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

Pot 53
( Theo cong van s /QLD-CL ngay cta Cuc Quan ly Dworc)
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 |Hutecs Korea 99, Jeyakgongdan 3-gil, * Thu8c khong vo triing: Vién nén; vién nang clrng PIC/S-GMP|2017-D1- ~ o |Gyeongin Regional Food 2
Pharmaceutical Hyangnam-eup, 1595 § § and Drug
Co., Ltd Hwaseong-si, Gyeonggi- g g Administration, Korea
do, Republic of Korea ) )
— —
2 |Laboratorios IMA [Palpa 2862, (Zip Code * San pham: PIC/S-GMP National Administration 2
S.A.l.C. (Co s& san |C1426DPB), of the City of |+ Thudc bt dong khd pha tiém truyén Trexam (Pemetrexed 2013 2020 of Drugs, Foods and
Xuéat) Buenos Aires, Argentina  [500mg). Tén tai Viét Nam: Belipexade. 000 23317 Medical Devices
+ Thudc bdt déng kho pha tiém Xaliplat (Oxaliplatin 50mg, 20132020 N 5§ N % [(ANMAT), Argentina
100mg). Tén tai Viét Nam: Oxaliplatin. 00023217 RS &
Laboratorios Elcano No 4938. (Zip Code |+ Dung dich dam d&c pha tiém truyén Drifen (Paclitaxel 30mg, |PIC/S-GMP[2013 2020 (3 a g 5
Richmond C1427CIU), of the City of |100mg). Tén tai Viét Nam: Paclirich. 00023117 [8 L Y 8
S.A.C.LF.(Cos® |Buenos Aires, Argentina |+ Dung dich dam déc pha tiém truyén Doxetal (Docetaxel 2013 2020
dong goi) anhydrous 20mg, 80mg). Tén tai Viét Nam: Varidoxel. 00026017
3 |Ardeypharm Ardeypharm GmbH * Thudc sinh hoc: thudc cong nghé sinh hoc; thuéc nguén géc | EU-GMP |DE_NW_01_|[ o |Coquantham quyén 1
GmbH Loerfeldstr. 20, 58313 tir ngudi hodc ddng vat; thudc vi sinh vat. GMP_2017_ § § buc
Herdecke, Germany * Thu8c duoc lidu; thude vi lwgng déng can. 1009 Py y
L e
S 3
4 |Baxalta Belgium |Boulevard René Branquart |* Thudc vo trung: EU-GMP |BE/GMP/20 Federal Agency for 1
Manufacturing SA |80, Lessines, 7860, + Thudc san xuat vd trung: Dung dich thé tich |&n; dung dich 15/131 Medicines and Health
Belgium thé tich nhé; thudc déng khd. Q % |Products, Belgium
+ Thuéc tiét trung cudi: Dung dich thé tich 1&n; dung dich 8 8
thé tich nho. 3 3
* Thuéc sinh hoc: bt X
+S3an pham mau;
+ San pham mién dich.
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5 |Esseti Via Campobello, 15-00071 | * Thudc vo trung: EU-GMP [IT/1- Italian Medicines Agency| 1
Farmaceutici S.R.L [Pomezia (RM), Italia + Thudc san xuat vd trung: Dung dich thé tich nhé chira 1/H/2017 (AIFA)
corticosteroid, bao gdbm sadn pham cé ngudn géc tir dong vat; ™~ ®
thudc bot chira khang sinh nhédm cephalosporin. 8 8
+ Thudc tiét trung cudi: Dung dich thé tich nho g §
* Thudc sinh hoc: Dung dich thé tich nho c6 ngubn gdc tir 3 S
dong vat.
6 |Tai Guk Pharm 123 Jeyakgongdan 3-gil, |* ThuSc khdng vé trung: vién nén; vién nang cing; hdn dich va | PIC/S GMP [2016-D1- © o [Ministry of Food and 2
Co., Ltd Hyangnam-eup, dung dich uéng; thuéc m&; thuéc kem va thuéc Gels. 2769 § § Drug Safety (MFDS),
Hwaseong-si, Gyeonggi- § g Korea
do, Republic of Korea ~ -
(] —
7 |AbbvieS.R.L S.R. 148 Pontina Km 52,  [* Thudc khéng vd trung: thudc dung ngoai dang 16ng; thudc EU-GMP |IT/138- ~ o [|talian Medicines Agency| 1
Snc-Campoverde Di Aprilia[u&ng dang 1dng; thudc com; vién nén. 2/H/2017 § § (AIFA)
(loc. APRILIA) - 04011 = >
APRILIA (LT), Italy S 3
— N
8 |Takeda 17-85, Jusohonmachi 2 - |* San pham: Japan- [1631 © Ministry of Health, 1
Pharmaceutical chome, Yodogawa-ku, - B6t pha hon dich tiém Lucrin PDS Depot 3.75 mg GMP § Labour and Welfare
Company Limited, |Osaka 532-8686 Japan (Leuprorelin acetate 3,75 mg) = government of Japan
Osaka Plant - Bt pha hon dich tiém Lucrin PDS Depot 11.25 mg g
(Leuprorelin acetate 11,25 mg) e
AbbVie Knollstrasse, 67061 EU GMP |[DE_RP_01_ © ~ Co quan tham quyén
Deutschland Ludwigshafen, Germany GMP_2016_ 8 g |buc
GmbH & Co. KG 0060 = S
(Co s& déng goi) s N
AbbVie Logistics |Zuiderzeelaan 53, EU GMP [NL/H - Health Care Inspectorate
B.V. ZWOLLE, 8017V, 16/1008041 Q - Pharmaceutical Affairs
(co sé& xuat Netherlands 8 and Medical Technology,
xudng) g Netherlands
P
9 |AjuPharm. Co., 23 Sandan-ro 121beon-gil, |*Thu6ckhéng chira khéng sinh nhém Betalactam: thuéc tiém; [PIC/S GMP |2017-D1- ~ o |Gyeongin Regional 2
Ltd. Pyeongtaek-si, Gyeonggi- |vién nén; vién nang cirng; thudc cdm; thudc Sird; 2751 § § Office of Food and Drug
do, Republic of Korea * Thuéc chira khang sinh nhém Cephalosporin: thuéc bot pha § g Safety, Korea
tiém; vién nén; vién nang cirng. N @
(o] o
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10 |Laboratoires Avenue Dolez 480-482, * Thuéc khéng vé tring: vién nang cirng; thudc dung ngoai EU GMP |BE/GMP/20 Federal Agency for 1
Pharmaceutiques [Bruxelles, 1180, Belgium |dang ldng; thuéc uéng dang |6ng; thudc bot; vién nén. 15/060 Medicines and Health
Trenker SA Cach ghi khac:480-482, * Thudc duoc lidu. ! % |Products (FAMHP),
(Cach ghi khac: avenue Dolez-BE-1180 8 8 Belgium
Laboratoires Bruxelles - Belgium g 5
Pharmaceutiques o R
Trenker NV/SA)
11 (Sun V. Ganguwala. Paonta * Thuéc khéng vé trung: PIC/S GMP |038/2017/G State Administration of 2
Pharmaceuticals [Sahib, District Sirmour, + Vién nang cing: Virostav, capsules 30mg; Efferven, capsules MP Ukraine on Medicinal
Industries Limited |Himachal Pradesh 173025,|200mg (Efavirenz); Nupentine, capsules 300mg, 100mg, 400mg Products (SAUMP)
India (Gabapentin);
+ Vién nén: Alfirum, modified release tablets 10mg (Alfuzosin);
Artinova-AM, film coated tablets 5mg/80mg, 10mg/160mg,
5mg/160mg (Amlodipine, Valsartan); Vergostine, tablets
16mg, 24mg, 8mg (Betahistine); Viro-Z, coated tablets 300mg
(Zidovudine); Virocomb, film coated tablets (Lamivudine,
Zidovudine); Virolam, film coated tablets 150mg (Lamivudine);
Efferven, film coated tablets 600mg (Efavirenz); Candesar, N P
tablets 32mg (Candesartan), Laceran 2,5mg, 10mg, 5mg 8 8
(Ramipril); Laceran HCT, tablets 5mg/25mg, 2,5mg/12,5mg 5 §
(Ramipril, Hydrochlortiazide); Oziclide, modified release N x
tablets 30mg, 60mg (Gliclazide); Pemozar, gastro-resistant
tablets 40mg, 20mg (Esomeprazole); Rosvator, coated tablets
10mg, 20mg (Rosuvastatin); Storvas, film coated tablets 80mg,
40mg, 10mg, 20mg (Atorvastatin); Filup, coated tablets 50mg,
100mg (Sildenafil); Cifran, coated tablets 250mg, 500mg
(Ciprofloxacin); Cifran OD, extended release, film coated
tablets 1000mg, 500mg (Ciprofloxacin).
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12 [Labesfal - Zona Industrial do Lagedo, |* Thudc vo trung: EU-GMP |F010/S1/MH National Authority of 1
Laboratorios Santiago de + Thuéc san xuat vd trung: dung dich thé tich nho; thudc bot /002/2017 Medicines and Health
Almiro, S.A Besteiros,3465-157, (chira khang sinh nhém beta lactam). N Q |Products (INFARMED),
Portugal + Thudc tiét trung cudi: dung dich thé tich 1&n; dung dich thé 8 8 Portugal
tich nhé. S S
* Thuéc khéng vé tring: vién nang cirng; thudc dung ngoai X A
dang 1dng; thudc udng dang 16ng; dang bao ché ban ran; vién
nén.
13 [Janssen Cilag State Road 933 KM 0.1, San pham: CONCERTA®27MG, Tablet, extended release US-GMP |AXHK-BKXX United States Food and 1
Manufacturing Mamey Ward, Gurabo, (methylphenidate HCL) Drug Administration
LLC Puerto Rico (hodc: Tén tai Viét Nam: Vién nén phong thich kéo dai Concerta (U.S. FDA)
PUERTO RICO 00778), USA |(Methylphenidate HCL: 27mg).
AndersonBrecon |4545 Assembly Drive, ~ S
Inc. (Co s déng  |Rockford, IL, 61109 USA § §
goi) e | 8
Janssen Ortho LLC |State Road 933 KM 0.1, b =]
(co so kiém tra Mamey Ward, Gurabo,
chat lvgng dé Puerto Rico (hodc: Puerto
xuat xuwdng thanh [Rico (PR) 00778), USA
pham)
14 ([Fournier Anngrove, Carrigtwohill,  |[* San phdm: Vién nén bao phim Lipidil 145 ONE (Fenofibrate EU GMP [13821/M10 © Health Products 1
Laboratories Co. Cork, Ireland 145mg). Tén tai Viét Nam: Lipanthyl NT 145mg. 20 8 Regulatory Authority
Irelan,d I:imitecli g o (HPRA), Ireland
(Co s@ san xuat) 5 §
RECIPHARM Rue des Prés Potets, EU-GMP |HPF/FR/151/ ~ g National Agency for the
FONTAINE 21121 Fontaine Lés Dijon, 2017 § E Safety of Medicine and
(Co s& dong gdi, |[France S Health Products (ANSM),
Xuat xudng) § France
15 |[EA Pharma Co., 103-1, San pham: Vién nén ATELEC Tablets 10. Japan GMP|1206 ~ ~ Ministry of Health, 1
Ltd Shirasakaushishimizu, § § Labour and Welfare
Shirakawa-shi, Fukushima, g g (MHLW), Japan
Japan n o
— o
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16 |[EA Pharma Co., 103-1, San pham: Thudc c6m Amiyu Granules Japan GMP|1064 ~ ~ Ministry of Health, 1
Ltd. Shirasakaushishimizu, § § Labour and Welfare
Shirakawa-shi, Fukushima, @ § (MHLW), Japan
Japan S >
™ o
17 |Catalent Germany |Steinbeisstr. 1 und 2, * Thuéc khéng vé trung: Vién nang cirng, thuéc bot, thudc EU-GMP |DE_BW_01_ Co quan tham quyén 1
Schorndorf GmbH |73614 Schorndorf, cém, globuli, pellet, vién bao, vién nén. GMP_2017_ ~ Q [burc
Germany * Thudc tr dwoec lidu. 1056 8 8
(* Cdch ghi khdc: 3 S
Steinbeisstr. 2, D-73614 S 3
Schorndorf, Germany )
18 (TS Corporation TS Bioplant, TS * Sinh phdm: Human Erythropoietin alfa (Recombination) PIC/S GMP [2017-G1- Daejeon Regional Office 2
Corporation 729, 2146 ~ o of Food & Drug Safety,
Osonggarak-ro, Oksan- § § Korea
myeon, Heungdeok-gu, > o
Cheongju-si, % %
Chungcheongbuk-do, Han o e
Quéc
19 [Daihan pharm. 77, Sandan-ro, Danwon-  [* Thudéc tiém: dung dich tiém; dung dich tiém truyén; dung PIC/S GMP (2017-D1- ~ o |Gyeongin Regional 2
Co., Ltd gu, Ansan-si, Gyeonggi-do, [dich rira vét thuwong. 2920 § § Office of Food and Drug
Korea * Dung dich hit. § § Safety, Korea
* Dung dich dung ngoai: dung dich dung ngoai da; dung dich ey .
thdm phan mau. - o
20 |Square Dhaka Unit, Kaliakoir, * Thuéc khéng vé trung: vién nang cirng; vién nén. EU-GMP |UK GMP ~ o |Medicines and 2
Pharmaceuticals |Gazipur, BD-1750, 29943 Insp § § Healthcare Products
Limited Bangladesh GMP > X |Regulatory Agency
29943/3094 | S < |(MHRA), United
03-0005 e = |Kingdom
21 |Korea Pharma Co., |87 Jeyakgongdan 3-gil, * Thuéc khong vé trung: Vién nén; vién nang cirng; thudc bét; [PIC/S-GMP|2017-D1- N S Gyeongin Regional 2
Ltd Hyangnam-eup, thu6c dung ngoai dang 1dng; thudc kem, vién nén bao duwong; 1819 Q Q  |Office of Food and Drug
Hwaseong-si, Gyeonggi- |vién bao phim. g g Safety, Korea
do, Republic of Korea > N
™ o
22 |PatheonInc (Co [2100 Syntex Court, * San pham: Vién nén bao phim Copegus 200 mg (Ribavirin Canada- [Gidy chirng © Health Product and Food| 1
s& san xuét) Mississauga, Ontario, 200 mg) GMP nhan GMP: 8 Branch Inspectorate of
Canada L5N 7K9 64476 E Ottawa, Canada
S
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Giay phlép © ~
san xuét: 8 8
100074-A S =
S~ S~
3 S
F.Hoffmann-La |Wurmisweg CH- 4303 PIC/S-GMP|17-0015 N Swiss Agency for
Roche Ltd. (Co s& [Kaiseraugst, Switzerland 8 Therapeutic Products
ddng goi) § (Swissmedic)
o
o
23 |Roche S.p.a Via Morelli 2, Segrate, * San pham: Vién nén Dilatrend (Carvedilol 6,25mg); Vién nén | EU-GMP |[IT/71- Swiss Agency for 1
Milan, Italy Dilatrend (Carvedilol 12,5mg); Vién nén Dilatrend (Carvedilol 1/H/2015 L Therapeutic Products
25mg). 8 (Swissmedic)
g
P 3
o
=~
F.Hoffmann - La Wurmisweg, CH-4303 PIC/S GMP |17-0015 §
Roche Ltd. (Co s& |Kaiseraugst, Switzerland N °~‘
dong goi) &
<
o
S~
o
o
24 |Mega Lifesciences |60 National Avenue * Thuéc khéng vé trung: Vién nén (chira cafein); vién nang PIC/S-GMP [MI-2017-LI- ~ o [Therapeutic Goods 1
¢ ¢ ¢ — N
(Australia) Pty Ltd [PAKENHAM VIC 3810, clrng (chira L-arginine, cafein); thudc com (chira cafein); thudc 03740-1 Q Q  |Administration (TGA),
Australia bot (chtra macrogol, picosulphate hodc sodium sulphate, g g Australia
cafein). S S
i i
25 |Hospira Highway 301 North, Rocky |* Thu6c vé trung: EU GMP [NL/H Health Care Inspectorate| 1
Incorporation Mount, North Carolina, + Thuéc tiét trung cudi: thudc tiém thé tich nhé. 16/1008831 Q 9 |- Pharmaceutical Affairs
27801, United States 8 8 and Medical Technology,
§ g Netherlands
N <
— IS)
26 |Laboratoire Zone Artisanale Errobi, * Thudc v trung: EU-GMP |HPF/FR/167/ ~ « |National Agency for the 1
Renaudin Itxassou, 64250, France [+ Thudc tiét tring cudi: dung dich thé tich I&n; dung dich thé 2017 § § Safety of Medicine and
tich nhé. ) > |Health Products (ANSM),
’ . R =) o
* Thudc khéng vo trung: thuéc uéng dang long. § g France
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27 |Omega 10850 Hamon Montreal, |* S&n pham: Dung dich tiém Octreotide Acetate Omega PIC/S GMP (66885 ~ o [|Health Products and 1
Laboratories Ltd |Quebec, Canada, H3M 3E2[100mcg/ml (Octreotide acetate 100mcg/ml) § § Food Branch
Tén tai Viét Nam: DBL Octreotide 0.1mg/ml E E Inspectorate (HPFBI),
> ® |Canada
i i
28 |GlaxoSmithKline |82 Hughes Avenue * Thuéc khong vé trung khéng chira penicillins cephalosporins, | PIC/S GMP |MI-2017-LI- ~ o |Therapeutic Goods 1
Consumer Ermington NSW 2115, chat chéng ung thu: Vién nén; vién nén sui bot; thuéc dang 06123-1 § § Administration (TGA),
Healthcare Australia I6ng; thubc dat; thudc kem E E Australia
Australia Pty Ltd N )
i i
29 |Jai Pharma Plot No 20 & 21, Pharmez, |* Thu6c khdng vé trung: vién nén. EU-GMP |DE_BE_01_G Co quan tham quyén 2
Limited Pharmaceutical Special MP_2016_0 bl
Economic Zone (SEZ), 005
Sarkhej-Bavla National 9 a
Highway No. 8 A, Near 8 8
Village Matoda, Taluka § §
Sanand, District, Q <y
Ahmedabad, 382213,
India
30 |OLIC (Thailand) 166 Bangpa-In Industrial |* ThuSc v6 triing: PIC/S GMP [1-2-17-17- Food and Drug 2
Limited Estate, Udomsorayuth + Thudc san xuat vé trung: Dung dich thé tich 1&n; dung dich 00035 Administration (Thai
Road, Moo 16, thé tich nhé. FDA), Thailand
Bangkrason, Bangpa-In, [+ Thudc tiét tring cudi: dung dich thé tich I&n; dung dich thé ~ 1S
Ayutthaya, 13160, tich nhé. 8 8
Thailand * Thudc khdng vé tring: vién nang cing; thubc dung ngoai g g
dang 16ng; thudc udng dang 18ng; thudc bot; dang bao ché ban 5 bt
ran (thudc kem, gel, thuéc m&); vién nén.
* ThuBc khéng vé trung chira hormon sinh duc: vién nang
mém.
31 |Novartis Ronda de Santa Maria, San pham: vién nén bao phim Valsartan 80mg, Valsartan EU-GMP |NCF/1535/0 n Ministry of Health of 1
Farmaceutica, SA |158 08210 Barbera Del 160mg. 01/CAT 8 Government of
(Co sésan xudt) |Valles (Barcelona), Spain g ® Catalonia, Spain
2 | &
Salutas Pharma Salutas Pharma GmbH EU-GMP |DE_ST 01_G N 3 Co quan tham quyén
gmbH Otto-von-Guericke-Allee MP_2017_0 8 S |puc
(Co sé xudt 1, 39179 Barleben, 020 9
xXuwéng ) Germany §
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32 |Genentech, INC |1 DNA Way South San San pham: Bét c6 dac dé pha dung dich tiém truyén Herceptin | U.S.C GMP [KSBF-F8PF © United States Food and 1
(Co sé'san xudt) |Francisco, CA 94080-4990, |(Trastuzumab 440mg) hdp 1 lo bot va 1 lo 20ml dung méi pha 8 Drug Administration
USA tiém. 3 0 (U.S. FDA)
> S
AN
F.Hoffmann-La |Wurmisweg, 4303 PIC/S-GMP|17-0015 N 3 Swiss Agency for
Roche Ltd. Kaiseraugst, Switzerland 8 X Therapeutic Products
(Co sé dong géi) § (Swissmedic)
3
33 |Productos Roche, |Via Isidro Fabela Nte. No. [* San pham: EU GMP |ES/101HV/1 " Agency for Medicines 2
S.A.de C.V. 1536-B, CP50030 Col. + Vién nén bao phim Xeloda (Capecitabin 500mg); 5 § and Health Products
(Co'sd sén xudt) |Parque Industrial Toluca, +Vién nén bao phim Bondronat (lbandronic acid 50mg, dudi > (AEMPS), Spain
Edo de Mexico, Mexico dang Ibandronic sodium monhydrate). % g
— [
5
F.Hoffmann-La |Wurmisweg, 4303 PIC/S-GMP [17-0015 ™~ g Swiss Agency for
Roche Ltd. Kaiseraugst, Switzerland 8 ' [Therapeutic Products
(Co'sé déng goi) § (Swissmedic)
3
34 [Co sd san xuat: F. |Grenzacherstrasse 124, CH{* San pham: PIC/S-GMP |17-0774 N Swiss Agency for 1
Hoffmann-La 4070 Basel, Switzerland [+ Dung dich dam d3c dé pha dung dich tiém truyén Avastin 8 Therapeutic Products
Roche Ltd (bevacizumab 100mg/4ml, 400mg/16ml) . S o |(Swissmedic)
+ BOt dong kho pha tiém Cymevene (Ganciclovir 500mg). § §
Cosddonggdl  |Wurmisweg, CH-4303,  |* BOt pha dung dich tiém truyén Herceptin (Trastuzumab PIC/S-GMP|17-0015 ~ g Swiss Agency for
thr cap: Kaiseraugst, Switzerland 150mg). I % [Therapeutic Products
F.Hoffmann-La g (Swissmedic)
Roche Ltd. o
35 |[Cosdsdnxudtva |Galileistr.6, 08056 San pham: Vién nén bao phim Vimpat 50mg ( Lacosamide EU-GMP |DE_SN_01_ " Co quan thdm quyén 1
kiém tra chat Zwickau, Germany 50mg), Vién nén bao phim Vimpat 100mg ( Lacosamide GMP_2015_ § blrc
luvgng: Aesica 100mg), Vién nén bao phim Vimpat 150mg ( Lacosamide 0047 >
Pharmaceuticals 150mg), Vién nén bao phim Vimpat 200mg ( Lacosamide %
GmbH 200mg). o
Co s& dong goéi:  |Mittelstr. 15, 40789 EU-GMP |DE_NW_03_| g Co quan tham quyén
Aesica Monheim am Rhein, GMP_2016_ 8 g blrc
Pharmaceuticals |Germany 0048 § S
GmbH 1] —
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Co s& xuat xwdng: |Alfred-Nobel-Str. 10, EU-GMP [DE_NW_03_| Co quan tham quyén
Aesica 40789 Monheim am GMP_2016_ 8 Pirc
Pharmaceuticals |Rhein, Germany 0047 S
S~
GmbH 1S
36 |[SOCIETE 5 rue du Gabian, * Thud8c khoéng vo trling: vién nang cing. EU GMP |HPF/PT/014/ French National Agency 2
D'ETUDES ETDE |MONACO, 98000, Monaco 2016 < 9 |for Medicine and Health
RECHERCHES & &  |Products Safety (ANSM)
PHARMACEUTIQU S S
S~ S~
ESS.A.M. % 8
(S.E.R.P.)
37 |OM Pharma SA rue du Bois-du-Lan 22, * Vién nang cirng, thudc bot, thudc cdm (bao gdm ca san pham | PIC/S-GMP|17-1795 ~ o |Swiss Agency for 1
1217 Meyrin, Switzerland |chdra dich ly gidi t& bao vi khuan déng kho). § § Therapeutic Products
> > [(Swissmedic)
o —
S~ S~
S R
38 |Wasserburger HerderstraBe 1,2 und * S3n pham: Thubc bot déng khd pha dung dich tiém va 6ng EU-GMP |DE_BY 04 G Co quan thdm quyén 1
Arzneimittelwerk |Molkerei-Bauer-StraBe 18, |dung mo6i Zomacton (Somatropin 4mg). MP_2016_0 Q Dlrc
GmbH (Co s& san |83512 Wasserburg, 107 8
xuat thuéc bot va |Germany 3
A < ‘CE
dung moi) 3 S
N
&
Ferring Chemin de la PIC/S GMP (17-0474 ~ % Swiss Agency for
International Vergognausaz 50, 1162 St- § ° Therapeutic Products
Center S.A. (Co s& |Prex, Switzerland Py (Swissmedic)
, se o
ddng gdi cap 2) >
o
39 |Rentschler Erwin-Rentschler -Str.21, |* San phdm: Bt déng khé pha dung dich tiém Firmagon EUGMP |DE_BW_01_| Co quan thdm quyén 1
Biotechnologie D-88471 (hoac 88471) (Degarelix dwdi dang Degarelix acetate) 120mg va 80mg; GMP_2015_ 8 Dlrc (Baden-
GmbH (Co s& san |Laupheim, Germany 0053 § Wiirttemberg)
Xuat) o
Ferring GmbH (co |Wittland 11, 24109 Kiel, EU-GMP |DE_SH 01_ © o |Coquantham quyén
s& sdn xuat lo Germany GMP_2016_ 8 § Pilrc
dung moi) 0058 a Py
S| 8
N N
Danh sach co s& Dat Trang 9/ 29 Pot 53



A e 57 o ~ s | NGAY NHOM
TEN CO SO’ SAN 7 - o NGUYEN | GIAY CH. | NGAY ~ ~ =
STT ~, PIA CHI PHAM VI CHUNG NHAN P A ~ CO' QUAN CAP THUOC
XUAT ; : : TAC GMP NHAN CAP lljlli; Q 1 2
Ferring Chemin de la EU-GMP |17-0474 ~ Swiss Agency for
International Vergognausaz 50, 1162 St- § Therapeutic Products
Center SA (Co s& |Prex, Switzerland > (Swissmedic)
P s ~, o
déng goi, xuat g
xudng)
40 [Croma Pharma Industriezeile 6 und 15, * Thuéc vo trung EU-GMP |INS-480485- © o |Austrian Federal Office 1
¢ ” ¢ 5 i i
GmbH 2100 Leobendorf, Austria [+ Thudc tiét trung cudi: Thudc ban ran: Lo chira hyaluronic acid 0028-005 S 1S for Safety in Health Care
dam dic (gel) va syringes déng san chtra hyaluronic acid hodc g g
HPMC dam dic (gel) -y y
o on
41 |Ay 235, Miyakami, Shimizu-  |San pham: Dung dich tiém truyén Aminic (hdn hop Acid amin) Japan- 1379 N o Ministry of Health, 1
Pharmaceuticals [ku, Shizouka-shi, Shizuoka, GMP Q Q Labour and Welfare
. . S~ S~
Co., Ltd. Shimizu |Japan < & [government of Japan
Plant ) )
i i
42 |[Roche S.P.A. (Co [Via Morelli, 2-20090 * San pham: Vién nén Madopar (Levodopar 200mg, EU-GMP [IT/71- n Italian Medicines Agency| 1
s@ san xuét) Segrate (M), Italy Benserazide 50mg). 1/H/2015 8 (AIFA)
o
< 3
Py &
~
F.Hoffmann-La |Wurmisweg, 4303 PIC/S-GMP[17-0015 N 5 Swiss Agency for
Roche Ltd. (Co s& |[Kaiseraugst, Switzerland 8 & [Therapeutic Products
déng goi) S (Swissmedic)
3
43 |[RocheS.P.A Via Morelli, 2-20090 San pham: EU-GMP [IT/71- " Italian Medicines Agency| 1
(Co sé'san xudt) |[Segrate (MI), Italy + Vién nén Dilatrend (Carvedilol 6,25mg); 1/H/2015 § (AIFA)
+ Vién nén Dilatrend (Carvedilol 12,5mg); -
+ Vién nén Dilatrend (Carvedilol 25mg); § X
+ Vién nén Madopar (Levodopar 200mg, Benserazide 50mg); ” a
F.Hoffmann-Lla [Wurmisweg, 4303 +Vién nang Madopar HBS (Levodopar 100mg, Benserazide PIC/S-GMP |17-0015 - 5 Swiss Agency for
Roche Ltd. Kaiseraugst, Switzerland [25mg); 3 2 Therapeutic Products
(Co'sé déng goi) + Vién nén bao phim Tarceva (Ertotinib 150mg); g (Swissmedic)
+ Vién nén bao phim Tarceva (Ertotinib 100mg). %
o
44 |Industria Carretera de Cazofia- * ThuBc khéng vé trung chira hormon hodc chat cé hoat tinh EU GMP |ES/066HV/1 ~ o |Agency for Medicines 1
¢ 3 N N < I N
Farmacéutica Adarzo, s/n°, Santander, |hormon): thudc dung ngoai dang 1dng, dang bao ché ban ran 7 Q Q |and Health Products
Cantabria, S.A 39011 Cantabria Spain g § (AEMPS), Spain
N >
(o] o~
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45 (Allergan Castlebar Road, Westport, |* San phadm: bot siy khé chan khéng v khuin dé pha dung EU-GMP |C17/1215 Health Products 1
Pharmaceuticals |Co. Mayo, Ireland. dich tiém Botox ( Botulinum toxin loai A Ph.Eur: 100 don vi /Io) ~ Regulatory Authority
Ireland (* Cach ghi khac: Castlebar § (HPRA), Ireland
Road, Westport, County vy
Mayo, Ireland) %
—
46 |Sandoz GmbH - BiochemiestraRe 10, 6336 |* Thudc vé trung: dung dich thé tich nhd; EU GMP |[INS-481925- Federal Office for Safety 1
Organisationseinh [Langkampfen, Austria * San pham cong nghé sinh hoc; 0058-001 in Health Care, Austria
eit/Business Unit
Biologics ~ 0
Technical § §
Development and S P~
Manufacturing S S
Drug Substance o ”
Schaftenau (BTDM
DSS)
47 |[Lindopharm NeustraBe 82, 40721 * San pham: Bot pha dung dich uéng ACC 200 (Acetylcystein EUGMP |DE_NW_03_[ | Co quan tham quyén 1
GmbH Hilden, Germany. 200mg, goi 3g). GMP_2015_ § Dirc (Bezirksregierung
(Co s sdn xuat) [(Cach viét khac: 0029 E © Diisseldorf)
Neustrasse 82, 40721 S 3
Hilden, Germany.) - g
Salutas Pharma Otto-von-Guericke-Allee EU GMP |DE_ST_01_G ™~ g Co quan tham quyén
GmbH 1, 39179 Barleben, MP_2017_0 8 ™ |Pirc (Sachsen-Anhalt)
(Co s& xuat Germany 020 9
xuwédng) §
48 [Rottendorf Ostenfelder StraRe 51-61, [* San pham: Vién nén phéng thich kéo dai Nifehexal retard EUGMP |DE_NW_05_ Co quan thdm quyén 1
Pharma GmbH 59320 Ennigerloh, (Nifedipin 20mg). GMP_2017_ ~ Duc (Bezirksregierung
(Co s& sdn xuat) |Germany (hodc cach ghi 0003 8 Miinster)
khac: Ostenfelder Str. 51- 3 o)
61, D-59320 Ennigerloh, ] ;]
Germany). §
Salutas Pharma Otto-von-Guericke-Allee EU GMP |DE_ST_01_G N i Co quan tham quyén
GmbH 1, 39179 Barleben, MP_2017_0 8 Dirc (Sachsen-Anhalt)
(Cosd déng gbi) |Germany 020 5
3
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49 |Hermes Hans - Urmiller - Ring 52, [* S&n pham: Vién sti ACC Pluzz 200 (Acetylcystein 200mg); EU GMP |DE_BY_04_G Co quan tham quyén 1
Arzneimittel 82515 Wolfratshausen, Vién sti ACC Pluzz 600 (Acetylcystein 600mg). MP_2016_0 © Durc (Bezirksregierung
GmbH Germany. 086 § Diisseldorf)
(Co'sd sén xudt) |[(Cach viét khac: )
Neustrasse 82, 40721 | 2
. o~ o~
S~
Hilden, Germany.) §
Salutas Pharma Otto-von-Guericke-Allee EU GMP [DE_ST_01_G ~ 8 Co quan tham quyén
GmbH 1, 39179 Barleben, MP_2017_0 8 Purc (Sachsen-Anhalt)
(Co sd xudt Germany 020 0
xwong ) §
50 |Medochemie Ltd |2, Michael Erakleous * Thuéc vé trung: EU GMP |MEDO04/201 ~ o Pharmaceutical Services 1
(Factory C) Street, Agios Athanassios | + Thudc san xuat vd trung: Thudc bot pha dung dich tiém 7/001 § § Ministry of Health,
Industrial Area, 4101 chira khang sinh nhém Cephalosporin va Carbapenem. = < |Cyprus
Agios Athanassios, § g
Limassol, Cyprus - o
Medochemie Ltd * Thuéc khéng vé trung MEDO04/201 ~ °
(Factory C)- Oral + Thuéc chita khang sinh nhém Cephalosporin va 7/002 § §
Facility Carbapenem: Vién nén, vién nén bao phim, vién nang cirng, 5 =
thudc cdm va thudc bét pha hdn dich udng; % §
+ Thudc bdt pha dung dich uéng. e o
51 [Limited Liability [|* 22, Shevchenko str., * Thuéc vo trung: PIC/S-GMP|015/2017/G State Administration of 2
Company Kharkiv, 61013, Kharkiv + Thuéc san xuat vo trung: dung dich thé tich nho . MP Ukraine on Medicinal
"Pharmaceutical [Region, Ukraine; + Thuéc tiét trung cudi: dung dich thé tich nho. Products (SAUMP)
company * 31/B-2, Kostyantyn * Thuéc khong vé trung: vién nang cirng; thudc dung ngoai ~ I
"Zdorovye" Kalinin Street, Kharkiv, dang I6ng; thu6c uéng dang 1dng; thudc bdt; thudc cdm; thudc 8 8
61019, Kharkiv Region, phun mu; thuéc kem, thuéc m&, thuéc gel; vién nén (bao gébm § g
Ukraine; ca vién bao). S ~
* 46, Katerynynska str., * Thudc tr dwoc lidu.
Kharkiv, 61004, Kharkiv
Region, Ukraine;
52 |PT. DANKOS JI. Rawa Gatel Blok llI S Thuéc ung thu: PICS [4063/CPOB/ National Agency for Drug 2
FARMA Kav. 36-38, Kawasan - Vién nén, vién nén bao; A/X11/13 ad] % |and Food Control
Industri Pulogadung, - Thudc tiém thé tich nho; 4064/CPOB/ 8 3 (NADFC), Indonesia
Jakarta Timur, Indonesia |- Thudc d6ng khé pha tiém; A/X11/13 g §
4065/CPOB/ | & 3
A/XI1/13
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53 |Sopharma AD Vrabevo vlg, 5660 district [Thudc khdng vo trung: vién nang cirng; vién nén; dung dich EU GMP |BG/GMP/20 " w |Bulgarian Drug Agency 1
of Lovech, Bulgaria thudc dung ngoai, thudc udng dang 1dng (siro, dung dich, hén 15/063 § §
dich) thu8c kem, gels, m& o pay
< <
~ S
o~ on
54 |Ipca Laboratories |Plot No. 69-72 (B) Sector |* Thudc khéng vo trung (chira khdng sinh B-lactam): vién nang | EU-GMP |UP/I-530- Agency for Medicinal 2
Limited (11), Kandla Special clrng; vién nén; thudc bot pha hén dich udng; thudc bot pha 10/17-03/02 ~ S |Products and Medical
. . e o o . .
Economic Zone, IN- dung dich udng. Q Q  |Devices of the Republic
370230, Gandhidham, 3 8 |of Croatia
S~ S~
Gujarat, India S 3
55 |Apotex Inc 50 Steinway Boulevard, San pham: Vién nén bao phim Apolets (Clopidogrel duéi dang | PIC/S GMP [100375-F © Co quan tham quyén 1
€O s@ san xuat Etobicoke, Ontario, Clopidogrel bisulfate 75mg) 8 Canada
M9We6Y3 - Canada X )
~ —
‘—| o
i
Apotex Inc (Co s& [4100 Weston Road, PIC/S GMP [100375-B Q 3 Co quan thdm quyén
ddng goi) Toronto, Ontario, M9IL2Y6 - 8 Y |canada
Canada iy
S~
N
i
56 |[Cadila Plot No. 1389, Trasad * Thuéc vo trung PICS 019/2017/G State Service of Ukraine 2
Pharmaceuticals |Road, Dholka, Dist: - ThuBc déng kho (san xuat trén day chuyén vial Filling line 1) MP on Medicines and Drugs
Limited Ahmedabad, India - Thudc bdt pha tiém chiva Cephalosporrin Control
* San pham cu thé:
- thuéc déng khd pha tiém Rabeloc (Rabeprazole Sodium
20mg)
- Thu8c bdt pha tiém Futobact 1g (Cefoperazone 0,5g, N I
o o
Sulbactam 0,5g) I I
- Thudc bdt pha tiém Futobact 2g (Cefoperazone 1g, Sulbactam § g
1g) N N
- Thudc bdt pha tiém Ceficad 1000 (cefepime 1000mg)
- Thu6c bdt pha tiém Ceficad 2000 (cefepime 2000mg)
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57 |Facta Nucleo Industriale S. Atto |* ThuSc vé trung: EU-GMP |IT/193- © o |AIFA Italian Medicines 1
Farmaceutici (loc. S. NICOLO' A + Thuéc san xuat vd trung: Dung dich thé tich nhé 2/H/2016 § § Agency
S.P.A. TORDINO) - 64100 Teramo < g
(TE), ltalia S Y
i i
58 |Alpex Pharma SA |Via Cantonale, 6805 * Thuéc khéng vé trung: Vién nén phan tén, vién nén sui bot PIC/S GMP [17-0316 ~ o |Swiss Agency for 1
Mezzovico-Vira, § § Therapeutic Products
Switzerland N S |(Swissmedic)
5 | &
— o~
59 [Laboratorio Via Licinio, 11 - 22036 * Thudc v trung: EU-GMP [IT/106- Italian Medicines Agency| 1
Italiano Erba (Co), Italia + Thudc san xuat v6 trung: dung dich thé tich nho 3/H/2016 (AIFA)
Biochimico (corticosteroid hormon); © o
Farmaceutico + Thudc tiét trung cudi: Dung dich thé tich nho. § §
Lisapharma S.p.A. * Thuéc khong vé trung: Thudc uéng dang 16ng (bao gdm ca 5 =~
thu6c chira corticosteroid hormon va hormon sinh duc); thudc g g
dung ngoai dang l6ng (corticosteroid hormon); dang bao ché o -
ban ran (bao gdm ca corticosteroid hormon).
60 [Fisiopharma S.R.L [Nucleo Industriale - 84020 |* Thu6c vé trung: EU-GMP [IT/163- Italian Medicines Agency| 1
Palomonte (SA), Italy + Thudc san xuat vé trung: Dung dich thé tich nhé chira 2/H/2016 © o |AIFA
corticosteroid, thudc bat (bao gom ca corticosteroid). § §
+ Thudc tiét trung cudi: dung dich thé tich nho. =~ >
* Thudc sinh hoc: dung dich thé tich nhoé sdn xuit vo trung % §
chira san phadm c6 ngudn gdc tir nguwdi, déng vat (tach chiét - o
md, t€ bao ddng vat)
61 |GlaxoSmithKline [1011 N. Arendell Ave, San pham bét hit phan liéu: Advair Diskus 250/50 Inhalant US-GMP |GF79-YZ9Q ~ o |US-FDA 1
LLC Zebulon, NC 27597, Tén tai Viét Nam: Seretide Accuhaler 50/250mcg (salmeterol § §
United State of America |50mcg, fluticasone propionate 250mcg) N N
s | =
o o
62 |Catalent Germany |Steinbeisstr. 1 und 2, * San pham: Duodart (Dutasteride 0,5mg; Tamsulosin HCI EU-GMP |DE_BW_01_ Co quan tham quyén 1
Schorndoft GmbH (73614 Schorndorf, 0,4mg). GMP_2017_ ~ bl
(S&n xudt thanh  [Germany 1056 8
pham) (* Cdch ghi khdc: g
Steinbeisstr. 2, D-73614 S
Schorndorf, Germany)
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Rottendorf Ostenfelder StraRe 51-61, EUGMP |DE_NW_05_| 9 |Co quan thdm quyén
Pharma GmbH 59320 Ennigerloh, GMP_2017_ § 8 Durc (Bezirksregierung
(NSX s&n pham Germany 0003 3 § Miinster)
trung gian % N
Tamsulosin HCI) -
Catalent France |74 rue Principale, EU GMP |HPF/FR/128/ ~ French National Agency
Beinheim SA (NSX |Beinheim, 67930, France 2017 § for Medicine and Health
san pham trung B Products Safety (ANSM)
gian Dutasteride) 3
i
63 |Famar I'Aigle Usine de Saint-Rémy, Rue |*Thudc vd trung: EUGMP [HPF/FR/225/| o |French National Agency 1
del'lsle, Saint Remy Sur |- Thudc san xuat vo trung: Thudc dong kho; dung dich thé tich 2017 § § for Medicine and Health
Avre , 28380, France. nho; o s |Products Safety (ANSM)
* Thu6c khong vo trung: vién nén; thudc bot; thudc ban ran g %
o o~
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64

Bharat Serum and
Vaccines Limited

Plot No K-27, Anand
Nagar, Additional M.1.D.C,,
Ambernath (East) Dist
Thane, Maharashtra State,
India

* Thuéc vé trung:

- Thu8c san xuat vo triing: Thudc déng khd; dung dich thé tich
nhd

- Thudc tiét trung cudi: Dung dich thé tich nho

* San pham cu thé:

- Ampholip suspension for solution for infusion, 5mg/ml
(Amphotericin B- Lipid Complex)

- Amphonex lyophilized for solution for injection 50mg
(Liposomal Amphotericin B).

- Amphotret lyophilized for solution for injection 50mg
(Amphotericin B).

- Rhoclone Liquid injection 150mcg & 300cmg (anti RHO-D
Immunoglobulin injection 150mcg & 300mcg- Monoclonal).
- Thromboflux lyophilized injection 1500000 IU & 750000 1U
(steptokinase 1500000 IU, 750000 [U).

- Foligraf lyophilized for solution for injection 75 IU & 150I1U
(Recombinant-Human Follicle Stimulating Hormone).

- HucoG-HP lyophilized for solution for injection 5000 IU (
Human Chorionic Gonadotrophin).

- HucoG- 75HP lyophilized for solution for injection 75 1U (
Human menopausal Gonadotrophin).

- U-Tryp Liquid injection 100000 IU (Uninastatin 100000 IU)

PICS

045/2017/G
MP

04/08/2017

12/07/2020

State Service of Ukraine
on Medicines and Drugs
Control

65

Sanofi Pasteur

Parc industriel d'Incarville
Val-de-reuil, 27100,
France

* Thuéc vo trung:

+ Thudc san xuat vo trung: thudc ddng kho, dung dich thé tich
nhd

+ Thuéc tiét trung cudi: dung dich thé tich nho

* Thuéc sinh hoc: san pham mién dich, sdn pham cong nghé
sinh hoc, sdn pham cé ngudn géc tir ngwdi hodc déng vat

EU-GMP

HPF/FR/117/
2017

02/05/2017

27/06/2018

French Health Products
Safety Agency (AFSSAPS)
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66 |PT.Bernofarm JI. Gatot Subroto No. 68  |* Thudc vo trung khéng chira khang sinh nhém B-lactam PIC/S-GMP |4357/CPOB/ National Agency for Drug 2
Banjarkemantren Km.18, |(khéng bao gdm thu6c tranh thai, hormon sinh duc va chat déc A/ll/15 and Food Control
Buduran - Sidoarjo - Jawa |té bao): ! & |(NADFC), Indonesia
Timur, Indonesia + Thudc san xuat vd trung: Dung dich thudc tiém thé tich 8 8
nhd (£100mL). 3 3
+ Thudc tiét trung cudi: Dung dich thudc tiém thé tich nhé 2 -
(E100mL).
67 |Ferrer ¢/. Joan Buscalla, 1-9, * Thuéc vé trung: EU-GMP |NCF/1424/0 Ministry of Health of 1
Internacional, SA (08173 Sant Cugat Del + Thudc san xuat vd trung: dung dich thé tich nho (thuc déng 01/CAT ~ o [|Government of
Vallés (Barcelona), Tay khd). § § Catalonia, Spain
Ban Nha + Thuéc tiét trung cudi: dung dich thé tich nho. I I
* Thuéc khoéng vé trung: vién nang cirng; vién nén; vién nén § %
bao; thudc udng dang 1dng; thuéc xit hong, thuéc dung ngoai N -
dang Idng; dang bao ché bén rén, thudc dan.
68 [Sphere Healthcare[10-12 Church Road *Thu6c khdng vo trung: thudc bét va thudc cdm; vién nang PIC/S- [MI-2017-LI- ~ o |Australian Therapeutic 1
Pty Ltd MOOREBANK NSW 2170, |[mém; dang bao ché ban ran (thudc kem, thudc md; gel); thudc GMP |03792-1 § § Goods Administration
Australia uéng dang 16ng; dang 1dng dung ngoai; tinh dau va dich chiét g § (TGA)
duoc liéu. Ny >
— o
69 |Reckitt Benckiser |65 Moo 12, Lardkrabang- |* Thu8c khdng v trung: thudc uéng dang long EU-GMP |UK GMP Medicines and 2
Healthcare Bangplee Road, Bangplee, 20689 Insp 5 Q |Healthcare Products
Manufacturing Samutprakarn, Th-10540, GMP 8 8 Regulatory Agency
(Thailand) Limited [Thailand 20689/1380 § § (MHRA), United
3-0006 - S |Kingdom
70 |Laboratorio Pablo |Carhue 1096 (Zip code: San pham: PICS GMP {2013202000 ™~ National Administration 2
Cassara S.R.L. C1408GBV), city of - Betahema, solution for Injection (rHu Erythropoietin beta 023017 8 of Drugs, Foods and
Buenos Aires, Argentine  [2000 IU/1ml) py Medical Devices
Republic § (ANMAT), Argentina
San pham: Budecassa HFA (Budesonide 200mcg/liéu) 2013202000 [
073517 I
%
g
i
San pham: Nalidic (Salbutamol sulphate 120mcg tuong dwong 2013202000 N x
salbutamol 100mcg/liéu; Beclomethasone dipropionate 073417 8 8
50mcg/liéu) x s
= S
— o~
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San pham: Epocassa (rHu Erythropoietin 2000 IU/1ml; 4000 2013202000 |
1U/2ml; 10000 1U/1ml) 073117 Q
g
[22]
o~
San pham Nuetrofil 30 & 48 (Filgrastim 30MU/1ml & 48 2013202000 N
MU/1,6ml) 073217 I
@
o
S~
[22]
(o}
71 |Bieffe Medital Via Nuova Provinciale - San pham: Dung dich thu8c tiém truyén Paracetamol-Bivid EU-GMP |IT/169- ™~ Italian Medicines Agency| 1
S.P.A. (Cos&san |23034 Grosotto (So), Italy |(Paracetamol 1g/100ml) 1/H/2017 8 (AIFA)
A [e2)
Xuat) g g
- | g
Sanavita Lohstrasse 2 59368 EU-GMP [DE_NW_01_| w § Co quan thdm quyén
Pharmaceuticals |Werne, Germany GMP_2015_ 8 S |puc
GmbH (Co s& xuat 0014 @
xuong) §
72 |LDP-Laboratorios |Ctra. De Barcelona, 135-B, [* Thudc vo trung: EU-GMP |NCF/1728/0 ~ o |Ministry of Health of 1
v 2 Ny A N ~ g N . . b N
Torlan SA 08290 Cerdanyola Del + Thudc san xuat vo trung: thuoc dang ran va cay ghép chira 01/CAT S Q |Government of
Valles (Barcelona), Spain |khdng sinh betalactam (thuéc bét pha tiém) g g Catalonia, Spain
> ey
~N o
73 |Biosidus S.A. + Av. De los Quilmes 137 [Dung dich tiém, bét déng khd pha tiém (bao gdbm hoat chat PICS GMP |2013201400 National Administration 2
(Zip Code B1883FIB), céng nghé sinh hoc, khdng chira beta lactam va chat kim té€ 123117 of Drugs, Foods and
Bernal Oeste, Quilmes, bao, chat cé hoat tinh hormon); bdt pha hdn dich udng chira Medical Devices
Province of Buenos Aires |hoat chat c6 ngudn géc sinh hoc. (ANMAT), Argentina
Argentina Republic g g
+ Constitucion 4234 (Zip Q Q
Code C1254ABX), of the 5 5
Buenos Aires, Argentina 3 3
Republic
74 |Troikaa C-1, Sara Industrial Estate, | Thuéc khéng vé trung: vién nén; vién nang clirng, vién nang PIC/S [339b/17 ~ o [National Pharmaceutical 2
N i N
Pharmaceuticals |Selaqui, Dehradun - mém Q Q |Regulatory Agency,
Limited 248197, Uttarakhand, § g Malaysia
India > I
o~ o~
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75 |Gedeon Richter [ul. Graniczna 35, 05-825 [* San pham: Vidonorm 4mg/5mg tablets EUGMP |GMP md&isé © Main Pharmaceutical 1
Polska Sp. Zo.o. Grodzisk Mazowiecki, Tén lwu hanh tai Viét Nam: Beatil 4mg/5mg tablets GIF-IW- § Inspectorate (MPI),
(Co s& san xuét va |Poland * San pham: Vidonorm 4mg/10mg tablets 400/003103 =~ Poland
déng goi) Tén lru hanh tai Viét Nam: Beatil 4mg/10mg tablets 01/04/163/1 % §
* San pham: Vidonorm 8mg/10mg tablets 6 e g
Gedeon Richter  [Gyomréi ut 19-21., Tén lru hanh tai Viét Nam: Beatil 8mg/10mg tablets EUGMP |OGYEI/1698 © g National Institute of
Plc. Budapest, 1103, Hungary 2-8/2016 8 ™ |Pharmacy and Nutrition
(Co s& xuat 3 (OGYEI), Hungary
xudng) E
76 |Bausch and Lomb |8500 Hidden River San pham: Besivance® (Besifloxacin ophthalmic Suspension) US-GMP [3D9E-27S9 ~ o |US FDA 1
Incorporated Parkway, Tampa, FL 33637 |0.6% (Sterile) Suspension § §
United States of America x >
S | S
(o] (o]
77 |Fisiopharma S.R.L [Nucleo Industriale - 84020 [* Thu8c vé trung: EU-GMP [IT/125- Italian Medicines Agency| 1
Palomonte (SA) Italy + Thudc san xuat vé trung: Dung dich thé tich nhd (chira 2/H/2017 ™~ @ |AIFA
Corticoid, chat chiét tir dong vat); thudc bot 8 8
+ Thudc tiét trung cudi: dung dich thé tich nhd. § S
* Thudc sinh hoc: San pham chira chat chiét xuat tir t& bao, mo Q S
dong vat.
78 [MSD International [Dublin Road, Carlow, Co. |* Thuéc vé trung: EU-GMP |10759A © o |Health Products 1
GmbHT/AMSD [Carlow, Ireland + Thudc san xuat vd trung: Dung dich thé tich nhé § § Regulatory Authority,
Ireland (Carlow) * Thudc sinh hoc: San pham mién dich g g Ireland
S~ S~
S &
79 |PATHEON 5900 Martin Luther King  |* San pham: C&m uéng SINGULAIR® (montelukast sodium), EU-GMP |NL/H Health Care Inspectorate 2
MANUFACTURING [Jr. Highway, Greenville, 4mg. 15/1005102 Q - Pharmaceutical Affairs
SERVICES, LLC. North Carolina 27834, USA A 8 and Medical Technology,
(Co s& sdn xuét) S Netherlands
o
i
Merck Sharp & 4633 Merck Road, Wilson, EU-GMP |NL/H w |Health Care Inspectorate
Dohme Corp, North Carolina (NC) 17/1014440 ~ § - Pharmaceutical Affairs
Wilson Plant 27893, USA 8 g and Medical Technology,
(Co s& dong goi g < |Netherlands
cap 1) 2 ]
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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/ll/13 § and Food Control

Tbk (Co s& déng |Indonesia > Indonesia (NADFC)

g0i cap 2 + xuat %

xuéng) -

80 |PATHEON 5900 Martin Luther King  |* S&n pham: C&m udng SINGULAIR® (montelukast sodium), EU-GMP [NL/H Health Care Inspectorate| 1
MANUFACTURING [Jr. Highway, Greenville, 4mg. 15/1005102 9 - Pharmaceutical Affairs
SERVICES, LLC. North Carolina 27834, USA A 8 and Medical Technology,

(Co s& san xuit) g Netherlands
3
Merck Sharp & 4633 Merck Road, Wilson, EU-GMP |NL/H Health Care Inspectorate
Dohme Corp, North Carolina (NC) 17/1014440 ~ ® |- Pharmaceutical Affairs
Wilson Plant 27893, USA 8 8 and Medical Technology,
(Co s& ddéng gbi § 3 Netherlands
cap 1) 8 3
Merck Sharp & Waaderweg 39, Haarlem, EU-GMP |NL/H Health Care Inspectorate
Dohme B.V (Co s& [2031BN, Netherlands 15/1006689 t] - Pharmaceutical Affairs
déng géi cap 2) & and Medical Technology,
% Netherlands
N

81 |MSD International |Pridco Industrial Park, * San pham: Vién nén bao phim Janumet 50mg/500mg US-GMP [JMNC-NUZC ~ United States Food and 1
GmbH (Puerto State Road 183, Las (sitagliptin phosphate monohydrate 50mg/metformin HCL § Drug Administration
Rico Branch) Piedras, Puerto Rico 500mg) o (U.S. FDA)

(Cos&SXBTP)  [00771, S|

(o] —

&

Merck Sharp & Waarderweg 39, Haarlem, EU GMP [NL/H15/100 § Health Care Inspectorate
Dohme B.V 2031 BN, Netherlands 6689 ut] > |- Pharmaceutical Affairs
(Co sé& dong gdi) 8 °  |and Medical Technology,

% Netherlands

(o]

82 |MSD International |Pridco Industrial Park, * San pham: Vién nén bao phim Janumet 100mg/1000mg US-GMP [BN9Q-FAKS8 ~ United States Food and 1
GmbH (Puerto State Road 183, Las (sitagliptin phosphate monohydrate 100mg/metformin HCL § Drug Administration
Rico Branch) Piedras, Puerto Rico 1000mg) o (U.S. FDA)

(CosdSXBTP) (00771, < ©
~N —
Q
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Merck Sharp & Waarderweg 39, Haarlem, EU GMP [NL/H15/100 § Health Care Inspectorate
Dohme B.V 2031 BN, Netherlands 6689 ut] > |- Pharmaceutical Affairs
(Co s& dong goi) 8 °  land Medical Technology,
o Netherlands
=
o~
83 |Cenexi (Co s& san |52 rue Marcel et Jacques |San pham: Vién nang cirng Tamiflu (Oseltamivir 75mg) EU GMP |HPF/FR/168/ ~ National Agency for the 1
Xuéat) Gaucher Fontenay sous 2017 § Safety of Medicine and
Bois, 94120, France > ° Health Products (ANSM),
§ S |France
~ | g
i
F.Hoffmann-La |Wurmisweg, CH-4303 PIC/S-GMP[17-0015 N g Swiss Agency for
Roche Ltd. (Co s& [Kaiseraugst, Switzerland 8 ™ |Therapeutic Products
ddng goi) S (Swissmedic)
&
o
84 |PATHEON 5900 Martin Luther King  |* S&n pham: Thudc tiém Kadcyla (ado-trastuzumab emtansine | EU-GMP [C7YP-WN5H ~ United States Food and 1
MANUFACTURING [Jr. Highway, Greenville, 160mg) injection solution. § Drug Administration
SERVICES, LLC. North Carolina 27834, USA o o (U.S. FDA)
(Co s& sdn xuét) g b
-
F.Hoffmann-La |Wurmisweg, CH-4303 PIC/S-GMP[17-0015 ™~ g Swiss Agency for
Roche Ltd. (Co s& |Kaiseraugst, Switzerland 8 ©  |Therapeutic Products
déng goi) § (Swissmedic)
[a2)
o
85 |PATHEON 5900 Martin Luther King |* S&n pham: Thudc tiém Kadcyla (ado-trastuzumab emtansine | EU-GMP |Y46E-U6A2 o United States Food and 1
MANUFACTURING |Jr. Highway, Greenville, 100mg) injection solution § Drug Administration
SERVICES, LLC. North Carolina 27834, USA B o (U.S. FDA)
(Co s& sdn xuat) § b
B -
F.Hoffmann-La |Wurmisweg, CH-4303 PIC/S-GMP|17-0015 N g Swiss Agency for
Roche Ltd. (Co s& [Kaiseraugst, Switzerland 8 ' [Therapeutic Products
déng goi) S (Swissmedic)
&
o
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86 |[Kyukyu 2-10 Nihonbashi-honcho 4{* Sdn pham: Cao dan Qepentex Japan GMP|2305 Ministry of Health, 1
Pharmaceutical chome, Chuo-ku, Tokyo, ~ Q |Labour and Welfare
Co., Ltd (Kyukyu |Japan 8 8 (MHLW), Japan
Pharmaceutical g 3
Co., Ltd. Toyama 3 5
Plant)
87 |[Dea han New 66 Jeyakgongdan 1-gil, - Thuéc tiém, thubc bdt ddng kho pha tiém PIC/S-GMP| 2017-D1- ~ o |Gyeongin Regional Ofice 2
Pharm. Co., Ltd Hyangnam-eup, - Thué8c vién nén, vién nang cirng 2418 § § of Food and Drug Safety,
Hwaseong-si, Gyeonggi- g g Korea
do, Republic of Korea E 5
88 |[Boehringer Birkendorfer Strasse 65, |San pham: Enbrel Powder (b6t d6ng khd pha tiém) and solvent| EU-GMP [07/17/1125 European Medicines 1
Ingelheim Pharma |88397 Biberach an der for solution for injection (Etanercept 25 mg, 4 lo + 4 6ng déng 58 Agency
GmbH & Co. KG. |Riss, Germany. san +4 kim + 4 b l1ap 6ng + 8 miéng bdng tam con)
(co s& sdn xuét)
S
San xuat dung Schuetzenstrasse 87, 8
moi: Vetter 88212 Ravensburg, g
Pharma Fertigung |Germany. 3
GmbH & Co. KG.
Péng gbi cap 2: New Lane, Havant,
Wyeth Hampshire P09 2NG,
Pharmaceuticals |United Kingdom
89 |Reckitt Benckiser [Dansom Lane, Hull, HU8 [* Thu8c vé trung: EU-GMP |UK MIA 63 Medicines and 1
Healthcare (UK) |7DS, United Kingdom. + Thudc tiét trung cudi: dung dich thé tich nho. Insp GMP N % |Healthcare Products
Limited * ThuBc khong vé trung: vién nang clrng; vién nang mém; 63/17092- 8 8 Regulatory Agency
thudc dung ngoai dang 1dng; thudc udng dang Idng; dang bao 0036 3 § (MHRA), United
ché& ban rin; vién nén. 3 S |Kingdom
* Thudc sinh hoc: Nystatin (Thudc kem Timodine);
90 |AstraZeneca AB |PET (Blow Fill Seal), * Thuéc v trung (6ng nhwa sdn xuit theo cdng nghé Blow - Fill| EU-GMP |5.9.1-2017- Medical Products 1
Forskargatan 18, - Seal): 029948 ~ ~ |Agency (MPA), Sweden
Sodertalje, 15185, Sweden |- Thudc san xuat vo trung: Dung dich thé tich nho; § §
(* bia chi chung: - Thudc ¢ tiét trung cudi: Dung dich thé tich nho; = )
Sodertalje, 15185, S S
Sweden) o ”
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91 |Macleods Unit-ll, Plot 12, 15, 21, 23, |* ThuSc khdng v6 trung: Vién nang cirng; vién nén. EU-GMP |DE_BY_05_G Co quan tham quyén 2
Pharmaceuticals |24, 25, 26, 27, 28 & 30, MP_2017_1 ~ o burc
Limited Survey No 366, Premier 039 § §
Industrial Estate, = vy
Kachigam 396210 Daman, S %
India e -
92 |[Oncotec Pharma |[Am Pharmapark, 06861 * San pham: Oxaliplatin "Ebewe" 100mg/20ml va 50mg/10ml. | EU GMP |[DE_ST 01_G Co quan tham quyén 1
Produktion GmbH |Dessau -RoRlau, Germany. MP_2017_0 ~ Purc (Sachsen-Anhalt)
(Co'sé'sén xudt  |(* Cdch viét khdc: Am 007 §
va dong goi so Pharmapark, 06861 ~
cép) Dessau -Rosslau, §
Germany ) -
2
Ebewe Pharma Mondseestrasse 11, 4866 EU GMP |[INS-480020- 8 Co quan thdm quyén Ao
Ges.m.b.H. Nfg. Unterach am Attersee, 0098-001 g
KG. Austria. ~ 9
(Cach viét khac: §
Ebewe Pharma =
GmbH Nfg. KG.) =
(Co'sé déng goi ”
thu cdp va xuét
xuwéng )
93 |Yuria-Pharm Ltd. |108 Verbovetskogo St., * Thudc vo trung: - Thudc tiét trung cudi: dung dich thé tich EU-GMP |006/2017/R Ministry of Health, 2
Cherkasy, 18030, Ukraine [l&n, dung dich thé tich nho. 0] ~ o National Agency for
* Thuéc khéng vé trung: Thudc udng dang 16ng (dung dich, § § medicines and medical
siro). ~ S |devices, Romania
* Trir 02 sdn pham chua duwoc chirng nhan: dung dich dam d3c g g
pha dich truyén Rifonat 30mg/ml va Paskonat 30mg/ml. - o
94 |Patheon 5900 Martin Luther King  |* Thudc IV Busulfex (busulfan), 6mg/ml, Injection CPP CPP: 7GDF- ~ o |United States Food and 1
Manufacturing Jr. Highway, Greenville, (US GMP) |KR3Z § § Drug Administration
Services, LLC North Carolina 27834, USA g g
N 3
— i
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95 |PT. Widatra J1. Stadion No. 1 Pandaan |* Thudc v6 trung tiét trung cudi: PIC/S GMP |4640/CPOB/ n o |National Agency For 2
BHAKTI Pasuruan - Jawa Timur - Thudc tiém thé tich |&n khdng chira khang sinh; A/X11/15 § § Drug and Food Control
67156, Indonesia - Dung dich rira khdng chira khang sinh. E E Indonesia (NADFC)
S| 3
(] on
96 [Hovid Berhad Lot 56442, 712 Miles, Jalan|* Thudc khong vo triing: Vién nang cirng, thubc bét, thude PIC/S GMP [152/17 N o National Agency For 2
Ipoh/Chemor, 31200 cém, vién nén. I Q |Drugand Food Control
S~ S~ .
Chemor, Perak, Malaysia § 5 Indonesia (NADFC)
3 &
97 |Hovid Berhad 121, Jalan Tunku Abdul * Thu8c khong vo trung: Vién nang cing (chira penicillin), vién | PIC/S-GMP|201/17b National Agency For 2
Rahman 30010 Ipoh, nang mém, thuéc dung ngoai dang I6ng, thubc udng dang léng, ™~  |Drug and Food Control
Perak, Malaysia thuéc cdm (chira penicillin), dang bao ché ban ran, vién nén 8 8 Indonesia (NADFC)
(chtra penicillin). 5 §
* ThuSe duoc liéu N S
98 |BiolLab Co., Ltd 625 Moo 4, Bangpoo * Thudc khéng vo tring: vién nén (san pham Ardeycor coated EU-GMP |DE_NW_01_ Co quan tham quyén 2
Industrial Estate Soi 7a, tablet) GMP_2017_ ~ 9 |Dlc (Bezirksregierung
Sukhumvit road, Prakasa, 1016 8 8 Arnsberg)
Muang, Samutprakarn 5 E
10280, Thailand S 3
99 ([Corden Pharma [Corden Pharma, * ThuBc khong vé trung: vién nang cirng (chira hormon va chat | EU-GMP [DE_BW_01_ Co quan thdm quyén 1
GmbH Otto-Hahn-Str., 68723 c6 hoat tinh hormon; chat cé hoat tinh manh, déc tinh cao); GMP_2016_ 5 9 |buc
Plankstadt, Germany vién bao, thudc cdm, thuéc bt (chira hormon va chat cé hoat 0086 8 8
tinh hormon, chat cé hoat tinh manh, d6c tinh cao); vién nén § 5
(chtra hormon va chat cé hoat tinh hormon, chat c6 hoat tinh N I
manh, ddc tinh cao)
100 |CSL Behring GmbH|CSL Behring GmbH * Thuéc vo trung: EU-GMP |DE_HE_01_ Co quan tham quyén 1
Emil-von-Behring-Strasse |+ Thudc san xuat v trung: thudc déng kho; dung dich thé tich GMP_2017_ Dlrc
76 nho. 0035 - -
35041 Marburg Germany [+ Thudc tiét tring cudi: dung dich thé tich nho. § §
* Ché& pham sinh hoc: ché& pham tir mau; vac xin chita virus bat F o
hoat; thu6c cong nghé sinh hoc c6 ngudn géc tir ngudi hodc % g
dong vat: aprotinin; cac ch& pham sinh hoc khac: protein e -
(streptase).
* Thuéc khac: Human-thrombin, fibrinogen
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101 |CSL Behring GmbH|CSL Behring GmbH * Thuéc vé trung: EU-GMP |DE_HE_01_ ~ o |Coquan thdm quyén 1
Gorzhauser Hof + Thudc sdn xuat vo trung: thudc déng kho. GMP_2017_ § § Dlrc
35041 Marburg (Stadtteil |* Ch& pham sinh hoc: ch& pham tir mdu; thudc cdng nghé sinh 0036 ) )
Michelbach) Germany hoc § 3
* Human-thrombin fibrinogen o -
102 [Biomendi, S.A. Poligono Industrial de * Thudc tiét trung cudi: dung dich thé tich I&n, dung dich thé EU-GMP |ES/094HVI/1 ~ o |Spanish Agency for 1
Bernedo, s/n, Bernedo, tich nhé. 7 § § Medicines and Medical
01118 Alava Espana, Spain E g Devices (AEMPS)
S~ S~
3 S
103 [B.Braun Medical, [Ronda de Los Olivares, * Thuéc vo trung (bao gdm ca chat gy nghién, hudng than, EU-GMP |ES/093HVI/1 (Spanish Agency for 1
S.A. parcela 11, Poligono héc mén, chat cé hoat tinh hdc mén): 7 Medicines and Medical
Industrial Los Olivares, - Thudc sdn xuat vo trung: dung dich thé tich nhé; dang ran; Devices (AEMPS)
Jaen, 23009 Jaen Espana, |dang cdy ghép.
Spain - Thudc tiét trung cudi: dung dich thé tich nho.
* Thuéc khéng vé trung: ~ °
- Thudc dung ngoai dang 1dng § §
- Dang bao ché ban ran (bao gdm ca héc mon va chat cé hoat = Iy
tinh héc mdn). 2 <
* Thudc sinh hoc: ch& pham chiét xuat tir ngudi hodc dong vat. © -
* Thudc vi lugng déng can.
(Pugc phép san xuat va bao quan déi vdi céc thudc cd yéu ciu
déac biét chira chat gy nghién, huwéng than).
104 |Industria Quimica [C/Laguna 66-68-70. Pol.  [* ThuSc khéng v6 trung: Vién nang clrng, thudc udng dang EU GMP |ES/121HVI/1 Agencia Espafiola de 1
y Farmacéutica Industrial Urtinsa ll, Idng, vién nén, thudc dang bao ché& ban rin 7 ~ o Medicamentos y
vir, S.A Alcorcén, 28923 Madrid, § § Productos
Spain > ~ |Sanitarios (Spanish
% § Agency for Medicines
o ©  land Medical
Devices) (AEMPS)
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105 [Joint Stock Ukraine, 61115, Kharkiv  |* Thu6c vé trung: PIC/S GMP |023/2017/G State Service of Ukraine 2
Company "Lekhim-|region, Kharkiv, Severyna |- Thudc sdn xuat v trung: Dung dich thé tich nhd MP on Medicines and Drugs
Kharkiv" Pototskoho street, - Thudc tiét trung cudi: Dung dich thé tich nho ~ o |Control (SMDC)
Cach ghitén cii:  |building 36 * Thudc khong vo trung: Thudc dit § §
Joint Stock Cach ghi dia chi cii: * Thudc sinh hoc: Thudc mién dich, thudc chiét xuat tir dong y ¥
n . A o o
Company "Lekhim-{Kharkov, 17-go Partsyezda |vat § E
Kharkov", street, building 36 * Thudc thao duoc
106 [Rowa Newtown, Bantry, Cork, |* ThuSc khdng vé trung: vién nang clrng, vién nang mém, EU-GMP |11715 © o |HPRA 1
Pharmaceutical [Ireland thuéc dung ngoai dang 1dng, thudc uéng dang l6ng, dang bao § §
Ltd ché& ban ran, vién nén. - Ny
o —
S~ S~
— <
(42} o
107 |Glaxosmithkline [1011N. Arendell Ave, * San pham Seretide Accuhaler 50/500mcg (M&i liéu hit chira CPP CPP: SZVW- ~ o |United States Food and 1
— —
LLC Zebulon, NC 27597, Salmeterol (dwai dang salmeterol xinafoate) 50mcg; fluticason QN8R S Q  [Drug Administration
United States of America |propionat 250mcg) ey )
s | 5
o~ (o]
108 |Glaxosmithkline [ul. Grunwaldzka 189, 60- [* Thu8c khéng vo triing (Bao gdm ca thuéc chira hoat tinh EU GMP |GIF-IW- ~ o |Main Pharmaceutical 1
~ — —
Pharmaceuticals |322 Poznan, Poland manh, doc tinh cao, nhay cdm, dé chay, gay kich &ng): Vién 400/0092_0 S Q [Inspectorate (MP1),
S.A nang cirng, vién nang mém, thudc dung ngoai dang l6ng, dang 1_03/04/15 g g Poland
bao ché ban rin, thudc dit 7/17 > <
(o] (9]
109 [Mylan route de Belleville, lieu-dit [* ThuSc khdng v trling: Vién nang cltng, vién nén, vién nén EU-GMP |HPF/FR/224/ French National Agency 1
Laboratories SAS - |Maillard F BP 25, Chatillon [bao phim 2017 5 9 |for Medicine and Health
Chatillon Sur sur chalaronne, 01400, 8 8 Products Safety (ANSM)
Chalaronne France 3 3
S~ S~
(tén ci Abbott R S
Healthcare SAS)
110 [Janssen Turnhoutseweg 30, * Thuéc khong vé trung: ThuSc uéng dang 1dng; thudc dliing EU-GMP |BE/GMP/20 N S Belgian Federal Agency 1
Pharmaceutica NV |Beerse, 2340, Belgium ngoai dang 1dng; thudc bén rn; miéng dan ngoai da; 17/007 Q Q  |for Medicines and
5 = |Heallth Products
e L
) ~ [(AFMPS)
N o~
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111 [Kukje Pharma Co., |47 Sanseong-ro, Danwon- [* Thuéc khéng vé tring: Vién nén (bao gbm ca thuéc chira PICS-GMP [2017-D1- Gyeongin Regional Food 2
Ltd. gu, Ansan-si, Gyeonggi-do, |khdng sinh nhém Cephalosporin); vién nang cirng (bao gbm ca 2300 and Drug
Republic of Korea thudc chira khang sinh nhém Cephalosporin); si rd (chira ~ o |Administration, Korea
khéng sinh nhém Cephalosporin); § §
* Thuéc vo trung: thudc tiém; thudc ddong khd (bao gbm ca = =
thudc chira khang sinh nhdm Cephalosporin); thuéc bot pha § S
tiém (chira khang sinh nhédm Cephalosporin). e o
112 |CJ HealthCare 811 Deokpyeong-ro, * 53n pham sinh hoc: thudc tiém (vac xin; DNA tai t6 hop). PICS-GMP [2017-D1- ~ o |Gyeongin Regional Food 2
Corporation Majang-myeon, Incheon- 1928 § § and Drug
si, Gyeonggi-do, Republic E E Administration, Korea
of Korea S )
— o~
113 |Bruschettini S.R.L [Via Isonzo 6 - 16147 * Thuéc vé trung: EU-GMP [IT/112- Italian Medicines Agency| 1
Genova (GE), Italia + Thuéc san xuat vé trung: dung dich thé tich nho (chira 3/H/2016 (AIFA)
hormon corticosteroid). © o
* Thudc khong vo trung: thudc udng dang 1dng (bao gdm c § §
vac xin bat hoat); dang bao ché ban rén (bao gom ca thudc ) =
chira hormon corticosteroid); thudc dan; vién nén (bao gébm ca % §
vac xin bat hoat). e -
* Thudc sinh hoc: thudc mién dich chira véc xin bat hoat.
114 [GlaxoSmithKline [ul. Grunwaldzka 189, 60- [* Thuéc khéng vé trung: Thuéc c6m; thubc vién nén EU-GMP |GIF-IW- ~ o |Main Pharmaceutical 1
Pharmaceuticals |322 Poznan, Poland 400/0092_0 § § Inspector, Poland
S.A 1.01/04/27/| 3 )
1 g |
115 [Mylan No. 152/6 & 154/16 * Thuéc vo trung: EU-GMP |UK GMP Medicines and 2
Laboratories Doresanipalya, Bilekahalli, |- Thu6c san xuat vé trung: thudc bot pha tiém. 20807 Insp t] % |Healthcare Products
Limted - Beta Bannerghatta road GMP 8 8 Regulatory Agency
Lactams division |Bangalore In-560076, 20807/3457 § § (MHRA), United
India 513-0004 ] N |Kingdom
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116 [Lupin Limited 198-202 New industrial * Thuéc vé trung: PIC/S GMP |075/2016/S State Service of Ukraine 2
Area No.2, Mandideep - Thu8c san xudt vé trung: thudc dang ran va cay ghép, san AUMP/GMP on Medicines and Drugs
(Unit - 1) - 462046, Dist pham cuy thé: © 9 |Control (SMDC)
Raisen, M.P., India + Thudc bdt pha tiém Tricef; 8 8
+ Thudc bdt pha tiém Cefaxone 1g; E g
+ Thudc bot pha tiém Cefantral 1g; ~ 3
+ Thudc bdt pha tiém Cefotaxime 1g;
+ Thudc bot pha tiém Ceftriaxone 1g;
117 |[IBSA Farmaceutici |Via Martiri di Cefalonia, 2- [* Thuéc vé trung: EU GMP [IT/98- Italian Medicines Agency| 1
Italia S.R.L. 26900, Lodi (LO), Italy + Thuéc san xuat vé trung: dung dich thé tich nho; 6/H/2017 ~ @ [(AIFA)
+ Thuéc tiét trung cudi: dung dich thé tich nho; 8 8
* Thudc khdng vé tring: vién nang mém; thudc phun mi; dang § 3
bao ché& ban ran (chra hormon corticosteroid); thudc dat. Q 3
118 [Sanofi Winthrop |56 route de Choisy au Bac, [* Thuéc khéng vé trung: Vién nang cirng; Thubc bot (bao gébm | EU-GMP |HPF/FR/154/ ~ o |French National Agency 1
Industrie - COMPIEGNE, 60205, ca khang sinh nhém Cephalosporins); Vién nén (bao gdbm ca 2017 § § for Medicine and Health
Compiegne France khang sinh nhém Cephalosporins); Vién nén bao phim (bao S S |Products Safety (ANSM)
gdm ca khang sinh nhém Cephalosporins); % §
119 |Baxter 927 South Curry Pike, * ThuBc v trung: EU-GMP |UK GMP Medicines and 1
Pharmaceutical Bloomington, 47403 (hodc| + Thu6c san xuat vé trung: Dung dich thé tich 1&n; thuéc 18058 Insp 5 Q |Healthcare Products
Solutions LLC IN-47403), United States. |ddng khd; dung dich thé tich nhé. GMP 8 8 Regulatory Agency
+ Thudc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé 18058/1036 5 5 (MHRA), United
tich nhd. 7-0012 & 3 |[Kingdom
* Thudc sinh hoc: Thudc mién dich.
120 [Sinopharm Zhijun [No. 16, Langing Yilu, Hi-  [* Thuéc vé trung: EUGMP |DE_BY_05_G| o |Coquan thdm quyén 2
(Shenzhen) Tech Zone, Guanlan, + Thudc san xuat vo trung: thudc bét pha tiém hodc tiém MP_2017_0 § § Duc
Pharmaceutical Longhua New District, truyén chira Ceftazidim, Ceftriaxon, Cefuroxim. 041 > >
. o —
Co., Ltd. Shenzhen, China = =
i i
121 |West-Ward Wilson road 1809, 43228 [* Thu&c khéng vé trung: EU GMP |[DE_RP_01_ © w |Coquan thdm quyén 1
Columbus Inc. Columbus, Ohio, United + Thudc udng dang 1dng (Hn dich udng Viramune; Dung GMP_2016_ § § Plc
States dich uéng Aptivus); 0018 e &
+Vién nén (Vién nén tac dung kéo dai Viramune; Vién nén g %
bao phim Trajenta). - o
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STT TEN ;?,J;g SAN PIA CHi PHAM VI CH’'NG NHAN 'IN AG é] (‘;(11\3/[1\1'3 G;ﬁ: A%H' I\L(X;)Y HET CO’ QUAN CAP THUOC
: HAN 1 2
122 [Bausch & Lomb Tampa, Florida 33637, * S3n pham: HAn dich Lotemax® (loteprednol etabonate US-GMP |4EQF-V5JC ~ o |United States Food and 1
i i
Incorporated USA ophthamic suspension) 0.5% (Sterile) Q Q  [Drug Administration
S~ S~
=) S [(U.S. FDA)
—i —i
5| 3
o o
123 |Strides Shasun KRS Gardens, 36/7 * Thuéc khoéng vé trung: Vién nang cing; vién nang mém; vién | EU-GMP |UK GMP Medicines and 2
Limited Suragajakkanahalli, nén; thudc goi. 20003 Insp ut] % |Healthcare Products
Indlawadi Cross, Anekal GMP 8 8 Regulatory Agency
Taluk, Bangalore, IN 20003/1292 g 5 (MHRA), United
562106, India 2-0009 S 9 [Kingdom
124 |Catalent Germany [Gammelsbacher Str.2, * San pham: Vién nang mém Navelbine (Vinorelbine 20mg, EU-GMP |DE_BW_01_ 1 Co quan tham quyén 1
Eberbach GmbH 69412 Eberbach, Germany|30mg) GMP_2015_ 8 Dlrc
(Co s6 sén xuédt) 0085 5
<< 0
i i
N g
Pierre Fabre Aquitaine Pharm EU -GMP |HPF/FR/070/ ~ g National Agency for the
Medicament International 1, Avenue du 2017 § g Safety of Medicine and
Production (Co' s& |Béarn, 64320 IDRON, > Health Products (ANSM),
déng gdi va xudt |France § France
xuwéng ) o
125 |PIERRE FABRE Aquitaine Pharm * Thuéc vo trung: EU-GMP |HPF/FR/070/ French National Agency 1
MEDICAMENT International 1, Avenue du| + Thudc sdn xuat vo trung: Thudc dong khd (chira chat cé 2017 ~ w |for Medicine and Health
PRODUCTION Béarn, 64320 IDRON, hoat tinh héc mén), dung dich thé tich nho (chira chat doc té& 3 3 |Products Safety (ANSM)
N N
France bao). > Py
+ Thuéc tiét trung cudi: Dung dich thé tich nho (chra chat cé g g
hoat tinh héc mén); thudc ban ran. N o~
* Thudc sinh hoc: S4n pham céng nghé sinh hoc.
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