &
L CO., INC * Thuéc khéng vé trung: Vién nang cirng (bao gdm ca khang 5 5
sinh B-Lactam); thudc udng dang 1dng; dang bao ché ran khac X g
(vién bao phim, thudc bdt, thudc cém) (bao gdbm ca khang sinh
B-Lactam); vién nén (bao gébm ca khang sinh B-Lactam).
52 |CJ HealthCare 811 Deokpyeong-ro, * Thudc tiém: Dung dich, thudc bét; cac san phdm déng kho PIC/S |2016-D1- Gyeongin Regional Food 2
Corporation Majang-myeon, Incheon- |[(bao gdm céc ché& phdm sinh hoc va cdc chat c6 hoat chat sinh 2069 © ~ |and Drug
si, Gyeonggi-do, Republic |hoc) § § Administration, Korea
of Korea * Thudc udng dang ran: Vién nén; vién nang ctrng; thudc bot; = =
thudc c6m; Sird kho. % %
* Dung dich udng: Sird. e e
* Thuéc m&: Thudc m&, thudc kem.
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53 |Remedica Ltd Aharnon street, Limassol |* San phdm: Vién nén bao phim Kapetral 150mg, 500mg EU-GMP [1951/15; n Pharmaceutical Services 1
industrial estate, 3056, (Capecitabine 150mg, 500mg). Tén tai Viét Nam: Capezen 1950/15 8 Ministry of Health,
Limassol, Cyprus Sanofi 150mg, 500mg. g Cyprus
~
54 |SANOFIS.P.A. S.S.17 Km 22 - 67019 * Thu8c khong vo triing: Vién nang mém; Vién nén, vién nén EU-GMP [IT/138- © oo [ltalian Medicines Agency| 1
Scoppito (AQ), Italia bao phim, vién nén bao dudng (bao gdm ca thudc chira 17/H/2016 § § AIFA
hormon Corticosteroid). g E
* Thudc tir dwoc liéu: Vién nang mém; Vién nén. E 5
55 |Jeil Pharm, Co., 7 Cheongganggachang-ro |* Thudc udng dang ran: Vién nén; vién nang; thudc cém, PIC/S GMP (2016-D1- Gyeongin Regional 2
Ltd. Cheoin-gu, Yongin-si thudc bét. 1138 Office of Food and Drug
Gyeonggi-do, Republic of [* Thuéc tiém: Dung dich thudc tiém; thubc bot pha tiém. Safety, Korea
Korea * Thubc udng dang 18ng: Sird; hdn dich udng; dung dich uéng. © ™
* Thu8c dung ngoai dang l1dng: Dung dich thudc dung ngoai; 8 8
lotion. § o
* ThuBc nhd mét: Dung dich thubc nhd mét. a b
* Thuéc khac: Thude dap; bot nhio.
56 [PacificPharma 36, Gongdan 1-ro, * Thu6c udng dang ran: Vién nén; vién nang cirng. PIC/S GMP [2014-D1- < ~ |Gyeongin Regional 2
Corporation Anseong-si, Gyeonggi-do, |* Thué’E dung ngoai dang l6ng: Thudc dung ngoai dang ldng va 3366 § § Office of Food and Drug
Republic of Korea dang hlén dich; Lotion.’ ’ , § § Safety, Korea
* Thuéc kem m&: Thudc kem; thudc m&; thudce dat. = Py
* Thudc khéc: Bot nhio. © ©
57 |Cipla Limited Plot No. 9 & 10, Indore * Thuéc khéng vé trung: Thudc xit mii. EUGMP |DE_HE_01_ © o |Coquantham quyén 2
Special Economic Zone, GMP_2016_ § § Dirc
Phase Il, Pithampur, 0056 = = |(Regierungsprasidium
District Dhar, IN-454775, S | 2 |parmstadt)
India - -
58 |GlaxoSmithKline |82 Hughes Avenue, * Thuéc khong vé trung khdng chira khang sinh nhom PIC/S-GMP [MI-2015-LI- " o |Therapeutic Goods 1
Consumer Ermington NSW 2115, penicillin, cephalosporin va cdc chat chéng ung thu: Vién nén; 08208-1 § § Administration (TGA),
Healthcare Australia vién sli; dang bao ché 16ng; dang bao ché& ban ran (kem); § E Australia
Australia Pty Ltd thudc bot; thudc dat. g 5
59 |SANOFIS.P.A. Viale Europa, 11-21040 * Thuéc khéng vé trung: ThuSc dung ngoai dang 1dng; Thuéc EU-GMP [IT/249- © o [|ltalian Medicines Agency | 1
Origgio (VA), Italia udng dang |dng; Vién nén. 5/H/2016 § § AIFA
* Thudc sinh hoc: Ché& pham sinh hoc (L&n men lactic): Vién S Ny
nang cirng; ThuSc udng dang 1&dng; Thubc bot, thudc cdm. g %
— o~
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60 |Ferring GmbH (Co |Ferring GmbH * San pham: EU-GMP |DE_SH 01_ <, Co quan tham quyén 1
s& san xuét) Wittland 11, 24109 Kiel, + BOt pha tiém Menogon (Menotrophin 75 IU FSH + 75 U GMP_2014_ 8 blc
Germany LH). 0017 =] ~
~ i
3| 8
)
Ferring Chemin de la EU-GMP |14-2418 s, O |Swiss Agency for
International Vergognausaz 50, CH - 8 ~ Therapeutic Products
Center S.A., (Co s&|1162 St-Prex, Switzerland N (Swissmedic)
dong goi) )
61 |Ferring GmbH (Co |Ferring GmbH * San pham: EU-GMP |DE_SH 01_ <, Co quan tham quyén 1
s& san xuét) Wittland 11, 24109 Kiel, + Bot va dung méi pha tiém Bravelle 751U (Urofollitropin GMP_2014_ 8 burc
Germany 751U). 0017 S ~
~~ i
3 | &
w
Ferring Chemin de la EU-GMP |14-2418 s o |Swiss Agency for
International Vergognausaz 50, CH - 8 N |Therapeutic Products
Center S.A., (Co s&|1162 St-Prex, Switzerland N (Swissmedic)
dong goi) )
62 |Glaxo Operations |[Priory Street, Ware, * Thudc khéng vo triing: Vién nang cirng, vién nén; Bt dé hit EU-GMP |UKMIA 4 " w |Medicines and 1
UK Ltd Trading as |Hertfordshire, SG12 0DJ, |(steroids) dang don va da liéu; bot (c6m) pha hén dich udng Insp § § Healthcare Products
Glaxo Wellcome [United Kingdom * Thuéc sinh hoc chira Steroids GMP/IMP ~ S |Regulatory Agency
Operations 4/15159- 2 < |(MHRA), United
0024 o ™ [Kingdom
63 |Catalent Germany [Gammelsbacher Str. 2, * San pham: EU GMP |DE_BW_01_ n Co quan tham quyén 1
Eberbach (Cos& |Eberbach, Baden- + Vién nang Rocaltrol (Calcitriol 0,25 mcg); GMP_2015_ 8 Plc
san xuat) Wuerttemberg, 69412, + Vién nang mém Vesanoid (Tretinoin 10mg); Vién nang 0085 5 ~
—
Germany Rocaltrol (Calcitriol 0,25 mcg). E a
F.Hoffmann-La |Wurmisweg, 4303 PIC/S-GMP |14-240 3 5 Swiss Agency for
Roche Ltd. (Co s& [Kaiseraugst, Switzerland 8 S Therapeutic Products
déng goi) > (Swissmedic)
S
i
64 |Elpen Marathonos Ave. 95, * Thuéc vo trung: EU-GMP |46404/4-7- Greece National 1
Pharmaceutical Pikermi Attiki, 19009, + Thuéc san xuat vo trung: Thudc déng khd; dung dich thé 2016 Organixation for
Co., Inc Greece tich nho. 9 9 |Medicines
+ Thuéc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé 8 8
tich nhé. ) 3
. S~ S~
* Thubc khong vé trung: Vién nang cirng (chira khang sinh 2 2
betalactam); thuSc uéng dang 1dng; vién nén (chra khang sinh
nhom betalactam).
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65 |Rentschler Erwin-Rentschler -Str.21, [* S&n pham: B&t pha tiém Firmagon (Degarelix dudi dang EU GMP |DE_BW_01_ n Co quan tham quyén 1
Biotechnologie D-88471 Laupheim, Degarelix acetate) 120mg va 80mg; GMP_2015_ 8 burc (Baden-
GmbH (Co s& san |Germany 0053 S Wirttemberg)
Xuat) 5
Ferring GmbH (co |Wittland 11, 24109 Kiel, EU-GMP |DE_SH_01_ < ~ |Coquan thdm quyén
s& san xuat lo Germany GMP_2014_ 8 § Plrc
dung moi) 0017 S »
S | 3
o~
Ferring Chemin de la EU-GMP |14-2418 < Swiss Agency for
International Vergognausaz 50, 1162 St- § Therapeutic Products
Center SA (Co s@ |Prex, Switzerland < (Swissmedic)
dong goi, xuat §
xudng) -
66 |Ferring GmbH (co |Wittland 11, 24109 Kiel,  |* S&n phdm: B&t pha tiém Glypressin (dwéi dang Terlipressin EU-GMP |DE_SH_01_ < Co quan thdm quyén 1
& san xuat) Germany acetate) 0,86mg. GMP_2014_ § Durc
0017 §
S o
= | &
S~
Ferring Chemin de la EU-GMP |14-2418 < § Swiss Agency for
International Vergognausaz 50, 1162 St- § N |Therapeutic Products
Center SA (Co's& |Prex, Switzerland S (Swissmedic)
déng gbi, xuat §
xuwédng) -
67 |Laboratorio Via Licinio, 11 - 22036 * Thuéc vo trung: EU-GMP [IT/96- Italian Medicines Agency| 1
Italiano Erba (Co), Italia + Thudc san xuat vé trung: Thubc bot déng khd 1/H/2015 (AIFA)
Biochimico (corticosteroid hormon); dung dich thé tich nho (corticosteroid
Farmaceutico hormon); thudc bét. L ~
Lisapharma S.p.A. + Thuéc tiét trung cudi: Dung dich thé tich nho. 8 a
* Thuéc khéng vé trung: Vién nang cirng; Thubc ubng dang 5 3
I6ng (bao gbm ca thudc chira corticosteroid hormon va = a
hormon sinh duc); thudc dung ngoai dang ldng (corticosteroid
hormon); dang bao ché& bén rin (bao gém ca corticosteroid
hormon).
68 |Industria Via G. Pascoli, 1 - 20064 * Thudc khong vo trung: Thudc ban ran; thudc dit. EU-GMP |IT/131- Italian Medicines Agency| 1
Farmaceutica Gorgonzola (M), Italy * Thudc sinh hoc: S4n pham cé ngudn géc tir ngudi hodc ddng 2/H/2016 (AIFA)
Nova Argentia vat: Thuéc ban ran.
S.P.A. * Thudc tr dwoc lidu: Thudc béan ran; thudc dat. g ]
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Reparto Distaccato - Via  |* Thu6c khdng vé trung: Thudc bot; Vién nén. E 5
Muoni, 15-20064 - * Thusc tir duorc liéu: Thudc bét. g | 8
Gorgonzola (M), Italy N 3
Reparto Distaccato - Via  [* Thu8c khéng v6 trung: Vién ngdm; vién nén.
Muoni, 10-20064 - * Thuéc tir dugc lidu: Vién nén.
Gorgonzola (M), Italy
69 |Laboratorio Via Dante Alighieri, 71- * Thuéc vé trung: EU-GMP [IT/79- Italian Medicines Agency| 1
Farmaceutico C.T. {18038 Sanremo (IM), Italy | + Thu8c san xuat vé trung: Dung dich thé tich nho; Thudc bét 5/H/2016 (AIFA)
S.R.L. va bt dong kho chira khang sinh nhédm Penicillin va nhém
Cephalosporin. 9 x
+ Thudc tiét trung cudi: Dung dich thé tich nho. 8 8
* Thuéc khéng vé trung: Vién nén; vién nang cirng; thudc udng a §
dang long. o ~
Magazzino - Via Dante * Thu8c khong vo triing: Vién nang mém.
Alighieri, 271 - 18038 -
Sanremo (IM), Italy
70 [Hankook Korus 30 Gangjeo-ro, Jecheon-si, [* Thu6c udng dang ran: Vién nén; vién nang (bao gdbm c3 PIC/S GMP [2016-G1- © o |Daejeon Regional Office 2
Pharm. Co., Ltd  |Chungcheongbuk-do, Cephalosporin). 2125 § § of Food & Drug Safety,
Republic of Korea > X |Korea
< 2
a 3
71 [Nexpharm Korea |168-41 * Thudc udng dang ran: Vién nén; vién nang; thudc cdm. PIC/S GMP [2016-G1- Daejeon Regional Office 2
Co., Ltd. Osongsaengmyeong 4-ro, 1893 © o |of Food & Drug Safety,
Osong-eup, Heungdeok- § § Korea
gu, Cheongju-si, o ey
Chungcheongbuk-do, % %
Republic of Korea - o
72 |Dr. Willmar Willmar-Schwabe-StraRe [* Thudc khéng vd trung: Vién nang cirng; Thudc dung ngoai EU GMP |DE_BW_01_ Co quan tham quyén 1
Schwabe GmbH & |4, 76227 Karlsruhe, dang I6ng; Thudc udng dang 16ng; thudc bét, thubc com, GMP_2016_| o |Puc(Baden-
Co. KG Germany. globuli (chira vi nang chira vi lugng d6ng cdn); Vién nén, vién 0068 § § Wirttemberg)
(* Cdch ghi khdc: Willmar- [nén bao phim. S >
Schwabe-Str. 4, D-76227  |* Céc thusc khac: S| g
Karlsruhe, Germany) + Thudc dugec liéu: vién nén, vién nén bao phim e o
+ Thudc vi lvgng déng can (Homoeopathic products).
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73 |Royal Chemical & [No.1, Lane 1, Sung Pu * Thudc khong vo trung: dung dich thudc, hén dich thudc; PIC/S GMP 3287 © o |Ministry of Health and 2
Pharmaceutical Road, Niao Song District, |thudc kem, thudc m&; vién bao phim, cém bao phim, vién nén, § § Welfare, Republic of
Co., Ltd. Kaohsiung City, Taiwan, [vién nang cing. § E China (Taiwan)

R.0.C S Y
i i
74 |BAG Health Care |BAG Health Care GmbH * Thuéc vé trung: EU-GMP |DE_HE_01_ Co quan tham quyén 1
GmbH Amtsgerichtsstrake 1-5, + Thudc san xuat vé trung: Thudc déng khd; dung dich thé GMP_2016_ buc
35423 Lich, Germany tich nhé. 0048 © =
+ Thuéc tiét trung cudi: Dung dich thé tich nho 8 8
* Thudc sinh hoc: Thudc mién dich; thudc cdng nghé sinh hoc; g §
thudc c6 ngudn gbc tir ngudi hodc ddng vat. S x
* Thuéc khéc: Thubc duoc liéu; thudc vi lvgng ddng can.

75 |Joint Stock 139, Saksahanskogo St., * Thuéc vé trung: PICS GMP |014/2015/S State Administration of 2

Company Kyiv, 01032, Ukraine. + Thudc san xuat vé trung: Thudc bot pha dung dich tiém AUMP/GMP Ukraine on Medicinal
"Kievmedpreparat chira khang sinh nhém Penicillin (Ampicillin, Penicillin, Products (SAUMP)
" (Filling Division Amoxicillin). " ~
No 3 of the § §
department of - I~
manufacturing of S g
injection forms of o o
medicines)

76 |Mega Lifesciences |* Plant I: 384 Moo 4, Soi 6, |* Thu6c khéng vé trung: Vién nang mém. PICS GMP |MI-2015-CE- Therapeutic Goods 2
Public Company |Bangpoo Industrial Estate, 07830-1 Administration (TGA),

Limited Pattana 3 Road, Phraeksa, Australia
Mueang, Samutprakarn
10280, Thailand; o o
* Plant II: 515/1 Moo 4, § §
Soi 8, Bangpoo Industrial > o
Estate, Pattana 3 Road, % §
Phraeksa, Mueang, - o~
Samutprakarn 10280,
Thailand.
Danh sach co s& Dat Trang 15/ 16 Pot 46



. 2 o A o ~ s | NGAY NHOM
TEN CO SO’ SAN o - o NGUYEN | GIAY CH. | NGAY ~ ~ =
STT ~, PIA CHI PHAM VI CHUNG NHAN P - - CO' QUAN CAP THUOC
XUAT ; : : TAC GMP NHAN CAP HET Q
HAN 1 2
77 |MSD International |Pridco Industrial Park, * San pham: Vién nén Zetia (Ezetimibe 10mg). Tén thuong mai | U.S. cGMP |4HSF-M4B) © United States Food and 1
GmbH (Puerto State Road 183, Las quéc té: Ezetrol. § Drug Administration
Rico Branch) LLC |Piedras, Puerto Rico o © (U.S. FDA)
2 2 v o
(Co sd san xuat) (00771 - USA = g
() N
&
Shering-Plough Industriepark 30, Heist-op- EU GMP |BE/GMP/20 © % Federal Agency for
Labo N.V (Cos& |den-Berg, 2220, Belgium 15/111 8 ©  |Medicines and Health
doéng gbi, xuat iy Products (FAMHP),
xudng) g Belgium
78 |ABC Farmaceutici [Via Cantone Moretti, 29  [* Thu8c khéng v6 trling: Vién nang clng; thuéc udng dang EU-GMP [IT/128- © © Italian Medicines Agency| 1
S.P.A. (loc. Localita' San I6ng; thubc bot, thudc cdm; vién nén. 1/H/2016 8 8 (AIFA)
Bernardo) - 10015 Ivrea a S
~~ S~
(TO), Italy 9 5
79 |Hetero Labs 22-110 Industrial * Thuéc khéng vé trung: Vién nén bao phim; vién nang. PIC/S GMP [107-1137 © @ |Ministry of Health and 2
Limited, Unit Ill Development Area, 8 8 Welfare, Republic of
Jeedimetla, Hyderabad, 3 = [China (Taiwan)
. S~ S~
Andhra Pradesh, India 500 x =]
80 |Cadila Healthcare [Plot No. 417,419, 420, * Thudc tiém tiét trung cudi; PIC/S GMP [106-0571 Ministry of Health and 2
Limited Sarkhej - Bavla N.H.No. *A,|* Vién nén; vién bao phim; vién nang cirng; thuéc phun mu. Q &~ [Welfare, Republic of
. . o o . .
Village -Moraiya, Tal- Q Q  |China (Taiwan)
Sanand, Dist: Ahmedabad- g E
382 210, India S R
81 |[PT.Tunggal JI. Jend.Ahmad Yani No 7, |Thudc tiém thé tich nhé chira hormon sinh duc va tranh thai. | PIC/S GMP |4146/CPOB/ A 9 |National Agency for Drug 2
Idaman Abdi Rawamangun, Jakarta A/IV/14 a 8 and Food Control
Timur, Indonesia § § (NADFC), Indonesia
< <
— —
82 |B. Braun Medical, |Ctra. Terrassa, 121, Rubi, [* Thudc vd trung cé tiét trung cudi: Dung dich thé tich |én (bao| EU-GMP |NCF/1634/0 © 9 |Ministry of Health of 1
SA Barcelona, 08191, Spain  (gdm ca thudc gy nghién/huéng than); dung dich thé tich nhé 01/CAT 8 8 Government of
(bao gbm ca thudc gay nghién/huwdng than); g 3 Catalonia, Spain
o R
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