BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic

94: ’ZJ/{O /QLD-CL Ha N¢i, ngay (3 thang ([, ndm 2020
V/v cong bé két qua danh gia dap (mg GMP
clia co sO san xuat nudc ngoai (Dot 6)

Kinh gui:
- So Y té€ céc tinh, thanh pho truc thudce Trung vong;
- Céc co sd dang ky, san xuat thuéc nude ngoai.

Cén ctr Nghi dinh 54/2017/ND-CP ngay 08 thang S ndm 2017 cua Chinh
phu quy dinh chi tiet mdt s6 diéu va bién phap thi hanh Luét Duoc;

Cén cir Nghi dinh 155/2018/ND-CP ngay 12 thang 11 ndm 2018 ctia Chinh
phu stra d6i, bd sung mét sé quy dinh lién quan dén diéu kién du tu kinh doanh
thudc pham vi quan ly nha nudc cua Bo Y té;

1. Cuc Quan ly Dugc thong bao két qua dénh gid dép (mg thuc hanh tét san
xudt clia co s& san xuat thude, nguyén liéu lam thudc tai nudc ngoai (GMP) - Dot
6 tai:

- Phu luc 1: Danh sach co s& san xuat thudc, nguyén liéu lam thudc tai nude
ngoai dap ing Thuc hanh tot san xuat thuoc (GMP);

- Phu luc 2: Danh sach co s& san xuat thude, nguyén liéu 1am thudc tai nudc
ngoai dap ing Thuc hanh tot san xuét thuéc (GMP) dugce dieu chinh ndi dung da
cong bo tir Bot 1 dén Dot §;

- Phu luc 3: Danh sach hd so dé nghi danh gia dap tng GMP cua céc co so
san xuat thude, nguyén li¢u lam thudc can bo sung, giai trinh.

Cac doanh nghiép cén ¢t ndi dung can bd sung, giai trinh tai danh sach trén
dé gui van thu bo sung, giai trinh vé Cuc Quan ly Dugc trong vong 30 ngay ké tix
ngay cong bo.

Céc danh sach trén va Danh sach cép nhét cic co s& san xuat thude, nguyén
liéu lam thudce tai nudce ngoai dap ing Thuc hanh t6t san xuat thudc (GMP) tr Dot
I dén Pot 6 dugc dang tai trén trang thong tin dién tir cia Cuc Quan 1y Dugc -
http://dav.gov.vn - Muc Quan ly chét luong thudc. Cac danh sach dugc cong bd
theo dinh dang PDF va Excel dé céc co sé thuan loi trong tra ctru. Trong d6, danh
sach du6i dang PDF dugc coi 14 cin ¢t dé xem xét cudi cung.

2. Co s& san xut thube, ding ky thude khi ndp hd so dé nghi danh gia dap
ing GMP cua co so san xuat thude, nguyén liéu lam thube tai nudc ngoai theo
quy dinh tai Nghi dinh sé 54/2017/ND-CP, nép kém thém céc Gidy ching nhan
GMP hoic Béo cdo thanh tra theo tiéu chuidn EU-GMP, PIC/s-GMP hoic tuong
duong (néu c6) dé duoc danh gid, cong bd dap Gng cac tidu chuan nay.
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Céc co sd san xudt, diang ky thudc da ndp hd so dé nghi danh gia dap ung
GMP cua co s& san xuat thude, nguyén lidu 1am thudc tai nude ngoai dé dang ky
thudc, nguyén liéu lam thudc hodc dé phan nhom thudc theo céc tiéu chi k¥ thuét
quy dinh trong Thong tu 15/2019/TT-BYT ngay 11/7/2019 cua B§ truéng B Y
té quy dinh viéc ddu thiu thudc nhung chua dugc cong bd trong dot nay, Cuc
Quan Iy Dugc dang tién hanh danh gia va sé& tiép tuc cong bb trong nhiing dot tiép
theo.

Cuc Quan ly Dugc théng bao dé cac don vi biét va thuc hién ./.

Noi nhin:

- Nhu trén;

- Cuc truong Vii Tuén Cuodng (dé b/c);
- CucQuéanY - Bd quéc phong;

- Enchy té - B& Cong an;

- Cuc Y té - Bb Giao théng vén tai;

- Céc bénh vién truc thudc Bo Y té;
Website Cuc Quan ly Duoc;

- Phong Pang ky thube (dé phdi hop);
- Luu: Véan thu, CL.

THU VIEN PHAP LUAT? Tet +84-28-3930 3279 * www.ThuVienPhapLuat.vn



PHU LUC 1: DANH SACH CO' SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUGC TAI NU'O'C NGOAI PAP NG GMP

bot 6
[ Theo cong vin s 7210/QLD-CL ngay 03/06/2020 cia Cuc Quan ly Dugc)
EN CO' SO SAN BN | ik gy G e
| e | | PR DIA CHI PHAM VI CHONG NHAN opnl G:v:@?u“' HelX :E:l CO'QUAN |;§'
1 85 AT-002 |Baxter AG Industristrasse 67, A- 1221 |* Thude vé tring: EU-GMP |INS-480001- Federal Office forBafety
Wien (hodc 1221 Vienna + Thudc san xudt v tring: Dung dich thé tich Ién; thudc déng khé; dung 0233-001 in Health Care, Augiug
hodc A-1221 Vienna), dich thé tich nhé; (3/10) .
(céc diém SX: Lange Allee | + Thudc tiét triing cudi: Dung dich thé tich |&n; dung dich thé tich nhd,
8, Lange Allee 24, Lange  |* Thuée sinh hoe: Ché pham tir mau; thude mién dich; thude cdng nghé sinh P =
Allee 91, Industriestrasse  |hoc; ché phim digu trj gen; thudc chiét xudt tir ngudi hodic déng vat. 3 3
20, Industriestrasse 72, S‘. s
Industriestrasse 131, E §
Benatzkygasse 2-6, = e
Pasettistrabe 76), Austria
2 86 AT-003 |Sandoz GmbH - BiochemiestraRe 10, 6336 |* Thude vo tring: EU-GMP [INS-482451- Federal Office for Safety
Organisationseinh |Langkampfen, Austria + Thudc san xudt vé tring: dung dich thé tich nhé; thudc dang rin va cdy 0055-001 in Health Care, Austria
eit/Business Unit ghép.
Biologics Technical * Thudc sinh hoc: san phdm céng nghé sinh hoc; khang thé don dong. E i
Development and b= o
Manufacturing ,.": 2
Drug Product 3 S
Schaftenau (BTDM 2wl (e
DPS)
3 87 | AT-004 |P&G Health Hosslgasse 20, 9800 Spittal |* Thude khang vé trung: vién nang cirng; thudc udng dang long; thuée dung | EU-GMP  |INS-480021- Federal Office for Safety
Austria GmbH &  |an der Drau, Austria ngoai dang 16ng; vién bao phim; vién bao dudng; dang bao ché bén rén; 0069-001 - = |in Health Care, Austria
Co.0G vién nén; thuc cém. (1/10) & | 8
* Thudc dugre liéu. 1 I
* Dong goi cdp 1: bao gom ca vién nang mém; khéng bao gom thudc cém. & b
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D TEN CO' SO SAN NGUYEN | GIAY CH. | ncay | NGAY e By
STT | ¢ [ WPCT 5 PIA CHI PHAM VI CHU'NG NHAN AcoMp| NHAN | ke 35; CO' QUAN GAef!
4 88 | AU-002 |Phebra Pty Ltd 19 Orion Road , Lane Cove |*San xuat (khéng bao gém Thir nghiém): PIC/S- |MI-2018-LI- TGA Australia ek
NSW 2066 Australia + Thude khéng vé triing: thude udng dang long; GMP  |03655-1 =
+ Thude tiét tring cudi: thudc tiém (twong 8
*Béng gdi cdp 2: thudc khéng vé tring: thude dang rin phan ligu, thude bét | duong EU- iy
hit, thutic bgt pha tiém, vién nang mém. GMP) 3
* Xut xwdmg: thude dang rén , bot tiém, vién nang mém. =
5 29 AU-004 |AstraZeneca Pty |10-14 Khartoum Road, * Thude v tring: Hén dich khi dung ding dé hit PIC/S- |MI-2018-LI- o & Therapeutic
Ltd NORTH RYDE, NSW 2113, GMP 10042-1 b= S |Administration (TGA),
Australia (tuong ; E Australia
duong EU- .-?. S
GMP) = 2
6 90 BD-001 |Orion Pharma Ltd [153- 154, Tejgaon Thudc khéng v triing: Vién nén, vién bao phim; vién nang cirng; syro dung |WHO-GMP |DA/6- @ o |Drug Administration
Industrial Area, Dhaka- dich, hén dich, nhii twong, thude nhé gigt nhi khoa, B&t pha hén dich, thude 61/02/6694 § § Bangladesh
1208, Bangladesh kem, m& thudc bot pha tiém 3 $
s 3
7 a1 BE-002 |Janssen Turnhoutseweg 30, * Thuéc khéng vé tring: Thudc léng ding ngoai (dung dich, hén dich), thuée| EU-GMP |BE/GMP/20 =t = Federal Agency for
Pharmaceutica NV |Beerse, 2340 (hodc B- 16ng udng (dung dich, siro, hdn dich), thudc xjt mii, thudc ban rin (kem, 17/007 a3 8  [Medicines and Health
2340), Belgium mé), migng dan qua da. g 3 Products (FAMHP),
* Déng goi sof cap, thir cap. P 2 Belgium
* Kidm tra chat lugng. 5 &
8 a2 BE-002 |Janssen Turnhoutseweg 30, * Thudc v trung: EU-GMP |BE/GMP/20 5 - Federal Agency for
Pharmaceutica NV |Beerse, 2340 (hodc B- + Thudc san xudt vé tring: dung dich thudc tiém thé tich nhé; hén dich 17/124 3 8 [Medicines and Health
2340, Beerse), Belgium thudc tiém thé tich nhé; dung dich thude nhé mét. : % |Products (FAMHP),
* Durgic chat vd tring: Paliperidone Palmitate. § E Belgium
2] a3 BE-003 |Alcon-Couvreur Rijksweg 14, Puurs, 2870 |* Thudc vo tring: EU-GMP |BE/GMP/20 o ~ |Federal Agency for
NV (hodc B-2870), Belgium  |Thudc sén xudt vo tring: dang bao ché bén rdn; thudc nhd mét (dung dich, 18/132 § § Medicines and Health
hén dich) (bao gdm Prostaglandin). s’ = |Products (FAMHP),
o & |Belgium
10 94 BG-002 |Sopharma AD Vrabevo vig, 5660 district [* Thude khdng vo tring: vién nang clrng; vién nén; dung dich thude ding EU-GMP |BG/GMP/20 | —~ |Bulgarian Drug Agency
of Lovech, Bulgaria ngoai, nwére siic miéng, thuéc udng dang léng (siro, dung dich, hén dich) 18/116 § §
thudc kem, gels, md. & =
iy o & | 8
Thude duge ligu o s
11 | 95 BY-002 |[Belmedpreparaty |Workshop No. 2: 30 Thudc vé trung: dung dich thudc tiém thé tich nho; dung dich thudc tiém | WHO-GMP|057/2017/G 2 o |Ministry of Health of the
Republican Fabritsius 5t., Minsk, truyen thé tich nhé. MP a8 S |Republic of Belarus
Unitary Republic of Belarus ﬁ :
production E E
Enterprise 5 &
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D TEN CO' SO SAN NGUYEN | GIAY CH. | ncay | NGAY i By
STT cc IDCT XUAT PIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN cAP SE’; CO' QUAN (M
12 | 96 | BY-002 |Belmedpreparaty |Workshop No.2: 20 Thudc vé tring: WHO-GMP|077/2018/G | o |Ministry of Healthigkthe
Republican Fabritsius St., Minsk, + Thudc san xuit vo tring: dung dich thude tiém thé tich nhd, dung dich MP b= N |Republic of Belar
Unitary Republic of Belarus thudc tiém truyén thé tich nhé. 2 3
production E E
Enterprise 5 =
13 97 CA-001 |Patheon inc 2100 Syntex Court, * Thute khang vé tring (chira cac chat phai kiém soat hodc cd hoat tinh PIC/S-GMP | 74442 - — |Health Product
Mississauga, Ontario, cao): Vién nang; thudc bét; dung dich; hén dich; vién nén; vién nén bao § § Food Branch
Canada, L5N 7K9 phim. 8: 8:
8 3
14 a8 CA-002 |Patheon Inc 111 Consumers Drive, * Thudc khéng vé tring: Vién nang cirng; Vién nén, vién nén bao phim; Han | PIC/5-GMP | 72085 Health Products
Whitby, Ontario (hoac dich; Dung dich; Thudc bat. Compliance Directorate,
OM), Canada L1N 5Z5.7 @« S  [Canada
(* Céch ghi khac: Whitby 8 &
Operations, 111 $ $
Consumers Drive, Whitby, 3 2
ON, Canada L1N 525)
15 a9 CA-003 |Omega 10850 Hamon Montreal, |Thudc vb trung va thude khéng vb tring: Dung dich thude, Canada- |71801 . = Health Products and
Laboratories Ltd  |Quebec, Canada, H3M 3A2 GMP = & |Food Branch
(tueng g g Inspectorate (HPFBI),
duong EU- 3 3 Canada
— —
GMP)
16 | 100 | CH-001 |B.Braun Medical |Route de Sorge 83,1023 Thudc vé triing tiét triing cudi: dung dich thé tich lén, dung dich thé tich PIC/5-GMP |19-1395 = ~  |Swiss Agency for
AG Crissier, Switzerland nhé. (Tuong = o |Therapeutic Products
duong EU- :“ g (Swissmedic)
GMP) a | &
- —
17 101 CH-002 |Novartis Pharma |Movartis Pharma Stein AG |* Thude vo tring: PIC/5-GMP |GMP-CH- Swiss Agency for
Stein AG Technical Operations + Thudc san xuit vé tring: thudc dong khé; dung dich thé tich nho. (Tuong |1000723 Therapeutic Products
Schweiz, Steint Sterile, + Thudc tiét tring cudi: dung dich thé tich nhd. duong EU- o o |(swissmedic)
Schaffhauserstrasse, 4332 |* 5an phim sinh hgc: San phdm mién dich; san pham céng nghé sinh hog; GMP) 8 8.
Stein, Switzerland san pham sin xudt tir céng nghé tai t3 hop, t& bao lai, khang thé don déng. o 3
* Déng géi cdp 1: bao gom ca thudc uéng dang léng. a 8
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i NGAY By
STT ::'3: mcr | TEN %;_?' SAN DIA CHI PHAM VI CHUNG NHAN ,?fé’;f":, Gm&“' ea 3::-; CO' QUAN GAert
18 | 102 | CH-002 |MNovartis Pharma |MNovartis Pharma Stein AG |* Thudc khéng vé tring: vién nang cirng; vién nén; hé digu tri qua da. PIC/S-GMP |GMP-CH- =2
Stein AG Novartis Technical * Béng goi cap 1: bao gdm ca vién nang mém. (Twong 1000722 @ o
Operations Schweiz, Stein duong EU- ﬁ_ 2_
solids, GMP) o 3
Schaffhauserstrasse, 4332 ﬁ &
Stein, Switzerland
19 | 103 | CN-002 |Beijing Boran Liveun Industrial, * Thudc khang vé tring: thudc com. China- |BJ20150144 | ., o [|Food &Drug
Pharmaceutical  |Changping Science Park, GMP § § Administration,
Co., Ltd Beijing, China b:S 3
8| &
20 104 DE-004 |Haupt Pharma Bethelner LandstraRe 18, [* Thudcvd tring: EU-GMP |DE_NI_02_G Co quan tham quyén
Wuelfing GmbH  |31028 Gronau/Leine, + Thudc san xuat vo tring: Dung djch thé tich Ién; Dung dich thé tich nho; MP_2018_0 Bie
(Tén cli: Wuelfing |Germany Thuéc déng khd; Thudc dang ran va ciy ghép. 022
Pharma GmbH) + Thudc tiét tring cudi: Dung dich thé tich Ién; Dung dich thé tich nhd;
Thudc dang rin va cdy ghép. = o
* Thude khéng vé triing: Vién nang citng; Thudc uéng dang léng; Thudc 3_ E_
diing ngoai dang léng; Thubc bét, thude cdm; Vién nén bao; Thudc ban ran; 8_ S_
Thuée dan; Vién nén. S b
* Thude sinh hgc: 5an phdm céng nghé sinh hoe.
* Thudc tir duge ligu.
* Déng g6l 5o cip: Khéng bao gdm thudce bén rin,
* Kiém tra cht lugng: Khéng bao gdm thudc sinh hec.
21 | 105 | DE-008 |GP Grenzach Emil-Barell-Strasse 7, * Thudce vé tring: EU-GMP |DE_BW_01_ Co quan thim guyén
Produktions 79639 Grenzach-Wyhlen, + Thudc san xuat vd tring: Dung djch thé tich nhé; Thude déng khé; GMP_2017_ Bire
GmbH Germany Thudc ban ran; Thudc dang ran va cy ghép, 1077
+ Thudc tiét tring cudi: Dung dich thé tich nhé; Thudc ban ran; Thudc o o
dang rin va cdy ghép. = ]
* Thudc khéng vé tring: Thudc udng dang |6ng; Thudc ding ngodi dang Ty o
Iéng; Thudc ban ran. a3 2
* Thudc sinh hge: 5an pham céng nghé sinh hoc; San pham tach chiét tir i £
ngudi hodc dong vat.
* Déng goi so cap: Khéng bao gom thude dang |ong khéng vé tring; Bao
|gém c vién nang mém.
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D TEN CO' SO SAN NGUYEN | GIAY CH. |ncay|N6AY[ B
STT | ¢ [ CT i PIA CHI PHAM VI CHU'NG NHAN tAcoMp| NHAN | ke 3:?; CO' QUAN GAef!
22 | 106 | DE-009 |Bayer AG Millerstrafe (hodc: 1. 53n xudt toan bd céng doan: EU-GMP |DE_BE_D1_G Co quan tham quyehs
Miillerstrasse) 178, 13353 |* Thudc vé tring MP_2018 0 Bire
Berlin, Germany - Thudic san xudt vé tring chira hormon: Thuéc déng khé; dung dich thé tich 032
nho (ampoules, vials and cartridges) o Er
- Thudc tiét triing cudi: Dung dich thé tich Ién (infusion bottles and 3 3
cartridges), dung dich thé tich nho (vials and pre-filled syringes) '2.' E
* Thudc céng nghé sinh hoc (protein téi td hgp/DNA Aflibercept (Eylea) ;: 2
2. Péng gl cap 1: vién nén chira hormon. 7 =
3, Xudt xwdng: thudc khéng v tring
23 107 DE-010 |Holopack BahnhofstraBe 18, 74429 |* Thudc vo tring: EU-GMP |DE_BW_01_ Co quan tham quyén
Verpackungstechn [Sulzbach - Laufen , + Thudc san xut vo tring (yéu ciu d3c biét: nguyén lidu cé tinh nhay cadm GMP_2019_ Bie
ik GmbH Germany cao khac, Prostaglandins/Cytokines, thudc (rc ché mién dich, 0106
Sulphonamides): Dung dich thé tich I&n, dung dich thé tich nhé, dang bao
ché ban rén. @ of
* Thudc khéng vé triing (yéu ciu dic bigt: nguyén lidu cé tinh nhay cdm cao e 3_
khac, Prostaglandins/Cytokines, thudc (rc ché mign dich, Sulphonamides): ?:3 5
Thude ding ngoai dang dng, thude udng dang long, dang bao ché ban rin. o g
* Thudc sinh hge: Thudc céng nghé sinh hoc (protein, bao ché DNA, tai td
hgp enzyme).
* Thudce dugrce ligu, thude vi lwgng dong can.
24 | 108 | DE-012 |Vetter Pharma- |Vetter Pharma-Fertigung |* Thudc va tring: EU-GMP |DE_BW_01_ Co quan tham quyén
Fertigung GmbH & |Schitzenstr. 87 und 95- + Thudc san xuat vé tring: thude dong khd; dung dich thé tich nho. GMP_2018_| o [P
Co. KG 101, 88212 Ravensburg, + Thudc tiét tring cudi: dung dich thé tich nhé. 0067 b= o
Germany * Thude sinh hoc: ché phiam tir huyét twong; thude mién dich; thudc céng i @
nghé sinh hoc (chira hormon va chét ¢é hoat tinh hermon); thuéc cé ngudn o 3
goc tir ngudi hodc dong vat. e =
25 109 DE-013 |Rot dica B afle (hodc * Thude vo tring: EU-GMP |DE_SH_01_G Co quan tham quyén
GmbH Bunsenstrasse) 4, 22946 + Thudc san xuat vé tring: Dung djch thé tich Ién; dung dich thé tich nho MP_2018 0 | = 9 |Pic
Arzneimittelwerk |Trittau, Germany (chira hde mén va céc chat ¢d hoat tinh hde mén); 023 S g
+ Thudc tiét tring cudi: Dung dich thé tich nhd; dung dich thé tich lén; $ S
* Thudc sinh hoe: 5an phdm cé ngudn goc tir ngurdi hodc dong vat. 5 3
26 | 110 | DE-014 pharm Industriestr.3 (hodc * Thudc v tring: EU-GMP |DE_HE_01_ o - |coaquan tham quyén
Pharmazeutische |Industriestrasse 3) 34212 + Thudc san xuat vo tring: dung dich thé tich nhd. GMP_2018_| 2 o |pde
Erzeugnisse GmbH |Mel 1, Germany + Thudc tiét tring cui: Dung dich thé tich Ién (khéng bao gbm vi lugng 0090 : m
ddng cin), dung dich thé tich nhé. Sl e
* Thudc vi lugng dong cin = -
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& NGAY By
STT ::'3: mcr | TEN %;_?' SAN DIA CHI PHAM VI CHU'NG NHAN ,?fé’;m, G:f:é%“' pea 3::-; CO' QUAN GAeft
27 | 111 | DE-016 |Rottendorf Ostenfelder StraRe 51-61, |* Thudc khéng vé tring: vién nang cirng; vién nang mém; vién nén (bao EU-GMP [DE_NW_OS_[ 7 quan tham quyeks
Pharma GmbH 59320 Ennigerloh, gom vién nén chira Tamexifen, Flutamide va Clomifen va cac chit tuang GMP_2019 | & o
Germany tir); vién bao; vién nén sdi bot; thudc bat; pellet; thudc cdm. 0027 2 i
* Thude dugre ligw; thudc vi lwgng déng can. g g
28 | 112 | DE-017 |BAG Health Care |BAG Health Care GmbH * Thudc vo tring: EU-GMP |DE_HE_01_ @ e~ |Co quan tham quiiem,
GmbH Amtsgerichtsstrape 1-5, D-| + Thudc san xudt vé tring: Thudc déng khé; Dung dich thé tich nhé. GMP_2019_ g % Bie
35423 Lich, Germany 0106 5-. B“
" 5
29 | 113 | DE-018 |Bayer Weimar Bayer Weimar GmbH und |* Thudc khéng vé tring: vién nén va vién nén bao phim (chira hormon va EU-GMP |DE_TH_O1H Co quan tham quyan
GmbH und CoKG |Co.KG chét 6 hoat tinh hormon). _GMP_2017 Birc
Débereinerstrafie 20, 1020 Lo =
(hodc Dobereinerstrasse a8 =1
20) 99427 Weimar, o [
Germany a2 P
30 | 114 | DE-019 [SalutasPharma |Otto-von-Guericke-Allee 1,|* Thudc khéng vé tring: Vién nang cirng (bao gom ca céc san pham chira EU-GMP |DE_ST_01_G Cor quan tham guyén
GmbH 39179 Barleben, Germany |chét kim té bao); thudc uéng dang 16ng (bac gbm ca cc san phim chira MP_2019.0 | o o |Bde
chit (rc ché mién dich); vién nén va vién nén bao phim (bao gém cé cdc san 035 ﬁ_ ﬁ_
phidm chira chit kim t& bao, chét (rc ch& mi&n dich va chit cé hoat tinh "q" =
nhay cam cao khac). 8 5
* Déng goi va xudt xudng thudc khéng vé tring
31 | 115 | DE-020 |Vetter Pharma-  |Eisenbahnstr. 2-4, 88085 [* Thudc v tring (bao gdm ca thudc chira hoat chit ¢é hoat tinh hormon): | EU-GMP |DE_BW_01_ Cer quan tham guyén
Fertigung GmbH  [Langenargen, Germany. [+ Thudc san xudt vd tring: thuéc déng khé ; dung dich thé tich nhd GMP_2019_ Dirc
& Co.KG (Cach ghi khac: + Thudc tiét tring cudi: dung dich thé tich nho. 0127 o o
Eisenbahnstrasse 2-4, * Thudc sinh hgc: Ché pham mau: ché phdm plasma; san phdm mién dich; 8' R_
88085 Langenargen, san phim céng nghé sinh hoc (bao gdm ca thude chira dwgre chit cé hoat B 8
Germany) tinh hormon); san pham chiét xudt tir ngudi, dong vt 3 a
32 | 116 | DE-021 |AbbVie Knollstrasse, 67061 * Thude khang vo triing: Vién nang cing; vién nén, vién nén bao phim. EU-GMP |DE_RP_01_G| o |Co quan thim quyén
Deutschland Ludwigshafen, Germany  |* Xuat xwéng thudc céng nghé sinh hgc. MP_2017_1 § § Bife
GmbH & Co., kG 026 & &
5 e
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i NGAY By
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33 | 117 | DE-022 |Roche Diagnostics |Sandhofer Strafke 116, * Thudc v tring: EU-GMP |DE_BW_01_ quan tham quyeks
GmbH 68305 Mannheim, + Thudc san xuat v tring: Thudic déng khé; dung dich thé tich nhé. GMP_2018_
Germany + Thudc tiét tring cudi: Dung dich thé tich nhé. 0073 «© by
* Thudc sinh hge: $an pham céng nghé sinh hoc (khang thé don dong san 3_ 3_
xudt bing céng nghé gen, Epoetin beta, Peginterferon alfa-2a, § §
methoxypolyethyleneglycol-epoetin beta va CEA CD3 TCB). - o
34 118 DE-023 |IDT Biologika Am Pharmapark 06861 * Thudc v tring: EU-GMP |DE_ST_01 G Co quan tham quyen
GmbH Dessau-Roblau, Germany |+ Thudc san xudt vé tring: Dang léng thé tich 1on, thudc déng khé, Dang MP_2018_0 Bire
léng thé tich nhd 031
* Thudc tiét tring cudi: Dang 16ng thé tich |ém, Dang léng thé tich nhd = =
* Thudc sinh hoc: san phdm céng nghé sinh hoe, vic xin, impfstoffe e =
* API: virus seed material 9_ %
* Béng goi thir cap. 8 g
* Kiém tra chat lugng.
35 | 119 | DE-026 |[B.Braun StraPe 1 34212 * Thude vé triing cé tiét triing cudi: Dung dich thé tich nhé; Dungdich thé | EU-GMP [DE-HE-01- i ~  |Co quan tham quyén
Melsungen AG Mel: 1, Germany tich lén; GMP-2019- a a8 |bic
(Cach ghi khic: Carl - 0172 e | @
Braun - StraBe 1, 34212 Tl [
|Melsungen, Germany) i b
36 | 120 | DE-027 |BendalisGmbH  |Keltenring 17, 82041 Xudt xudng thude vé tring EU-GMP |DE_BY_04_G| g « |Co quan tham quyén
Oberhaching, Germany MP_2019 0 § § Bire
oe1 3|3
T
37 | 121 | DE-029 |Octapharma Otto-Reuter-Strafe 3, Béng gdi cdp 2 EU-GMP |DE_ST_01 G| . —  |Co quan thim quyén
Dessau GmbH- co |06847, Dessau-Roplau, MP_2018_0 § § Birc
s& dong goi thlr  |Germany 045 = @
38 | 122 | DE-032 |CordenPharma |Corden Pharma, * Thudc khéng vé tring: vién nang cirng; thudc cdm, thudc bt (chira hoat | EU-GMP |DE_BW_01_ ~ |Co quan thdm quyén
GmbH Otto-Hahn-Str. 68723 chét cé hoat tinh cao); vién nén, vién bao (chira hoat chit cd hoat tinh cao). GMP_2019_ E § Bire
Plankstadt, Germany 0082 S g:
o &
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39 | 123 | DE-033 |Merck KGaA Frankfurter Strabe 250, A |* Thudc vé tring: EU-GMP |DE_HE_01_ Cor quan tham guyekel
18,A31,A32,02,D3,D + Thudc san xuit vo tring: thudc bot déng khd; dung dich thé tich nhd GMP_2018_ Bike
11,012, D 15, D39, N 79, |(bac gbm ca san pham chira hormon hodc chit cé hoat tinh hormon); thude 0004
N 80, N 90, PH 5, PH 186, nhd mat. «@ @
PH23,PH28,PH31,PH | +Thudc tiét tring cudi: Dung dich thé tich nho. 8| &
33, PH 50, PH 51, PH 52, [* Thudc khéng vo tring: Vién nang cling; thudc udng dang 1ong; vién nén; B %
PH 80, 64293 Darmstadt, [vién nén bao phim (bao gém ca hormon va chat ¢é hoat tinh hormon); =1 2
Germany * Thudc sinh hoc: Thudc mién dich (dung dich thé tich nhé); thude céng
nghé sinh hoc (dung dich thé tich nhd).
40 | 124 | DE-034 |[Pfizer Betriebsstatte Freiburg, Thudc khéng v triing: vién nang ci#ng, dung dich ding trong, vién nén, cdc | EU-GMP |DE_BW_01_ o o [Coquan tham quyén
Manufacturing Mooswaldallee 1, 79090  |dang thudc ran khéc GMP_2017_| 3 o |bic
Deutschland Freiburg, Germany 1070 g E
GmbH 4 @
41 | 125 | DE-036 |[PencefPharma Breitenbachstrabe 13-14, |* Thudc khéng vé tring chira khang sinh Penicillin: Vién nang cing, Vién EU-GMP |DE_BE_01.G| o [Coquan tham quyén
GMBH 13509 Berlin, Germany nén, vién nén bao phim, vién nén phan tan, vién nén hoa tan, thudc bét pha MP_2017_1 3 8 |bic
hén dich udng, thuéc bét pha dung dich udng, thudc cém pha dung dich 014 g g
ubng, thuéic cém pha hén dich, thufic bat, thude cém 4 2
42 | 126 | DE-037 |Boehringer Boehringer Ingelheim * Thude v tring EU-GMP |DE_BW_01_ Co quan tham quyén
Ingelheim Pharma |Pharma GmbH & Co. KG + Thudc san xudt vo tring: Dung dich thé tich Ién; dung dich thé tich nho; GMP_2017_ Bie
GmbH & Co. KG  |Birkendorfer Str. 65 88397 [thudc déng khé; 1039 o ue
Biberach a.d.R. Germany + Thudc tiét tring cudi: Dung dich thé tich nho; 2 =]
Céch ghi khac: * Thudc khéng vé tring: Vién nén; vién nang cirng; thude bot; thude cém; 3 ;
Birkendorfer Strape 65 pellet; 3 2
88397 Biberach an der Riss|* Thudc sinh hgc khdc: DNA/Protein tai td hgp; Khdng thé don déng; & i
Germany cytokines.
43 | 127 | DE-040 |Abbott Justus-von-Liebig-Strasse  |* 5an xuat thude: EU-GMP |DE_NI_02 G| . |coquan tham quyén
Laboratories 33, Neustadt, + Thudc khéng vé tring: vién nang cirng; MP 2019 0| 3 a8 |bic
GmbH BIIEDERSACHSEN, 31535, | + Thudc sinh hoc: thuc cé ngun géc tir ngudi va déng vit. 013 g g
Germany * ¥udt xudng 16: bao gom ca vién nang mém. B &
* Déng géi cdp 1, cdp 2: chi déi véi vién nang cing. ] i
44 128 DK-001 |Xellia Dalslandsgade 11, San xuat durge chat: EU-GMFP |DK API-H Danish Medicines Agency)|
Pharmaceuticals |Kobenhavn 5, 2300 (ho3c |* Dugc chat khéng vé triing: Amphotericin B, Colistimethate Sodium, 00095918 i =
(ApS 2300 Copenhagen 5), Colistin Sulphate, Polymycin B Sulphate, Tobramycin Sulphate, Vancomycin = o
Denmark Hydrochloride. f.E.' S
* Durge chit vé triing: Bacitracin va Bacitracin Zink, Colistimethate Sodium, el 5
Polymycin B Sulphate, Tobramycin Sulphate, Vancomycin Hydrochloride. 2 2
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45 129 ES-006 |Laboratorios Gall, 30-36 08950 * Thudc vé tring: EU-GMP |NCF/1934/0 P a quan tham guyekel Gy
Salvat, SA Esplugues De Llobregat, + Thudc san xuat v tring: Dung dich thé tich nho. 01/CAT = N |Ban Nha
Spain * Thudc khang vé tring: Vién nang citng; vién nén; vién nén bao phim; rr: S
thudc ding ngoai dang léng; thudc udng dang long; thudc ban rin. § E
46 | 130 | ES-010 |[B.Braun Medical, |Ctra.de Terrassa, 121 * Thudc v tring cd tiét tring cudi: Dung dich thé tich nhé, Dung dich thé EU-GMP |NCF/1946/0 | o |Ministry of Healtffofy
SA 08191 RUBI (Barcelona),  |tich lan. 01/CAT 8 8 |Government of
Spain 8' 8' Catalonia, Spain ¢
] =
47 | 131 | ES-011 |[Laboratorios Lesvi,|Avda. Barcelona, 69, Thude vé tring (bao gom ca thudc gay nghién, hudng than): EU-GMP |NCF/2007/0 | ~ |Coquan tham quyén Tay
L1 (08970 Sant Joan Despi + Thudc san xudt vé tring: dung dich thé tich nhé; 01/CAT o o |Ban Nha
(Barcelona), Spain + Thudc tiét tring cudi: dung dich thé tich nhd; o &
Thuéc khong vo trung (bao gom ca thudc gay nghién, hurdng than): vien E E
nang cing, vién nén, dung dich uéng, vién nén bao phim. & =
48 | 132 | ES-011 |LABORATORIOS |Avinguda de Barcelona,  [|* Thudcvé tring : EU-GMP |NCF/1950/0 Ministry of Health of
LESVI, SL 69, 08970 Sant Joan Despi |+ Thudc san xudt vé tring: Dung dich thé tich nhd. 01/CAT Government of
(Barcelona), Spain + Thudc tiét tring cudi: Dung dich thé tich nhé, dung dich thé tich Iém. 5 o |catalonia, Spain
(* Céch ghi khae: * Thudc khéng vé triing : Vién nang cing; vién nén; vién nén bao phim; a3 8
Avda. Barcelona 69-08970 [thudc udng dang long. S r;
Sant Joan Despi, Z;:' S
Barcelona, Spain) b 5
49 | 133 ES-018 |Altan Avda, de la Constitucion, |* Thudc vé tring: EU-GMP |ES/145HV/1 Co quan thdm quyén Ty
Pharmaceuticals, |198-199, Poligono + Thudc san xuat vé tring: thudc déng khd; dung dich thé tich nha. 9 o =} |Ban Nha
S.A. Industrial Monte Boyal, + Thudc tiét tring cudi: dung dich thé tich nho. ﬁ. &
Casarrubios del Monte, :' é_
45950 Teledo Spain 5 S
Danh sach co s& ddp ting GMP Trang9/29 Bet 6
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50

134

ES-019

Laboratorios
Mormon, 5.A

Ronda de Valdecarrizo, 6,
Tres Cantos 28760
(Madrid) Espana

* Thudic vd tring (bao gom ca thudc gay nghién, chat hudng thén):

+ Thudc san xuit vo tring: Thude déng khd; Dung dich thé tich nhé;
Thudc cdy ghép va thudc dang rén (chira khang sinh nhém B-Lactam);

+ Thudc tiét tring cudi: Dung dich thé tich Ién; Dung dich thé tich nhd;
* Thudc khéng vé tring (bao gdm ca thudc gay nghién, chat hudng than):
Vién nang cing (chira khdng sinh nhém B-Lactam); Thudc diing ngoai dang
long; Thude udng dang I&ng; Vién nén va vién nén bao phim (chira khing
sinh nhém B-Lactam, thudc déc t& bao/ thude kim t& bio, hormon va chat
6 hoat tinh hormon, thudc mién dich); Vién nén va vién bao khang virut.

EU-GMP

ES/041HVI/1
9

03-04-2019

22-02-2022

Agency for Medicimes
and Health Pre

51

135

ES-021

LABORATORIO
REIG JOFRE, 5A

C/ Jarama 111 Poligono
Industrial, Toledo, Toledo,
45007, Spain

* Thudc v tring:

+ Thudc san xudt v tring: thudc dang rén va cdy ghép (chira khang sinh
nhém Penicillin)

* Thuéc khéng vé tring (chira khang sinh nhém Penicillin) : vién nang cimg;
thuc udng dang 16ng; vién nén; dang bao ché rin khéc (vién bao phim,
thudc bjt, thudc cdm)

EU-GMP

ES/O70HVI/1
9

28-05-2019

04-03-2022

Ministry of Health of
Government of Catalonia
- Spain

52

136

FI-001

Qrion Corporation
/ Orion Oyj / Orion
pharma

Orionintie 1, 02200 Espoo,
Finland

* Thude vé tring:

+ Thudc san xuat vo tring: Thudc bdt déng kha pha tiém, tism truyen;
dung dich dim dic thé tich nhd dé pha tiém, tiém truyén; dung dich ding
trong bang quang; dung dich ding trong niém mac miéng.

+ Thudc tiét tring cudi: Dung dich dam dic the tich nhd dé pha tiém,
tiém truyen.

* Thudc khéng vé tring: Thudc udng nhé gigt dang long; vién nén (bao gom
ca thude chira sulphonamide); thudc bat hit.
* Béng géi s¢ cdp: Bao gom cd vién nang clirng, vién nang mém.

EU-GMP

2258/06.08.
00.04/2018

27-03-2018

31-03-2020

Finnish Medicines
Agency (FIMEA)

53

137

FR-010

DELPHARM LILLE
SAS

Parc d'Activités Roubaix -
Est, 22 rue de Toufflers CS
50070, LYS LEZ LANNOY,
59452, France

1. 5an xuat toan bo cong doan:

* Thudc khéng vé tring bao gom ca thudc chira thudc dic té bao, thude
chira hormon sinh dyc: vién nang cirng; vién nén, vién nén bao phim, vién
nén bao dudng.

* Thudc sinh hoe: Thude mién dich; thubc cong nghé sinh hoc; thude cé
ngudn gac tlr ngudi hodc déng vat.

2. Péng gdi cdp 1thudc chira hormon sinh duc: Vién nang mém, dang bao
ché ban ran,

EU-GMP

2018/HPF/F
R/052

28-02-2018

29-09-2020

French Mational Agency
for Medicine and Health
Products Safety (ANSM)
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S4 | 138 | FR-011 |Delpharm Tours |Rue Paul Langevin, 37170, |* Thudc vé tring: EU-GMP |2019/HPF/F = o |French i nal Apenty
Chambray Les Tours, - Thudic san xudt vo triing va tiét tring cudi: dung dich thé tich nho (riéng R/276 =] & |for Medicine and Hgaith
France dai véi thude Dung dich tiém Acupan khénged xudt xuéng 16 ). S 3 Iproducts safet )
g | 3
S5 | 139 | FR-012 |Biocodex 1, avenue Blaise Pascal, * Thudc vo trung: xuat xudng 16; EU-GMP |HPF/FR/030/ French Natior
(céch ghi khac: 60000 Beauvais, France  |* Thudc khéng vé tring: vién nang cirng; thudc diing ngoai dang 16ng; thudc 2018 o« Q  |for Medicine and g
Biocodex - uéng dang |6ng; thudc com; thudc bét; vién nén, vién nén bao phim (sén 2_ R_ Products Safet
Beauvais) xudt déng goi, xudt xudng 15); thude ban rin. 3 3
* Thude sinh hge: men Saccharomyces boulardiii 2 9
56 140 FR-013 |PANPHARMA ZI du Clairay, LUITRE, * Thude vo tring: EU-GMP |2018/HFF/F ™ ~ |French National Agency
35133, France + Thudc san xuit vo tring: Thude cdy ghép va dang ran (chira khéng sinh R/158 § § for Medicine and Health
nhom beta lactam). g 8' Products Safety (ANSM)
]| 8
57 | 141 FR-014 |SOPHARTEX (hodc |21 rue du Pressoir, * Thudc khéng vo triing: Vién nang cing (bao gom ca thudc chira khdng EU-GMP |2019/HPF/F National Agency for the
Laboratoires VERNOUILLET, 28500, sinh Penicillin); thuéc uéng dang |dng; thudc cém; vién nén (bao gém ca R/264 o S  |safety of Medicine and
Sophartex) Francef? thudc chira khang sinh Penicillin); vién bao duémg, vién nén bao phim. 2 ﬁ_ Health Products (ANSM),
Céch ghi khac: 21 rue du 9 o |France
Pressoir, 28500, 8 =
VERNOUILLET, France
S8 | 142 | FR-015 |DELPHARM REIMS |10 rue Colonel * Thudc khéng vé tring: Vién nang cirng; dung dich udng; thudc bét, thude | EU-GMP |HPF/FR/298/| ~ o |French National Agency
- REIMS Charbonneaux, REIMS, c6m; vién nén trin, vién nén bao dudmg, vién nén bao phim. 2017 § § for Medicine and Health
51100, France & | & [Products Safety (ANSM)
3 3
59 | 143 | FR-020 |Beaufourlpsen |rue Ethé Virton, Dreux, * Thude khdng vé tring: Vién nang cirng; thude udng dang léng; thuc bgt | EU-GMP |2019/HPF/F | o o |French National Agency
Industrie 28100, France pha hén dich uéng; vién nén, vién bao. R/268 § § for Medicines and Health
* Thude duge ligu. g' ﬂ Products Safety
* Xuat xwdng thudc vé tring. g o
60 | 144 | FR-022 |Laboratoire zone Industrielle Ripotier |* Thude v tring: EU-GMP |HPF/FR/082/ French National Agency
Chauvin - Aubenas [Haut, Aubenas, 07200, + Thudc san xuat v trung: dung dich thé tich nhé; 2017 L @ |for Medicine and Health
(Tén khéc: France + Thudc tiét tring cudi: dung dich thé tich nho. 3. E. Products Safety (ANSM)
Laboratoire * Thude khang vé tring: dung dich thude ding ngoai. 8_ 3
Chauvin) b g
61 | 145 | FR-023 |Upsasas 979 Avenue des Pyrénées, [* Thudc khdng vo tring: thude cém; thude bt (bao gom ca thude bét sdi EU-GMP |2018/HPF/F | . o |French National Agency
Le Passage, 47520, France |bgt); vién nén (bao gdm ca vién nén sli bot). R/157 § § for Medicine and Health
$ :' Products Safety (ANSM)
gl
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62 | 146 | FR-024 |Merck Santes.a.s |2 rue du Pressoir Vert, * Thudc v tring: EU-GMP |2019/HPF/F = i
Semoy, 45400, France + Thudc san xuat vo tring: thude dang khé. R/315 a o
* Thudc khéng vé tring chira sulphonamide: vién nén, vién nén bao phim. r.: g
b [
— ~
63 | 147 | FR-025 |Pharmatis Zone d'Activités Estn® 1, |* Thude khdng vé trung: Thude ding ngoai dang 16ng; Thude udng dang EU-GMP |2019/HPF/F - o~ |French Nations
ESTREES SAINT DENIS, léng. R/250 § § for Me
60190, France 8' 8' Products Safet
@ ~
— ~
64 | 148 | FR-027 |Laboratoire 1 rue Alexander Fleming, |* Thudc vo tring: EU-GMP |2018/HPF/F ” — [French National Agency
Aguettant Parc Scientifique Tony + Thudc san xudt vé tring: dung dich thudc tiém thé tich nho; R/230 a3 S [for Medicine and Health
Garnier, Lyon, 69007, + Thudc tiét tring cudi: dung dich thudc tiém thé tich Ién; dung dich thude 3 & |Products Safety (ANSM)
France tiém thé tich nha. :';, E
~ ™~
65 | 149 | FR-028 |[Innothera Chouzy |Rue René Chantereau, * Thudc khéng vé tring: thuéc udng dang léng (siro, dung dich, hén dich), EU-GMP |2018/HPF/F French National Agency
Chouzy-sur-Cisse, Valloire- [vién nén va vién nén bao phim (bao gdm ca thude duge lidu). R/256 for Medicine and Health
sur-Cisse, 41150, FRANCE. |* Béng géi c3p 1: vién nang mém. Products Safety (ANSM)
(* Céc cach ghi khac:
+ Rue René Chantereau -
L'lIsle Vert 41150 Chouzy- «@ 2
sur-Cisse, France. 3_ 3_
+ L'lsle Vert, Rue René bt 8
Chantereau, Chouzy-sur- & bt
Cisse, 41150, France.)
66 | 150 | FR-030 |RECIPHARM Rue des Prés Potets * Thude khéng v tring: Vién nang cifng; vién nén; vién nén bao phim. EU-GMP |2018/HPF/F | = National Agency for the
FONTAINE Fontaine Les Dijon, 21121, |* Béng gdi cip 1: bao gdm ca vién nang mém. R/0S6 = o |safety of Medicine and
France 2 3 Health Products {ANSM),
3 E France
o —

67 | 151 FR-031 |MYLAN route de Belleville, lieu-dit [* Thude khdng vé tring: Vién nang cirng; thude udng dang 1ong; vién nén; EU-GMP |2019/HPF/F = —  [French National Agency
LABORATORIES  |Maillard, CHATILLON SUR |vién nén bao phim. R/149 a8 3 |for Medicine and Health
sAS CHALARONNE, 01400, & | & |Products safety (ANSM)

France g ;
~ o~
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68 | 152 | FR-033 |Leslaboratoires |905 route de Saran, GIDY, |Thudc khéng vo tring: Vién nang cirng {bao gom ca thudc chira chat déc EU-GMP |2018/HPF/F | =
Servier Industrie  |45520, France tinh d&i véi khd ning sinh san); thudc cdm pha hén dich/dung dich udng; vi R/235 b= o
com (microgranules); vién nén, vién nén bao phim, vién nén bao duéng S 3
(bao gdm ca thude chira chat dgc tinh d&i vdi kha nang sinh san). ;’ E
69 | 153 | GB-001 |Eisai European Knowledge * Thudc khdng vo trung: Vién nang cirng, Vieén nén, Vién nén bao phim EU-GMP |UK MIA Medicines and
Manufacturing Centre Mosquito way 32301 Insp o o |Healthcare P
Limited Hatfield AL 10 9sn UK GMP/GDR/I | & & |Regulatory Agencf
MP 8 T |[(MHRA), United Khgdom
32301/7262 P b
159-0008
70 | 154 | GB-004 |Wyeth New Lane, Havant, P09 * Xuat xuwdng thude vo tring. EU-GMP |UK MIA 11 = w |Medicines and
Pharmaceuticals |2NG, United Kingdom * Xudt xuwdng thudc khéng v tring. Insp GMP = o |Healthcare Products
* Xust xuwrdng thude sinh hoc: 5an phiam mign dich; 5an pham céng nghé 11/4452- z 2 Regulatory Agency
sinh hoc. 0029 2 | 2 |(MHRA), United Kingdom
* Déng goi thir cap. i =
71 | 155 | GB-006 |GLAXO PRIORY STREET, WARE, *Thudc khong vé triing: vién nang clrng; vién nén; vién nén bao phim, thude| EU-GMP |UK MIA 4 Medicines and
OPERATIONS UK |5G12 ODJ, United Kingdom |bét dé hit (chira steroids). Insp a o4 |Healthcare Products
LTD TRADING AS *Nguyén ligu lam thude: duge chit vi mé. GMP/IMP 3_ 3_ Regulatory Agency
GLAXO 4/15159- 8 | 8 [(MHRA), United Kingdom
WELLCOME 0027 3 =
OPERATIONS
72 | 156 | GB-007 |Norton Healthcare |Aston Lane North * Thudc vé tring: EU-GMP UK MIA 530 Medicines and
Limited T/A lvax  |Whitehouse Vale Industrial|+ Thude san xudt vé tring: Dung dich, hdn dich, nhii dich thude tigm thé tich Insp GMP ~ 9 |Healthcare Products
Pharmaceuticals |Estate Runcorn WA7 3FA, |nho. 530/14004- .—c-’.q a Regulatory Agency
UK United Kingdom + Thudc tiét tring cudi: Dung dich thé tich nho. 0025 "q“ § (MHRA), United Kingdom
* Béng gdi thir cap. 5 ™~
* Kidm tra chat lugng.
73 | 157 | GB-008 |Merck Shap & Shotton Lane, * Thudc khéng vé tring: Vién nén, bt cho dung dich uéng EU-GMP |UK MIA 25 2 o |Medicines and
Dohme Limited Cramlington, NE23 3JU, * Ban thanh pham cém. Insp b= S  |Healthcare Products
United Kingdom * Béng goi cap 2. GMP/IMP 2 S Regulatory Agency
25/4061- g ; {MHRA), United Kingdom
0028
74 | 158 | GR-005 |RemedinaS.A. 23 Gounari & Areos Str,,  |* Thudc vé triing chira khang sinh nhém cephalosporins, carbapenems: EU-GMP |70779/2-7- National Organization for|
Kamatero Attiki, 13451 - Thudc san xuat vo tring : thudc bot pha tigm. 2018 o — [Medicines (EOF), Greece
Greece * Thude khéng vé tring chira khang sinh nhém cephalosporins, 3 g
carbapenems: Vién nang cirng; thudc bt pha hdn dich, vién nén; vién nén ; E
bao phim. g E
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75 | 159 | GR-006 |PHARMATHEN Industrial Park Sapes 1. 5an xudt toan bé qua trinh: EU-GMP |82818/ 1-8- National Organizabie for
INTERNATIONAL |Rodopi Perfecture, Block  |* Thude vo tring: 2018 Medicines (EOF), Ggpece
SA No 5, Rodopi, 69300, + Thudc san xudt vé tring: hén dich tiém thé tich nha; thudc bét pha tiém. « o
Greeceld *Thudc khéng vé tring: Vién nang clrng; vién nén; vién bao. 2 3_
Céch viét khac: Sapes 2. Déng goi cap 1: vién nang mém, § 8
industrial park, Block 5, 3. Dwgre chit khdng vb tring: Cholecalciferol Concentrate i -
Rodopi, GR-62300-Greece
76 | 1680 | GR-008 |CooperS.A. 64 Aristovoulou str., * Thudc vé tring: EU-GMP [39834/13-4- National Organization for|
Athens, 11853, Greece + Thudc san xudt vé tring: Dung dich thudc tiém thé tich nhé;dung dich 2018 Medicines of Greece
thudc nhé mat, dung dich thudec nhd miii, thudc bét pha tigm chira khang @ o
sinh nhom penicillins;# 8 8.
+ Thudc tiét tring cudi: Dung dich thudc tiém thé tich |én; Dung dich thudc b8 5
tiém thé tich nhé. gl ¢
* Thudc khéng vé tring: dung dich thudc udng, dung dich thut tryc trang.
77 161 HU-001 [Chemical Works of |Gy&mrdi it 19-21., * Thude vo tring: EU-GMP |OGYEI/9446- National Institute of
Gedeon Richter  |Budapest, 1103, Hungary + Thudc san xudt vé tring: Dung dich thé tich Ién; Dung dich va hén dich 6/2019 Pharmacy and Nutrition
Plc. (Gedeon thé tich nhé; Thudc déng khé (bao gdm ca thudc cé chira chit kim té bao). (OGYEI), Hungary
Richter Plc.) + Thudc tiét tring cudi: Dung djch thé tich Ién; Dung dich thé tich nho.
* Thudc khéng vé tring: Vién nang cirng; thudc ding ngoai dang long;
thudc udng dang long; thudc bt v thudc cdm; vién nén, vién nén bao @ o
duéng va vién nén bao phim (bao gdm ca thudc chira hormaon). ﬁ. ﬁ.
* Thudc sinh hoe: $an phdm céng nghé sinh hoc; san pham chiét cé ngudn é E
goc tir ngudi hodc dong vat. = &
* Durge chét sinh hoc.
78 | 162 IE-007 |Fournier Anngrove, Carrigtwohill,  [* Thude khdng vé triing: Vién nén; vién nang clrng; vién nén bao phim. EU-GMP |21678/M0O10| g —~ |Health Product
Laboratories Co. Cork, Ireland 20/00001 § § Regulatory Authority,
Ireland Limited g' :: Ireland
8] &
79 | 163 IE-010 |GE Healthcare IDA Business Park, * Thudc v trung: EU-GMP |21690/M235| o ~ |Health Products
Ireland Limited  |Carrigtohill, Co. Cork, + Thudc tiét triing cudi: Dung dich thé tich Ién; Dung dich thé tich nhd § § Regulatory Authority
P o
Ireland E 3 (HPRA), Ireland
~ (2]
Danh sach co s& dép (ring GMP Trang 14/ 29 Bgt6
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80 | 164 IE-011  |Servier (Ireland) |Moneylands, Gorey Road, |* Thudc khéng vo tring: Vién nén, vién nén bao phim. EU-GMP |22779/M8&8 Health Products ledey
Industries Ltd Arklow, Co. Wicklow, Y14 Regulatory Authos
E284, Ireland Ireland
(Cach viét khdc: @ o
* Moneylands, Gorey ﬁ_ 9_
Road, Arklow, Co. SallbE
Wicklow, Ireland 8 3
* Gorey Road, Arklow, Co.
Wicklow, Ireland)
81 | 165 IN-009 |CADILA Plot No. 417, 419, 420, * Thudc khéng vé triing: vién nang clrng; vién nang mém; vién nén; vién nén| WHO-  |1807937 Food & Drug Control
HEALTHCARE Ltd |Sarkhej-Bavla Mational bao, thude hit phin ligu, thude dén qua da, thudc xjt mii. GMP = = |Administration,
Highwway No 84, 3. 3. Gandhinagar, Gujrarat
Moraiya, Tal - Sanand, B E_‘ State, India.
Dist: AHMEDABAD, 382 ‘-6‘ a
210, India
82 | 166 | IN-009 |CADILA Plot No. 417, 419, 420, * Thudc khéng vé triing: vién nang clrng; vién nang meém; vién nén; vién nén| EU-GMP |2018/HPF/P French National Agency
HEALTHCARE Ltd |Sarkhej-Bavla National bao. T/004 o o4 [|for Medicine and Health
Highwway No 84, S | & [productssafety (ANSM)
Moraiya, Tal - Sanand, § =)
Dist: AHMEDABAD, 382 ~ 4
210, India
83 | 167 | IN-013 |G.D.Laboratories |P.W.D.RestHouse road, |* Thudc khéng v tring: Vién nén; vién nén bao phim; vién nang cirng; dung| WHO-GMP |DC-2/D- & ~  |Government of
(India) Pvt. Ltd Nohar, Distt. dich thudc udng; hén dich thude udng; thude kem, thude mé ding ngodi. 3/WHO- § § Rajasthan - India
Hanumangarh (Rajasthan), GMP/2019/4| ¢ &
India 4 8| 8
84 | 168 | IN-015 |M/s. Natco M/s. Natco Pharma * Thudc san xuat vo trung doc té bao: dung dich tiém, thudc déng khd; WHO-GMP |3405/E/(K)/T % — [coquan quan ly dJIIQ‘C
Pharma (Pharma- |(Pharma-Division), Kothur, |* Thuée khéng vé tring: Vién nén, vién nén bao phim (bao gom ¢a thudc 5/2018 a & |Bang Telangana, An D%
Division) Limited |Rangareddy District, ddc té bao), vien nang cirng (bao gom ca thudc ddc té bao), thude bat, S S
509228 Telangana, India  [thudc hit, pellet. g g
85 | 169 | IN-015 |M/s. Natco M/s. Natco Pharma * Thudc vo tring: EU-GMP |DE_HH_01_ Co quan thim quyén
Pharma (Pharma- |(Pharma-Division), Kothur, | + Thudc san xuat vo tring: thude déng khé Bendamustin 25mg, 100mg GMP- ~ g |bic
Division) Limited  |Rangareddy District, déng lo. 20171003 | & | ®
500228 Telangana, India  |* Thudc khéng vé tring: Vién nang cirng Lenalidomide 2,5mg, Smg, 7,5mg, 3_ 8
10mg, 15mg, 20mg, 25mg; vién nén bao phim Imatinib 100mg, 400mg. a ﬁ
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86 | 170 | IN-015 |M/s. Natco Pharma division Unit IV,  |* Thudc khéng vé tring: Vién nén, vién nén bao phim. EU-GMP |71433/12-7- a o [|national Organ zaledet for
Pharma (Pharma- |Kothur, Mahaboob Nagar 2018 = & |Medicines (EOF), &sgece
Division) Limited |District, Telangana, ol [ 3
509228, India 3 l-=
~ o e
87 | 11 IN-018 |Sun Survey No. 22 & 24, Village|* Thude vo tring: WHO-GMP |19091586 Food & Drugs C:Jl‘;k'r-aﬁ,
Pharmaceutical |- Ujeti, Post - Baska, Tal - + Thudc san xudt v tring: dung dich thé tich nhé; thuéc hit (dang dung o o |Administration, G .{._a;::at
Medicare Limited |Halol - 389350, Dist. dich). 8 & |state, India g
Panchmahal, Gujarat + Thudc tiét tring cudi: dung dich thé tich nho. g. g. .
state, India + Thudc nhé mat (dang dung dich va han dich). 9 bt
88 172 IN-018 |Sun Survey No: 22 & 24, Ujeti  |* Thude vé tring: EU-GMP |NL/H Health Care Inspectorate
Pharmaceutical  |(District Panchmahal), + Thudc san xuit vo tring: Dung dich thé tich nhé. 19/2009637 | o |- Pharmaceutical Affairs
Medicare Limited |Gujarat, 389350, India 8 2_ and Medical Technology,
b & [Netherlands
& &
89 | 173 IN-023  |Swiss Parenterals |Unit I, Plot No. 402, 412- |* Thudc vé tring: EU-GMP |OGYI/36509- National Institute of
Ltd. 414 Kerala Industrial + Thudc san xudt v tring: Thude bot pha tiém chira khang sinh nhém 13/2015 N S |Pharmacy and Nutrition
Estate, GIDC, Near Bavla, |Cephalosporin. S ﬁ. (OGYEI), Hungary
Ahmedabad, Gujarat, $ 3.
382220, India B 8
a0 174 IN-023  |Swiss Parenterals [(Unit II), Plot No. 402, 412-|* Thudc vo tring: WHO-GMP | 1809990 Food & Drugs
Ltd. 414 Kerala Industrial + Thudc san xuat vé tring: Thudc bat pha tiém chira khang sinh nhém @ = |Administration, Gujarat
Estate, GIDC, Near Bavla, |Cephalosporin. 2 = state, India
Dist: Ahmedabad-382 220, $ %
Gujarat state, India 8 3
91 | 175 | IN-024 |Biocon Limited Special Economic Zone,  |* Thudc vé tring: EU-GMP |23939 Health Products
Plot no.s 2, 3, 4 &S, Phase | + Thudc san xudt vé tring: Thude déng khé (chira hoat chat Regulatory Authority
IV, Bommasandra — Jigani |Trastuzumab); dung dich thé tich nhé {chira hoat chat Insulin). o o |(HPRA), Ireland
Link Road, Bommasandra |(Hoat ddng san xudt nguyén lidu va thanh pham déu tién hanh tai Building ﬁ_ F‘.«
Post, Bangalore, 560099, [B1vaB2).1 818
India o a
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92 | 176 | IN-024 |M/s. Biocon Special Economic Zone, * Thudc vé tring: WHO-GMP |DCD/CR- Government of ekl
Limited Plotno.s 2, 3, 4 &5, Phase| + Thudc san xudt vé tring: Thude déng khé (chira hoat chit 1719/SPL.CL- Karnataka — Dr
IV, Bommasandra — Jigani |Trastuzumab); dung dich thé tich nhé (chira hoat chat Insulin). 1/2018-2019 - - |control Departm
Link Road, Bormmasandra a3 8 |india
Post, Bengaluru (hodc tén 2 2
cil Bangalore) - 560 099, 2 E
India = =
93 177 IN-028 |MERIDIAN Plot No: 418, G.1.D.C., * Vien dat va dung dich ding ngoai (suppositories and external preparation) | WHO-GMP | 1802641 0 o |FDA Gujarat, India
ENTERPRISE PVT  |Kabilpore, Navsari; Pin- 8| 8
LTD 396424, Gujarat State, o &
India g ;
94 | 178 | IN-037 |Mylan Plot No. 11, 12 & 13, * Thude khéng vé triing: vién nang clrng; vién nén, vién nén bao phim EU-GMP |OGYESI/f495 National Institute of
Laboratories Indore Sez, Pharma Zone, 52-5/2017 « = |Pharmacy and Nutrition
Limited Phase Il, Sector IIl, District S & |(oGYEN), Hungary
Dhar, Pithampur, Madhya = 8
Pradesh, 454775, India 8|5
95 | 179 | IN-037 |Mylan Plot No. 11, 12 & 13, * Thudc khéng vé tring: vién nang cirng; vién nén, vién nén bao phim WHO-GMP |07/2014 Food and Drug
Laboratories Indore Sez, Pharma Zone, =] = |Administration Madhya
Limited Phase Il, Sector IIl, District g & Pradesh, India
Dhar, Pithampur, Madhya Ry E
Pradesh, 454775, India E
96 | 180 | IN-041 |M/s Giyaan Plot No.6, IDA, Renigunta, |- Thudic khéng vé trung chira khang sinh nhém Penicillin: Vién nang cirng, | WHO-GMP |L.Dis.No o ~ |Government of Andhra
Pharma Pvt Ltd Tirupati, Andhra Pradesh, |vién nén, vién nén bac phim, bgt pha hén dich uéng [4548/Accou § § Pradesh — Drugs Control
India nts/2019 s ©  |Administration, India
a 2
a7 181 IN-043 |AKRITI Formulation Unit-6, Vill. * Thudc bat pha tiém chira Cephalosporin WHO-GMP |NEW-WHO- e T FDA Maharashtra, India
PHARMACEUTICAL |[Khol, Nalagarh Road, GMP/CERT/ a a8
SPVT.LTD Baddi, Distt.Solan (HP) pof7262272| o | &
173208, India o1s/11/256 | 3 | =
12 - (=]
98 | 182 IN-044 |M/s Themis Sector 64, Plot No.16,17 |* Thudc tiém non beta lactam WHO-GMP |17P/1/15/20| ~ |Drugs Licensing &
Medicare Ltd. & 18, IIE, Sideul, Ranipur, |* Thudc vién nén non beta lactam 06 § § Controlling Authority
Haridwar, Uttarakhand,  |* Thuge rifampicin < S  |(Uttarakhand), India
India * Thudc md, gel g' o
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99 | 183 IN-045 |Synthokem Labs  |Unit Il Plot No. 222 to 224 |Nguyén liéu 1am thudc Guaifenesin, Chlorphenesin, Mephenesin, WHO-GMP [L. Dis. Drugs Control ey
Private Limited & 235 to 237, Phase I, Mebeverine Hydrochloride No.12941/E( o = Administration
IDA, Pashamylaram, R)/TS/2017 b= 8 |Government of
Patancheru Mandal, E E Telangana, India
Sanagreddy (District) - S S
502319 Telangana State, 2 =
India St
100 | 184 IN-052 |MNaprod Life Plot No. G-17/1, MIDC, "+ Vién nén, vién nén bao phim, vién nang cirng chira chét déc té bao. 'WHO-GMP |NEW-WHO- = 7 FDA M aha'as“tra.::l'r‘c':_f a
Sciences Pvt. Ltd  |Tarapur, Boisar, Thane + Thudc tiém dang long (dung dich, nhil dich), thude déng khé (bao gbm ¢ GMP/CERT/ | B o i
401506, Maharashtra thuéc doc té bao). kp/sose1/2 | o
State, India. 019/11/275 é E
30 o o
101 | 185 IT-001 |Bieffe Medital \fia stelvio, 94- 23035 * Thudc v tring: EU-GMP |IT/196/H/20| o ~  |Italian Medicines Agency
S.P.A, Sondale (So), Italia + Thudc tiét tring cudi: Dung dich thé tich Ién. 19 § § (AIFA)
908
3 &
102 | 186 IT-007 [ACS Dobfar S.P.A |V.LE Addetta 2a/12 - 3/5- [* Ban thanh phdm san xudt vé tring: déng khé cephalosporins; bét chira EU-GMP |IT/228/H/20| . o |talian Medicines Agency
20067 Tribiano (M), Italy |hén hgp Cephalosporins; bgt chira hén hgp Carbapenems. 18 § § {AIFA)
* Xuat xwdng 16: thude san xudt vo tring. $ $
b 3
103 | 187 IT-009 [Chiesi Via San Leonardo 96 - * Thudc v tring: EU-GMP |IT/77/H/201 Italian Medicines Agency
Farmaceutici 43122 Parma (PR), Italy + Thudc san xuit vd tring: dung dich thé tich nhd (chira corticosteroid; g 5 I (G
S.PA, thudc sinh hgc). a3 o
* Thude khdng vo tring: thude udng dang ldng (chira corticosterid); thude 3 i
bét (chira corticosteroid); thude dang cé p lyc (chira corticosteroid); vién g 5
nen.
* Thudc sinh hgc: thudc ¢ ngudn géc tir dng vat.
104 | 188 | IT-010 |Abbvie S.R.L S.R. 148 Pontina Km 52,  |* Thudc khéng vé tring: Vién nén; thudc ding ngoai dang long; thudc uéng | EU-GMP |IT/214/H/20 = o ['talian Medicines Agency
Snc-Campoverde Di Aprilia [dang l6ng; thude cém (san phdm Sevoflurane). 18 b= S |(AIFA)
(loc. APRILIA) - 04011 * Xudt xuwémg thudc san xudt vé tring: thudc déng kha; dung dich thé tich g ;
APRILIA (LT), Italy nhé. ~ -
~ ™~
105 | 189 IT-011 |S.M. Farmaceutici |Zona Industriale, 85050 * Thudce vo tring: EU-GMP |IT/138/H/20 T a AIFA Italian Medicines
S.R.L. TITO (P2), Italy + Thudc tiét triing cuéi: Dung dich thé tich nhé; Dung dich thé tich Ién. 19 a o |Agency
* Thude khéing v tring: Thudc udng dang |bng chira corticosteroids. g g
g | &
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106 [ 190 | m-012 [valpharma Via G. Morgagni, 2 - 47864 |* Thuéc khéng vé tring: vién nang cirng; dang bao ché rin khac (thudc EU-GMP |IT/173/H/20| & e |ltalian Medicines hdency
International 5.P.A [Pennabilli (RN), talia com, pellet); Vién nén. 19 § § AIFA
Pham vi chirng nhin khéng bao gém chimg nhan 16, xuit xwéng san pham & @
3 = E
107 | 191 IT-013 |Reparto Via Palermo, 26/A - 43122 [* Thude vo tring: EU-GMP |IT/77/H/201| o o |italian Medicinesfgency
Distaccato Parma (PR), Italy + Thudc san xudt v tring: thudc sinh hoc: dung dich thé tich nhd. 9 § § (AIFA) 4
* Thude sinh hgc: thudc ¢ ngudn gdc tir dong vit. 3' :'
g | &
108 | 192 IT-015 |LABORATORIO \ia Cavour, 70 - 27035 * Thudic khéng vé tring: Vién nang ci#ng; thude ding ngodi dang long; EU-GMP (IT/174/H/20 Italian Medicines Agency
FARMACEUTICO  |MEDE (PV), Italy thudc udng dang lang; thudc dang béan rdn (chira hormaon corticosteroid); 19 (AIFA)
S.I.T. SPECIALITA' vién nén, vién nén bao phim, vién nén bao dudng;
IGIENICO * Thudc sinh hoc (chi pha ché, chia liu va déng gdi): Vac xin vi khudn bat o by
TERAPEUTICHE hoat dang vien nén; san pham vi sinh séng dang vién nang climng; 3. ﬁl
SRL. * Thude durge ligu (chi pha ché, chia ligu va déng g6i): Vién nén; thude ding 2 3
ngodl dang l6ng; thudc udng dang l6ng; thudc dang ban rin. = =
109 | 193 | IT-016 |SANOFIS.P.A, $.5.17Km 22 - 67019 1. 5an xudt toan bg qua trinh EU-GMP |IT/130/H/20 Italian Medicines Agency
Scoppito (AQ), Italia * Thude khéng vé triing: Vién nang mém; Vién nén, vién nén bao phim, vién 18 2 & AlFA
nén bao dudng va vien nhai (bao gém ca thudc chira hormon b= 3
Corticosteroid).d E E
* Thudce tir dugrc lidu: Vién nang mem; Vién nén. 3 E
2. 5an xudt ban thanh phdm: thudc cdm. b e
3, Ddng gdi cdp 1: vién nang cirng.
110 | 124 IT-017 [Janssen Cilag 5.P.A |Via C. Janssen (loc. Borgo |* Thudc khéng vé tring: Vién nang cing, thudc xit (pressurised EU-GMP |IT/184/H/20 = & Italian Medicines Agency
5. Michele) - 04100 Latina |preparations. Vién nén (bao gdbm héc mén sinh duc), vién nén bao phim. 18 b= o |(aFa)
(LT), Italy * Déng goi so cap, thir cip. % fi
* Kiém tra chat lugng. & S
f=] -~
111 | 195 IT-018 |Special Product's |Via Fratta Rotenda Vade  |* Thudc khéng v tring: thude udng dang |6ng (corticosteroids héc mén, EU-GMP |IT/9/H/2019| 4 —~ |talian Medicines Agency
Line 5.P.A Largo, 1, 03012 Anagni thudc sinh hoc digu tri gan); thudc bét, thude cdm; thudc ban rin, thudc dit § § (AIFA)
(FR), Italy (corticosteroids héc man). 3 %
> 3
112 | 196 IT-021 |ACS Dobfar S.P.A |Nucleo Industriale 5. Atto |* Thudc vé tring: EU-GMP |IT/6/H/2019 - 0 Italian Medicines Agency
(Tén cii: Facta (loc. 5. Nicolo' A Tordino) - | + Thudc san xuat vé tring: thude bdt pha tiém chira khang sinh nhém a o |[{AIFA)
Farmaceutici 64100 Teramo (TE), Italia; |cepha, penem(khéng cé déng géi cap 2). > 3
SPA) g E
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113 | 197 | IT-023 |NovartisFarma  |Via Provinciale Schito, 131 {1. 5an xuat: EU-GMP |IT/36/H/201| — [nalian Medicines hetancy
S.P.A. 80058 Torre Annunziata  |* Thudc khéng vé tring: Vién nén; vién nén bao phim. 9 a o |(aiFa)
(NA), Italy * Thude dugrc ligu: Vién nén. : S
2. Péng goi so cdp: vién nang mém; vién nén. E §
3, Ddng goi thir cap. =
114 | 198 IT-024 |Patheon Italia 2° Trav. SX Via Morolense, |* Thude vo tring: EU-GMP [IT/158/H/20 Italian I‘w‘.v:dlci"':s?,gg!cv
S.PA, 5, Ferentino (FR), 02013, + Thudc san xuat vé tring: Thudc déng khé (chira hormon hodc chat ¢é 18 (AIFA) ol
Italy hoat tinh hormon, san pham cdng nghé sinh hoc, san pham chiét ¢ n,guan e
g6c tir ngudi va déng vit, ché pham tir mau, trir hormon corticosteroid);
dung dich thé tich nhé (chira hormon va chit cé hoat tinh hormon, san
pham céng nghé sinh hoc). - o
+ Thude tiét tring cudi: Dung dich thé tich 1én; dung dich thé tich nhaé. a8 o
* Thudc sinh hgc: 2 g
+ Ché pham tir mau: Thudc déng khé; E &
+5an phim céng nghé sinh hoc: Thude déng khé; dung dich thé tich nhé & i
san xudt vo triing: protein tii t3 hgp; khéng thé don dong.
+5an pham chiét cd ngudn géc tir ngudri va dong vat: Thudc dong khé.
115 | 199 IT-025 |Actavis Italy 5.p.a - |Via Pasteur 10, 20014 * Thudc v trung: EU-GMP |IT/132/H/20 Italian Medicines Agency
Nerviano Plant Nerviano - Milan, Italy + Thudc san xuit vo tring: thude ddng khé pha tiém (building A100, A200), 18 «© = |(AIFA)
dung dich thé tich nhé chira chat déc té bao/ kim té bao (toa nha A200); 2| 8
+ Thudc tiét tring cudi: dung dich thé tich nhd chira chit doc té bao/ kim té 8 8
bao dang ampoule (tba nha AS0). g g
116 | 200 IT-026 [Kedrion S.P.A 5.5.7 BisKm. 19,5 - 80029 [* Thudc vé tring: EU-GMP |IT/183/H/20 AIFA Italian Medicine
Sant' Antimo (NA), italy |- Thuéc san xudt v tring: 19 i ~  |PEENCY
+ & céc ché pham tir mau: Dung dich thé tich |én; Dung dich thé tich nhd; a o
Thuéc déng khé. % m
+ Dung djch thé tich nho: Aprotinin. ~ 3
- Thudc tiét triing cudi: Dung dich thé tich nhé (dung méi). - o
* Thudc sinh hgc: Cac san phdm mau, Aprotinin.
117 | 201 IT-031 |GlaxoSmithKline |Strada Provinciale Asolana |* Thudc khéng vo tring: Vién nang cing (bao gom ca chat kim té bao, chat | EU-GMP |[IT/6- Agencia Italiano del
turing N. 80 (loc. San Polo) - diét t& bao) , vién nén (bao gom ca chat kim té bio, chat diét té bao), thudc 1/H/2018 @ 2 |Farmaco (AIFA)
S.pA 43056 Torrile (PR), Italia  [uéng dang long.. & &
* Déng goi so cap: vién nang cirng, thudc udng dang long. é g
* Déng goi thir cip b= &
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118 | 202 IT-032 |Kedrion S.P.A. Via Provinciale (loc. * Thudc v tring: EU-GMP [IT/113- AIFA Italian Medidieled
Bolognana) - 55027 + Thudc san xuit vo tring (cac san phim mau): Dung dich thé tich lén; 1/H/2018 ® S |Agency
Gallicano (LU), Italy Dung dich thé tich nhé; Thudc déng khé. 8 8
+ Thudc tiét tring cudi: Dung dich thé tich nho. g g
* Thudc sinh hoe: ché pham tir mau (bao gm ca huyét tuong phin doan). & ~
119 | 203 | JP-001 |AY 235, Miyakami, Shimizu-  |* 5an phdm Neoamiyu (dung dich truyén tinh mach; thanh phan: L- Japan-GMP|5560 Ministry of Healthgs =
Pharmaceuticals |ku, Shizuoka-shi, Shizuoka, [Isoleucin, L-Leucin, L-Lysine acetat, L-Methionine, L-Phenylalanine, L- (tuong Labour anc '_.c- :
Co., Ltd tai Japan Threonine, L-Tryptophan, L-Valine, L-Alanine, L-Arginine, L-Aspartic acid, L- | duong EU- o
Shimizu Plant Glutamic acid,L-Histidine, L-Proline, L-Serine, L-Tyrosine, Glycine, L- GMP) a =
Cysteine, Sodium Bisulfite); ﬁ, ﬁ.
* 5an phim Morihepamin (dung dich truyén finh mach; thanh phan: L- a a
Isoleucin, L-Leucin, L-Lysine acetat, L-Methionine, L-Phenylalanine, L- & &
Threonine, L-Tryptophan, L-Valine, L-Alanine, L-Arginine, L-Aspartic acid, L-
Histidine, L-Proline, L-Serine, L-Tyrosine, Glycine, L-Cysteine, Sodium
Bisulfite);
120 | 204 JP-001 |AY 235, Miyakami, Shimizu-  [* San phdm: Dung dich tiém truyén Aminic {hén hgp Acid amin) Japan- |1652 st G Ministry of Health,
Pharmaceuticals |ku, Shizuoka-shi, Shizuoka, GMP b= 3 |Labour and Welfare
~ ™~
Co., Ltd - Shimizu [Japan (tuong I~ = |{MHLW), Japan
o (=]
Plant duang EU- 2 @
GMP)
121 | 205 JP-001 |AY 235, Miyakami, Shimizu-  [* San pham: Thudc tiém Neoamiyu Japan- |4136 o = Ministry of Health,
Pharmaceuticals |ku, Shizuoka-shi, Shizuoka, GMP b= o |Labour and Welfare
~ o~
Co., Ltd - Shimizu [Japan (tuong e & [IMHLW), Japan
—
Plant duong EU- a 2
GMP) 5
122 | 206 | JP-001 |AY 235, Miyakami, Shimizu-  |* San pham: Marihepamin, thudc tiém. Japan- [4238 o —  |Ministry of Health,
Pharmaceuticals |ku, Shizuoka-shi, Shizucka, GMP § § Labour and Welfare
Co., Ltd - Shimizu |lapan (tueng & & |(MHLW), Japan
—
Plant duong EU- Q E
GMP)
123 | 207 | JP-003 |Senju 4228-1, Aza Kadota, *5an phiam Japan-GMP|3270 - T Ministry of Health,
Pharmaceutical Ishishi, Karatsu-shi, Saga- |- Dung dich thudc nhé mét Tearbalance 0,1% (Natri hyaluronat 1mg/ml). (tuong = o |Labour and Welfare
™~ ™~
Co., Ltd. Karatsu |ken, Japan duong EU- & & |[(MHLW), Japan
~ ~
Plant GMP) S S.
124 | 208 JP-003 |Senju 4228-1, Aza Kadota, *54n pham Japan- |400 - = Ministry of Health,
Pharmaceutical  [Ishishi, Karatsu-shi, Saga- |- Dung dich thudc nhé mét Prano Eye Drop 0,1% (Pranoprofen 1mg) GMP = o |Labour and Welfare
Co., Ltd. Karatsu |ken, Japan (tuong g g {MHLW), Japan
Plant duong EU- @ o
— —
GMP)
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125 | 209 | JP-003 |[Senju 4228-1, Aza Kadota, * 5an pham Bronuck ophthalmic solution 0,1% Japan- |6093 = o [Ministry of Heal =™
Pharmaceutical Ishishi, Karatsu-shi, Saga- GMP = & |Labour and Welfarew-
Co., Ltd, Karatsu  |ken, Japan (tueng 2 2 (MHLW), Japan b
Plant dwong EU- 2|z
GMP) S [ "
126 | 210 | JP-004 |Santen 2-14, Shikinami, * 5an xudt thanh pham thudc vé tring: Japan- 1730108000 Ministry of Hea tl‘“ﬁ; 3
Pharmaceutical  |Hodatsushimizu-cho, + Dung dich nhé mét Sanlein Mini 0.1 {Sodium Hyaluronate 1mg/mL); GMP 121 Labour and Welfapemy
Co., Ltd. Noto Hakui-gun, Ishikawa, Japan|Sanlein Mini 0.3 (Sodium Hyaluronate 3mg/mL). (tuong (MHLW), Japan
Plant + Dung dich nhé mét Sanlein 0.1 (Sodium Hyaluronate 1mg/mL); Sanlein | duwong EU-
0.3 (Sodium Hyaluronate 3mg/mL). GMP)
+ Dung dich nhé mét Cosopt (Dorzolamide Hydrochloride 22,.26mg,
Timolol maleat 6.83mg/mL); Cosopt-S (Dorzolamide Hydrochloride
22.26mg, Timolol maleat 6.83mg/mL).
+ Dung dich nho mat Daigaku Eye Drops (Naphazoline Hydrechloride a =2
0.002g, Chlorpheniramine Maleat 0.01g, Zinc Sulfate Hydrate 0.1g, £ - 3. 3.
(Aminocaproic Acid 1.0g/100mL). g =
+ Dung dich nhé mét Cravit (Levofloxacin hydrat Smg/mL). ﬁ ﬁ
+ Dung dich nhé mét Oflovit (Ofloxacin 3.0mg/mL).
+ Dung dich nhé mét Sancoba (Cyanocobalamin 0.02g/100mL).
+ Dung dich nhé mét Alegysal (Pemirolast Potassium 1mg/mL).
* Déng goi va xudt xudng 16:
+ Dung dich nhé mét Eybelis (Omidenepag isopropyl 0.02mg/mL).
+ Dung dich nhd mét Taptigom-MD (Tafluprest 0.015mg, Timolol Maleat
6.83mg/mL).
127 | 211 | JP-005 |Santen 348-3, Aza-suwa, Oaza- * San xuat thanh pham: Japan-GMP|2522808000 Ministry of Health,
Pharmaceutical  |shide, Taga-cho, Inukami- + Dung dich nhé mét Flumetholon 0.02 (Fluorometholone 0.2mg/mL); (twang [275 Labour and Welfare
Co., Ltd. Shiga gun, Shiga, Japan Flumetholon 0.1 (Fluorometholone 1mg/mlL). dwong EU- (MHLW), Japan
Plant + Dung dich nhé mét Mydrin-P (Tropicamide 5.0mg/mL). GMP) @ =
+ M tra mét Oflovid (Ofloxacin 0.003g/1g). s &
* San xudt ban thanh pham: 5 5
+ Dung dich nhé mét Eybelis (Omidenepag isopropyl 0.02mg/mL). 4 4
+ Dung dich nhé mét Taptigom-MD (Tafluprost 0.015mg, Timolol Maleat
6.83mg/mL).
128 | 212 JP-007 |NMipro Pharma 5-7, Maedano, Niida, * 5an pham: Thudc bdt pha tiém Meiunem 0.5g (Meropenem Hydrate 0,5 g)| Japan- |5029 - - [Ministry of Health,
Corporation, Odate, Akita, Japan GMP b1 S |Labour and Welfare
Odate Plant (tuweng :: S (MHLW), Japan
duong EU- g E
GMP)
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129 | 213 | JP-007 |Nipro Pharma 5-7, Maedano, Niida, * 5an pham: Thuéc bdt pha tiém Meiunem 1g (Meropenem Hydrate 1g) Japan- |5028 o — [Mministry of Hea i
Corporation, Odate, Akita, lapan GMP = &  |Labour and Welfare
Odate Plant (tuweng r.;. S (MHLW), Japan
dwong EU- g E
GMP)
130 | 214 JP-009 |Mylan EPD G.K., |2-1, Inokuchi 37, * 5an pham: Vién nén bao phim Elthon 50mg tablets (ltopride Japan- |4813 B 2 Ministry of Healt
Katsuyama Plant |Katsuyama, Fukui 911- hydrochloride 50mg) GMP b= 8  |Labour and Welf
(Tén cli: Abbott 8555, Japan (tuong g g (MHLW), Japan ’
Japan Co., Ltd.) duong EU- < & X
GMP) £ o
131 | 215 JP-011 |Michi-lko 1212, Aza-teramae, Gejo- |* San pham: NIKP-Citicoline Injection S00mg/2ml. Japan- |244 = 125 Ministry of Health,
Pharmaceutical  |cho, Kasugai-shi, Aichi GMP a8 3 |Labour and Welfare
Co., Ltd. Aichi Prefecture, Japan (tuong g g {MHLW), Japan
Plant duong EU- 8 Q
GMP)
132 | 216 | KR-003 |Korea Otsuka 27 Jeyakgongdan 3-gil, * Thudic khéng vé tring: Vién nang cirng, Vién nén, Thudc bét, thude hit, PIC/S-GMP |2018-D1- o o |Gyeongin Regional Office
Pharmaceutical Hyang up, H g{dung dich uéng 1027 § § of Food and Drug Safety,
Co., Ltd si, Gyeonggi-do, Korea jul g |Korea
8| &
133 | 217 | KR-003 |Korea Otsuka 27 Jeyakgongdan 3-gil, * Thudc khéng vé tring: Vién nén, vién nén bao phim, vién nang cing, PIC/S-GMP |2019-D1- o o |Gyeongin Regional Office
Pharmaceutical  |Hyangnam-eup Hwaseong-|thudc bat, thudc hit, dung dich thudc udng.K8s 1168 § § of Food and Drug Safety,
Co., Ltd/1633 si, Gyeonggi-do, Republic ful % |Korea
of Korea 5 o
134 | 218 | KR-005 |Whan In Pharm. |50-Gongdan-ro, Anseong- |Vién nén; vién nang, vién nén bao phim. PIC/S-GMP |2018-D1- ™ o |Gyeongin Regional Office
Co., Ltd. si, Gyeonggi-do, Korea 2469 § § of Food and Drug Safety,
é S Karea
4149
135 | 212 | KR-008 |IW Shinyak 88-24 Sandan-ro, * Thudc udng dang ran: Vién nén; vién nang; thudc bt; sird khé. PIC/S-GMP |2018-D1- P o [Ministry of Food and
Corporation Pyeongtaek-si Gyeonggi- |* Thude dung ngoai dang lang; lotion, thudc nha tai; thude xit mii. 2406 § § Drug Safety (MFDS),
do, Republic of Korea * Thude m; thudc kem; thudc gel. = w  [Korea
P B
136 | 220 | KR-009 |Aprogen 16 Dumeori-gil, Yanggam- |* Thuéc ung dang ran: Vién nén (vién nén bao phim, vién nén khéng bao, |PIC/S-GMP|2019-D1- o - Gyeongin Regional Office
Pharmaceuticals. |myeon, Hwaseong-si vién nén bao dudng, vién nén nhai, vién nén dit 3m dao, vién nén tan trong 2815 = & |of Food and Drug Safety,
Inc Gyeonggi-do, Republic of |miéng, vién nén giai phang cham, vién nén bao tan trong rudt); Vién nang : S Korea
Korea cirng; E E
* Thudc mi: thude md, kem; gel. N &
Danh sach co s& dép trng GMP Trang 23/ 29 Bgt6



NGAY By
STT ::'3: wer | TEN %;_?' SAN DIA CHI PHAM VI CHUNG NHAN ,?fé’;f::, Gm&“' Heak 3::-; CO' QUAN GAeft
137 | 221 | KR-011 |Samjin 52, Jeyakgongdan 1-gil, * Thuéc uéng dang rin: Vién nén; vién nén bao phim, vién nén bao duémng, |PIC/s-GMP|2019-D1- Gyeongin Regionakdifice
Pharmaceutical  |Hyangnam-eup, Hwaseong{vién nhai; vién nang cirng (bao gdm cé thudc chira khang sinh nhém 3007 o & |of Food and Drug Sadety,
Co., Ltd. si, Gyeonggi-do, Republic |Cephalosporin). S & |Korea
of Korea * Thudc tiém: Thude tiém dung dich; thudc bat pha tiém (bao gom ca thudc = "o'_'
chira khang sinh nhém Cephalosporin). 8 b
* Thudc uéng dang hén dich.
138 | 222 | NL-001 |Janssen Biclogics |Einesteinweg 101, Leiden, |* Xuat xuwéng thude v tring. EU-GMP |NL/H i _, [Healthand Yo
B.V. 2333CB (hodc 2333 CB * Xudt xudng thude sinh hoc: San phdm céng nghé sinh hge. 18/2008473 | 3 S |Inspectorate .
Leiden), Metherlands * Kiém tra chét lugng. > S |pharmaceutical Affairs,
* Nguyén ligu hoat chét [San xudt va kiém tra chat luvgng): Infliximab; E E Netherlands
Abciximab; Golimumab; U nab; Siltuximab. s i
139 | 223 NL-002 [Abbott Biologicals [Veerweg 12, OLST, 8121  |* Thude vb tring: EU-GMP |NL/H Health Care Inspectorate
BV AA, Netherlands + Thudc san xuit vo tring: Dung dich thé tich nhé. 19/2010100 | ~ | Pharmaceutical Affairs
+ Thudc tiét tring cudi: Dung dich thé tich nhé. b= S |and Medical Technology,
* Thudc khéng vé tring: Thude udng dang |&ng; vién nén, vién nén (chira o o [Netherlands
hormon). g ,.c.".
* Thudc sinh hge: Thude mién dich; thudc ¢d ngudn gde tir ngudi hodc déng =
vat.
140 | 224 | PL-003 |Tarchomin 2, A. Fleminga Str., 03-176 |* Thudc vé tring: EU-GMP |IWPS.405.81 Main Pharmaceutical
Pharmaceutical  |Warsaw, Poland + Thudc san xuat vo tring: thudc dong khd (San xuat tai tda nha p15) .2019.KK.1 Inspector, Poland
Works "Polfa” 5.A |(Cach ghi khac: ul. A. WTC/0196_
(Tén Ba Lan: Fleminga 2, 03-176 02_02/181 o o
Tarchominskie Warszawa, Poland) S ﬁ.
Zaklady i
Farmaceutyczne b 4
"Polfa" Spolka
Akeyjna)
141 | 225 PL-003 |Tarchomin 2, A. Fleminga Str., 03-176 |* Thudc khdng vé triing (bac gdm ca thudc chira khang sinh Penicillin): vién | EU-GMP |IWZ).405.29. Main Pharmaceutical
Pharmaceutical  |Warsaw, Poland nang citng; cém pha hon dich udng; bit pha hén dich udng; vién nén. 2018.MG.1 Inspector, Poland
Works "Polfa" S.A |(Cach ghi khac: ul. A. WTC/0196_
(Tén Ba Lan: Fleminga 2, 03-176 02_06/58 ] 9
Tarchominskie Warszawa, Poland) ﬁ. g
Zaklady 3 o
Farmaceutyczne 3 3
"Polfa" Spolka
Akcyjna)
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142 | 226 | PL-003 |[Tarchomin 2, A. Fleminga Str., 03-176 |* Thudc vé tring: EU-GMP |IWPS.405.87 Main Pharmaceutield
Pharmaceutical  |Warsaw, Poland + Thudc san xuit vo tring: dung dich thé tich nhd; 2019.KK.1 Inspector, Poland -
Works ""Polfa” 5.A |(Cach ghi khac: ul. A * Thudc sinh hge: thude céng nghé sinh hgc (thudc Insulin) WTC/0196_ r.
(Tén Ba Lan: Fleminga 2, 03-176 (54n xuét tai tda nha D-31) 02_03/208 o )
Tarchominskie Warszawa, Poland) b 2_
Zaklady g | 4
Farmaceutyczne g 2
"Polfa" Spolka
Akecyjna)
143 | 227 PL-003 |Tarchomin 2, A. Flemninga Str., 03-176 |* Thudc vo tring: EU-GMP |IWZ).405.10 Main Pharmaceutical
Pharmaceutical Warsaw, Poland + Thudc san xuat vé trung: dang bao ché rén va cay gheép (bao gam ca khang| 8.2018.ER.1 Inspector, Poland
Works "Polfa” S.A |(Céch ghi khac: ul. A, sinh Penicillin) WTC/0196_
(Tén Ba Lan: Fleminga 2, 03-176 02_05/201 «@ -
Tarchominskie Warszawa, Poland) 3. 3.
Zaklady 8 3
Farmaceutyczne 3 &
"Polfa" Spolka
Akcyjna)
144 | 228 | PL-003 |Tarchomin 2, A. Fleminga Str., 03-176 |Déng géi thir cap, kigm nghiém EU-GMP |IWZ).405.16. Main Pharmaceutical
Pharmaceutical Warsaw, Poland 2019.KKW.1 Inspector, Poland
Works "Polfa” S.A |(Céch ghi khac: ul. A, WTC/0196_
(Tén Ba Lan: Fleminga 2, 03-176 02_07/29 o =
Tarchominskie Warszawa, Poland) .—c-‘.q ﬁ.
Zaklady 8 =
Farmaceutyczne g 9
"Polfa" Spolka
Akeyjna)
145 | 229 | PL-004 |LekS.A ul. Padlipie 16, 95-010 * Thude khang vé triing: Vién nén, vién nén bao phim EU-GMP |IW21.405.43.| —~  |Main Pharmaceutical
Strykéw, Poland * Déng goi so cap, thir cap. 2018.MG.2 § § Inspectorate (MPI),
* Kiém tra chat legng. WTC/0095_ é é Poland
04_01/77 = o
146 | 230 | PL-005 |Glaxosmithkline |ul. Grunwaldzka 189, 60- |* Thudc khéng vé tring: Vién nén. EU-GMP |IWPS.405.89 Main Pharmaceutical
Pharmaceuticals |322 Poznan, Poland .2019.KK.1 a o |Inspectorate (MPI),
S.A (céch viét khac: wrc/oosz_ | & | & [Poland
Grunwaldzka 189 Street, 01_01/213 % 3
60-322 Poznan, Poland) o 5
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147 | 231 PL-006 |LeksS.A ul. Domaniewska 50c, 02- |* Bong gdi sof cap: Vién nén, vién nang mém, vién nang clirng EU-GMP |IWPS.405.4. o = |Chief Pharmaceutiels
672 Warszawa, Poland * Déng goi cap 2 2019.ER.1W § § Inspector, Poland -
* Xudt xwémg: thudc vé tring TC/0095.01 | o =] r
* Kiém tra chat lwgng: héa, Iy _01/7 5 =
148 | 232 PL-007 |Adamed Pharma |Pienkow, ul. Mariana * Thude khang vé tring: Vién nang cirng (bao gom ca chét kim té bao), Vién | EU-GMP |IWP5.405.7. . o |Chief Dharmaceufs;al
S.A Adamkiewicza 6A, 05-152 |nén, vién nén bao phim (bao gdm ca héc mén va steroid), Thudc Iéng diing 2019.KKW.1 § § Inspector, Poland = 3
Czosnow, Poland ngodi, Thude 16ng udng, Thudc bét. WTC/0039_ g' =) 3
01_01/14 8 b =
149 | 233 | PL-008 |Polfarmex S.A. 9, Jézefow Str., 99-300 * Thudc khéng vé tring: Vién nang cing; Thudc udng dang long; Thude EU-GMP |IWPS.405.84| g, ~  |Main Pharmaceutical
Kutno, Poland diing ngoai dang ldng; Thudc bat; Thudc bat d& hit. .2019.KK.1 § § Inspector, Poland
* Thude tir duge ligu WTC/0020_ | & |
01_01/197 5 P
150 | 234 | PL-009 |warsaw 22/24, Karolkowa Str., 01- |* Thudc khdng vé trung: thude dung ngoai dang |6ng (bao gdm ca thudc EU-GMP |IWZ).405.4.2 Pharmaceutical
Pharmaceutical  |207 Warszawa, Poland nhé mii); thude ban rin; dung dich thyt tryc trang. 018.MG.1 Inspector, Poland
Works PolfaS.A. | (tiéng Anh: Karolkow WTC/0102_
(Tén tiéng Ba Lan: |22/24, 01-207, Warsaw, 02_02/8 = =
Warszawskie Poland) g' =]
Zaktady b2) Q_
Farmaceutyczne Fl a3
POLFA Spolka
Akcyjna)
151 | 235 PT-002 |Labesfal - Zona Industrial do Lagedo, |* Thude vé tring: EU-GMP |FO10/51/MH National Authority of
Laboratorios Santiago de + Thudc san xut vé tring: Dung dich thé tich nhé; thudc bét pha tidm /002/2017 Medicines and Health
(Almiro, S.A Besteiros,3465-157, hodc tiém truyén (chira khang sinh nhdm Cephalosporin va nhom Products (INFARMED),
Portugal Penicillin). Lo S |Portugal
+ Thudc tiét tring cudi: Dung dich thé tich Ién; dung dich thé tich nhé. & &
* Thudc khang vé tring: Vién nang cing; dung dich thude ding ngoai; dung 5 rc'a:
dich thudc udng; dang bao ché ban rdn (kem, m, gel); vién nén; vién nén ﬁ bt
bao phim.
152 | 236 | PT-003 |Hikma Estrada do Rio da Mé, n.2 |* Thudc vé tring: EU-GMP |FOO&/S1/MH National Authority of
Farmacéutica 8, 8-Ae8-B-Fervenca, + Thudc san xuit vo tring: dung dich thé tich Ién; thude déng khd; dung /001/2018 © = |Medicines and Health
(Portugal), 5.A. Terrugem SNT, 2705-906, |dich thé tich nhé; thuéc bét (cephalosporin), hén dich. ﬁ_ ﬁ_ Products, |.P, Portugal
Portugal + Thudc tiét triing cudi: dung dich thé tich Ién; dung dich thé tich nhé, hén B 3
dich. S 8
- Xuat xudng thude vién nén
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153 | 237 | PT-004 |sofarimex- Av.das Industrias - Alto do |* Thude vé tring: EU-GMP |FO27/51/MH National Authoritjee
Inddstria Quismica [Colaride, Cacém, 2735- + Thudc san xuat vo tring: Dung dich thé tich nhd; Thude dong khé /001/2018 ® o [Medicines and Heegsi+
e Farmacéutica, 213, Portugal * Thudic khéng vé tring: Vién nang cirng; Thudc udng dang léng; Thude R_ 2_ Products (INFAR
S.A. diing ngodi dang l6ng; thudc cdm; thude ban rin; Vién nén; vién nén bao "o'_' & [portugal
phim a 8
154 | 238 | SE-002 |Recipharm Bjorkbornsvagen 5, * Thudc v tring: Thudc tiét tring cudi dang ban ran (gel); EU-GMP |5.9.1-2018- P - |Sweden Medical
Karlskoga AB Karlskoga, 69133, Sweden |* Thudc khéng v tring: Dung dich thyt trire trang; thude dang ban rin 102303 § § Products Agenc
(kem, m@&), thudc dan; miéng dan ngoai da o @
8| a
155 | 239 | SE-004 |OctapharmaAB |Lars Forssels gata 23, * Thude vé tring: EU-GMP |5.9.1-2020- L = Medical Products Agency
Stackholm, 112 75, + Thudc san xuit vo tring: dung dich thudc tiém thé tich Ién; thubc déng 004526 = 3 |[(MPA), Sweden
Sweden khé; dung dich thusc tiém thé tich nhé. Dl 0
+ Thudc tiét tring cudi: dung dich thudc tiém thé tich nho, E A
* Thudc sinh hoc: ché pham méu. e =
156 | 240 S51-001  |Lek Verovskova ulica 57, * Thudc v trung: EU-GMP [401-6/2018- Agency for Medicinal
Pharmaceuticals |Ljubljana, 1526, Slovenia |+ Thudc san xudt vé tring: Thudc déng khé (prostaglandins/cytokines, dgc 4 Products and Medical
d.d. t& bao/kim t& bao, irc ché mién dich). Dang I6ng thé tich nhé (hée mén va Devices of the Republic
chat ¢é hoat tinh héc mén, doc té bao/kim té bao). o 4 |of slovenia (1azMP)
+ Thudc tiét tring cudi: Dang l4ng thé tich nhé (héc mén va chat c6 hoat b= =]
tinh hée man). $ E
* Thude sinh hoc: San pham mién dich, san pham cdng nghé sinh hoc. b X
* Béng goi thir cap. = &
* Kigm tra chat lugng.
157 | 241 | SI-001 |Lek farmacevtska |Verovskova ulica 57, * Thude khang v6 tring: Thudc léng ding ngoai (thudc xit mii, thude nhd EU-GMP |450-6/2018- Agency for Medicinal
druzbad.d. (Lek |Ljubljana, 1526, Slovenia |miii, thudc bdi da, héc mén hodc chit ¢é hoat tinh héc mén); thudc léng 1 Products and Medical
Pharmaceuticals uéng (dung dich udng, hdn dich udng, siro); thudc tir duge ligu, o« 2 |Devices of the Republic
d.d.), Verovskova * Déng goi so cap (khéng bao gom thudc dugc lidu), thir cap. ﬁ. ﬁl of Slovenia (JAZMP)
57, Ljubljana, * Kigm tra chat lugng. 3 3
Slovenia 8 Y
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bét, thude cdm khang dich vi.

- Thudc bén ran: kem, gel. m&

- Vién nén: Vién phan tan, vién nhai, vién giai phdng thay doi, vién sdi, vién
bao phim, vién giai phéng cham

NGAY By
STT ::'3: wer | TEN %;_?' SAN DIA CHI PHAM VI CHUNG NHAN ,?fé’;f::, G:fl:g;“' Heax 3::-; CO' QUAN GAert
158 | 242 | s1-001 |Lek Verovikova ulica 57 (hodc |* Thude khéng vé tring: Vién nang cirng (bao gbm ca chira chét (rc ché EU-GMP |401-25/2017- Agency for m
Pharmaceuticals [Verovikova 57), mién dich, chit déc t& bao, chit kim t& bdo - trastuzumab, rituximab, 5 products and
d.d (viéttit: Lek  |Ljubljana, 1526 (hodc SI-  |erlotinib, enzalutamid, afatinib, ibrutinib, dabrafenib, pazopanib, devices of the Rey
d.d) 1526 Ljubljana) Slovenia |trametinib, alpelisib); Vién nén, vién nén bao phim va vién nén bao dudng of Slovenia
(bao gém c¢a chira hormeon hodc chat ¢é hoat tinh hormen, @ 2
Prostaglandins/cytokines, chit (rc ch& mi&n dich, chit déc t& bao/chit kim 8 &
té bao - trastuzumab, rituximab, erlotinib, enzalutamid, afatinib, ibrutinib, 5. ﬂ
dabrafenib, pazopanib, trametinib, alpelisib); Thudc bét, thudec cdm; hat A bl
pellet, vi nang (micropellet);
* Thude dugre lidu.
159 | 243 SI-003 |Lekd.d., PE Perzonali 47, Prevalje, * Thude khéng vé tring: Vién nén, vién nén bao phim, thudc bat, thudc cdm| EU-GMP |401-3/2018- - ~ |Aency for Medicinal
Proizvodnja 2391, Slovenia (chira khang sinh penicillin). s b= S |Products and Medical
Prevalje * Béng goi so cap, thir cip. o % |Devices of the Republic
* Kigm tra chat lugng. g g of Slovenia (JAZMP)
160 | 244 | SK-001 |HBM Pharma s.r.o [Skalabinka 30, Martin, * Thudc v tring EU-GMP |SK/002V/20 o —, |stateInstitute for Drug
03680, Slovakia - Thudc san xuat vo tring: Dung dich thé tich nha. 19 a8 &  |Control, Slovakia
- Thudc tiét tring cudi: Dung dich thé tich nha. ﬁ :
* Thudc khéng vé tring: Vién nén, vién nén bao phim § é
161 | 245 | TR-004 |Bilim llac Sanayi |Gebze Organize Sanayi * Thudce v trung: PIC/S-GMP [TR/GMP/20 Turkish Medicines and
VeTicaret A.5.  [Bolgesi 1900 Sokak No: |+ Thudc san xudt v tring: Dung dich thudc nhé mat, hdn dich thuéc nhé 19/199 Medical Devices Agency,
1904, Gebze, Kocaeli, mit, dung dich thude nhé tai, hén dich thuéc nhé tai Turkey.
Turkey + Thudc tiét tring cudi: Thudc ban ran
* Thudc khéng v tring:
- Vién nang cing: Giai phéng thay ddi, khang dich vi, giai phéng kéo dai;
- Thing ding ngoai dang léng: dung dich nhé miii, dung dich thudc nhd tai, L o
hén dich nhé mii, hén dich thuc nhé tai,thude xit mii. -
- Thuéc udng dang 1éng: Dung dich, thudc nhé gigt, siro, hén dich, nhii dich. o =
- Dang bao ché ban ran khéc: Thudc cém gidi phéng thay déi, thudc cém st b g
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D TEN CO' SO SAN NGUYEN | GIAY CH. | Ncay | NGAY
STT cc IDCT XUAT PIA CHI PHAM VI CHO'NG NHAN TAC GMP NHAN cAP SE"I;
162 | 246 | TR-004 |Bilim llac Sanayi |Gebze Organize Sanayi * Thudc khéng vé triing: Vién nang citng; thudc uéng dang léng (siro va hén | EU-GMP |381-10- ~ o
Ve Ticaret Anonim |Bolgesi 1900 Sokak No: dich); dang bio ché bén rin; vién nén; bét pha hén dich uéng (déng chai va 05/162-18- § §
Sirketi 1904, 41400 Gebze, £6i). 07 2| g
Kocaeli, Turkey 3' &
163 | 247 TR-008 |Sanofi llac Sanayi. |Kucukkaristiran Mah. Thudc khéng vo tring: thude dat. PIC/S-GMP |TR/GMP/20 ] i
Ve Tic. A5, Merkez Sok. No. 223/A 18/99 = o
Buyukkaristiran / E S
Luleburgaz/Kirklareli, 2 3
Turkey. b i
164 | 248 | TW-004 |Lotus No.30, Chenggong 1st Rd., [* Thudc khdng vé tring: PIC/S-GMP [5272 Taiwan Food
Pharmaceutical  |Sinsing Village, Nantou - dung dich thuée a = |and Drug Administration
Co., Ltd. Nantou  |City, Nantou County - vién nén, vién nén bao phim, vién nang cirng, vién nang mém 3. ﬁl (TFDA)
Plant 54066, Taiwan - Thudc chira chat ddc té bao: vién nén bao, vién nang cirng, vién nang B :_
mém, 3 =
- Thudc chira hormon: vién nén
165 | 249 | UA-002 |Private Joint-Stock |5 Zroshuvalna Str., Kyiv,  |* Thudc vé tring PIC/S-GMP |083/2016/S State Service of Ukraine
Company "on the |02099 - Ukraine - Thudic san xudt vé tring: dung dich thé tich nhé, hén dich AUMP/GMP | g 9 |on Medicines and Drugs
Production of * Thudc sinh hge: san pham cong nghé sinh hoc. 3_ 3_ Control
Insulin "Indar" Site a s
1, site 2 3 3
166 | 250 | UA-003 |Pharmaceutical |22, Shevchenko Str., * Thudc vé tring PIC/S- |015/2017/G State Service of Ukraine
Company Kharkiv, 61013, Khakiv - Thudic san xudt vo tring: dung dich thé tich nho. GMP  |MP ~ S |on Medicines
"Zdorovye" Region, Ukraine - Thudc tiét tring cudi: Dung dich thé tich nhé. S ﬁ_
* Thudc khéng vé triing: Vién nang cirng, vién nén, thude ding ngoai dang § 8
1éng, thuc udng dang léng, thude bét, thudc cém, thudc ban rin (kem, gel, ~ -
mé), thude phun mi, thude durge lidu
167 | 251 | US-001 |AstraZeneca 4601 Highway 62 East, * Thudc khang vo tring: Vién nang citng, Vién nén, vién nén bao phim, EU-GMP |IT/E/GMP/8/ Italian Medicines Agency
Pharmaceuticals |Mount Vernon, IN, 47620, |Thudc udng dang 16ng, thudc bgt pha dung dich uéng 2017 ~ 9 |(AIFa)
LP (formerly UsA 3_ =
Bristol Myers 8 g.
Squibb Company) @ 8
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PHU LUC 2: DANH SACH CO’ SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUGC TAI NU'G'C NGOAI DAP (NG GMP

PU'QC PIEU CHINH NOI DUNG DA CONG BO TU PO'T 1 PEN PQT 5

Bote
( Theo cdng vin §6 7210/QLD-CL ngly 03/06/2020 chia Cyc Quan Iy Dirge)
NGAY
str [bcc| mer |TEN %ﬁf SAN pIA cHi PHAM VI CHU'NG NHAN rfé’fm':, GN"‘:@%"‘ e :f; CO'QUAN CAP NOIDUNG DIEU ::umE‘
1 78 BE-001 |Schering - Plough |Industriepark 30, Heist-op-|* Thudc khéng vé tring: Thude udng dang long; thudc ding EU-GMP |BE/GMP/20 Federal Agency for Bigu chinh dang bao ché tir ThySc
Labo NV [N.V) den-Berg, 2220, Belgium  [ngoai dang l6ng: thudc ban ran (thudc kem, thudc ma); vién 18/125 o = |Medicines and Health uéng gang
nén, vién nén bao phim. g R |Products (FAMHP), 16ng”; “thudc nir ri ;;_ug.
= & |aelgium “thust ding ngodi .
= § dang cdch ghi trén gidy chimg n ).
2 54 | DE-005 [INFAIGmbH An der Kohlenbahn 39, - Dong goi cap 1, cap 2 va xudt xuwong |6:: EU-GMP |DE_NW_01_ Cor quan tham quyén Cong ty ngp CPP dé digu chinh cach ghi
58135 Hagen, Germany  |* Thude udng dang léng: Gastromotal GMP_2017_ Bire dia chi, d8ng y cach ghi sau khi d&i chidu
* Thudc bbt: Helicobacter testkit, Pancreo-Lip 0011 =% & wiri Gidy GMP d3 dug cdp trén eudra va
= <] Gidy CPP. (dja chi digu chinh tir IFNAI
g Z GmbH - Zweigniederlassung Hagen, An
2 g‘ der Kohlenbahn 39, 58135 Hagen,
Germany thanh An der Kohlenbahn 39,
58135 Hagen, Germany)
3 67 ES-007 |Boehringer c/Prat de la Riba, 50 08174|* Thudc vé tring EU-GMP |NCF/1913/0 Ministry of Health of Binh chinh dja chi, cu thé:
Ingelheim Espana, [Sant Cugat Del; Valles - Thudc tiét tring cudi: dung dich thé tich nha. 01/CAT Government of Cach ghi khac: Prat de |a Riba, 50 08174
SA (Barcelona), Spain. * Thudc khang v tring: Vién nang cimg, thuéc uéng dang o w4 |Catalonia, Spain Sant Cugat del; Valles (Barcelona),
Cach ghi khac: Pratde la  |léng. S = Spain.
Riba, 50 08174 Sant Cugat 3| 8
del; Valles (Barcelona), by =4
Spain.
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PHU LUC 3: DANH SACH HO SO’ PE NGHI PANH GIA PAP ('NG GMP CUA CAC CO’ SO’ SAN XUAT THUGC, NGUYEN LIEU LAM THUGC
CAN BO SUNG GIAI TRINH

(Theo céng van s6 7210/QLD-CL ngay 03/06/2020 ciia Cuc Quan ly Dwoc)

Pot6

TEN CO' SO’ SAN GIAY CH. | NGAY s DN DE NGH] . : SaaEvg e =
STT XUAT PIA CHi NHAN cip CO' QUAN CAP CONG BG NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH ;
1 |Laboratorio Elea |Sanabria 2353, (Zip Code [20132014 o |National Administration Coéngty TNHH |- BS sung Gidly chirng nhdn GMP day du tinh phap Iy (hop phap hoa lanh sur, ok

Phoenix S.A. C1417AZE), of the City of |000298 20 S |of Drugs, Foods and Dugrc phdm Lién |ching,...).
Buenos Aires, Argentine & |Medical Devices Hop - B& sung Site Master File (SMF) theo quy dinh.
Republic g {ANMAT), Argentina
2 |Fresenius Kabi Hafnerstrape (hodc: 480166~ Austrian Federal Office |Cdngty CP - Giai trinh vé vigc san xudt thudc chira khdng sinh nhém betalactam (penicillin,
Austria GmbH Hafnerstrasse) 36, 8055  |0100 for Safety in Health Care |Fresenius Kabi |cephalosporin) va thudc chira hormon, thude kim té bao c6 tai nha xuwéng riéng
(hodc A-8055 hodc AT- o |(BASG) Bidiphar khéng va tai khu vire nao tai nha may.
8055) Graz, Austria g - Giai trinh viéc sdn xudt thudc dang bao ché ban ran, ché phdm tir mau, thudc ¢
E ngudn géc tir nguéri va déng vat d3 néu tai GCN nhung ko cb tai SMF.
@ - B& sung Gidy ching nhin GMP cip nhat cla co s& san xudt con hidu lyc,
3 |Sandoz GmbH - Biochemiestrabe 10, 6336 |INS-482451- Bundesamt fur VPED Movartis  |Giai trinh viéc tén, building trong Giay chirng nhan GMP va SMF ¢d syt khac nhau,
Organisationseinh |Langkampfen, Austria 0055-001 Sicherheit im (Singapore) Pte
eit/ Business Unit Gesundheitswesen Ltd tai Ha Ngi
Biologics Technical s (BASG), Austria
Development and a
Manufacturing 3
Drug Product 3
Schaftenau (BTDM i
DPS)
4 |Sandoz GmbH -  |BiochemiestraRe 10, 6336 |INS-482451- Federal Office for Safety |Novartis Pharma [B6 sung so' d6 nha xudng ban in r o ghi chii bang tiéng Anh dé xem xét ddi vdi
Organisationseinh |Langkampfen, Austria (0059-001 in Health Care, Austria  |Services AG pham vi thudc ciy ghép.
eit/Business Unit
Biologics Technical o
Development and a3
Manufacturing :'L
Drug Product 2
Schaftenau (BTDM 7
DPS)
Danh sédch co s& can b sung, gidi trinh Trang1/20 Dote



str | TEN %;_?_’ SAN PIA CHi GL‘?’ ;;"' N;{? CO'QUAN CAP sz?nFcN:;! NOI DUNG KHONG DAT HOAC CAN BG SUNG GIAI TRINH
5 |Hospira Australia |Bja chi sdn xudt: 1-5, 7-23 [MI-2017-LI- Therapeutic Goods VPED Pfizer B& sung SMF cé dy dd phy luc theo hudng din cla PICs-GMP.
Pty Ltd and 25-39 Lexia Place, 11691-1 o Administration (TGA), {Thailand)
Mulgrave Vic 3170, S |Australia Ltd.,tai VN
Australia, o
Bia chi bao quan: 2-10 z
Lexia Place Mulgrave Vic 3
3170, Australia. .
6 |Sphere Healthcare [10-12 Church Road MI-2015-LI- Australian Therapeutic  [Céngty TNHH |- BS sung day dd cdc phu luc cda SMF: sor d6 cde khu vire sdn xudt (so db cdc phiomg
Pty Ltd MOOREBANK NSW 2170, |08961-1 & |G0ods Administration | TP DP Phuong san xudt, phin viing cip sach, chénh 4p, duding di...); nguyén Iy hé thang HVAG™
Australia 3 |(TGA) Linh - B8 sung cdc théng tin ve HB so tai ligu, Thdm dinh quy trinh sdn xudt, Hoat déng
E hep dBng, khiu nai va thu hdi trong SMF.
g - Giai trinh viéc Gidy GMP ¢6 thudc uéng dang rén nhung SMF khéng c6 théng tin vé
dang bao ché khdc (ngoai thudc bét, thudc cdm).
7 |AstraZeneca Pty [10-14 Khartoum Road, MI-2018-LI- w |Therapeutic Goods AstraZeneca BA sung so' do nha xuwdng ban in rd rang thé hién tirng khu vire san xudt dé hoan
Ltd NORTH RYDE, NSW 2113, |10042-1 § Administration (TGA), Singapore Pte, [thién hd sor
Australia @ |Australia Ltd
~
& |Lipa 21 Reaghs Farm Road, MI-2018-LI- « [|Australian Therapeutic |VPBD NQ Giai trinh v& viéc ndp hd so téng thé va bé sung hé so tong thé day dud theo hudng
Pharmaceuticals |MINTO NSW 2566, 12631-1 S |Goods Administration Healthcare din cla WHO hodc PIC/S hodc EU.
Ltd Australia g (TGA) Australia Pty Ltd
- tai Tp. HO Chi
Minh
9 |lanssen Turnhoutseweg 30, BE/GMP/20 | . |Federal Agency for VPED Janssen |- BA sung GCN GMP mai dé cip nhit.
Pharmaceutica NV |Beerse, 2340 (hodc B- 17/007 § Medicines and Health  |Cilag tai HN - Gidi trinh 1am rd vigc sdn xudt thudc nhé mat tai ddy chuyén nao cla co sé san xuét.
2340), Belgium $ Products (FAMHP),
@ [Belgium
10 [Sopharma AD 16 lliensko Shosse Str., BG/GMP/20 ~ |Bulgarian Drug Agency |Cong ty CPDP - Gidi trinh sy sai khdc khi tra clru trén Eudra, Gidy ching nhan s6 BG/GMP/2017/106)
Sofia 1220, Bulgaria 17/106 § TW Codupha dang cip cho Cong ty Sopharma PLC-LYOPHILISED PRODUCTS.
=] -B& sung so’ do nha xwdng ban in rd rang thé hién tirng khu virc san xuat.
=
11 |Belmedpreparaty |Workshop No. 2: 30 057/2017/G ~  |Ministry of Health of the Congty TNHH  |D& nghi cong ty gidi trinh khu vire sén xudt thudc déng khd, bé sung quy trinh san
Republican Fabritsius St., Minsk, MP & |Republic of Belarus MTV xudt téng quat cla thudc déng khéd va bao cdo san pham hang ndm déi véi san phdm
Unitary Republic of Belarus :I,‘ Vimepharco thude déng khé.
production z
Enterprise ks
Danh sédch co s& can b sung, gidi trinh Trang 2 /20 Bote



TEN CO' SO SAN GIAY CH. | NGAY - DN BE NGHI . By
: NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
S XUAT DIA cHl NHANEN| Reiel (BRSNS CONG BO : ATHO, et
et
12 |Belmedpreparaty |Workshop No. 18:19/8  |029/2016/G i Ministry of Health of the |Céng ty TNHH |- BS sung Gidy chirng nhin GMP cip nhat cdn higu lye va ¢ day du cic phu lude™
Republican Kachan St., Lida, Grodro  |MP S |Republic of Belarus MTV
™~
Unitary Region, Republic of ch Vimepharco
production Belarus 2
—
Enterprise
13 |Patheon Inc 2100 Syntex Court, 74442 o [Health Products and VPED Janssen- |- BA sung sor dd nhd xuwéng ban in rd rang thé hign tirng khu vy san xudt.
Mississauga, Ontario, § Food Branch Cilag Ltd.
Canada, L5N 7K9 $ Inspectorate (HPFBI),
[ Canada
14 [Patheon Inc 111 Consumers Drive, 72065 Health Products VPED Merck - B8 sung Gidy GMP ban cap nhat dugc sao chirng thye theo quy dinh.
Whitby, Ontario (hodc Compliance Directorate, [Sharp & Dohme
ON), Canada L1N 525.3 @ |Canada (Asia) Ltd tai Viét
{* Cach ghi khac: Whitby 8 Nam
Operations, 111 E
Consumers Drive, Whitby, b
ON, Canada L1N 5Z5)
15 |B.Braun Medical |Route de Sorge 9, 1023 |19-1395 o |Swiss Agency for VPED B.Braun |- BA sung s’ d nha xwéng ban in rd rang thé hién tirng khu vire san xudt dé hoan
AG Crissier, Switzerland g Therapeutic Products Medical thién hb so.
:' {Swissmedic) Industries Sdn
Q Bhd
16 |Novartis Pharma |Novartis Pharma Stein AG |GMP-CH- Swiss Agency for VPED tai HN - B6 sung so' do nha xwéng ban in ré rang thé hién tirng khu virc san xudt (cip sach,
Stein AG Technical Operations 1000723 @ [Therapeutic Products Novartis chénh ap,..).
Schweiz, Steint Sterile, rc\nl (Swissmedic) (Singapore) PTE
Schaffhauserstrasse, 4332 ﬁ Ltd.
Stein, Switzerland 4
17 |Movartis Pharma |Nowvartis Pharma Stein AG |GMP-CH- Swiss Agency for VPED tai HN - BO sung so db nha xudng ban in rd rang thé hién tirng khu virc san xuat (cdp sach,
Stein AG Novartis Technical 1000722 @ |Therapeutic Products Novartis chénh ép,..).
Operations Schweiz, Stein g {Swissmedic) ({Singapore) PTE
Solids, E Ltd.
Schaffhauserstrasse, 4332 -
Stein, Switzerland
18 |[Swiss Caps AG Husenstrasse 35, 9533 17-1192 ~ |Swiss Agency for Céng ty CP TADA |- BS sung Gidly chirng nhan GMP cdp nhat,
. Py - . r P . . £ s - =
Kirchberg SG, Switzerland 2 [Therapeutic Products Pharma - BO sung bao cdo thanh tra tuong irng vai Gidy chirng nhan GMP.
§ (Swissmedic)
™~
Danh sdch co s& can b sung, gidi trinh Trang 3 /20 Bote



srr | TEN %;_?_’ SAN DIA CHI GL‘:";;“' N | coquancap sz?nFcN:;! NOI DUNG KHONG DAT HOAC CAN BG SUNG GIAI TRINH %
et
19 |ShaanxiBuchang |Weiyang Xi Luxi extension |SN20190346 Chinese Food and Drug  |céng ty TNHH Y |- BS sung SMF d3y dd cdc phu luc theo huéng din cda WHO-GMP/PICs-GIMP/Elz=
Pharmaceutical of Section 123, Xianyang Administration dugre phdm GMP: e
Co., Ltd City; China o Phuong Béng |+ 5o db nha xuwdmg ban in rd rang thé hign tirmg khu vure sdn xuat (cdp sach, ch eﬁh
8 ap,..). el
3 +Danh myc cdc nha san xudt va co s& kiém nghiém theo hep ding
4 + 5 db hé thing x(r Iy nuée
+ Danh muc cac thiét b san xut va kiém nghiém chinh)
- BS sung Bdo céo thanh tra GMP ban day di théng tin. bost=d
20 |Medochemie 48 lapetou Street, Agios  |MEDO7/201 o Pharmaceutical Services |Medochemie - BS sung SMF theo hudng dan cla WHO-GMP hodic PIC/s-GMP v&i day di cac Erd
Limited {Ampoule |Athanassios Industrial 8/001 8 |Ministry of Health, Limited lyc ban in rd rang thé hién tirng khu vire san xudt (cdp sach, chénh dp,..).
Injectable Facility) |Area, 4101 Agios E Cyprus
Athanassios, Limassol, g
Cyprus i
21 |Medochemie 1-10 Constantinoupolecs |MEDO1/201 Pharmaceutical Services |Medochemie - Gidly chirng nhin GMP ¢6 ngay hop phép hda |8nh sir (25/02/2018) trude ngay cip
Limited - Central |Street, 3011, Limassol, 8/002 % |Ministry of Health, Limited gidy chirng nhan (14/09/2018). D& nghj cung cip bd sung gidy chirng nhdn GMP ban
Factory Cyprus & |cyprus giic dé déi chiu.
$ - BS sung SMF theo hudng dan cla WHO-GMP hodc PIC/s-GMP véi day du cac phy
3 lyc.
22 |Medochemie 2 Michael Erakleous MEDO04/201 Pharmaceutical Services |Medochemie - BA sung SMF theo huéng dan clia WHO-GMP hodc PIC/s-GMP véi day du cac phy
Limited - Factory C|Street, Agios Athanassios |7/002 ™~ [Ministry of Health, Limited lyc,
(Oral Facility) Industrial Area, 4101 g Cyprus - B8 sung Gidy chirng nhan GMP cip nhit.
Agios Athanassios, 3
Limassol, Cyprus S
23 |Medochemie 2 Michael Erakleous MEDO4/201 Pharmaceutical Services [Medochemie |- BS sung SMF theo hudng dén cla WHO-GMP hodc PIC/s-GMP véi day dd cac phy
Limited - Factory C|Street, Agios Athanassios |8/002 @ |Ministry of Health, Limited Iyc.
Industrial Area, 4101 & Cyprus
i : 0
Agios Athanassios, =]
Limassol, Cyprus =
24 [Medochemie 1-10 Constantinoupoleos |MED02/201 Pharmaceutical Services |Medochemie - Gidy chirng nhan GMP co ngay hgp phap hda Ianh sy (25/02/2018) trudc ngay cap
Limited (Cogols  |Street, 3011, Limassol, 8/001 @ [Ministry of Health, Limited gidy chirng nhin (14/09/2018). D& nghi bd sung gidy ching nhan GMP ban gbe dé
Facility) Cyprus & |cyprus déi chiéu.
$ - B8 sung SMF theo huwéng din cla WHO-GMP hodc PIC/s-GMP véi diy di céc phy
= lyc,

Danh séch cor s& can bd sung, giai trinh
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TEN CO' SO SAN GIAY CH. | NGAY - DN BE NGHI = By
STT XUAT PIA CHi NHAN cip CO' QUAN CAP CONG BG NOI DUNG KHONG DAT HOAC CAN BO SUNG GIAI TRINH et
et
25 |Rotexmedica Bunsenstrale (hodc DE_SH_01_ e |Coquan thim quyén Céng ty cf phin |BS sung Gidy chirng nhin GMP cip nhit con hiéu lue. —
—
GmbH Bunsenstrasse) 4, 22946 |GMP_2018_ S |Bdc (State Social Vipharco
Arzneimittelwerk |Trittau, Germany 0023 $ Services Agency
5 [Schleswig-Holstein}
26 |[Catalent Germany |Gammelsbacher Str.2— |DE_BW_01_ o |Coquan tham quyén Norvastis B4 sung SMF theo hudng dan clia WHO-GMP hodc PIC/s-GMP vai day du
Eberbach GmbH |69412 Eberbach, Bl GMP_2018_ Q Birc Pharma Services
0072 @ AG
Z
-~
27 |Rottendorf Ostenfelder StraRe 51-61, [DE_NW_05_| &, [Co quan thim quyén VPDD B& sung SMF theo huéng din clia WHO-GMP hodc PIC/s-GMP véi day di céc phu lyc:]
= Y s 2 2 . - FENTY s s z = = - . 5 "
Pharma GmbH 59320 Ennigerloh, GMP_2019_| g |Bdc GlaxosmithKline |so d6 nha xwong ban in rS thé hién cac phong san xuat: cap sach, chénh ap, dudng di|
Germany 0027 $ Pte Ltd tai Tp.  |cla ngudi, nguyén vit lidu; so' db QTSX cdc dang bao ché
z HCM
28 |BAG Health Care |BAG Health Care GmbH |DE_HE_01_ | o Co' quan thdm quyén VPED Actavis  |Giai trinh viéc md ta nha xudng, quy trinh san xuat dép (rng thudc san xuat vo trung,
=] FERTS a m S P - ”
GmbH AmtsgerichtsstraBe 1-5, D-|GMP_2019_| 2 B International khéng thé hién thudce tiét tring cudi va thude dugc lidu.
35423 Lich, Germany 0106 Fg (Regierungsprasidium Ltd. tai HCM
= Darmstadt)
m
29 |AbbVie Knollstrasse, 67061 DE_RP_01_G| p |Co quanthim quyén Zuellig Pharma  |B6 sung so dd nha xudng, so db té chire, quy trinh san xuat bing tiéng Anh (hién tai
Deutschland Ludwigshafen, Germany |MP_2017_1 § Bire (Landesamt Fur Pte.Ltd dang st dyng tiéng Blrc) d& hoan thién hd so.
GmbH & Co., KG 026 o |Soziales, Jugend und
l‘é Versorgung)
30 |LTS Lohmann Lohmannstr.2, 56626 DE_RP_01_G| 4 |Co quan thdm quyén VPED Janssen - |B& sung SMF theo hudng dan cia WHO-GMP hodc PIC/s-GMP véi day du cac phu luc.
—
Therapie - Andernach, Germany MP_2018_0 o |Bdc Cilag Ltd.
Systeme AG 048 5
8
31 |Dr. Gerhard Mann |Brunsbutteler Damm 149- |DE_BE_01_G Cor quan tham quyén Hyphen Pharma |B& sung SMF theo hwéng dan cia WHO-GMP hodc PIC/s-GMP véi day di cac phy lyc
Chern.-pharm. 153, 1553, 165-173, 13581 |MP_2018_0 o B Pte. Ltd dugre in rd rang thé hién:
Fabrik GmbH Berlin, Germany 017 2 - Sor do phén viing cép sach thé hién rd cdc viing cip sach.
™~ - - Py P 30 - .
@ - S d6 nguyén |y hé théng xr ly khdng khi.
I - Céc phy luc SMF bing tiéng Anh (mbt s6 phu luc trong SMF dang st dung tiéng
i Birc).
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32 |Boehringer Binger Str. 173, 55216 DE_RP_01_G Cer quan thim quyén Boehringer - BS sung SMF theo hudng dan cla WHO-GMP hodic PIC/s-GMFP véi day di cac p
Ingelheim Pharma |Ingelheim am Rhein, MP_2018_0 e Ingelheim lyc duge in rd rang thé hign: i
GmbH & Co.Kg  |Germany 007 + 50 db nguyén Iy, mé ta cy thé hé théng x( Iy khéng khi.
& +Sor dd nha xudmng thé hign tirg khu vire san xudt (ban in hodc ban mem).
§ - Tai ndi dung muc 6 SMF néu cong ty khéng san xuat thudc chira hoa :
o hiém, tuy nhién tai gidy ching nhin GMP 6 néu san xudt thuée doc té bao/ lh,;,a
E kirm t&€ bao, va tai Phy lyc 2 c6 mét s6 sén phdm thudc ung thu (Afatinib, | d)
D& nghj gidi trinh v& vigc sdn xudt cdc thudc déc té bao/ thude kim & bao tain
(mé ta + so d nha xuwdmg nha xudng cb ch thich rd khu vire san xudt cic thude
nay.)
33 |Merck KGaA Frankfurter Strabe 250, A |DE_HE_01_ Co' quan tham quyén VPED tai Tp. B4 sung Gidy chimg nhan GMP cip nhét con higu lyc.
18,A31,A32,02,03,D0 |GMP_2018_ Bire HCM Merck
11,D12,D15,D39, N 79, |0004 = export GmbH
N 80, N 90, PH 5, PH 16, a8 Bilc
PH 23, PH 28, PH 31, PH 2
33, PH 50, PH 51, PH 52, 8
PH 80, 64293 Darmstadt, i
Germany
34 |Berlin Chemie AG |Berlin-Chemie AG, DE_BE_ 01 G| r |Co quanthdm quyén VPED D& nghi cong ty cbé sung ho so téng thé day di theo hwdng dan cua EU hodc PIC/S
Tempelhofer Weg 83, MP_2017_1 § B A.Menarini hodc WHO.
12347 Berlin, Germany ~ |065 o Singapore Pte.
=] Ltd.
35 |Abbott Justus-von-Liebig-Strasse [DE_NI_02 G| _  |Coquan tham quyén VPED tai HN Gidi trinh v& cdch ghi dja chi trén SMF chua théng nhit véi gidy GMP.
Laboratories 33, Neustadt, MP_2019_0 3 |Bgc Abbott
GmbH MIEDERSACHSEN, 31535, (013 3 Laboratories
Germany g (Singapore)
Private Ltd.
36 |LABORATORIOS |Avinguda de Barcelona, |NCF/1950/0 Ministry of Health of Congty TNHH  |B& sung sor db nhi xuéng ban in rd rang thé hién tirng khu vire sdn xudt (cdp sach,
LESVI, SL 69, 08970 Sant Joan Despi |01/CAT Government of DP Do Ha chénh ap, dudng di cla nguyén vat ligu, con ngudi,...)
(Barcelona), Spain =, Catalonia, Spain Cong ty CP TADA
(* Céch ghi khac: b Pharma
Avda. Barcelona 69-08970 3
Sant Joan Despi, E
Barcelona, Spain) £
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37 |[Sanofi Aventis, SA |Ctra. C35 La Batlloria a NCF/1817/0 w |Ministry of Health of sanofi Aventis  |B& sung SMF theo hudng dan clia WHO-GMP hodc PIC/s-GMP vii day du cac phtrfuc
Hostalric, km 63,09, 17404 [01/CAT § Government of Singapore Pte., |bang tiéng Anh dé lam r& dang bao ché ran khac va day chuyén san xudt thudc thi
Riells | Viabrea (Girona), $ Catalonia, Spain Ltd hormone.
Spain o
38 [italfarmaco, S.A  [C/ San Rafael, 3, Pol. Ind, |ES/003HVI/1| Y  |Agency for Medicines Lifepharma S.P.A|B& sung SMF theo hwdng dan cia WHO-GMP hodc PIC/s-GMP vai 62
Alcobendas, Alcobendas, |8 g and Health Products ban in ré rang, thé hién: khu vire/ede phéng san xudt; ban mé ta tong o
28108 Madrid, Spain EI (AEMPS), Spain san xudt moi dang bao ché.
£
39 |Glaxo Wellcome |Avda. De Extremadura, 3. |3167/19 Cer quan thim quyén Tay |VPED B6 sung day dd céc phuy lye cda SMF ban in rd rang, thé hién cic khu vure/cic phang
S.A Poligono Industrial Ban Nha GlaxoSmithKline |san xuat.
Allenduero, 09400-Aranda
de Duero. (Burgos), Spain. Novartis Pharma
(* Cach ghi khdc: Avda. De = Services AG;
Extremadura no 3, 09400 3 GlaxoSmithKline
Aranda de Duero. 3 Pte Ltd
(Burgos), Spain; Avenida E
De Extremadura 3, Aranda k%
de Duero, Burgos, E-
09400, Spain)
40 |Orion Corporation |Orionintie 1, 02200 Espoo, |2258/06.08. e  [Finnish Medicines VPED Morvatis |- B& sung dd cdc Phy luc (Appendix) tir 7 dén 12 cda SMF.
/ Orion Oyj / Finland 00.04/2018 § Agency (FIMEA) Pharma Services |- B4 sung Gidy ching nhin GMP cip nhit con higu lyc.
Orion pharma 8 AG Tai TP HCM
N
41 |MACO Rue Lorthios, Mouvaux, |2018/HPF/F w |French National Agency - B& sung Gidy chirng nhan GMP cdp nhit con higu lyc.
PRODUCTION SAS-|59420, France R/268 § for Medicine and Health
MOUVAUX & [Products Safety (ANSM)
3
42 |Biocodex 1, avenue Blaise Pascal, HPF/FR/030/| . |French National Agency [Céngty TNHH |- B& sung Gidy ching nhin GMP cdp nhit con higu lye.
(cdch ghi khéc: 60000 Beauvais, France  |2018 § for Medicine and Health |DKSH Viét Nam
Biocodex - = |Products Safety (ANSM)
Beauvais) E
43 |DELPHARM REIMS |10 rue Colonel HPF/FR/298/| . |French National Agency [Sanofi-Aventis |- BS sung Gidy chirng nhin GMP cip nhit con hiéu lrcduge sao chirng thire theo guy
- REIMS Charbonneaux, REIMS, 2017 § for Medicine and Health |Singapore Pte. |dinh.
51100, France & |Products Safety (ANSM) |Ltd. - BS sung so do nha xudng ban in rd thé hign cdc khu vire/cdc phong san xuét.
3
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44  |Pharmatis Zone d'Activités Estn® 1, |2019/HPF/F o |French National Agency |VPED Ipsen - B& sung phuy lye clia SMF: so d& nha xwéng ban in rd thé hign cic khu vue/cads=t
ESTREES SAINT DENIS, R/250 § for Medicine and Health [Pharma Céng  |phong san xuét (so db cic phong san xuat, phan vung cdp sach, chénh ap, duahiy
60190, France d  |Products Safety (ANSM) |héa Phép di...); s 46 nguyén Iy hé théng HVAC; so' 45 nguyén Iy hé théng nude
g
45 |Farmea - Angers |10 rue Bouche Thomas, |HPF/FR/238/ French National Agency |Céngty TNHH |- B& sung Gidy chirng nhan GMP cap nhit con higu lyc.
Zac d'Orgemont, Angers, 2015 1 [for Medicine and Health |duge phdm - B& sung phy lyc 2 clia SMF 6 cdc san phim cy thé.
49000, France ﬁ. Products Safety (ANSM) |Nhat Anh - Gidi I50trinh pham vi: theo tra ciru, thudc Brusonex la thudc corticosteroid, tufr
= nhién pham vi chirng nhan vién nén tai Gidy ching nhin GMP khéng cd pham fsan
& xut yéu cau dic biét (corticosteroid). '
46 |MYLAN route de Belleville, lieu-dit |2019/HPF/F o |French National Agency [VPED tai HN - Gidi trinh cdch ghi dja chi trén SMF chira théng nhat véi gidy GMP.
LABORATORIES  |Maillard, CHATILLON SUR |R/149 = |for Medicine and Health |Abbott - SMP khong kém theo so db cdc khu vire sdn xudt (sor b cdc phong san xuét, phin
SAS CHALARONNE, 01400, : Products Safety (ANSM) [Laboratories ving cap sach, chénh ap, duéng di...); nguyén ly hé thong HVAC; hé théng nuwdc. B8
France ,c!’. (Singapore) nghi b sung.
& Private Ltd.
47 |GLAXO PRIORY STREET, WARE, UK MIA 4 Medicines and Novartis Pharma|B& sung so do nha xudng ban in ré rang thé hién cac klhu vuc/phéng san xuit (chénh
OPERATIONS UK |SG12 0DJ, United Kingdom [Insp @ |Healthcare Products Services AG ép, cip sach, duéng di cla nguwdi, nguyén vét lidu,...).
LTD TRADING AS GMP/IMP g Regulatory Agency
GLAXO 4/15159- 8 |(MHRA), United
WELLCOME 0027 3 Kingdom
OPERATIONS
48 |Morton Healthcare |Aston Lane North UK MIA 530 o Medicines and VPED Actavis - B8 sung Gidyc hing nhan GMP cdp nhat con higu lyc.
Limited T/A Ivax  |Whitehouse Vale Insp GMP 2 [Healthcare Products International Ltd |- B& sung day d0 cdc phy lue cla SMF ban in r rang thé hién cde khu vure/phong san
Pharmaceuticals |Industrial Estate Runcorn |530/14004- ,T Regulatory Agency xuat.
UK WAT 3FA, United Kingdom |0025 g {MHRA), United
Kingdom
49 |lpsen Biopharm  |Ash Road Wrexham UK MIA &  |Medicines and VPED Ipsen BA sung day du céc phy lyc cda SMF ban in rd rang thé hién céc khu vire/phong sin
Lirnited Industrial Estate 3070 Insp 8 [Healthcare Products Pharma Céng  |xudt (so db cdc phéng sdn xudt, phin ving cdp sach, chénh dp, dudng di...); so d6 HE
Wrexham, LL 13 9UF, GMP g Regulatory Agency hoa Phip théng nuére; danh muc cac thiét bi san xuat/ kiém nghigm...).
United Kingdom. 3070/14720-| & |[(MHRA), United
0043 " |kingdom
50 |Fleet Laboratories |94 Rickmansworth Road, |UK MIA Medicines and VPDE Merck - B& sung SMF theo huéng dan cla EU hodc PIC/S hodc WHO véi day du céc phuy lyc.
Limited Watford, Hertfordshire, [4394 Insp Healthcare Products Export GmbH |- Gidi trinh viéc Céng ty co dé nghi cdng bé san pham gel Crinone san xudt theo nhigu
WD18 7)), United GMP/GDP @ |Regulatory Agency cdng doan -> tuy nhién chi céng bé theo co s& - cong doan san xudt gel chira
Kingdom. 133/3787- &  |(MHRA), United hormon.
Céch ghi khéc: 0023 E Kingdom
94 Rickmansworth Road, ~
Watford, WD18 71J,
United Kingdom.
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51 |HELPS.A Pedini loanninon, 165690/8-6- e |Mational Organization  |Céngty TNHH  |B6& sung Phy luc cda SMF ¢6 quy trinh sdn xudt cdc dang bao ché. —
— 2
loannina, 45500, Greece [2018 S [for Medicines, Greece  |dugc pham
!g Lamda
52 |Rontis Hellas P.O. BOX 3012 Larisa 18128, & |National Organization  |VPBD Lupin Ltd |- Giai trinh sy sai khac tén co’ s&' san xuat tai Gidy ching nhan GVP va SMF:
Medical and Industrial Area, Larisa, 21799/1-3- 8  |for Medicines (EOF), tai Tp. HCM + Tén tai GCN GMP: Rontis Hellas Medical and Pharmaceutical Products
™ - . .
Pharmaceutical  |41004, Greece 2019 g Greece +Tén tai SMF: Rontis Hellas 5.A
Products S.A. & - BS sung SMF theo huéng dan clia WHO/ EU/ PICS véi day du phu luc.
<]
53 |Chemical Works of|Gy&mréi Ut 19-21., OGYEI/3446- &  |National Institute of VPED Gedeon  |Giai trinh viéc san xudt thudc khang sinh cda cong ty: tai SMF co dé cap cong ty khong|
Gedeon Richter  |Budapest, 1103, Hungary |6/2019 S  |Pharmacy and Nutrition |Richter Plc. san xudt khang sinh. Tuy nhién tai ngi dung GCN c6 pham vi “dang bao ché ban rin
™ - L . "
Plc. (Gedeon g (OGYEI), Hungary (chira khang sinh)".
Richter Plc.) &
Ll
54 |Béres 5005 Szolnok, Nagysandor |OGYEI/4760 ~ |National Institute of Gand An B6 sung SMF theo huéng dan cia WHO-GMP hodc PIC/s-GMP véi day di céc phy lyc.
Pharmaceutical  |Jdzsef Ut 39, Hungary 4-7/2017 § Pharmacy and Nutrition [Company
Limited Company S [Hungary Limited
g
55 |GE Healthcare IDA Business Park, 21690/M235| 4 |Health Products Menarini BG sung so do nha xuwdng ban in rd thé hign céc khu vire/phong san xuat (cap sach,
Ireland Limited Carrigtohill, Co. Cork, § Regulatory Authority Singapore Pte. |chénh dp, duéng di cla ngudi, nguyén vat ligu,...)
Ireland n$ (HPRA), Ireland Ltd
m
™~
56 |CADILA Plot No. 417,419,420,  |1807937 Food & Drug Control Cadila - B4 sung bdo cdo thanh tra cla co quan quan Iy duge An D8,
HEALTHCARE Ltd |Sarkhej-Bavla National @ [Administration, Healthcare - B6 sung béo cdo ra soat chat lugng san pham vé tring dé xem xét cong bs pham vi
Highwway Mo 8A, g Gandhinagar, Gujrarat  |Limited san xuat cho cdc dang bao ché khac
Moraiya, Tal - Sanand, E State, India.
Dist: AHMEDABAD, 382 -
210, India
57 |Par Laboratories |34, GIDC, Gozaria, Dist:  |1905110 o |FDA Gujarat State, India |Congty TNHH |- Gidi trinh v& vigc thyre hién cac phép thir vi sinh (noi thure hign, co sé vit chat, trang
Mahsana - 382 825, § TM DP B6ng thiét bj).
Gujarat, India $ Phuong - B sung bido cdo thanh tra gin nhit cla Co quan quan Iy duge.
2
58 |ICPA HEALTH 286/287, GIDC, 1802609 FDA Gujarat, India Céngty TNHH |- BA sung Bdo cdo thanh tra gin nhét cla co quan quan Iy Duge tuwong Ung vai Gidy
PRODUCTSLTD. |ANKLESHWAR, BHARUCH, Truéng Son chirng nhan GMP (Céng ty chi b6 sung Thu néu néi dung céc ton tai can khic phuc,
GUJARAT STATE, INDIA khéng phai Bién ban bao cdo thanh tra day di cla Doan danh gia GMP).
- BS sung GCN GMP cdp nhit con hiéu lire.
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59 |Torrent Plot No. 2104-106, Dahej, [DE_BY_05_G| _  [Corquan tham quyén Céngty Torrent |- Gifly chirng nhin khéngthé hién ndi dung déng gdi. —
Pharmaceuticals |SEZ Part-ll, Taluka: Vagra |MP_2017_1 3 |Bic Pharmaceuticals |- B8 sung GCN GMP cip nhat cén hiéu lyc cda An D5,
Ltd. Dist: Bharuch 392130, 066 : Ltd - B& sung GCN GMP cip nhit higu lye cla Bire va bdo cdo thanh tra GMP tuon
Gujarat, India ® v6i GCN GMP.
i - B8 sung ddy du céc phy lyc cda SMF ban in rd. -
60 |Torrent Baddi Plant Village: Bhud |DE_BY_05_G| . [Corquan tham quyén Cong ty Torrent |- B3 sung GCN GMP con hiéu lyc clia nurde s& tai An B8, GCN GMP cap nhat h igu lue
Pharmaceuticals |& Makhnu Majra, Tehsil: |MP_2018_0 3 |buc Pharmaceuticals [cla Dirc va bdo cdo thanh tra GMP tuong irng véi GCN GMP, -t
Ltd. Baddi-173205, Dist. Solan [017 ﬁ Ltd - B& sung day du cdc phy lyc cda SMF bao gbm s d6 nha xudmg.
(Himachal Pradesh), India §
61 |Sun Baroda Highway, Halol, NL/H Health Care Inspectorate [VPED Sun - BA sung diy du cac Phu lyc cla SMF theo hudng dan clia WHO, PIC/S, EU bao gbm
Pharmaceutical  |Gujarat, 389350, India 17/2001782 @ |- Pharmaceutical Affairs |Pharmaceutical |cdc so dd nha xuéng dugc in rd rang.
Industries Ltd. .’?4 and Medical Technology, |Industries Ltd. |- B sung Béo cdo Thanh tra ban hgp 1 c6 hop phép hda lanh sy.
India, Halol S |Netherlands - B& sung bédo cdo chit lrgng san phdm hang ndm déi véi thude vo tring dé duge
8 cong bé pham vi nay.
62 [Hetero Labs Unit V, Block V and V-A,  |FIDD&/001/2 National Authority of VPDD Hetero - Giai trinh ndi dung: Gidy GMP do co quan Bb Dao Nha cdp nhung co quan Ngoai
Limited TSIIC- Formulation SEZ, S.|019 Medicines and Health labs limited giao An D6 hop phap héa lanh su.
Nos 4389, 440, 441 & 458, - Products (INFARMED), - B sung toan bd phu lye, sor db nhi xuwdng nha xuwdng, so dd hé théng xd 1y nuée
Polepally Village, 8 |Portugal ban in rd rang.
Jadcherla Mandal, g
Mahaboobnagar District., -
Telangana, 509301, India =
63 |Hetero Labs Unit V, Block VB, TSIIC- 18/09386-7 Norwegian Medicines VPDD Hetero - Gidi trinh ndi dung: Gidy GMP do cor quan Nauy cap nhung co quan Ngoai giao An
Limited Formulation 5EZ, 5. Nos Agency labs limited D& hop phédp héa l3nh sw. Diu gidp lai clda BS Ngoai giao Viét nam chi ¢d 01 nlra.
439, 440, 441 & 458, « - BS sung: so' dd nha xuwdng ban in rd thé hién cdp sach, chénh ap, cac bién phap
Polepally Village, 8. ngan phat tan byi ra méi trudng ngoai.
Jadcherla Mandal, 3
Mahaboobnagar District., 4
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64 |Hetero Labs Unit V, Block V, Sy. |.Dis.No. Drugs Control VPDD Hetero - BS sung Gidy ching nhan GMP cip nhat con hiéu lye cla co quan quan |y Dudedn
Limited No0.439, 440, 441 & 458,  [7665/E(K)/2 Administration, labs limited . '
TSIIC- Formulation SEZ 015 w1 |Government of - B& sung bdo cdo thanh tra twong ing cla cor quan quan Iy Duge An B4,
Palepally (V), Jadcherla &  [Telangana, India
(M), Mahaboobnagar 3
District., Telangana, India 9
65 |Medopharm No.50 Kayarambedu Céng ty c& phan |- BS sung Gidy GMP hop phap clia co quan quan Iy Duge An Do
Private Limited Village, Guduvanchery, dugre phdm - B8 sung Bédo cdo thanh tra twong (g véi Gidy GMP cla cor quan oo quan quan ly
Chengalpet District, Tamil Tenamyd Duwre An Bb.
Nadu, IN-803 202, India
66 |Medopharm No.50 Kayarambedu UK GMP Medicines and Cng ty c& phan |- B3 sung Gidy GMP ban hap phap clia co quan quan Iy Dirge An D5.
Private Limited Village, Guduvanchery, 31201 Insp = Healthcare Products dugre phdm - B6 sung Bdo cdo thanh tra tuong (rng véi Gidy GMP co quan quén Iy Duge An 6.
Chengalpet District, Tamil |GMP S  |Regulatory Agency Tenamyd - Gidi trinh ndi dung: Gidy GMP-EU s& UK GMP 31201 Insp GMP 31201/349094-0008
Nadu, IN-603 202, India  |31201/3490 ,'?'. (MHRA), United ngay 31/7/2018: Ban sao céng chirng Gidy GMP & trang 3 khéng dung thi ty, khéng
94-0008 2 Kingdom 6 ndi dung, khéng cé dong s& gidy CN. D& nghi gidi trinh va cung cap ban chinh dé
£ déi chidu,
67 |intas Plot numbers 457, 458 & [19071474 Co quan quan Iy duge  |Cang ty C6 phan |- BS sung Bdo cdo thanh tra clia co quan quan Iy duge An B5;
Pharmaceuticals |191/218P, Sarkhej-Bavla o An DS Dugc phdmva |- Bdo céo ra sodt chat lugng san pham (déi véi thudc v trung) dé dugc cong bé
Limited Highway, Matoda, 8 Thigt bj Y té pharn vi nay.
Sanand, Ahmedabad, S CAT
Gujarat, IN-382210, India 3
68 |intas Plot numbers 457, 458 & |UK GMP Medicines and Céng ty C6 phan |- BS sung Béo cdo Thanh tra twong (ng clia CQQL Dugc Anh;
Pharmaceuticals |191/218P, Sarkhej-Bavla |17543/9621-| @ [Healthcare Products Duge phdm va |- Bdo cdo ra sodt chit lugng san pham (déi véi thude vé tring) dé duge cing b
Limited Highway, Matoda, 0024 (H) 8. Regulatory Agency Thiét bi Y té pham vi nay.
Sanand, Ahmedabad, 8 |(MHRA), United CAT
Gujarat, IN-382210, India % Kingdom
69 |Fresenius Kabi Village Kishanpura, Baddi, UK GMP w |Medicines and Céng ty CP - B4 sung so 6 nha xudng nha xuwdng rd rang thé hién ré cdc khu vire san xudt.
Oncology Limited |Tehsil Nalagarh, District  |29338 Insp & [Healthcare Products Fresenius Kabi |- B& sung bdo cdo thanh tra tuong (rng cla co' quan quan Iy dugc Anh.
Solan, IN-174101, India GMP : Regulatory Agency Viét Nam - B& sung bdo cdo ra sodt chit lwgng thudc vé tring dé dugc cong bd pham vi nay.
29338/4438 | = |(MHRA), United
41-0008 = Kingdom

Danh séch cor s& can bd sung, giai trinh

Trang11/20



India

STT TEN %;.?.’ SAN PIA CHi GL‘T:’;;H' Ncaﬁv CO QUAN CAP sz?fc":g“ NOI DUNG KHONG DAT HOAC CAN BO SUNG GIAI TRINH %
ET ST
70 |Fresenius Kabi Village Kishanpura, P.O.  |MB/07/518 o |Health and Family Céng ty CP B& sung Gidy chirng nhan GMP clia An D3 va bio cdo thanh tra trong nude cldge
Oncology Limited |Guru Majra, Tehsil § ‘Welfare Department Fresenius Kabi  |quan quén Iy duge An D6, e
Nalagarh, Distt Solan dv  |Himachal Pradesh, India |Viét Nam
{H.P), India §
71 |Fresenius Kabi Village Kishanpura, P.O.  |LVP/08/03 < [Health and Family Cong ty CP Bd sung Gidy chimg nhan GMP cla An £6 va bdo cdo thanh tra tuong nude i
Oncology Limited |Guru Majra, Tehsil Q Welfare Department Fresenius Kabi  |quan guén ly duge An Db.
Nalagarh, Distt Solan = |Himachal Pradesh, India |Viét Nam
(H.P), India E
72 |Fresenius Kabi Village Kishanpura, P.O.  |MNB/06/39 o |Health and Family Céng ty CP B& sung Gidy chirng nhan GMP clia An D va bao céo thanh tra trong nuée cla cor
Oncology Limited |Guru Majra, Tehsil 3 § ‘Welfare Department Fresenius Kabi  |quan quén Iy duge An 6.
Nalagarh, Distt Solan :' Himachal Pradesh, India |Viét Nam
(H.P), India g
73 |Zota Healthcare |Plot No 169, Surat Special |[19081560 Food & Drugs Control Zota Healthcare |- BA sung bdo cdo thanh tra diy di (khéng chdp nhan thu xdc nhin tén tai va béo cdol
Ltd Economic Zone, Near @ |Administration Gujarat  |Limited khéc phuc ban copy khéng cé ddu xdc nhan clia Cong ty.
sachin Railway Station, g State, India - B6 sung so do nha xwdng ban thé hién toan bd khu vire san xuit va sy lign két
Sachin, city: Surat, Dist: 8 (khéng chdp nhin ban sor db timg khu vire nhd).
Surat, Gujarat State, India -
74 |IND-SWIFT Limited |Off NH-21 Village UK GMP = Medicines and Congty TNHH  |-B6 sung Gidy chirng nhan GMP cla cor quan quén Iy duwgre nude s tai (India) va bdo
Jawaharpur Tehsil Dera  |31450 Insp & [Healthcare Products MTV An Phat cdo thanh tra tuvong Ung.
Bassi District 5.A.5 Nagar |GMP a Regulatory Agency - B4 sung Bédo cdo thanh tra GMP clda MHRA tueng ing cip gidy ching nhin s6 UK
{Mohali) Punjab, In 31450/3603 3 (MHRA), United GMP 31450 Insp GMP 31450/360311-0010 d& ngp tai hd so.
140507, India 11-0010 5 Kingdom
75 |Bharat Serums Plot No K-27, Anand UP/I-530- o |Agency for Medicinal Mega -B& sung Gidy chirng nhan GMP cla co quan quan Iy duge nude s tai (India) va bdo
and Vaccines Nagar, Additional MIDC,  [10/15- 8 |Products and Medical Lifesciences cao thanh tra tuong Ung.
Limited Ambernath East, Thane  |03/27; 381- E Devices (HALMED), Public Company |- B& sung Bdo cdo thanh tra GMP cla cof quan qudan ly duge Croatia tuong Ung cip
421501, Maharashtra, An [10-05/243- g Croatia Limited gidy chirng nhén sé UP/I-530-10/19-03/27; 381-10-05/243-19-03 d& ndp tai ho so.
120] 19-03
76 |Aurobindo Survey Number 314, 000308/06.0 Finnish Medicines Aurobindo - B& sung béo cdo thanh tra GMP tuong (ng dot kiém tra cip Gidy chirng nhin GMP
Pharma Limited  |Bachubally (Village), 8.02.00/201 @ |Agency (FIMEA) Pharma Limited |cda Filand.
Unit XII Quthubullapur (Mandal), |7 & - B& sung ddnh gid san phdm hang ndm véi dang "thudc v tring: thude déng khé"
R.R. District, Hyderabad, $ dé duge cong bd pham vi nay.
Talangana State, 500 050, 3
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77 [Aurcbindo Survey Number 314, 13178/A3/2 Drugs Control Aurobindo - B sung Gidy ching nhan GMP cla co quan thdm quygn An £ day di noi d Jr;g‘va
Pharma Limited  |Bachubally (Village), 017 @ |Administration Pharma Limited [tinh phap Iy (Gidy chirng nhan GMP cla An D8 khéng dd s6 trang) .
Unit XIl CQuthubullapur {(Mandal), &  |Government of - BS sung bdo cdo thanh tra GMP tuong (ng dot kiém tra cip Gidy ching rhénfi&ﬁ_ﬂp
R.R. District, Hyderabad, ﬁ Telangana cua India. =
Talangana State, 500 090, ~ - B8 sung dénh gid sdn phdm hang ndm véi dang "thudc v tring: thudc déng k"hg
India dé dugre chng bd pham vi nay. -
78 |Hetero Labs Unit Il Formulation Plot  |ES/065HV/1 iR Co quan tham quyén Tay |VPBD Hetero Giai trinh vigc Gidy GMP do co’ quan Tay Ban Nha cap nhung co quan Ngoai giabr ;
Limited No 22 - 110 IDA, 7 S |Ban Nha Labs Limited B4 hop phap héa lanh sy, :
leedimetla, Hyderabad, g .
500 055 Telangana, India &
79 |Hetero Labs Unit 11, 22- 110 1.D.A, 1.Dis.Mo. ~ |Drugs Control VPED Hetero B& sung Gidy chimng nhian GMP s& tai (India) va béo cdo thanh tra tuong dng cda co
Limited Jeedimetla, Hyderabad, |7127/E(J)/TS § Administration, Labs Limited quan thidm quyén.
Telangana, India /2017 é Government of
9 [Telangana, India
80 |Cipla Limited {Unit |Unit X, Plot No. L-139, 5- |UK GMP United Kingdom's Céngty TNHH |- Gidi trinh: GCN GMP ctia CQQL Duge Anh cdp cho Unit X khéng bao gém thude ung
X) 103 & M-62, Verna 14694 Insp medicines and Intercontinental |thu, tuy nhién Bao cdo thanh tra va SMF nha may chi thé hién viéc san xudt thudc
Industrial Estate, Verna, |GMP @ |Healthcare Products Pharma Viét ung thu.
Goa, IN-403 722, India 14694/1022 8 Regulatory Agency Narn - Gidi trinh: Gidy chitng nhan clia CQQL Duge An (sin xuit thudc chita hormone,
7632-0002 E MHRA thude déc té bao) khéng néu ré pham vi san xudt tai tirng Unit san xuat va vi tri nha
= may chénh |&ch véi Gidy ching nhin cla CQQL Duge Anh (dia chi nha mdy trong
GCN ctia An khéng c6 Plot M 62).
- B& sung bdo cdo thanh tra clia cor quan quan Iy duoe An db.
81 |M/s Cipla Ltd. Plot No.5-103 to 5-105, 5- |789/MFG/W Co quan quan Iy Duge  [Céngty TNHH |- Gidi trinh: Gidy chirng nhén ca CQQL Dugc An (sén xuét thude chira hormone,
107 to 5-112, L-138, L-147, [HO- @ [Bang Goa, An Db Intercontinental [thudc déc té bao) khéng néu rd pham vi san xudt tai tirng Unit san xudt va vi tri nha
L-147/1 to L-147/3&L- GMP/DFDA/ 8 Pharma Viét midy chénh l&éch véi Gidy ching nhin cda CQAL Duge Anh (dia chi nha méy trong
147/A, Verna Industrial ~ |2019/737 3 Nam GCN ctia An khéng c6 Plot M 62).
Estate, Verna- Goa, India S - B& sung bdo cdo thanh tra clia co quan quan Iy duge An dd.
82 |Lamp San Via Della Pace, 25/A- IT/72/H/201 Italian Medicines Agency [Céng ty TNHH  |B& sung:
Prospero SPA 41030 San Prospero (MO), |9 @ [(AIFA) dugre phim Lign |- Gidly chimng nhin GMP dy di va cd tinh phép ly (Gidy ching nhan GMP s
Italy 8 Hop IT/72/H/2019 thiéu 01 trang).
3 - so d6 nha xwdng ré rang thé hién cdc khu vire san xudt va cdp sach.
3 - Bdn md ta téng quét qud trinh sdn xudt cia mdi dang bao ché.
83 |Special Product's |Via Fratta Rotonda Vado |IT/9/H/2019| 4 |ltalian Medicines Agency |Cong ty ¢6 phan |Giai trinh viée san xuit thude dé té bao/ kim té bao trén diy chuyén thude thuéng.
Line S.P.A Largo, 1, 03012 Anagni § [AIFA) dugre pham BA sung céc so db nha xuwéng rd rang thé hién cac khu vire sdn xust.
(FR), Italy 6 Pharbaco
™~
™~
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84 |BsP Via Appia Km 65, 561 (loc. [IT/163/H/20| o [italian Medicines Agency |Janssen- Cilag  |B6 sung d3y du phuy luc clia SMF theo hudng dan cla WHO/ EU/ PICS. .
-
Pharmaceutical Latina Scalo) - 04013 18 o [(AIFA) Ltd
S.p.A LATINA (LT), Italy 5
8
85 |ACS Dobfar S.P.A [Nucleo Industriale S. Atto |IT/6/H/2019 & |ltalian Medicines Agency |Pfizer (Thailand) Giai trinh viéc san xuat thudc vé tring dung dich thé tich nhé va thudc
(Tén cli: Facta {loc. S. Nicolo' A Tordino) - 8 |[AIFA) Ltd., tai Viét GCN GMP ¢6 pham vi nay tuy nhién SMF khéng thé hién).
™
Farmaceutici 64100 Teramo (TE), Italia; é Nam
S.P.A.) -
™~
86 |Industria Via Cassia Nord, 351- IT/212/H/20| & |italian Medicines Agency [Cong ty TNHH  |B& sung day di phy lyc cla SMF theo hwdng dan clda WHO/ EU/ PICS.
Farmaceutica 53014 Monteroni D'arbia |18 :0: (AIFA) Binh Viét Bire
Galenica Senese  |(Sl), Italia $
SRL a
87 |Movartis Farma  |Via Provinciale Schito, 131 {IT/36/H/201| 4 |ltalian Medicines Agency |VPED Tp. HCM  |B6 sung phu luc SMF: cdc sor dd nha xuwéng rd rang khu vue sén xudt (sor db cic
-l 2 £, s Iy o " £ 3 . n - - -
S.P.A. 80058 Torre Annunziata |9 o [(AIFA) Novartis Farma |phong san xuat, phan ving cap sach, chénh ap, duéng di...); so do Hgé théng nudrc,
(NA), Italy § Service AG
—
88 |Actavis Italy 5.p.a -|Via Pasteur 10, 20014 IT/132/H/20| . |ltalian Medicines Agency [Cty dwge Tam  |Giai trinh v& vj tri va nha xudng sdn xuat thudc khéng vb tring, thudc sinh hec, thudc
= - . - N - s
Merviano Plant  |Nerviano - Milan, Italy 18 S |(AIFA) Ban chira hormone sinh duc (C6 trong pham vi chirng nhin GMP, tuy nhién H® so téng
§ thé nha may khéng thé hién ra).
m
89 |Laboratorio Viia Dante Alighieri, 71- IT/111- « |'talian Medicines Agency |Consorzio Con BG sung Gidy GMP/Gidy phép san xuat ban hgp phap va SMF véi day du cac phy lyc.
Farmaceutico C.T |18038 Sanremo (IM), Italy |1/H/2018 2 |[AIFA) attivata Esterna
™~
S.R.L g Medexport italia
]
~
90 |Aeffe Farmaceutici|Via Torino, 448-10032 IT/209/H/20 Italian Medicines Agency |Cong ty TNHH  |B6S sung day du cdc phuy lyc cda Site Master File theo huéng dan clia WHO-GMP hodc
SRL Brandizzo (TO), Italy 18 (AIFA) San xuat Duge  |PIC/s-GMP:
@ phém Medla - Danh myc cac dgt kiém tra GMP.
g Pharma Italy - S db tdng thé nha may, so db cic diy chuyén, so db 18i di chuyén cla ngudi va
§ nguyén vit liéu, s db nha kho, so db chénh dp, so db ving cdp sach, sor db chi tiét
& hé théng cip nude, hé théng xd Iy khéng khi.
- Danh muyc thiét bj sdn xudt va thiét bj kiém nghiém
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91 |Fresenius Kabi Via Camagre, 41/43-37063 [IT/90- Italian Medicines Agency |VPDD Bayer - B sung sor db nha xudmg khu vire sdn xudt, phin phéi cip sach, chénh &p, ki ﬂ;béo
Italia S.R.L Isola Della Scala (VR), Italia|1/H/2018 i {AIFA) (South East Asia) [quan rd rang (ban in hogc ban mém).
3 Pte., Ltd tai Ha |- B& sung sor dB nguyén Iy va mét ta hé théng HVAC.
o N&i - Gidi trinh ndi dung: Gidy chimg nhin GMP ¢ip cho dia chi nhia may 4
E Iscla Della Scala, tuy nhién tai SMF nha may chi d& cép téi dja chi 41 -37063 |s i
5 Della Scala.
92 |GlaxoSmithKline |[Strada Provinciale Asolana |IT/&- Agencia Italiano del Novartis Pharma|B& sung so' d nha xudéng nha xudng dé 1am rd chénh dp, phan ving cap sach ua T
manufacturing N. 90 {loc. San Polo) - 1/H/2018 @ [Farmaco (AIFA) Services AG kién san xudt dic hnét clia cic thude cd chat kim té bio, chit digt té bio,
S.p.A 43056 Torrile (PR}, Italia g Prosstaglandins, vic xin vi khudn bat hoat, protein tai td hop, khing thé don;
3
3]
93 |Industria Via G.Pascoli, 1-20064 IT/194- Italian Medicines Agency |Congty TNHH |- B& sung Gidy chimg nhan GMP cip nhit con higu liye ban HPHLS c6 cdng chirmg rd
Farmaceutica Gorgonzola (MI), Italy 1/H/2017 (AIFA) San xudt Duwge  [rang va ban gdc dé déi chiéu,
MNova Argentia pham Medla - BA sung cac phan con thiéu trong Site Master File theo hudng dan cia WHO-GMP
S.P.A A Pharma Italy hodc PIC/s-GMP:
8 +50 dd t6 chirc
g + 5 db tong thé nha mdy, diy chuygn sdn xudt, 16i di chuyén cla ngudi va nguyén
E vit liéu, ving phan cap sach, chénh dp va nha kho.
o +50 db hé thang x(r Iy nurée va xtr Iy khong khi.
+ Danh muyc thiét b san xudt va kiém nghiém.
+Théng tin v& san xuat va kifm nghiém theo hgp dbng.
94 |Industria Reparto Distaccato = Via [IT/194- Italian Medicines Agency |Congty TNHH |- B& sung Gidy chimg nhan GMP cip nhit con higu lye bin HPHLS c6 cong chirmg rd
Farmaceutica Muoni, 10 — 20064 — 1/H/2017 (AIFA) San xudt Dugc  [rang va ban gdc dé déi chiéu,
Mova Argentia Gorgonzola (M1}, Italy phém Medla - BA sung cac phan con thiéu trong Site Master File theo hudng dan cia WHO-GMP
S.P.A Pharma Italy hodc PIC/s-GMP:
~ +50 dd t6 chirc
& + 5 db tong thé nha mdy, diy chuyén sdn xudt, 16i di chuyén cla ngudi va nguyén
$ vat liéu, ving phéan cap sach, chénh ap va nha kho.
& + 50 db hé théng x(r Iy nudre va xr Iy khéng khi.

+ Danh muc thiét b san xuat va kiém nghiém.
+ Théng tin v& san xudt va kiém nghiém theo hop déng.
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95 |Industria Reparto Distaccato = Via [IT/194- Italian Medicines Agency |Céng ty TNHH |- BS sung Gidy chirng nhin GMP cip nhat cdn higu lye ban HPHLS o cong chirdgth
Farmaceutica Muoni, 15 — 20064 — 1/H/2017 (AIFA) San xudt Duwgc  [rang va ban gdc dé déi chidu, e
Nova Argentia Gorgonzola (MI), Italy phém Medla - B& sung cdc phin con thiéu trong Site Master File theo huéng dan cla WHO- R
SP.A As Pharmaitaly  |hodcPIC/s-GMP: =

= + 50 d6 18 chirc ,
g + 50 db tong thé nha mdy, day chuyén san xudt, 161 di chuyén cla nguoi va nguyén
E vat liéu, ving phéan cap sach, chénh ap va nha kho. ]
= + 50 d6 hé théng x( ly nudre va xr Iy khéng khi.

+ Danh muc thiét b san xudt va kiém nghigm.

+ Théng tin v& sdn xudt va kiém nghiém theo hgp déng.

96 |AY 235, Miyakami, Shimizu- |5560 Ministry of Health, EA Pharma Co., |- Gidy GMP khéng co théng tin vé ngay kiém tra, han hiéu lyc, san phdm duge ching
Pharmaceuticals |ku, Shizuoka-shi, Shizuoka, @ |Labour and Welfare Ltd nhan khéng c6 dang bao ché. Cyc QLD tam cong bd véi thér han hiéu lye 02 ndm.
Co., Ltd tai Japan 8 {MHLW), Japan B4 sung Notification of result of GMP compliance inspection dugc hgp phép héa lanh|
Shimizu Plant 8 sir hodc bién ban kiém tra (phan hanh chinh va két luin) dé duge cong bé higu lye 5

& n&m theo quy dinh cla Nhat Ban.

97 |Nipro Pharma 5-7, Maedano, Niida, 5029 Ministry of Health, Nipro Pharma |- Gifly GMP khéng cd théng tin v& ngay kiém tra, han hiéu lye, sin phim duge ching
Corporation, Odate, Akita, Japan @ |Labour and Welfare Corporation nhén khéng cé dang bao ché. Cyc QLD tam céng bé vdi théi han higu lyc 02 ndm,
Odate Plant 8 (MHLW), Japan - B4 sung Notification of result of GMP compliance inspection duge hgp phép hda

E 13nh sy hodc bién ban kiém tra (phan hanh chinh va két ludn) dé dugce céng bé higu
~ lye 5 ndm theo quy dinh cda Nhit Ban.

98 |Mipro Pharma 5-7, Maedano, Niida, 5028 Ministry of Health, Nipro Pharma |- Gidy GMP khéng c6 thong tin vé ngay kiém tra, han hiéu lyc, san phdm dugc ching
Corporation, Odate, Akita, Japan @ |Labour and Welfare Corporation nhan khéng c6 dang bio ché. Cuc QLD tam cong bd véi théd han hidu lye 02 ndm.
Odate Plant 8 {MHLW), Japan - B8 sung Notification of result of GMP compliance inspection dugc hgp phép héa

S ldnh sy hodc bién ban kiém tra (phan hanh chinh va két ludn) dé dugc cong bé hiéu
B4 Iire 5 ndm theo quy dinh clda Nhat Ban.
99 |Korea Otsuka 27 leyakgongdan 3-gil, 2019-D1- o |Gyeongin Regional Office|VPDE Otsuka tai |- BS sung gidy chirmg nhin GMP cip nhit con higu lye;
Pharmaceutical Hyangnam-eup Hwaseong-|1168 § of Food and Drug Safety, |Tp HCM - B8 sung phy lyc clia SMF: so db hé théng nuée
Co., Ltd/1633 si, Gyeonggi-do, Republic 3 Korea
of Korea bt

100 [Aprogen 16 Dumeori-gil, Yanggam- |2019-D1- o |Gyeongin Regional Office|VPED Saint - B sung so d& xir Iy, phdn phéi nuwée RO.

Pharmaceuticals. |myeon, Hwaseong-si 2815 § of Food and Drug Safety, |Corporation - B sung Bdo cdo thanh tra duge déng ddu treo cla co s& sdn xudt va cong chimg
Inc Gyeonggi-do, Republic of :' Korea dich thuat theo quy dinh (Bdo cdo thanh tra chi |3 ban djch tiéng anh va déng ddu
Korea 2 clia Cong ty ding ky).
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101 |Samjin 52, leyakgongdan 1-gil,  |2019-D1- @ |Gyeongin Regional Office|VPED Young |l |B& sung so db nha xudng ban in rd rang thé hién tirng khu vire san xuat/phongast
Pharmaceutical Hyangnam-eup, 3007 § of Food and Drug Safety, [Pharm. Co., Ltd. |xuat. ’
Co., Ltd. Hwaseong-si, Gyeonggi- g' Korea
do, Republic of Korea g
102 |Douglas Corner Te Pai Place and  |TTe0-42-16- Medicines and Medical |Céng ty CP TADA|BS sung bdo céo danh gid GMP twong ing.
Manufacturing Ltd |Central Park Drive, 33 % |Devices Safety Pharma
Lincoln, Auckland 0610, 'é Authority (Medsafe),
New Zealand ﬁl New Zealand
103 |[OMAN PLOT NO. 101, PO BOX 48526/23-5- ~ |Mational Organization Céngty TNHH |- BS sung Gidy chirng nhin GMP va béo cdo thanh tra tuong Ung cla nuwdc sé tai
PHARMACEUTICA |2240, RAYSUT INDUSTRIAL|2017 § for Medicines (ECF), Duge phdm Do |{Oman) theo ding quy dinh tai Nghj dinh 54.
L PRODUCTS ESTATE, SALALAH, 211, 9 Greece Ha -B6 sung Gidy chirng nhin GMP EU cép nhét con higu lyc.
COMPANY LLC  |Oman =]
104 |OMAN PLOT NO. 101, PO BOX Cer quan quan Iy Duge  |Congty TNHH  |B6 sung Gidy chimg nhin GMP va bdo cdo thanh tra tirong Ung cla nude s tai
PHARMACEUTICA |2240, RAYSUT INDUSTRIAL Oman Duge phdm Do |(Oman) theo ding quy dinh tai Nghj dinh 54.
L PRODUCTS ESTATE, SALALAH, 211, Ha
COMPANY LLC Oman
105 |M/s Medicraft 126-B, Industrial Estate  |F11-23/2019 Drug Regulatory Congty TNHH |- BG sung SMF theo dung huéng dan cia WHO/PIC/s cd day di cac phuy luc kém theo
Pharmaceuticals |Havatabad, Peshawar, DRAP-61 Authority of Pakistan AC Pharma (chénh ép, cip sach, dudng di nguyén ligu, nhin sy, thanh phdm, bén thanh
(Pvt) Ltd Pakistan (Peshawar)d pham,...so" d6 x(r Iy hé théng nudc tinh khiét, nudc pha tiém,..).
@ [Ministry of National - B4 sung Danh myc dgt thanh tra GMP trong 3 ndm gan day.
& [Health Services, - B8 sung bédo cdo thanh tra nudc s& tai tuong dng voi gidy GMP d3 ndp.
é Regulations & GMP ndp kém hd se ghi duge edp véi muc dich xuat khdu thude sang Viét Nam. D&
@ |Coordination nghi giai trinh.
- B sung bdo cdo chit lwgng san phdm cla cdc dang san phdm vb tring (01 san
phim/dang bao ché).
106 |Polfarmex S.A, 9, Jozeféw Str,, 99-300 IWPS.405.84| ¢ |Main Pharmaceutical Polfarmex S.A | Gidi trinh v& viéc san xudt vién nén, vién nén bao phim chira céc chét cé déc tinh cao
Kutno, Poland .2019.KK.1 § Inspector, Poland & dau (tai SMF khéng thé hién nha xwéng rigng biét).
WTC/0020_ $
01_01/197 5
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107 |Warszawskie ul. Karolkowa 22/24, 01-  |IW2).405.10 Main Pharmaceutical Warsaw Gidi trinh viéc san xudt thude hoat tinh cao, gy quai thai (tai SMF khong thé hiBgHha
Zaktady 207 Warszawa, Poland 9.2018.ER.1 Inspectorate (MPI), Pharmaceutical [xwéng riéng biét). e
Farmaceutyczne WTC/0102_ Poland Works Polfa S.A.
POLFA Spétka 02_01/202 o«
Akcyjna S
(* Tén tiéng Anh: $
Warsaw 8
Pharmaceutical
Works Polfa 5.A.)
108 |Hemofarm A.D.  |Beogradski put bb DE_HE_01_ Co quan thdm quyén B.Braun Medical |-B6 sung GMP day dd tinh phép Iy (cé hgp phdp hda l3nh sy va cdng ching).
Injection Prodution Plant - |GMP_2016_ @ lBic Industries - Giai trinh Gidy ching nhan GMP khéng ching nhan pham vi ddng goi.
(PIP), Sterile Production  |0082 .’?4 Sdn.Bhd
Plant- {PSP), Lyophilisation b
26300 Vrsac, Serbia g
109 [Fresenius Kabi AB |Rapsgatan 7, Uppsala, 6.2.1-2016- @ Medical Products Fresenius Kabi |B% nghj giai trinh sy sai léch tai SMF va cung cdp cdc tai liéu chirng minh dang bao
75174, Sweden 098801 § Agency, Sweden Bidiphar ché cy thé cla cong ty (bdo cdo thanh tra GMP) v& céc ndi dung:
ch - Myc 1.2: dang dung dich thuéc tiém
§ - Appendix 2: dang nhii dich thude tiém
110 |Octapharma AB  |Lars Forssels gata 23, 5.9.1-2020- o |Medical Products Agency|Octapharma AG |B& sung sor d& nha xuéng nhéa xuwéng ban in d0 Ién d& nhin rd cdp sach, duémg di cla
Stockholm, 112 75, 004526 § (MPA), Sweden ngurdr, nguyén vat ligu
Sweden B
&
111 |Lek d.d., PE Perzonali 47, Prevalje, 401-3/2019- o  |Asency for Medicinal VPED Novartis  |B& sung day dd cac Phy lyc cla SMF theo hwéng dan cla WHO, PIC/S, EU bao gdm
Proizvodnja 2391, Slovenia 5 § Products and Medical  |Singapore Pte  |cdc sof B nha xuwéng duge in rd rang.
Prevalje i |Devices of the Republic |Ltd, Tai HN
% of Slovenia (JAZMP)
112 |ilkollac San. Ve 3 Osb Buyuk Kayacik MT/009HM/| &  |Medicines Authority of |Cong ty c8 phan |BS sung so db nha xwéng chénh dp cip sach va duémg di nguyén ligu, con
Tic. AS MahKuddusi Cad 23 Sok  [2019 § Malta (MAM) dugre phdm ngudi...badn in ré bang tiéng Viét/ tiéng Anh.
No 1 Selcuklu Konya, $ Vipharco
Turkey un
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113 |Sandoz Ilac Sanayi |Inonu Mahallesi, Gebze  |DE_ST_01_G Cer quan thim quyén VPBD Novartis |- BS sung GCN GMP cén hiéu lue clia nude s& tai Thd NhKy, GCN GMP cap nhigHizu
ve Ticaret A.S Plastikciler Organize MP_2019_ 0 o B (Singapore) Pte [lyc cda Birc va bao cdo thanh tra GMP tuong g véi GCN GMP. o
Sanayi Bolgesi Ataturk 024 a Ltd tai Ha N&i |- B& sung day d0 cdc phy luc cla SMF bao gbm céc so db nha xudng in rd rang
Bulvari 9, Cadde No: 2 TR- oy
41400 Gebze-Kocaeli, E
Turkey B
114 |Aupa Biopharm  [No.l1 Kwang-Fu Rd., Huko, |06007 o |Ministry of Health and  |Céngty TNHH y |- B& sung bdo cdo thanh tra GMP tuong tng véi GCN GMP. bt
Co., Ltd Hsinchu County, Taiwan § Welfare, Republic of t& Cénh Clra Viét |- BS sung dy dl cc phu luc clia SMF trinh bay bing Tiéng Anh/ Ticng Vit baogsh
:' China (Taiwan) cac sor db nha xuwéng in rd rang, danh sich san phdm, danh sich thiét bj,..
8
115 |Standard Chem. & |No. 6-20, Tuku., Tuku 4985 Ministry of Health and  |VPBD Standard |-B6 sung bdo cdo thanh tra GMP tuong tng véi GCN GMP, bdo cdo chat lugng san
Pharm. Co., Ltd.  |Village, Sinying district, @ |Welfare, Republic of Chemn & Pharm |phdm hang ndm déi véi cdc thudc vé tring.
Tainan city 73055, Taiwan 8 China (Taiwan) Co. Ltd B6 sung day dd cdc phy lye cda SMF bao gbm cdc s db nhéa xuwdng in ré rang, danh
S sach cic dgt dénh gid GMP trong 3 ndm gan déy, ngén nglf trinh bay bang Tiéng Vit
I hodc Tiéng Anh.
- Giai trinh lam rd déi vai dang hén dich thuéc tiém, dung dich thudc tiém.
116 |Private Joint-Stock |5 Zroshuvalna Str., Kyiv,  [083/2016/5 State Service of Ukraine |Céng ty CPDP B4 sung gidy GMP cép nhit con hiéu lyc (Gidy chirng nhan GMP d hét higu lyc).
Company "on the |02099 - Ukraine AUMP/GMP @ |on Medicines and Drugs |Duy Tan
Production of .’?4 Control
Insulin "Indar" Site 9
1,site2 g
117 |Biogen U.5. 900 Davis Drive, Research |UK GMP o |Medicines and B6 sung Gidy GMP va SMF cép nhat con hiéu luc (Gidy chirng nhin GMP di hét higu
Corporation Triangle Park, 27708, USA |22913 Insp & [Healthcare Products Iye).
(Biogen GMP 2 Regulatory Agency
Incorporated) 22913/1404 g {MHRA), United
041-0005 Kingdom
118 |Hospira Highway 301 North, NL/H Health Care Inspectorate |VPED Movartis  |-B6 sung Bédo cdo thanh tra nude s& tai (USA) hodc gidy phép san xudt do nudre so tai
Incorporation Rocky Mount, North 16/1008831 @ |- Pharmaceutical Affairs |(Singapore) Pte |(USA) cdp.
Carolina, 27801, United 8 and Medical Technology, |Ltd tai Ha N&i  |-Gii trinh dia chi sdn xudt chura théng nhat ghi trén GCN GMP v SMF [Appendix 1).
States 3G |Netherlands
e
119 |Jubilant Small Volume Parenteral |RTZY-WHKT & |United States Food and  |VPBD tai Ha Ni |- B& sung phy lyc SMF: cic so d6 nha xuwéng rd rang khu vire san xudt (so db cdc
HollisterStier LLC |Facilities, 3525 M. Regal  |WHO =  |Drug Administration Merck Sharp & |phéng sdn xudt, phin ving cdp sach, chénh dp, duémng di...); so db Hé théng nurdre.
Street, Spokane, WA E {U.S. FDA) Dohme (Asia)
99207, United States g Ltd
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120 |Jubilant 3525 North Regal Street, |UK GMP ~ |Medicines and VPED tai Ha N&i |- BA sung phu luc cla SMF: cdc sor db nhé xuwéng rd rang khu vire san xudt (so diedc
HollisterStier LLC  |Spokane, 99207, United  |4737 Insp S  |Healthcare Products Merck Sharp & [phéng san xuat, phan vang cdp sach, chénh ap, duéng di...); so do He thang n
States GMP 2 Regulatory Agency Dohme (Asia) |- Tinh d&n théi diém céng bé, Gidy GMP d3 hét higu lye, bd sung Gidy chirng nis
4737/15674-| @ |(MHRA), United Ltd dat EU-GMP cap nhit.
0011 ™ |kingdom
121 [Tolmar Inc 701 Centre Avenue, Fort |19-1147 o |Ministry of Health, VPED Astellas  |B& sung Gidy phép sdn xuit hodc bdo cdo thanh tra GMP nudre s tai (V7] theg
Collins, Colorado, 80526, § Welfare and Sport, The |Pharma quy dinh tai Nghi dinh 54.
United States d  [Netherlands Singapore tai
ﬁ HCM
o
122 |Mallinckrodt Greenville plant, Covidien, |UK GMP ~  |Medicines and Céngty TNHH |- BA sung Gidy phép san xudt hodc bao cdo thanh tra GMP nudrc s& tai (M) theo
Incorporated 100 Louis Latzer Drive, 20424 Insp S  |Healthcare Products DP Viét Phap dung quy dinh tai Nghij dinh 54.
Greenville 62246, USA GMP 3 |Regulatory Agency - Hb so tdng thé day du theo hudng dan cla EU hodc PIC/S hodc WHO.
20424/1348 E {MHRA), United
3-0003 © Ikingdom
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DANH SACH TONG HQP CO’ SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUGC TAI NU'G'C NGOAI PAP 'NG GMP

( Cap nhat dén 03/06/2020 )

‘. . | NGAY
it e g‘zfgm PIA CHI PHAM VI CHUNG NHAN ?fﬂf,"p “EJ;;’ | ;E: CO' QUAN CAP
AT-002 » Baxter AG » Industristrasse 67, A- 1221 Wien, Austria
85 Baxter AG Industristrasse 67, A- 1221 |* Thudc v tring: EU-GMP |INS-420001- Federal Office for Safety
Wien (hodc 1221 Vienna + Thudc san xudt vd tring: Dung dich thé tich lén; thudc dang kha; dung dich thé tich nhé; 0233-001 in Health Ca str
hoedc A-1221 Vienna), + Thudc tiét triung cudi: Dung dich thé tich lén; dung dich thé tich nhé, (3/10)
(cac digm SX: Lange Allee  |* Thudc sinh hoc: Ché phdm tir mau; thuiic mign dich; thudc cong nghé sinh hoc; ché pham
8, Lange Allee 24, Lange  |di&u trj gen; thudc chidt xudt tir ngudi hodc dong vat. - &
Allee 91, Industriestrasse § §
20, Industriestrasse 72, - T
Industriestrasse 131, ; na-.
Benatzkygasse 2-6, & ke
Pasettistrabe 76), Austria
AT-003 » Sandoz GmbH » BiochemiestraPe 10, 6336 Langkampfen, Austri
86 Sandoz GmbH - Biochemiestrafe 10, 6336 |* Thudc v tring: EU-GMP |INS-482451- Federal Office for Safety
Organisati inhe |Langkampfen, Austria + Thudc san xudt vo tring: dung dich thé tich nho; thudc dang rin va cdy ghép. 0059-001 in Health Care, Austria
it/Business Unit * Thude sinh hoc: sin phdm cdng nghé sinh hoc; khang thé don dong.
Biologics Technical & e
Development and = 3
Manufacturing : 2
Drug Product E g
Schaftenau (BTDM = 4
DPS)
AT-004 » P&G Health Austria GmbH & Co. OG » Hosslgasse 20, 9800 Spittal an der Drau, Austria
87 P&G Health Hosslgasse 20, 9800 * Thudc khéng vd tring: vién nang cimg; thudc udng dang long; thudc ding ngoai dang long; EU-GMP [INS-480021- | _ |Federal Office for Safety
Austria GmbH & Spittal an der Drau, Austria|vién bao phim; vién bao duwimg dang bao ché ban rin; vién nén; thudc cém. 0069-001 = & |in Health Care, Austria
Co.0G * Thudc duc ligu, (1/10) o
* Pong goi cdp 1: bao gbm ca vién nang mém; khéng bao gom thudc cém. & -
AU-002 » Phebra Pty Ltd » 19 Orion Road , Lane Cove NSW 2066 Australia
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88 Phebra Pty Ltd 19 Orion Road , Lane Cove |*San xuit (khang bao gbm Thir nghiém): PIC/S-  |MI-2018-L1- TGA Australia |
NSW 2066 Australia + Thudc khong vb tring: thudc udng dang long; GMP  |03655-1 =
+ Thudic tiét tring cudi: thudc tiém (twong 8
&
*Dong goi cap 2: thudc khong vb tring: thudc dang rin phén ligu, thudc bt hit, thudc byt pha | durong EU- o
tiém, vién nang mém. GMP) g
* Xudt xwdng: thudc dang rin, bt tiém, vién nang mém.
AU-004 » AstraZeneca Pty Ltd » 10-14 Khartoum Road, NORTH RYDE, NSW 2113, Australia bl
89 AstraZeneca Pty |10-14 Khartoum Road, * Thudc vb tring: Han djch khi dung ding dé hit PIC/S - |MI-2018-L1- % o |Therapeutic Goods
Ltd NORTH RYDE, NSW 2113, | ® GMP  [10042-1 = = |Administration (TGA),
~ ~
Australia ({twong 8! % Australia
dureng EU- r~ Pl
GMP) g (L
BD-001 » Orion Pharma Ltd » 153- 154, Tejgaon Industrial Area, Dhaka-1208, Bangladesh
a0 Orion Pharma Ltd  |153- 154, Tejgaon Thudc khéng v tring: Vién nén, vién bao phim; vién nang cirng; syro dung dich, hén dich, nhii | WHO-GMP|DA/6- w0 o |Drug Administration 6
- o~
Industrial Area, Dhaka- twrong, thude nhé giot nhi khoa, Bt pha hén dich, thude kem, mé thude bt pha tigm 61/02/6694 g 2 |Bangladesh
1208, Bangladesh 8' "5‘
© @
A a
BE-001 » Schering - Plough Labo NV (N.V) » Industriepark 30, Heist-op-den-Berg, 2220, Belgium
78 Schering - Plough  |Industriepark 30, Heist-op- | * Thuéc khéng vé tring: Thudc udng dang léng; thudc dung ngoai dang long; thudc ban rin EU-GMP |BE/GMP/201| o ~ |Federal Agency for 5
Labo NV (MN.V) den-Berg, 2220, Belgium  |{thudc kem, thudc mi); vién nén, vién nén bao phim. 8/125 § § Medicines and Health
$ g Prod.ucts (FAMHP),
~ @ |Belgium
BE-002 » Janssen Pharmaceutica NV » Turnhoutseweg 30, Beerse, 2340, Belgium
91 Janssen Turnhoutseweg 30, * Thudc khdng vd tring: Thude ldng ding ngoal (dung dich, hiin dich), thude l6ng udng (dung EU-GMP |BE/GMP/201 o = Federal Agency for [
Pharmaceutica NV |Beerse, 2340 (hoic B- dich, siro, hén djch), thudc xjt mii, thudc ban rin (kem, m#), miéng dan qua da. 7/007 § § Medicines and Health
2340}, Belgium * Dang goi so cip, thir cip. g S‘ Products (FAMHP),
* Kiém tra chat lugng. % = Belgium
92 Janssen Turnhoutseweg 30, * Thudc v tring: EU-GMP |BE/GMP/201 o & Federal Agency for [
Pharmaceutica NV |Beerse, 2340 (ho¥c B- + Thudc sin xudt vd tring: dung dich thudc tidm thé tich nhé; hén dich thudc tidm thé tich 7/124 = S |Medicines and Health
- ~ ~
2340, Beerse), Belgium nhé; dung dich thudc nhd mét. 8‘ & |Products (FAMHP),
-
* Durgre chit vb trung: Paliperidone Palmitate. & < |Belgium
~ ~
BE-003 » Alcon-Couvreur NV » Rijksweg 14, Puurs, 2870, Belgium
23 Alcon-Couvreur NV |Rijksweg 14, Puurs, 2870  |* Thudc vb tring: EU-GMP |BE/GMP/201| 4 ~ |Federal Agency for 6
(hodc B-2870), Belgium Thudc sén xudt vo tring: dang bao ché ban rn; thudc nhd mét (dung dich, hdn dich) (bao gdm 8132 § § Medicines and Health
Prostaglandin). ] = |Products (FAMHP),
o & |Belgium
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BG-002 » Sopharma AD » Vrabevo vig, 5660 district of Lovech, Bulgaria
94 Sopharma AD Vrabevo vlg, 5660 district |* Thudc khang vo tring: vién nang cirng; vién nén; dung dich thudc diing ngoai, nwréc sic EU-GMP |BG/GMP/20 o ~  |Bulgarian
PRI " = “y
of Lovech, Bulgaria migéng, thudc udng dang ldng (siro, dung dich, hén dich) thudc kem, gels, mé. 18/116 2 §
* Thudc duge ligu g' a'
~ ~
- -
Do
BY-001 » Minskintercaps U.V » Building 2, 26/3 Inzhenernaya Str., 220075 Minsk, Republic of Belarus [
15 Minskintercaps U.V |Building 2, 26/3 * Thudc khong vo tring: Vién nang cing, vién nang mém WHO-GMP |023/2016/G o |BoYtERe 2
Inzhenernaya Str., 220075 MP §
Minsk, Republic of Belarus g'
@
~
BY-002 » Belmedpreparaty Republican Unitary production Enterprise » Workshop No. 2: 30 Fabritsius St., Minsk, Republic of Belarus
95 Belmedpreparaty |Workshop No. 2: 30 Thudc vo tring: dung dich thudc tiém thé tich nhd; dung djch thudc tiém truyén thé tich nhd. | WHO-GMP|057/2017/G o o |Ministry of Health of the 6
Republican Unitary |Fabritsius St., Minsk, MP § S |Republic of Belarus
&
production Republic of Belarus m ﬁ
Enterprise :‘ -
=
96 Belmedpreparaty |Workshop No.2: 30 Thudc v tring: WHO-GMP [077/2018/G - o [Ministry of Health of the [
Republican Unitary [Fabritsius 5t., Minsk, + Thudc san xudt vd trung: dung dich thudc tiém thé tich nhé, dung dich thudc tiém truygn thé MP § § Republic of Belarus
production Republic of Belarus tich nha. & @
Enterprise ~ S
5] o
CA-001 » Patheon Inc » 2100 Syntex Court, Mississauga, Ontario, Canada, L5N 7K9
80 Patheon Inc 2100 Syntex Court, * San xudt san pham: PIC/5-GMP 71151 @ o |Health Products and 5
&
Mississauga, Ontario, + Vién nang Lenvima (Lenvatinib 4mg) =] 2 |Food Branch
Canada, LSN 7K9 + Vién nang Lenvima (Lenvatinib 10mg) 8' 5' Inspectorate (HPFBI),
"c‘-' PCIL Canada
a7 Patheon Inc 2100 Syntex Court, * Thude khng vd tring (chira cac ch3t phéi kifm soat hode cé hoat tinh cao): Vién nang; thude | PIC/S-GMP [74442 o ~ |Health Products and [
Mississauga, Ontario, bat; dung dich; héin dich; vién nén; vién nén bao phim, § § Food Branch
Canada, LSN 7K9 o & [Inspectorate (HPFBI),
% ;
il o |Canada
CA-002 » Patheon Inc » 111 Consumers Drive, Whitby, Ontario, Canada L1N 5Z5
98 Patheon Inc 111 Consumers Drive, * Thudc khéng vo tring: Vién nang cimg; Vién nén, vién nén bao phim; Hén dich; Dung dich; PIC/5-GMP | 72065 Health Products [
‘Whitby, Ontario (holc Thude bjt. Compliance Directorate,
ON), Canada L1N 525 o] 2 |Canada
{* Cach ghi khac: Whitby 8 &
Operations, 111 2 2
Consumers Drive, Whitby, ] g
ON, Canada L1N 5Z5)
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CA-003 » Omega Laboratories Ltd » 10850 Hamon Montreal, Quebec, Canada H3M 3A2 ==
99 Omega 10850 Hamon Montreal, |Thudc vé tring va thudc khang va triing: Dung dich thudc. Canada- |71801 ¥, o Health Products and 5
Laboratories Ltd  [Quebec, Canada, H3M 3A2 GMP b= = |Food Branch =
~ ~
(twong 8‘ g‘ Inspectorate (+
durong EU- o = |Canada
1 =
GMP)
CH-001 » B.Braun Medical AG » Route de Sorge 9, 1023 Crissier, Switzerland
100 B.Braun Medical  [Route de Sorge 9, 1023 Thudc vo tring tiét tring cudi: dung djch thé tich lén, dung dich thé tich nhé. PIC/S-GMP |19-1395 = A,
AG Crissier, Switzerland (Twrong = =
~ ~
duong EU- - g! (Swissmedic)
GMP) & %}
= -
CH-002 » Novartis Pharma Stein AG » Schaffhauserstrasse, 4332 Stein, Switzerland
101 Novartis Pharma  |Novartis Pharma Stein AG | * Thuéc v tring: PIC/5-GMP | GMP-CH- Swiss Agency for 6
Stein AG Technical Operations + Thudc sdn xudt vo trung: thude dong khd; dung dich thé tich nhé. (Twong |1000723 i1 o |Therapeutic Products
Schweiz, Steint Sterile, + Thudc tiét tring cudi: dung dich thé tich nho. duromg EU- 2, ro;l {Swissmedic)
Schaffhauserstrasse, 4332 |* San phim sinh hoc: 5an phim mién djch; san phdm cong nghé sinh hoc; sin phim san xudt GMP) ﬁ nc:'
Stein, Switzerland tir cong nghé tai ta hop, t& bao lai, khang thé don dong. 2 =
* Dong goi cap 1: bao gbm cd thudc udng dang long.
102 Novartis Pharma  |Novartis Pharma Stein AG |* Thudc khéng v tring: vién nang cimg; vién nén; hé digu trj qua da. PIC/S-GMP |GMP-CH- Swiss Agency for 6
Stein AG Novartis Technical * Dong goi cdp 1: bao gom ca vién nang mém. (Twong  |1000722 =] = |Therapeutic Products
Operations Schweiz, Stein duromng EU- g. 8 {Swissmedic)
solids, GMP) - i
Schaffhauserstrasse, 4332 Z ~
Stein, Switzerland
CN-001 » Shaanxi Buchang Pharmaceutical Co., Ltd » No 16 Buchang road, Xianyang, Shaanxi Province, China
49 Shaanxi Buchang  |Cosd 2: No 16 Buchang  |Coso 2: Chinese- [SN20190346 | = |FDA- China 4
Pharmaceutical road, Xianyang, Shaanxi  |Thudc dwge lidu, thude ¢ truy@n: Vién nang cimg GMP § §
Co., Ltd Province @ @
1A <
- -
CN-002 » Beijing Boran Pharmaceutical Co., Ltd » Liucun Industrial, Changping Science Park, Beijing, China
103 [Beijing Boran Livcun Industrial, * Thude khng v tring: thude edm. China- |BI20150144 wn o |Food & Drug 6
Pharmaceutical Changping Science Park, GMP § § Administration, China
Co., Ltd Beijing, China g b=
=] o
m ~
CZ-001 » Oncomed manufacturing a.s. » Kardsek 2229/1b Budova 02 Reckovice 62100 Brno, Czech
Danh sach téng hop co sé nurde ngoai dap (g GMP Trang 4/ 44 Cap nhit dén 03-06-2020
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3 Oncomed Karasek 2229/1b Budova |* Day chuy&n san xudt thudc vo tring: EU-GMP |sukls96769/ i o [SUKL(state Institute for =
manufacturing a.s. |02 Reckovice 62100 Brno, |+ Thudc san xudt vd trung: Dung djch thé tich lén, thude dong khd, dung dich thé tich nhé chira 2017 = S |Drug Control), Czech
= - ~ ~
Czech chat dic té bao 8‘ g Republic
+ Thudc tiét tring cudi: Dung dich thé tich |émn, dung dich thé tich nhé chira chit déc té bao; = o
~
CZ-002 »VUAB Pharma a.s. » VI ka 53, 25263 R ky, Czech Republi
76 VUAB Pharma a.s. |Vitavska 53, 25263 Thudc vo triung: Thude bot dong khd pha tiém (bao gom ca hormones) EUGMP |sukls62266/ @ ~ |State Institute for Drug  Bep=i5
Roztoky, Czech Republic 2019 § § Control (SUKL), Czech
$ 3' Republic
] ~
~N -
DE-001 » Medac Gesellschatt fur klinische Speczialpraparate mbH » TheaterstraBe 6 22880 Wedel, Germany
4 Medac TheaterstraBe 6 22880 * Xudt xwdng 16 (Thude sin xult vo tring; thudc tidt tring cudi; san pham cong nghé sinh hoe; | EU-GMP |DE_SH_01_G - - Cot quan Tham quy&n 1
Gesellschatt fur ‘Wedel Germany thudc sinh hoc co ngudn gdc tir nguedi hodc dong vat); MP_2016_0 b= 3 |eic
N
klinische * Dong goi cdp 2 049 ~ 2
= =
Speczialpraparate ﬁ' I
o~
mbH
DE-002 » Haupt pharma Amareg GmbH » Donaustaufer Strabe 378, 93055 Regensburg, Germany
25 Haupt pharma Donaustaufer Strabe 378, |* Thude vé tring (bao gdm ¢ khang sinh, thude kim té bao, thudc die 18 bao; thude chira EU-GMP |DE_BY_05_G o [CQTham quygn Birc 2
Amareg GmbH - 93055 Regensburg, hormon hodc hoat chit cé hoat tinh hormon; thudc (rc ché mién djch): vién nang cirng, thudc MO_2017 O §
Birc Germany nurére ding ngodi, thudc ban rén, thuc dit, vién nén. 024 "G:-
o
DE-003 » Baxter Oncology GmbH » KantstraRe 2, 33790 Halle/Westfalen, Germany
29 Baxter Oncology  |KantstraBe 2, 33790 * Thudc vb tring (chira hormon, chit dic t& bao, chat irc ch mién dich): EU-GMP |DE_NW_02_ €O Thdm quyén Bire 3
GmbH Halle/Westfalen, German + Thudc san xudt vo tring: thudc déng khd; dung dich thé tich nhé; thudc dang ran va cay GMP_2017_ o
ghép. 1001 3
o " I’y - " - ~
+ Thude tiét tring cudi: dung dich thé tich nhé. 8’
* Thudc sinh hoc: san phdm céng nghé sinh hoc; san phim cd ngudn gdc tir ngudi hodic dong &
a
vat (chira protein/DNA tai td hop, hormon duwge tach tir nurde tidu nguni).
DE-004 » Haupt Pharma Wiilfing GmbH » Bethelner Landstrasse 18 Gronau/Leine, Niedersachsen, 31028, Germany
40 Haupt Pharma Bethelner Landstrasse 18 | *Thude v tring: EU-GMP |DE_NI_02_ G| o ~ |Co quan thim quygn 4
—
Wulfing GmbH Gronau/Leine, + Thudc 5X vo trung: dung dich thé tich lén; dung dich thé tich nhé; MP_2018_0 =] § Birc
Niedersachsen, 31028 + Thudc tiét tring cudi: Dung djch thé tich lém; dung dich thé tich nhé; @ 022 g' i‘c'*
Germany : g
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104  |Haupt Pharma Bethelner LandstraBle 18, |* Thudc v tring: EU-GMP |DE_NI_02_G Coquan thim q F=i
Wuelfing GmbH 31028 Gronau/Leine, + Thudc san xuit vd tring: Dung djch thé tich Ién; Dung djch thé tich nhé; Thudc dong khé; MP_2018_0 Birc
(Tén ci: Wuelfing |Germany Thudc dang ran va ciy ghép. 022 )1
Pharma GmbH) + Thudc tiét tring cudi: Dung djch thé tich Ién; Dung dich thé tich nhé; Thudc dang rin va
ciy ghep. 2 a5
* Thudc khéng v tring: Vién nang cimng; Thudc udng dang l6ng; Thudc ding ngoai dang long; 8 8
Thudc bdt, thudc edm; Viégn nén bao; Thude ban rin; Thude dan; Vign nén, 8 I
* Thudc sinh hoc: San pham cong nghé sinh hoc. = b
* Thudc tir durgre ligu.
* Dong goi sof cip: Khdng bao gbm thudc ban ran.
* Kiém tra chat legng: Khang bao gdm thudc sinh hoc.
DE-005 » INFAI GmbH » Zweigniederlassung Hagen, An der Kohlenbahn 39, 58135 Hagen, Germany
54 INFAI GmbH An der Kohlenbahn 39, - Dong goi cdp 1, cdp 2 va xudt xwdng | EU-GMP [DE_NW _01_| . o |Co quan thdm quyén 4
58135 Hagen, Germany * Thudc udng dang léng: Gastromotal GMP_2017_ § § Birc
* Thudc bit: Helicobacter testkit, Pancreo-Lip 0011 g' 6"
g | =
DE-006 » Catalent Germany Sct dorf GmbH » Steinbeisstr. 1 und 2, 73614 Schorndorf, Germany
79 Catalent Germany |Steinbeisstr. 1 und 2, * Thudc khéng v tring: Vién nén, vién bao phim, vién nang cirng, cac dan thudc rin khac EU-GMP |DE_NW_01_| = |Co quan thim quyén 5
schorndorf GmbH |73614 Schorndorf, {thudc cam) amp2017_| 8 | & [
Germany 1056 2 5
5 8
DE-007 » Siegfried Hameln GmbH » Langes Feld 13, 31789 Hameln, Germany
83 Siegfried Hameln  |Langes Feld 13, 31789 * San xudt thudc: EU-GMP |DE_NI_02_G Cor quan thim quyén 5
GmbH Hameln, Germany + Thudc san xudt vd tring: dung djch thé tich lén; dung djch thé tich nhé; hén dich. MP_2019_0 ) o [P
+ Thufic tiét trisng cudi: dung dich thé tich Ién; dung dich thé tich nhé. 016 & &
+ Thude sinh hoc: Vaccin chira vi rit hodic vi khuin bat hoat (Chi co tir cong doan filling). g ﬁ
a &
DE-008 » GP Grenzach Produktions GmbH » Emil-Barell-Strasse 7, 79639 Grenzach-Wyhlen, Germany
105 GP Grenzach Emil-Barell-Strasse 7, * Thudc v tring: EU-GMP |DE_BW 01_ Cor quan tham quyén [
Produktions GmbH | 79639 Grenzach-Wyhlen, + Thudc san xudt vé tring: Dung dich thé tich nhd; Thudc dong kha; Thudc ban rin; Thudc GMP_2017_ Birc
Germany dang rén va cdy ghép. 1077
+ Thudc tiét tring cudi: Dung dich thé tich nhé; Thudc ban rin; Thudc dang rin va cdy ghép. s &
* Thudc khéng vd trung: Thudc udng dang |6ng; Thudc ding ngoai dang I6ng; Thudc ban rin. a2 a
* Thudc sinh hoc: 5an pham cong nghé sinh hoc; San pham tach chiét tir nguei hodc dong vit. g g
* Pang goi s cap: Khong bao gém thudc dang léng khong vo trung; Bao gom cd vién nang & =S
mém., 5 5
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DE-009 » Bayer AG » Miillerstrape 178, 13353 Berlin, Germany
106 Bayer AG Miillerstrafie (hoac: 1. San xudt toan b cong doan: EU-GMP |DE_BE_D1_G Co quan thim
Miillerstrasse) 178, 13353 |* Thudc vo trung MP_2018 0 Birc
Berlin, Germany - Thudc san xuit vd tring chira hormon: Thudc dng khé; dung dich thé tich nhé (ampoules, 032 8 o
vials and cartridges)id = =
- Thudc tiét tring cudi: Dung dich thé tich Iém (infusion bottles and cartridges), dung dich thé ol
tich nha (vials and pre-filled syringes) : 3
* Thude cdng nghé sinh hoc (protein tai td hop/DNA Aflibercept (Eylea) s b
2. Béng goi cdp 1: vién nén chira hormon,
3, Xudt xurdmg: thude khong vb tring
DE-010 » Hol k Verp gstechnik GmbH » BahnhofstraBe 18, 74429 Sulzbach - Laufen , y
107 [Holopack Bahnhofstrape 18, 74429 | * Thudc v tring: EU-GMP |DE_BW_01_ Cor quan tham quygn 6
Verpackungstechni |Sulzbach - Laufen , + Thudc san xudt vd tring (yéu ciu dic bidt: nguyén lidu cé tinh nhay cdm cao khac, GMP_2019_ Birc
k GmbH Germany Prastaglandins/Cytokines, thudc irc ch& mi&n dich, Sulphonamides): Dung dich thé tich lén, 0106
dung djch thé tich nhé, dang bao ché ban rin. - i
* Thude khng vd tring (yéu cu dic bidt: nguyén ligu ¢ tinh nhay cim cao khac, § §
Prostaglandins/Cytokines, thudc trc ch@ mién djch, Sulphonamides): Thuéc ding ngoai dang 8 :-:',
l6ng, thudc udng dang 16ng, dang bao chi ban rdin. o pu 1
* Thudc sinh hoc: Thudc cong nghé sinh hoc (protein, bao ché DNA, tai td hgp enzyme). T i
* Thude durgre lidu, thude vi lugng dang cin,
DE-012 » Vetter Pharma-Fertigung GmbH & Co. KG » Schiitzenstr. 87 und 99-101, 88212 Ravensburg, Germany
108 Vetter Pharma- Vetter Pharma-Fertigung  |* Thudc vb tring: EU-GMP |DE_BW_01_ Co quan thim quyén 6
Fertigung GmbH & |Schiitzenstr. 87 und 99- + Thude san xudt vd tring: thude ddng khd; dung dich thé tich nhé. GMP_2018_ | = o Pl
Co. KG 101, 88212 Ravensburg, + Thudc tiét tring cudi: dung dich thé tich nhd. 0067 8 :Qv.
Germany * Thudc sinh hoc: ché pham tir huydt trong; thude mién djch; thude cdng nghé sinh hoc (chira 5 8.
hormon va chit cé hoat tinh hormon); thudc c6 ngubn géc tir ngurdi hodc dong vit. by far
DE-013 »R dica GmbH Arzneimittelwerk » B Be 4, 22946 Trittau, Germany
109  [Rotexmedica Bunsenstrale {hodc * Thudc vb tring: EU-GMP |DE_SH_01 G| S Co quan tham quyén 6
GmbH Bunsenstrasse) 4, 22946 + Thudc san xudt vo triung: Dung dich thé tich Ién; dung dich thé tich nhé (chira héc mén va MP_2018_0 = a5 |Pic
Arzneimittelwerk | Trittau, Germany cac chit co hoat tinh héc mén); 023 g E
+ Thudc tiét trang cudi: Dung djch thé tich nhd; dung dich thé tich lon; E g
¥ Thudc sinh hoc: San pham cé ngudn gdc tir ngudri hodc dong vat. 2
DE-014 » Solupharm Phar ische E gnisse GmbH » Industriestr.3, 34212 Melsungen, Gi ¥
110 Solupharm Industriestr.3 (hojic * Thudc vb tring: EU-GMP |DE_HE_01_G & —  |Coquan tham quyén 6
Pharmazeutische |Industriestrasse 3) 34212 + Thudc san xudt vo tring: dung djch thé tich nhd. MP_2018 0 = 8 |bec
Erzeug GmbH [Mel Germany + Thudc tiét tring cudi: Dung dich thé tich lon (khéng bao gom vi lwgng dong can), dung dich 090 : E
thé tich nhd. 2 e\o:|
* Thudc vi lwgng dbng cin D 5
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DE-016 » Rottendorf Pharma GmbH » Ostenfelder StraBe 51-61, 59320 Ennigerloh, Germany
111 [Rottendorf Ostenfelder StraBe 51-61, |* Thudc khéng v tring: vién nang cirmg; vién nang mem; vién nén (bao gbm vién nén chira EU-GMP |DE_NW_05_| & o |Coquan thim 6
= “y
Pharma GmbH 59320 Ennigerloh, Tamoxifen, Flutamide va Clomifen va cac chat turong ty); vién bao; vién nén sii bot; thude bat; GMP_2019_ =] § Birc
Germany pellet; thudc cém. 0027 "D‘-' “q:!'
* Thude duge ligu; thudc vi legng dong cin. g bt
Do
DE-017 » BAG Health Care GmbH » Amtsgerichtsstrape 1-5, D-35423 Lich, Germany [
112 BAG Health Care  |BAG Health Care GmbH * Thudc v tring: EU-GMP |DE_HE_01_G| o ~ Co quan thim quyén £
= o
GmbH AmtsgerichtsstraPe 1-5, D- |+ Thudc sén xudt vd tring: Thudc dang khé; Dung dich thé tich nhé. MP_2019 0 | € o Birc
35423 Lich, Germany 106 H 5 Py
=l
" -
DE-018 » Bayer Weimar GmbH und Co.KG » DobereinerstraBe 20, 99427 Weimar, Germany
113 Bayer Weimar Bayer Weimar GmbH und |* Thudc khéng v tring: vién nén va vién nén bao phim (chira hormon va chit co hoat tinh EU-GMP |DE_TH_O1H_| Co quan tham quyén 6
GmbH und Co.KG |Co.KG hormon). GMP_2017_ Dirc
Dobereinerstrafie 20, 1020 &~ 2
(hodc Dobereinerstrasse R :Qvl
20) 99427 Weimar, g1 3
Germany 2 b
DE-019 » Salutas Pharma GmbH » Otto-von-Guericke-Allee 1, 39179 Barleben, Germany
114 Salutas Pharma Otto-von-Guericke-Allee | * Thudc khéng v tring: Vién nang cirng (bao gbm cé cac san pham chira chit kim té bao); EU-GMP |DE_ST_01_G Co quan tham quyén 6
GmbH 1, 39179 Barleben, thudc udng dang Iong (bao gbm ca cac san phdm chira chit irc ch@ midn djch); vien nén va vién MP_2019 0 o o |orc
Germany nén bao phim (bao gbm ca cac san pham chira chit kim té& bao, chit irc ché mién dich va chat 035 2. 2.
cd hoat tinh nhay cadm cao khac). B s
* Dong goi va xudt xurdng thude khang vé tring =] S
DE-020 » Vetter Pharma-Fertigung GmbH & Co.KG » Eisenbahnstrasse 2-4, 88085 Langenargen, Germany
115 Vetter Pharma- Eisenbahnstr. 2-4, 88085 | * Thudc vd tring (bao gdm ca thudc chira hoat chit ¢é hoat tinh hormon): EU-GMP |DE_BW_01_ Co quan tham quyén 6
Fertigung GmbH  |Langenargen, Germany. |+ Thudc san xudt vd tring: thudc dong khé ; dung dich thé tich nhd GMP_2019_| ~ [P
& Co.KG (Cach ghi khac: + Thudc tiét triing cudi: dung dich thé tich nhé. 0127 b=y =
- M = s " - o - o " x - a ~
Eisenbahnstrasse 2-4, * Thudc sinh hoc: Ché phdm méu: ché phim plasma; sén pham mién dich; sén phdm cong nghé ~ g
-
B8085 Langenargen, sinh hoc (bao gbm ca thude chira duge chit ¢d hoat tinh hormon); san phdm chidt xudt tir g ey
pu
Germany) nguiri, dong vat.
DE-021 » AbbVie Deutschland GmbH & Co., KG » Knollstrasse, 67061 Ludwigshafen, Germany
116 AbbVie Knollstrasse, 67061 * Thudc khng vd tring: Vign nang cirng; vién nén, vién nén bao phim. EU-GMP |DE_RP_01_G| o |Co quan thim quy&n 6
=
Deutschland Ludwigshafen, Germany | * Xudt xuwéng thudc cong nghé sinh hoc. MP_2017_1 =1 § Dirc
GmbH & Co., KG 026 ~ =
r o
5] Bt
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DE-022 » Roche Diag ics GmbH » Sandhofer Strae 116, 68305 Mannheim, Germany L
117 |Roche Diagnostics [Sandhofer Strafe 116, * Thudc vb tring: EU-GMP |DE_BW_01_ Coquan thim 5
GmbH 68305 Mannheim, + Thudc san xudt v tring: Thude dong kho; dung dich thé tich nhé. GMP_2018_ © o |erc
Germany + Thudc tiét tring cudi: Dung dich thé tich nha. 0073 2. g.
* Thudc sinh hoc: 5an pham cang nghé sinh hoc (khang thé don dong san xuit bing cong nghé 8 8
gen, Epoetin beta, Peginterferon alfa-2a, methoxypolyethyleneglycol-epoetin beta va CEA CD3 = 8
TCB). v
DE-023 » IDT Biologika GmbH » Am Pharmapark 06861 Dessau-Roblau, Germany E J;
118  [IDT Biologika Am Pharmapark 06861 * Thudc vd tring: EU-GMP |DE_ST_01_G Cor quai thaim guyen o
GmbH Dessau-Roblau, Germany [+ Thudc san xudt vb tring: Dang long thé tich Iém, thudc dong khd, Dang long thé tich nho MP_2018_0 Birc
* Thude tigt tring cudi: Dang Idng thé tich lén, Dang long thé tich nhé 031 o -
* Thudc sinh hoc: sdn pham céng nghé sinh hoc, vic xin, impfstoffe 2. 2,
* API: virus seed material 2. 8
* Béng goi thir cdp. =) 8
* Kiém tra chdt luegng.
DE-026 » B.Braun Melsungen AG » Strape 1 (hodc Carl - Braun - StraPe 1), 34212 Melsungen, Germany
119 B.Braun Strafie 134212 * Thudc vb tring co tiét tring cudi: Dung dich thé tich nhd; Dung dich thé tich lén; EU-GMP |DE-HE-01- o ~ |Coquan thdm quyén 6
Mel AG Mel , Germany GMP-2019- | 3 =
~ ~
(Cach ghi khac: Carl - o172 & w
-
Braun - Strafe 1, 34212 1ol
Melsungen, Germany)
DE-027 » Bendalis GmbH » Keltenring 17, 82041 Oberhaching, Germany
120 [Bendalis GmbH Keltenring 17, 82041 Xudt xudng thude vd tring EU-GMP |DE_BY 04_G| o —~ |Co quan thdm quy&n 6
Oberhaching, Germany MP_2019_0 2 § Birc
oa1 3| &
b p
— -
DE-029 » Octapharma Dessau GmbH » Otto-Reuter-Strape 3, 06847, Dessau-Roplau, Germany
121 Octapharma Otto-Reuter-Strafie 3, DPong goi cip 2 EU-GMP [DE_ST_ 01 G| oo ~ |Co quan thim quyén 6
- o~
Dessau GmbH- cor |06847, Dessau-Roflau, MP_2018 0 | g |Bic
s dong goi thir Germany 045 = E
cio 5|2
DE-032 » Corden Pharma GmbH » Corden Pharma, Otto-Hahn-5tr. 68723 Plankstadt, Germany
122 |Corden Pharma Corden Pharma, * Thudc khong vb tring: vién nang cimg; thudc cdm, thudc bt (chira hoat chat ¢ hoat tinh EU-GMP |DE_BW_01_ ~  |Co quan thim quyén 6
GmbH Otto-Hahn-Str. 68723 cao); vién nén, vién bao (chira hoat chit cé hoat tinh cao). GMP_2019_| & g [puc
Plankstadt, Germany 0082 $ &
el
~
DE-033 » Merck KGaA » Frankfurter Strabe 250, 64293 Darmstadt, Germany
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123 |Merck KGaA Frankfurter Strabe 250, & |* Thudc vo tring: EU-GMP |DE_HE_01_G Coquan thim q Bty
18,A31,A32,D02,D3,D + Thudc san xudt v trung: thudc bt dong khd; dung dich thé tich nhé (bao gdm ca san MP_2018_0 Birc
11,012, 015, D39, N 79, |phidm chira hormon hojc chit cé hoat tinh hormon); thudc nhé mét. 004 0 = .
N80, N 90, PH 5, PH 16, + Thudc tiét tring cudi: Dung djch thé tich nha. = =
- . "y . - o s ™ " L] ~
PH23,PH 28, PH31,PH  |* Thudc khéng vb tring: Vién nang cirng; thudc udng dang 16ng; vién nén; vién nén bao phim s g?
33, PH 50, PH 51, PH 52, |(bao gbm ca hormon va chét c6 hoat tinh hormon); < o
= 2
PH 80, 64293 Darmstadt, |* Thudc sinh hoc: Thudc mign dich (dung dich thé tich nhd); thudc céng nghé sinh hoc (dung
Germany dich thé tich nhé).
DE-034 » Pfizer Manuf; ing D hland GmbH » Betriet Freiburg, M Idallee 1, 79090 Freiburg, Germany
124 |Pfizer Betriebsstatte Freiburg,  |Thudc khing v tring: vién nang cirng, dung dich ding trong, vién nén, cac dang thudc rin EU-GMP [DE_BW 01_| o |Cerquan thim quyén 6
Manufacturing Mooswaldallee 1, 79090 |khac GMP_ 2017 | 2 S |oic
~ ~
Deutschland GmbH |Freiburg, Germany 1070 S 8’
3 &
DE-036 » Pencef Pharma GMBH » Breitenbachstrabe 13-14, 13509 Berlin, Germany
125 Pencef Pharma Breitenbachstrabe 13-14, |* Thudc khéng vb tring chira khang sinh Penicillin: Vién nang cirg, Vién nén, vién nén bao EU-GMP |DE_BE_01_G| o |Co quan thim quyén 6
GMBH 13509 Berlin, Germany phim, vién nén phan tan, vién nén hba tan, thudc bt pha hdn dich uding, thude bit pha dung MP_2017_1 § § Birc
dich uéng, thuic c8m pha dung dich udng, thudc cém pha hdn dich, thudic bit, thudc cdm 014 g g
& 3
DE-037 » Boehringer Ingelheim Pharma GmbH & Co. KG » Birkendorfer Strape 65 88397 Biberach an der Riss, Germany
126 Boehringer Boehringer Ingelheim * Thudc vb tring EU-GMP |DE_BW_01_ Co quan tham quyén 6
Ingelheim Pharma |Pharma GmbH & Co. KG + Thude san xudt vd tring: Dung dich thé tich lén; dung dich thé tich nhé; thude dong kha; GMP_2017_ Birc
GmbH & Co. KG Birkendorfer Str. 65 88397 |+ Thudc tiét tring cudi: Dung djch thé tich nhd; 1039 e -
Biberach a.d.R. Germany |* Thudc khéng vo tring: Vién nén; vién nang cirng; thude bt; thudc cdm; pellet; = =
o M " " Vo - M o ~
Cach ghi khac: * Thudc sinh hoc khac: DNA/Protein tai td hop; Khang thé don dong; cytokines, 8 'é'
Birkendorfer Strafie 65 o -
h=
88397 Biberach an der -
Riss Germany
DE-040 » Abbott Laboratories GmbH » Justus-von-Liebig-Strape 33, 31535 Neustadt, Germany
127  [Abbott Justus-von-Liebig-Strasse  |* San xudt thudc: EU-GMP [DE_NIO2 G| —  |Co quan thim quygn 6
Laboratories GmbH |33, Neustadt, + Thudc khong v tring: vién nang cimng; MP_2019_0 = 8 |bdc
- " - P - - . 2 a ™~ ~
FNIEDERSACHSEN, 31535, | + Thudc sinh hoc: thudc co ngudn gbe tir ngurdn va ding vat, 013 3 8‘
Germany * Xudt xwdng |6: bao gdm c vién nang mém. 8‘ &
a
* Pong goi cdp 1, cdp 2: chi dai vdi vién nang cirng.
DK-001 » Xellia Phar icals ApS » Dalslandsgade 11, Kobent S, 2300 (ho#c 2300 Copenhagen S), Denmark
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128 |Xellia Dalslandsgade 11, San xudt duge chit: EU-GMP |DK API-H Danish Medicines =k
Pharmaceuticals  [Kobenhavn 5, 2300 {hodic |* Dwec chit khong vo tring: Amphotericin B, Colistimethate Sodium, Colistin Sulphate, 00095918 ] 2 |Agency
ApS 2300 Copenhagen 5), Polymycin B Sulphate, Tobramycin Sulphate, Vancomycin Hydrochloride., g 2. 3
Denmark * Dugic chit vo tring: Bacitracin va Bacitracin Zink, Colistimethate Sodium, Polymycin B S 8
Sulphate, Tobramycin Sulphate, Vancomycin Hydrochloride. N =
—
ES-001 » Faes Farma, S.A » C/Méximo Aguirre,14, Lejona- Leioa, Vizcaya, 48940, Spain oy
30 Faes Farma, S.A C/Maximo Aguirre, 14, * Thudc khang vd tring: Vién nang cimg; thudc udng dang l6ng; vién nén; vién nén bao phim. EU-GMP |ES/OBAHVIfL| o o |Agency f I
Lejona- Leioa, Vizcaya, 8 § § and Health Produc 1
48940, Spain. i @ |(AEMPS), Spain
- 0
m -
ES-002 » Seid, S.A. » Ctra. de Sabadell a Granollers, Km 15, Llica de Vall, Barcelona, 08185, Spain
S1 Seid, 5.4, Ctra. de Sabadell a Vién nang cimg; thudc uing dang l6ng; thudc dung ngoai dang 16ng; thudc dang ban rin (ma, EU-GMP |NCF/1925/0 o o |Ministry of Health of 4
Granollers, Km 15, Llica de |gel thudc); vién nén. 01/CAT § § Government of
Vall, Barcelona, 08185, g' :': Catalonia - Spain
Spain gl no:‘
ES-003 » CYNDEA PHARMA S.L » Poligono Industrial Emiliano Revilla Sanz, Avda. de Agreda, 31, Olvega 42110 (Soria), Spain
53 CYNDEA PHARMA |Poligono Industrial * Thudc khang v tring: EU-GMP |6358/16 e & |Coquan thim quyén 4
S Emiliano Revilla Sanz, - Vign nang mem (bao gdm ci héc mén va chit c¢é hoat tinh héc man) = = |TayBanNha
- * " a 5 = . * . a N ~
Avda. de Agreda, 31, - Vién nén, vién nén bao phim (bao gom ca hoc mon va chit co hoat tinh hoc mon) 3 3‘
Olvega 42110 (Soria), m 8
=
Espana (Tay Ban Nha)
ES-004 » Toll Manufacturing services, S.L » C/Aragoneses, 2, Madrid, 28108 Madrid, Spain
57 Toll Manufacturing |C/Aragoneses, 2, Madrid, |* Thudc khong vo tring: Vién nang cing, vién nén (bao gom cd thudc gay nghién, hwdng than) | EU-GMP [ES/OS1HVI/1| .~ o |Agency for Medicines 5
services, S.L 28108 Madrid Spain 7 § § and Health Products
g: g (AEMPS), Spain
P~ ~
- S
ES-005 » Edef: S.L » Polig Industrial Enchilagar del Rullo, 117.C.P.46191 Villamarchante, Valencia, Spain
58 Edefarm,5.L Poligono Industrial Béng goi thir cdp EU-GMP |4166-Ef01- = — |coquan quéan ly Duge 5
Enchilagar del Rullo, 18/C.VAL = & |Tay Ban Nha
117.C.P.46191 g o
Villamarchante, Valencia, ~ 3
- =]
Spain
ES-006 » Laboratorios Salvat, SA » Gall, 30-36 08950 Esplugues De Llobregat, Spain
66 Laboratorios Gall, 30-36 08950 * Thudc vd tring: EU-GMP |NCFf1732/0 | o @ |Ministry of Health of 5
= =
Salvat, SA Esplugues De Llobregat, + Thudc san xult vo tring: Dung dich thé tich nhd. 02/CAT S 2 |Government of Catalonia
Spain * Thudc khéng vo tring: Vién nang cimg; vién nén; vién nén bao phim; thudc ding ngoai dang 2' "o“'
I6ng; thudc udng dang l6ng; thudc ban rin; vién dan. "__|‘- I‘Q'-'
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129 Laboratorios Gall, 30-36 08950 * Thudc vb tring: EU-GMP |NCF/1934/0 o ~ |Co quan tham qu et
Salvat, SA Esplugues De Llobregat, + Thudc san xudt vo tring: Dung djch thé tich nhé. 01/CAT § § Tay Ban MNha
Spain * Thudc khng vd tring: Vign nang cirng; vién nén; vién nén bao phim; thuéc ding ngoai dang l‘o-' & i1
I6ng; thudc udng dang lng; thudc ban rin. = ; [
ES-007 » Boehringer Ingelheim Esp SA » c/Prat de la Riba, 50 08174 Sant Cugat De; Valles (Barcelona), Spain ,
67 Boehringer ¢/Prat de la Riba, 50 * Thudc v tring: EU-GMP |NCF/1913/0 of Health of
Ingelheim Espana, |08174 Sant Cugat Del; + Thudc tiét tring cudi: Dung dich thé tich nhé. 01/CAT Government of
SA Valles (Barcelona), Spain. |* Thudc khong v trung: Vién nang cirng; thudc udng dang long. @ & |Catalonia, Spain
Cach ghi khac: Prat de la 2. 2.
Riba, 50 08174 Sant Cugat ] 8
del; Valles (Barcelona), & =
Spain.
ES-008 » Lacer S.A » Boters, 5 Parc Tecnologic del Vallés 08290 Cerdanyola Del Vallés (B: lona), Spain
73 Lacer 5.A Boters, 5 Parc Tecnologic  |* Thudc khéng vb tring (bao gbm ca thudc gay nghién va huéng thin): Vién nang cirng, thudc EUGMP |NCF/1947/0 | o |Ministry of Heath of 5
del Vallés 08290 nurére udng, Vién nén, Vign nén bao phim, thudc ban rin, {thudc kem, thudic mi), cac dang 01/CAT b= S |Government of
Cerdanyola Del Valles thudc rin khic g g Catalonia, Spain
(Barcelona), Spain ﬁ 3‘;
ES-009 » SAG Manufacturing, S.L.U » Crta. N-1, Km 36, San Agustin de Guadalix, 28750 Madrid Espana, Spain
74 SAG Crta. N-1, Km 36, San Thudc khéng v tring: Vién nang cirng, thudc nuéec udng, thude nuwée diung ngoai, vién nén, EUGMP |[ES/11BHVI/1]| o ~ |Agency for Medicines 5
Manufacturing, Agustin de Guadalix, vién nén bao phim, thudc ban rin, thudc rin khac. 9 § § and Health Products
S.LU 28750 Madrid Espana, 2 5 [(AEMPS), Spain
Spain =] 25
ES-010 » B.Braun Medical, SA » Ctra. de Terrassa, 121 08191 RUBI (Barcelona), Spain
130 B.Braun Medical, |Ctra. de Terrassa, 121 * Thudc vo tring co tigt trung cudi: Dung dich thé tich nho, Dung dich thé tich lom. EU-GMP |NCF/1946/0 @ & |Ministry of Health of 6
SA 08191 RUBI (Barcelona), 01/CAT g8 | & |covernmentof
Spain 8 "5‘ Catalonia, Spain
4| =
ES-011 » Laboratorios Lesvi, 5.L. » Avda. Barcelona, 69, 08970 Sant Joan Despi (Barcelona), Spain
131 Laboratorios Lesvi, |Avda. Barcelona, 69, Thudc v tring (bao gdm ¢ thudc gay nghién, hudng than): EU-GMP |NCF/2007/0 = ~  |Corquan tham quyén [
S.L. 08970 Sant Joan Despi + Thudc san xudt vo tring: dung dich thé tich nhd; 01/CAT § § Tay Ban Nha
(Barcelona), Spain + Thudc tiét trung cudi: dung dich thé tich nhé; o o
Thudc khiing vb tring (bao gbm ca thudc gay nghién, hudmg thin): vién nang cing, vién nén, g g
dung djch udng, vién nén bao phim.
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132 LABORATORIOS Avinguda de Barcelona, * Thudc v tring : EU-GMP |NCF/1950/0 Ministry of Health of =
LESVI, 5L 69, 08970 Sant Joan Despi + Thudc san xut vd tring: Dung djch thé tich nhd. 01/CAT Government of
(Barcelona), Spain + Thudc tiét tring cudi: Dung dich thé tich nhd, dung dich thé tich lon. = o |Catalonia, )1
(* Cach ghi khac: * Thudc khéng vd tring : Vién nang cirng; vién nén; vién nén bao phim; thuéc uéng dang léng. b= =
Avda, Barcelona 69-08970 3| 2
Sant Joan Despi, < -
Barcelona, Spain) o %
ES-018 » Altan Pharmaceuticals, 5.A. » Avda, de la Constitucion, 198-199, Poligono Industrial Monte Boyal, Casarrubios del Monte, 45950 Teledo Spain
133 |Altan Avda, de la Constitucion, [* Thudc v tring: EU-GMP |ES/145HV/1 Co quan thdm quyén 6
Pharmaceuticals, |198-199, Poligono + Thudc san xudt vo tring: thude déng khd; dung dich thé tich nhé. 9 o = |Tay Ban Nha
SA. Industrial Monte Boyal, + Thudc tiét triing cudi: dung dich thé tich nhé. 8| &
Casarrubios del Monte, = g
45850 Teledo Spain =1 =4
ES-019 » Laboratorios Normon, S.A » Ronda de Valdecarrizo, 6, Tres Cantos 28760 (Madrid) Espana
134 Laboratorios Ronda de Valdecarrizo, 6, |* Thude vé triing (bao gdm ¢ thudc gay nghign, chat hurdng thin): EU-GMP |ES/041HVIf1 Agency for Medicines [
Mormon, 5.A Tres Cantos 28760 + Thudc san xudt v trung: Thudec dong khd; Dung dich thé tich nhé; Thudc cdy ghép va thudc 9 and Health Products
(Madrid) Espana dang réin (chira khang sinh nhém B-Lactam); s s {AEMPS), Spain
+ Thude tiét tring cudi: Dung djch thé tich én; Dung dich thé tich nhé; a 3
* Thudc khong v triing (bao gdm ca thudc gay nghién, chdt hudng than): Vién nang cing = &
(chira khang sinh nhém B-Lactam); Thudc ding ngoai dang l1ong; Thude udng dang 16ng; Vién 2 2
nén va vién nén bao phim (chira khang sinh nhém p-Lactam, thude déc t& bao/ thude kim té e @
bao, hormen va chit co hoat tinh hormon, thuiic mién djch); Vién nén va vién bao khang virut.
ES-021 » LABORATORIO REIG JOFRE, SA » Gran Capita, 10, 08970 Sant Joan Despi (Barcelona), Spain
135 LABORATORIO C/ Jarama 111 Poligono * Thudc vb tring: EU-GMP |ES/O70HVI/1 Ministry of Health of 6
REIG JOFRE, SA Industrial, Toledo, Toledo, |+ Thudc san xudt v tring: thudc dang rén va cdy ghép (chira khang sinh nhém Penicilling 9 o & |Government of
45007, Spain * Thudc khang v tring [chira khang sinh nham Penicillin) : vién nang cimg; thuéc uéng dang 2. % Catalonia - Spain
léng; vién nén; dang bao ché rin khac (vién bao phim, thudc bat, thudc cém) $ a
g2 3
FI-001 » Orion Corporation / Orion Oyj / Orion pharma » Orionintie 1, 02200 Espoo, Finland
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136  |Orion Corporation |Orionintie 1, 02200 Espoo, | * Thudc v tring: EU-GMP |2258/06.08. Finnish N et
/ Orion Oyj / Orion |Finland + Thudc san xut vo tring: Thudc bit dong khd pha tiém, tiém truyén; dung dich dim dic thé 00.04/2018 Agency (FIN r
pharma tich nhd dé pha tiém, tiém truyén; dung dich diing trong biang quang; dung dich ding trong W o 1
niém mac miéng. § §
+ Thudc tiét tring cudi: Dung dich d3m dic thé tich nhd d& pha tigm, tigm truyén, 8’ ?3!‘
* Thudc khéng vb tring: Thudc udng nhé giot dang 16ng; vién nén (bao gom ca thude chira ~ -
sulphonamide); thude bt hit. o b
* Pang goi s cap: Bao gbm cd vién nang clrng, vién nang mém.
FR-001 » Lilly France » Zone Industrielle, 2 rue du colonel Lilly, Fegersheim, 67640, France
22 Lilly France Zone Industrielle, 2 rue du [Xudt xudng: EU-GMP |2018/HPF/F - |€QaL Dugce Phap 2
colonel Lilly, Fegersheim, |* Thudc san xudt v tring (thudc hormon): thude dong khd, dung dich thé tich nhd. Rf097 = |(ANSM)
~
67640, France * Thude sinh hoc: San pham céng nghé sinh hoe :-054
P
~
FR-002 » Pharmaster » Zone industrielle de Kraft, Ernstein, 67150, France
31 Pharmaster Zone industrielle de Kraft, |* Thudc SX vb tring: dung dich thé tich 1én; Thudc ban rn; dung dich thé tich nhé; EU-GMP |HPF/FR/141/| o |French National Agency 3
Ernstein, 67150 France * Thudc khéng vo trung: dung dich dung ngoai, dung dich thude udng; 2017 = 2 |for Medicine and Health
~ ~
"y e |Products Safety (ANSM)
< <
& ot
— ”
FR-003 » Laboratoires Bouchara Recordati » 70, Avenue du General de Gaulle, Puteaux, 92800, France
32 Laboratoires 70, Avenue du General de |Cor sé xudt xuwdng: xudt xuwdng 16 thude khdng vo tring. EU-GMP |2018/HPF/F French National Agency 3
0 o
Bouchara Gaulle, Puteaux, 92800 R/155 § § for Medicine and Health
Recordati France g f_"' Products Safety (ANSM)
- -
~ ~
FR-004 » Laboratories Merck Sharp & Dohme-Chibret » Route de Marsat, Riom, CLERMONT FERRAND CEDEX 9, 63963, France
42 Laboratories Route de Marsat, Riom, Béng goi cap 2 va xudt xuwdng thuc san xudt: EU-GMP |2018/HPF/F French National Agency 4
Merck Sharp & CLERMONT FERRAND * Thudc v tring: Rf021 for Medicine and Health
Dohme-Chibret CEDEX 9, 63963, France |+ Thudc san xudt vd tring: Thudc déng khd; Dung dich thé tich nha. & o |Products safety (ANSM)
* Thudc sinh hoc: Thudc mién dich; thudc cong nghé sinh hoc. = =
= - s ~ ~N
Xudt xwdmg thudc nhap khiu: ol 8
, : o
* Thudc v tring: - -
- z o . (el ~
+ Thudc san xudt vd tring.
+ Thudc tigt tring cudi.
* Thudc sinh hge: Thude mién dich; thudc cbng nghé sinh hoc.
FR-005 » MACO PRODUCTION SAS » rue Lorthios, MOUVAUX, 59420, France
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44 MACO Rue Lorthios, Mouvaux, * Thudc v tring: EU-GMP |2018/HPF/F o o |French National Agency B
= a
PRODUCTION SAS- |59420, France + Thudc tiét tring cudi: Dung dich thé tich lén; dung dich thé tich nhé. R/268 =] 2 |for Medicine and t
MOUVAUX ~ & |Products
T (-
FR-006 » Laboratoires Galeniques Vernin » 20 rue Louis-Charles Vernin, DAMMARIE LES LYS, 77190, France ’
45 Laboratoires 20 rue Louis-Charles * Thude khéng vd tring: vién nang mém; thude bt; thude dan; vién nén. EU-GMP |2018/HPF/F o ~ |French National Ag
Galeniques Vernin |Vernin, DAMMARIE LES  |* Thudc tir duroc liéu. R/156 & | & [forMmedicine: it
L¥S, 77190, France 2 @ |Products safety (ansm) |
- o
~ ~
FR-007 » Lak ires Mayoly Spindler » 6 de I'Europe, CHATOU, 78400, France
a6 Laboratoires 6 avenue de I'Europe, * Pong goi cap 1, cip 2 thudc khdng vo tring: vién nang mém; vién nhai; thudc uéng dang EU-GMP |2019/HPF/F French National Agency 4
Mayoly Spindler - |CHATOU, 78400, France  |1dng; thudc ban rin; vién nén; thude duge ligu, Rf083 o e for Medicine and Health
Chatou * Xudt xwdng 16 thudc khéng vo tring: vién nang mém; vién nhai; thudc uéng dang léng; thudc = 3 |Products Safety (ANSM)
N &
ban rin; vién nén; " o
* Kigm tra chdt lugng thudc khang vb tring: vién nang mém; vién nhai; thudc uéng dang long; ; g
thudc ban rén; vién nén; thudc dugc ligu.
FR-008 » Aspen Notre Dame De Bondeville » 1 rue de L' Abbaye, Notre Dame De Bondeville, 76960, France
68 Aspen Notre Dame |1 rue de L' Abbaye, Notre |* Thudc v triing (cc thudc Certoparine, Fondaparinux sodium, Nadroparine Calci): EU-GMP |2019/HPF/F o ~ |French National Agency 5
De Bondeville Dame De Bondeville, + Thudc san xudt va tring: Dung dich thé tich nhd; Rf173 § § for Medicines and
76960, France + Thudc tiét tring cudi: Dung djch thé tich nha. g 8' Health Products Safety
b @
~ i=]
FR-009 » PIERRE FABRE MEDICAMENT PRODUCTION » Aquitaine Pharm | ional 1, A du Béarn, IDRON, 64320, France
82 PIERRE FABRE Aquitaine Pharm * 5an xudt thudc: EU GMP |2018/HPF/F French National Agency 5
MEDICAMENT International 1, Avenue + Thudc san xudt vo tring: thude déng khd (bao gdm ca thude chira hormon); dung dich R/186 for Medicine and Health
PRODUCTION du Béarn, IDRON, 64320, |thudc tiém thé tich nhéd (bao g&m cd thudc chira chit dac té bao). Products Safety (ANSM)
France + Thudc tiét tring cudi: dang bao ché ban rin; dung djch thudc tiém thé tich nhé (bao gém . L
cé thudc chira hormon). b= =
* Thudc sinh hgc: thude cong nghé sinh hoc. g g
* Paéng goi thude: = =
+ Dong gdi cip 1: vien nang mém chira chit doc té bao.
+Doéng gol ¢dp 2.
* Xudt xudng 1o,
FR-010 » DELPHARM LILLE SAS » Parc d'Activités Roubaix - Est, 22 rue de Toufflers CS 50070, LYS LEZ LANNOY, 59452, France
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137 DELPHARM LILLE  |Parc d'Activités Roubaix - |1, San xudt toan b cong doan: EU-GMP |2018/HPF/F French National Agency #e==ls
SAS Est, 22 rue de Toufflers CS |* Thudc khéng vo tring bao gdm ca thudc chira thudc djc té bao, thudc chira hormon sinh Rf0O52 for Medicine and |
50070, LYS LEZ LANNOY,  |dyc: vién nang cimg; vién nén, vién nén bao phim, vién nén bao duong. W i Products
59452, France * Thudc sinh hoc: Thudc mién dich; thudc céng nghé sinh hoc; thudic co ngudn g tir ngurit = =
~ ~
hodc dong vat. g' 8
2. Déng goi cip 1thudc chira hormon sinh dyc: Vién nang mém, dang bao ché ban rén. i@ Y &
~ ~
FR-011 » Delpharm Tours » Rue Paul Langevin, 37170, Chambray Les Tours, France
138 Delpharm Tours Rue Paul Langevin, 37170, |* Thudc v tring: EU-GMP | 2019/HPF/F n ~ |French National Agency [
Chambray Les Tours, - Thudic san xuit v tring va tidt tring cudi: dung dich thé tich nhd (rigng d&i véi thude Dung R/276 § § for Medicine and Health
France dich tiém Acupan khénged xudt xwdng 18 ). B 3 3 Products Safety (ANSM)
8 3
FR-012 » Biocodex » 1, avenue Blaise Pascal, 60000 Beauvais, France
139 Biocodex 1, avenue Blaise Pascal, * Thude v tring: xudt xuwdng 1d; EU-GMP |HPF/FR/030/ French National Agency 6
{cach ghi khac: 60000 Beauvais, France * Thudc khang v tring: vién nang cimg; thudc ding ngoai dang long; thudc udng dang long; 2018 ] 2 |for Medicine and Health
Biocodex - thude edm; thude bjt; vién nén, vién nén bao phim (san xudt déng gdi, xudt xwémg |8); thude 8 g Products Safety (ANSM)
Beauvais) ban rin. =) 3
* Thude sinh hoc: men Saccharomyces boulardiii & &
FR-013 » PANPHARMA » ZI du Clairay, LUITRE, 35133, France
140 PANPHARMA 21 du Clairay, LUITRE, * Thude v tring: EU-GMP |2018/HPF/F @ ~ |French National Agency [
35133, France + Thudc san xudt vd tring: Thudc cdy ghép va dang rin (chira khang sinh nhom beta lactam). R/158 § § for Medicine and Health
$ o [Products Safety (ANSM)
=3 @
~ i=]
FR-014 » SOPHARTEX (hodc Laboratoires Sophartex) » 21 rue du Pressoir, VERNOUILLET, 28500, France
141 SOPHARTEX (hodc |21 rue du Pressoir, * Thudc khang v tring: Vién nang cirng (bac gdm cé thudc chira khang sinh Penicillin); thudc EU-GMP |2019/HPF/F National Agency for the 6
Laboratoires VERNOUILLET, 28500, udng dang l6ng; thudc cdm; vién nén (bao gdm ci thude chira khing sinh Penicillin); vién bao R/264 )} S |Safety of Medicine and
Sophartex) Francef! dung, vién nén bao phim, 8 :Qv. Health Products (ANSM),
Cach ghi khéc: 21 rue du 2. g France
Pressoir, 28500, ) =
VERNOUILLET, France
FR-015 » DELPHARM REIMS » 10 rue Colonel Charbonneaux, REIMS, 51100, France
142 [DELPHARM REIMS -|10 rue Colonel * Thudc khang vd tring: Vién nang cirng: dung dich udng; thude bt, thudec cdm; vién nén trin, | EU-GMP [HPF/FR/298/| o |French National Agency 6
REIMS Charbonneaux, REIMS, vién nén bao dwéng, vién nén bao phim. 2017 § § for Medicine and Health
51100, France ~ :‘054 Products Safety (ANSM)
o W
=] =)
FR-020 » Beaufour Ipsen Industrie » rue Ethé Virton, Dreux, 28100, France
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143 |Beaufour Ipsen rue Ethé Virton, Dreux, * Thudc khang v tring: Vién nang cifng; thudc udng dang 16ng; thudc bat pha hén dich udng; | EU-GMP |2019/HPF/F o g French National Agency Bk
Industrie 28100, France vién nén, vién bao. Rf268 2 2 |for Medicin
* Thudc durgre ligu. g & [Health Prod. v
* Xuat xwdng thufic v tring. 2 I~
FR-022 » Laboratoire Chauvin » zone Industrielle Ripotier Haut, Aubenas, 07200, France
144 Laboratoire zone Industrielle Ripotier |* Thudc v tring: EU-GMP |HPF/FR/082/ French National Ag
Chauvin - Aubenas |Haut, Aubenas, 07200, + Thudc san xudt vo tring: dung dich thé tich nhé; 2017 ~ @ |for Medicine and |
(Tén khac: France + Thudc tiét tring cudi: dung djch thé tich nha. 8 :Qvl Products Safety (ANSM) §
Laboratoire * Thudc khang vb tring: dung dich thude diing ngoai. 8 f—}
Chauvin) ] 3
FR-023 » Upsa Sas » 979 Avenue des Pyrénées, Le Passage, 47520, France
145 Upsa Sas 979 Avenue des Pyrénées, |* Thudc khong vé tring: thudc cdm; thudc bt (bao gbm ca thude bt sii bot); vién nén (bao EU-GMP |2018/HPF/F o o |French National Agency 6
Le Passage, 47520, France |gbm ca vién nén sii bot). R/157 8 | S [for Medicine and Health
$ : Products Safety (ANSM)
2 g
FR-024 » Merck Sante s.a.s » 2 rue du Pressoir Vert, Semoy, 45400, France
146 Merck Santes.a.s |2 rue du Pressoir Vert, * Thudc v tring: EU-GMP |2019/HPF/F G L Mational Agency for the 6
Semoy, 45400, France + Thudc sdn xudt vd tring: thudc déng kha. R/315 = & |safety of Medicine and
- a a . P o ™ 2 ™ " . L] ~
* Thudc khong vo tring chira sulphonamide: vién nén, vién nén bao phim. - 8‘; Health Products (ANSM),
h=}
o0 v |France
- ~
FR-025 » Pt is » Zone d'Activités Est n® 1, ESTREES SAINT DENIS, 60190, France
147 Pharmatis Zone d'Activités Est n* 1,  [* Thudc khong v tring: Thude diung ngoai dang Iéng; Thudec udng dang long. EU-GMP |2019/HPF/F o ~ |French National Agency 6
ESTREES SAINT DENIS, R/250 § § for Medicine and Health
60190, France 8' 5" Products Safety (ANSM)
o B
FR-027 » Laboratoire Aguettant » 1 rue Al der Fleming, Parc Scientifique Tony Garnier, Lyon, 69007, France
148 Laboratoire 1 rue Alexander Fleming, |* Thudc v tring: EU-GMP |2018/HPF/F = & French National Agency [
Aguettant Parc Scientifique Tony + Thudc san xudt vo tring: dung dich thude tiém thé tich nhé; R/230 = & |for Medicine and Health
Garnier, Lyon, 69007, + Thudc tiét tring cudi: dung dich thude tiém tha tich Iém; dung dich thudc tiém thé tich nhd. 3 S Products Safety (ANSM)
—
France 8 g
~ ~
FR-028 » Innothera Chouzy » Rue René Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150, FRANCE
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149 Innothera Chouzy [Rue René Chantereau, * Thudc khéng v tring: thudc ung dang lang (siro, dung dich, hdn dich), vién nén va vién nén | EU-GMP |2018/HPF/F French National Agency ==l
Chouzy-sur-Cisse, Valloire- |bao phim (bao gém ca thudc dugrc liéu). R/256 for Medicine and | r
sur-Cisse, 41150, FRANCE. |* Déng goi cdp 1: vién nang mém. Product: )1
(* Cac cach ghi khac:
+ Rue René Chantereau -
L'Isle Vert 41150 Chouzy- o @
sur-Cisse, France, g g
+ L'Isle Vert, Rue René = &
Chantereau, Chouzy-sur- & s
Cisse, 41150, France.)
FR-030 » RECIPHARM FONTAINE » Rue des Prés Potets Fontaine Les Dijon, 21121, France
150 RECIPHARM Rue des Prés Potets * Thudc khong vb tring: Vién nang cimg; vién nén; vién nén bao phim. EU-GMP |2018/HPF/F = o Mational Agency for the 6
FONTAINE Fontaine Les Dijon, 21121, |* Déng goi cdp 1: bao gdm ca vién nang mém. RfOS6 § § Safety of Medicine and
France 8‘ : Health Products (ANSM),
s‘ g France
FR-031 » MYLAN LABORATORIES SAS » route de Belleville, lieu-dit Maillard, CHATILLON SUR CHALARONNE, 01400, France
151 [MYLAN route de Belleville, lieu-dit |* Thudc khéng vo triing: Vién nang cirng; thudc udng dang 16ng; vién nén; vién nén bao phim. EU-GMP [2019/HPF/F | . |French National Agency 6
LABORATORIES SAS |Maillard, CHATILLON SUR Rf149 = & |for Medicine and Health
CHALARONNE, 01400, h 2 |Products safety (ANSM)
France E :
~ ~
FR-033 » Les Lal ires Servier | ie » 905 route de Saran, GIDY, 45520, France
152 |Les Laboratoires  |905 route de Saran, GIDY, |Thudc khang vd tring: Vién nang cimg (bao gbm ca thudc chira chit doc tinh di vai kha nang | EU-GMP |2018/HPF/F © o |French National Agency 6
Servier Industrie  |45520, France sinh san); thuéc cdm pha hén dich/dung dich udng; vi c8m (microgranules); vién nén, vién nén R/235 § § for Medicine and Health
bao phim, vién nén bao duimng (bao gdm ¢ thude chira chit ddc tinh d&i véi khi ndng sinh 3' :' Products Safety (ANSM)
san). o :&
GB-001 » Eisai Manufacturing Limited » European knowledge centre juito way hatfield AL10 95N, United Kingdom
5 Elsai European Knowledge * Day chuy@n 5X thude khdng v tring: Vién nang cing, Vién nén, vién nén bao phim EU-GMP UK MIA B i MHRA, United Kingdom 1
Manufacturing Centre Mosquito way 32301 Insp § §
Limited Hatfield AL 10 9sn UK GMP /IMP "y I
32301/7262 2 2
19-0007 Sl s
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27 Eisai European knowledge * Thudc san xudt vd tring: dung dich thé tich nhé (dong goi thir cip va chirng nhian 16) EU-GMP |UK MIA o |CQQL Durge Anh (MHRA L
Manufacturing centre mosquito way * Thudc khong vo tring: Vién nang cing, vién nén. 32301 Insp 3
Limited (co' s& hatfield AL10 95N, UK GMP/IMP g
dong gai thir cap 32301/7262 2
v xudt xudmg) 19-0007
153 Eisai European Knowledge * Thudc khong vo tring: Vién nang cirng, Vién nén, Vién nén bao phim EU-GMP UK MIA Medicines
Manufacturing Centre Mosquito way 32301 Insp i} o |Healthcare
Limited Hatfield AL 10 9sn UK GMP/GDP/I | R & |Regulatc
MP 2 o |(MHRA),
3301/7262 | & P
19-0008
GB-002 » Macarthys laboratories Limited T/A Martindale Pharma » Bampton Road, Harold Hill, Romford, RM3 8UG, United Kingdom
65 Macarthys Bampton Road, Harold * Thudc vb tring: EU-GMP |UK MIA Medicines and 5
laboratories Hill, Romford, RM3 BUG- + Thudc sdn xudt vd tring: Dung djch thé tich nhd, 1883 Insp Healthcare Products
Limited T/A United Kingdom + Thudc tiét tring cudi: Dung dich thé tich nhé. GMP/GDP =g = Regulatory Agency
Martindale 1883/2700- b= S |(MHRA), United Kingdom
Pharma. 0046 2 E
{* Cach ghi khac: g | 2
Macarthys
laboratories
Limited)
GB-004 » Wyeth Pharmaceuticals » New Lane, Havant, P09 2NG, United Kingdom
154 Wyeth New Lane, Havant, P09 * Xudt xudng thudc vo tring. EU-GMP UK MIA 11 = £ Medicines and 6
Pharmaceuticals  |2NG, United Kingdom * Xudt xwdng thudc khéng vo tring. Insp GMP b=y 3 |Healthcare Products
* Xuit xwdng thudc sinh hoc: 5an pham mién dich; San phim céng nghé sinh hoc. 11/4452- g g Regulatory Agency
* Pong goi thir cdp. 0029 ﬂl ‘ul"w (MHRA), United Kingdom
GB-006 » Glaxo Operations UK Ltd Trading AS Glaxo Wellcome Operations » Priory Street Ware 5G12 0DJ, United Kingdom
155 GLAXO PRIORY STREET, WARE, *Thudc khang vo tring: vién nang cimg; vién nén; vién nén bao phim, thude bt dé hit (chira EU-GMP UK MIA 4 Medicines and 6
OPERATIONS UK |5G12 0DJ, United Kingdom |steroids). Insp * o |Healthcare Products
LTD TRADING AS *Nguyén liéu lam thuc: duge chit vi ma. GMP/IMP & &  |Regulatory Agency
GLAXO WELLCOME 4/15159- 5] S |(MHRA), United Kingdom
OPERATIONS 0027 g N
GB-007 » Norton Healthcare Limited T/A Ivax Pharmaceuticals UK » Aston Lane North Whitehouse Vale Industrial Estate Runcorn WA7 3FA, United Kingdom
156 Morton Healthcare |Aston Lane North * Thudc vb tring: EU-GMP UK MIA 530 Medicines and 6
Limited T/A Ivax  |Whitehouse Vale + Thudic san xudt vo tring: Dung dich, hiin dich, nhit dich thudc tiém thé tich nhd. Insp GMP ~ S |Healthcare Products
Pharmaceuticals  |Industrial Estate Runcorn |+ Thudc tiét tring cudi: Dung dich thé tich nhé. 530/14004- 8 8 Regulatory Agency
UK WAT 3FA, United Kingdom [* Béng géi thir cdp. 0025 "c; 3 {MHRA), United Kingdom
* Kiém tra chat lugng. 5 &
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GB-008 » Merck Shap & Dohme Limited » Shotton Lane, Cramlington, NE23 3JU, United Kingdom o
157 Merck Shap & Shotton Lane, * Thudc khéng vb tring: Vién nén, bt cho dung dich uéng EU-GMP UK MIA 25 a5 —  |Medicines ’
Dohme Limited Cramlington, NE23 3JU, * Ban thanh pham cém. Insp b= S |Healthc: cts
= ~ ~
United Kingdom * Dang goi cap 2. GMP/IMP ﬁ g Regulatc
25/4061- Z & |(MHRA), Uni
-
0028
GR-001 » Vianex S.A. — Plant C » 16th km Marathonos Ave, Pallini Attiki, 15351, Greece
21 Vianex 5.A. — Plant |16th km Marathonos Ave, |* Thudc vb tring: EU-GMP |79257/13- o |CQQL Dwgc Hy Lag
C Pallini Attiki, 15351, + Thudc san xudt vo tring: Thudec dong khd; Dung dich thé tich nhéd; 10-2017 §
Greece + Thudc tiét tring cudi: Dung dich thé tich nhé. GQ'\
ﬁ
GR-002 » HELP S.A » Pedini loanninon, loannina, 45500, Greece
a5 HELP 5.A Pedini loanninon, * Thudc khong vo tring: vién nén bao phim (bao gbm ca thudc chira Progesterone). EU-GMP |165690/8-6- © ~ |MNational Organization 3
loannina, 45500, Greece 2018 § § for Medicines (EOF),
B: 3. Greece
[*2] ~
(=] ~
GR-003 » Vioser S.A Parenteral Solutions Industry » 9th km National Road Trikala-Larisa, Taxiarches Trikala, 42100, Greece
56 Vioser 5.4 9th km National Road Thudc v trung tiét tring cudi: Dung djch thé tich Ién, dung djch thé tich nhé (khdng bao gom EU-GMP |60404/4-7- ~ g Mational Organization 4
Parenteral Trikala-Larisa, Taxiarches |dang ampoule) 2017 5] 2 |for Medicines (EOF),
Solutions Industry |Trikala, 42100, Greece 5 4 |Greece
m ~
- -
GR-004 » One Pharma Industrial Phar ical Company jete A yme » 60th, km N.N.R. Athi Lamias, Sxi i Voiotias, 32009,
75 One Pharma 60th, km N.N.R. Athinon- | * Thudc khéng v tring: Vién nang cirng; thudc diing ngoai dang 1ong; thudc udng dang long; EU-GMP |39675/27-4- National Organization 5
Industrial Lamias, Sximatari vién nén; vién nén bao phim. 2017 i S for Medicines (EOF),
|Pharmaceutical Voiotias, 32009, Greece R & |Greece
Company Societe 3. 8
Anonyme ] 5
GR-005 »R lina S.A. » 23 G i & Areos Str., Kamatero Attiki, 13451, Greece
158 Remedina S.A. 23 Gounari & Areos Str., * Thude vd tring chira khang sinh nhém cephalosporins, carbapenems: EU-GMP |70779/2-7- Mational Organization [
Kamatero Attiki, 13451 - Thudc san xudt vo trung : thudc bt pha tigm. 2018 @ = |for Medicines (EOF),
Greece * Thudc khong vo tring chira khang sinh nhém c | ins, cart ns: Vién nang cimng; g 3. Greece
thudc bt pha hén djch, vién nén; vién nén bao phim. Z B
o
GR-006 » PHARMATHEN INTERNATIONAL SA » Industrial Park Sapes Rodopi Perfecture, Block No 5, Redopi, 69300, Greece
Danh sach téng hop co s& nurde ngoai dap (g GMP Trang 20/ 44 Cap nh3t d&n 03-06-2020
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159  |PHARMATHEN Industrial Park Sapes 1. San xudt toan b qua trinh: EU-GMP |82818/ 1-8- Mational Organization  I==lg
INTERNATIONAL SA [Rodopi Perfecture, Block | * Thudc vb tring: 2018 for Medicines (E r
No 5, Rodopi, 63300, + Thudc san xudt v tring: hon djch tiém thé tich nho; thudc bt pha tiém. « o |Greece
Greecel *Thuéc khéng v tring: Vién nang cimg; vién nén; vién bao. R. 2.
Cach viét khac: Sapes 2. Déng gai cdp 1: vién nang mém. E §
industrial park, Block 5, 3. Durge chit khong vo tring: Cholecalciferol Concentrate ~N N
Rodopi, GR-69300-Greece
GR-008 » Cooper S.A. » 64 Aristovoulou str., Athens, 11853, Greece ==
160 Cooper S.A. B4 Aristovoulou str., * Thude v tring: EU-GMP |39834/13-4- Mational Organization [
Athens, 11853, Greece + Thudc san xudt vd tring: Dung dich thudc tiém thé tich nhéd;dung dich thudec nhé mat, dung 2018 _, |for Medicines of Greece
dich thude nhd mibi, thudc bt pha tiégm chira khang sinh nham penicilling; E =
P " P oo " o " o o ~ ~
+ Thudc tiét triing cudi: Dung dich thudc tiém thé tich lém; Dung dich thude tiém thé tich nhd. g s‘
* Thudc khéng v tring: dung dich thude udng, dung dich thut tryc trang. %' 2&
HU-001 » Chemical Works of Gedeon Richter Plc. (Gedeon Richter Plc.) » Gyomrdi ut 19-21., Budapest, 1103, Hungary
161 Chemical Works of |Gydmrai 0t 19-21., * Thude v tring: EU-GMP |OGYEIf9446- National Institute of [
Gedeon Richter Budapest, 1103, Hungary + Thudc san xudt vé tring: Dung dich thé tich lén; Dung djch va hén djch thé tich nhé; Thudc 6/2019 Pharmacy and Mutrition
Ple. (Gedeon dong khé (bao gbm ca thude co chira chit kim t& bao). (OGYEI), Hungary
Richter Plc.) + Thude tiét tring cudi: Dung djch thé tich én; Dung dich thé tich nhé. it &
* Thudc khong v triing: Vign nang cimg; thudc diing ngoai dang 16ng; thudc udng dang ong; § §
thude bt va thude cdm; vign nén, vién nén bao duwéng va vién nén bao phim (bao gém ci g 8‘
thudc chira hormon). ) o
—
* Thudc sinh hoc: San pham cong nghé sinh hoc; san pham chiét co ngudn gdc tir nguiri hodc b
déng vat.
* Dugic chit sinh hoc.
ID-001  » PT. Tunggal Idaman Abdi » Hormon Plant 2 (Lantai 1); Jl.Jend.Ahmad Yani No 7, Rawamangun , Jakarta Timur, Indonesia
¥ PT. Tunggal Hormon Plant 2 (Lantai 1); [* Thudc tiém chira hormone gigi tinh va tranh thai thé tich nho PIC/S-GMP |4146/CPOB/ NADFC (National Agency b
Idaman Abdi JlJend. Ahmad Yani No 7, LY = @ |for Drug and Food
Rawamangun , Jakarta 2. 2, Control), Republic of
Timur , Indonesia 3 2 |indonesia
) -
ID-002 » PT. Sunthi Sepuri » JL. Raya Serang Km. 17, Cikupa Tang g 15710, Ind i
13 PT. Sunthi Sepuri  [IL. Raya Serang Km. 17, * Thudc khéng v tring: Thude udng dang lng khdng chira khang sinh nhom beta-lactam PIC/S-GMP |4501/CPOB/ o |CQaL Duge Indonesia 2
Cikupa Tangerang 15710, AJIXf15 § (NADFC)
Indonesia &
3
IE-001 » Genzyme Ireland Limited » IDA Industrial park, Old Kil den Road, Waterford, Ireland
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12 Genzyme Ireland  |IDA Industrial park, Old * Thudc khéng v tring: Vién nang cirng, thudc bat pha hén dich udng, vién nén; EU-GMP |16649/M101 o |CQal Duoc Irelan | ]
Limited Kilmeaden Road, * Thudc san xudt vd trung: thudc bt dong khd, dung dich thé tich nhé 3 § {HPRA)
‘Waterford, Ireland * Thudc céng nghé sinh hoc: thudic v tring chira hoat chit sinh hoc %
S 3
IE-002  » Helsinn Birex Pharmaceuticals Ltd » Damastown, Mulhuddart, Dublin 15, Ireland ‘@—x
60 Helsinn Birex Damastown, Mulhuddart, |* Thudc khéng vd tring: Vién nang cirng; vién nén; vién nén bao; thudc bit; thudc cdm. EU-GMP [15413/M294| o [Health Produc S
Pharmaceuticals  |Dublin 15, Ireland. § § Regulat
Ltd @ 5 (HPRA), Irelanc
8| =
IE-003  » Gilead Sciences Ireland UC » IDA Business and Technology Park, Carrigtohill, Co. Cork, Ireland
7 Gilead Sciences DA Business and Thudc khéng vd tring: Vién nén, Vién nén bao phim, Thudc bot. EU-GMP |20496/M589| o ~ |Health Products 5
Ireland UC Technology Park, § § Regulatory Authority
Carrigtohill, Co. Cork, S | & [HPRA) Ireland
Ireland “g L
IE-007 » Fournier Laboratories Ireland Limited » Anngrove, Carrigtwohill, Co. Cork, Ireland
162 Fournier Anngrove, Carrigtwohill, * Thudc khong vo tring: Vién nén; vién nang cirng; vién nén bao phim. EU-GMP |21678/MO10| g — |Health Product [
Laboratories Co. Cork, Ireland 20/00001 § § Regulatory Authority,
Ireland Limited ] = |ireland
R | ”
IE-010 » GE Healthcare Ireland Limited » IDA Business Park, Carrigtohill, Co. Cork, Ireland
163 GE Healthcare |DA Business Park, * Thudc v tring: EU-GMP |21690/M235| o — |Health Products [
Ireland Limited Carrigtohill, Co. Cork, + Thudc tiét triung cudi: Dung dich the tich l&n; Dung dich thé tich nhé § ﬁ Regulatory Authority
Ireland ] & |(HPRA), Ireland
N b
IE-011  » Servier (Ireland) Industries Ltd » Moneylands, Gorey Road, Arklow, Co. Wicklow, Y14 E284, Ireland
164 Servier (Ireland) Moneylands, Gorey Road, |* Thudc khong v tring: Vién nén, vién nén bao phim. EU-GMP |22779/M68 Health Products 6
Industries Ltd Arklow, Co. Wicklow, Y14 Regulatory Authority -
E284, Ireland Ireland
(Cach viét khac: o =
* Moneylands, Gorey g 2
Road, Arklow, Co. B. -
‘Wicklow, Ireland =] g
* Gorey Road, Arklow, Co.
‘Wicklow, Ireland)
IN-001  » Reliance Life Science Private Limited » R-282, T.T.C Area of M.1.D.C, Thane-Belapur Road, Rabale Navi Mumbai 400701, India
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10 Reliance Life R-282, T.T.C Area of Vic xin tai td hop/ thudc: WHO-GMP [ NEW-WHO- e - |FoAMaharashtra, India B=
Science private M.1.D.C, Thane-Belapur Déy chuyén téng hep, chiét xudt: ban thanh phdm; thudc tiégm; dung djch thé tich nhd pha GMP/CERT/K| 2 = ;
Limited Road, Rabale Navi tiém; thudc dang kha/ bt pha tigm; Df70542/20 g g
Mumbai 400701, India Dy chuyén sin xudt, dong goi: thudc dong khd/ bt pha tiém; 18/11/24621 g ;
IN-002 » Theon Pharmaceuticals Ltd. » Vill. Sainimajra, Tehsil Nalagarh, Distt. Solan (H.P), India "i:
14 M/s Theon Vill. Sainimajra, Tehsil * Thudc khéng v tring khéng chira khang sinh nhém beta lactam: Vién nén, vién nén bao WHO-GMP [HFW- ~ |CQAL Durorc ey
Pharmaceuticals  |Malagarh, Distt. Solan phim H[Drug]233/ § Himachal Prac
Ltd. [H.P), India 06 = I
g
IN-003 » Glenmark Pharmaceuticals Limited » Plot No.2, Phase-Il, Pharma Zone Indore Special Economic Zone Pithampur, Dist, Dhar (M.P.), Pincode 454 775, India
16 Glenmark Plot No.2, Phase-Il, * Thudc khdng vo tring: Viégn nén, vién nén bao phim, vién nang cliing, India- UK-GMP COOL Durgre Anh (MHRA) 2
Pharmaceuticals  |Pharma Zone Indore GMP/WHO|33881 Insp o
Limited Special Economic Zone -GMP |GMP ?1
Pithampur, Dist, Dhar 17350/5879 g
[M.P.), Pincode 454 775, 877-0006 b
India
IN-004 » DR. REDDY'S LABRATORIES LTD » Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.Solan (HP) 173205, India
36 DR. REDDY'S Formulation Unit-6, Vill.  |Vién nén, vién nang cirng, Pellets, WHO-GMP [HFW-H Health & Family 3
LABRATORIES LTD |Khol, Nalagarh Road, [Drugs] = |Department Himachal
Baddi, Distt.Solan (HP) 47105 Vol- 8 Pradesh Baddi
173205, India i & |- state Drugs Controller
2 |india
IN-005  » IMMACULE LIFESCIENCES PRIVATE LIMITED » Village Thanthewal, Ropar Road, Nalagarh, District Solan, Himachal Pradesh, IN 174101, India
47 IMMACULE Village Thanthewal, Ropar [* Thudc vo tring: EU-GMP |UK GMP - oy Medicines and 4
LIFESCIENCES Road, Nalagarh, District |+ Thudc san xudt vb tring: Thudic dang khd; dung dich thé tich nhé (chi thude dong lo, khéng 47115 Insp § § Healthcare Products
PRIVATE LIMITED  |Solan, Himachal Pradesh, |bao gém ampoule). GMP ~ & |Regulatory Agency
IN 174101, India 47115/1573 g g {MHRA), United Kingdom
0061-0003
IN-006 » Cian Healthcare Pvt. Ltd. » Khasra No. 248, Vill. Sisona, Bhagwanpur, Roorkee, Dist. Haridwar, Uttarakhand, India
48 Cian Healthcare Khasra Mo. 248, Vill. * Thudc khong vo tring: Vién nén, vién nén bao; Vién nang cirng; Thudc bit, thudc cém; Thude | WHO-GMP|17/P/1/153/ @ = Office of the Drugs 4
Pyt, Ltd. Sisona, Bhagwanpur, kem mé diing ngoai; Thudc nuérc udng. 2012/1085 § § Controlling & Licensing
Roorkee, Dist. Haridwar, - ~ |Authority Uttarakhand
Uttarakhand, India g ;
IN-007 » Pell Tech health care PVT.LTD. » Plot No 20B, Tansa farm Estate Village Met, Gonsai, Bhiwandi-wada, Thane 421312, Maharashtra State, India
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j GAY [
ID CHUNG | TEN CO"SO' SAN - NGUYEN | GIAY CH. |ngay NG/ . f
= 0" QUAN CAP  ™f%GN
cHi XUAT PIA CHI PHAM VI CHIFNG NHAN TAC GMP NHAN cip :i:-q co'qQ ] <'|G
eted
50 Pell Tech health Plot Mo 20B, Tansa farm  |* Thudc khéng vb tring: vién nén; vién nang cimg, Pellets , vién nén bao phim. WHO-GMP [NEW-WHO- Food 8 Drug |
care PVT.LTD. Estate Village Met, GMP/CERT/K Admini M,S
Gonsai, Bhiwandi-wada, Df75607/20 | & 9
Thane 421312, 19/11/27031) R &
Maharashtra State, India s. 3
City: Surat, Dist: Surat N by
Gujarat State, India
IN-008 » BLUE CROSS LABORATORIES PVT » L-17, Verna Industrial Estate, Verna, Goa 403722. Goa State, India
52 BLUE CROSS L-17, Verna Industrial * Thude khdng v tring: Thude udng dang léng; Vign nén, vién nén bao phim; Thudc kem, WHO-GMP [450/MFG/W —~ |Food & Drug Control 4
LABORATORIES Estate, Verna, Goa thudc gel HO- § Administration
PVT 403722, Goa State, India GMP/DFDA/ 8 goverment GOA, India
2018/2049 o
IN-009 » CADILA HEALTHCARE Ltd » Sarkhej-Bavla N.H.N° : 8-A, Moraiya, Tal: Sanand, AHMEDABAD, 382-210, India
61 CADILA Sarkhej-Bavla N.H.N* : 8- |* Thudc khéng v tring: Vién nang cirng: vién nang meém; vién nén; vién nén bao. WHO-GMP | 2019/HPF/P @ ~ |French National Agency 5
HEALTHCARE Ltd  |A, Moraiya, Tal: Sanand, T/004 2 2 |for Medicine and Health
AHMEDABAD, 382-210, ] o |Products Safety (ANSM)
India 8| &
165 CADILA Plot No. 417, 419, 420, * Thudc khang vd tring: vién nang cimg; vién nang mem; vién nén; vién nén bao, thudc hit WHO-  |1807937 Food & Drug Control 6
HEALTHCARE Ltd  |Sarkhej-Bavla National phan lidu, thude dan qua da, thudc xjt mii. GMP “ o |Administration,
Highwway No 84, 8 9;4 Gandhinagar, Gujrarat
Moraiya, Tal - Sanand, B rc'j State, India.
Dist: AHMEDABAD, 382 A=
210, India
166 CADILA Plot No. 417, 419, 420, * Thudc khéng vd tring: vién nang cirng; vién nang mem; vién nén; vién nén bao. EU-GMP |2019/HPF/P French National Agency 6
HEALTHCARE Ltd  |Sarkhej-Bavla National T/004 o o |for Medicine and Health
Highwway No 8A, ] 2. Products Safety (ANSM)
E It} =
Moraiya, Tal - Sanand, =3 =3
Dist: AHMEDABAD, 382 8| &
210, India
IN-010  » AKRITI PHARMACEUTICALS PVT.LTD » Plot No. D-10 & D-11 MIDC Jejuri -Nira Road, Jejuri,Taluka Purandar, Dist-Pune 412303 Maharashtra State, India
63 AKRITI Plot No. D-10 & D-11 * Thudic khéng vo tring non-Betalactam: Vién nang cimng, mi, kem, gel, lotion, thudc d3t, vign | WHO-GMP [NEW-WHO- FDA Maharashtra, India 5
PHARMACEUTICAL [MIDC Jejuri -Nira Road, nén, GMP/CERT/P| = a
S PVT.LTD Jejuri,Taluka Purandar, Df72622/20 | & &
Dist-Pune 412303 1811/25612| = | =
Maharashtra State, India -1 =
IN-011 » Macleods Pharmaceuticals LTD » Khasra No.21, 22, 66, 67868 Aho-Yangt N hepung, P.O. Ranipool, East -Sikkim -737135, India
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64 Macleods Khasra No.21, 22, 66, * Thudc khang v tring chira khang sinh nhém Cephalosporin: Vién nén, vién nén bao phim, WHO-GMP |27/WHO- Government of Sikkim  #e=ls
Pharmaceuticals  |67&68 Aho-Yangtam, sird kha. GMP/DC/SK o ~ |Pepartment o alth
LTD Namchepung, P.O. M § 3 |care, Human Se
Ranipool, East -Sikkim - $ 8 Family \ are (Drug
737135, India @ o and Co: e
Tadong-Gangtok "
IN-012 » DR. REDDY'S LABRATORIES LTD FTO-IX » Plot No. Q1 to Q5, Phase - [Il, D la, VSEZ, Visakt Andha Pradesh — 530046, India =
69 DR. REDDY'S Plot No. (i1 to 5, Phase — | Dung dich thudc tiém thé tich nhé; thusc bt déng khd pha tigm. WHO-GMP [ L.Dis.No: 2 . |sovernment of Andhra 1 s
LABRATORIES LTD |Il, Duvvada, VSEZ, 147/DCASAP b= & |Pradesh - Drugs Control
~ ~
FTO-IX Visakhapatnam, Andha /2018 B‘ .-O-.' Administration
|Pradesh — 530046, India .-6' r-CI:.
IN-013  » G.D. Laboratories (India) Pvt. Ltd » P.W.D. Red House rooad, Nohar, Distt. H h (Rajasthan), India
70 G.D. Laboratories  |P.W.D. Red House roocad, |Vién nén; vién nén bao phim; vién nang cirng; dung djch thuc udng; hdn dich thudc udng; WHO-GMP | DC/D- @ = |Government of 5
{India) Pvt. Ltd MNohar, Distt. thude kem, mir diing ngoai. 3fWHO/201 =] 2 |Rajasthan - India
Hanumangarh 6/495 ~ &
(Rajasthan), India & 4
167  |G.D. Laboratories [P.W.D. Rest House road, |* Thudc khéng vd tring: Vién nén; vién nén bao phim; vién nang cirmg; dung dich thude udng; | WHO-GMP|DC-2/D- . ~  |Government of 6
k4 o » . = o™ . N
{India) Pvt. Ltd Nohar, Distt. hén dich thude udng; thude kem, thude mi diing ngoai. 3/WHO- =1 g |Rajasthan - India
Hanumangarh GMP/2019/4 g' f‘é
(Rajasthan), India 4 ] E
IN-014 » Acme Generic LLP » Plot No. 115, HPSIDC Industrial Area Davni, P.O. Gurumajra, Tehsil Nalagarh, Distt. Solan (H.P), India
71 Acme Generic LLP  [Plot No. 115, HPSIDC Vién nén (bao gdm ca thudc chira hormon); vién nén bao phim; vién nén bao dwéing; vién nang | WHO-GMP [HFW-H Health & Family Welfare 5
Industrial Area Davni, P.O. |cifng. [Drug] 1/15 @ = |Department Himachi
Gurumajra, Tehsil 8 9;: Pradest, Distt, Solan -
Nalagarh, Distt. Solan = & |india
{H.P), India 2 8 |(state Drugs Controller)
IN-015 » Natco Pharma (Pharma-Division) Limited » Kothur, Rangareddy District, 509228 Telangana, India
168 M/s. Natco M/s. Natco Pharma * Thudc san xudt vd tring dic t& bao: dung djch tigm, thude déng khi; WHO-GMP | 3405/E/(K),/T e — [|Coquan quan Iy duge [
Pharma (Pharma-  |(Pharma-Division), Kothur, |* Thudc khéng v tring: Vign nén, vién nén bao phim (bao gdm ci thudc dc t& bao), vién 5f2018 § § Bang Telangana, An D&
Division) Limited  |Rangareddy District, nang cirng (bao gbm ca thude ddc té bao), thudce bit, thude hit, pellet. g g!
509228 Telangana, India 2 2
169  |M/s. Natco M/s. Natco Pharma * Thudc vb tring: EU-GMP |DE_HH_O01_ | o |Cerquan thim quyén 6
Pharma (Pharma- |(Pharma-Division), Kothur, | + Thudc san xuit vo trung: thudc dong kho Bendamustin 25mg, 100mg dong lo. GMP- = 3 |ooc
~ ~
Division) Limited  [Rangareddy District, * Thudc khing vd tring: Vign nang cirng Lenalidomide 2,5mg, Smg, 7,5mg, 10mg, 15mg, 20mg, 2017_1003 3‘ S‘
| 509228 Telangana, India | 25mg; vién nén bao phim Imatinib 100mg, 400mg. \n o
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170 M/s. Natco Pharma division Unit IV, | * Thudc khéng v tring: Vién nén, vién nén bao phim. EU-GMP |71433/12-7- ” — |National Org |
Pharma (Pharma- |Kothur, Mahaboob Nagar 2018 b= & |for Medicines
Division) Limited | District, Telangana, ) & |ereece
509228, India 54 g
~
IN-018 » Sun Pharmaceutical Medicare Limited » Survey No. 22 & 24, Village - Ujeti, Post - Baska, Tal - Halol, Dist: Panchmahal - 389350, Gujarat state, India
171 Sun Survey No. 22 & 24, * Thudc vb tring: WHO-GMP [19091586 Food 8 Drugs y
Pharmaceutical Village - Ujeti, Post - + Thudc san xudt v trung: dung djch thé tich nhé; thude hit (dang dung djch). ] & |Administration, Gujarat
Medicare Limited |Baska, Tal - Halol - + Thudc tiét tring cudi: dung dich thé tich nhé. 8 9;4 state, India q
389350, Dist. Panchmabhal, | + Thuéc nhé mét (dang dung dich va hén dich). Z g
| Gujarat state, India = =
172 Sun Survey No: 22 & 24, Ujeti  [* Thude v tring: EU-GMP |NL/H Health Care 6
Pharmaceutical (District Panchmahal), + Thudc san xudt vd tring: Dung djch thé tich nhd. 19/2009637 ] o |inspectorate -
Medicare Limited |Gujarat, 389350, India 2. ¢-°;4 Pharmaceutical Affairs
2 S |and Medical
a o Technology, Netherlands
IN-023  » Swiss Parenterals Ltd. » Unit Il, Plot No. 402, 412-414 Kerala Industrial Estate, GIDC, Near Bavla, Ahmedabad, Gujarat, 382220, India
173 Swiss Parenterals  |Unit I, Plot No. 402, 412- | * Thudc v tring: EU-GMP |OGYI/36509- Mational Institute of [
Ltd. 414 Kerala Industrial + Thudc san xudt vd tring: Thudc bt pha tiém chira khang sinh nhém Cephalosporin. 13/2015 e 2 |Pharmacy and Nutrition
Estate, GIDC, Near Bavla, 8 | & [(06YEN, Hungary
Ahmedabad, Gujarat, 8 3
382220, India b= =
174 Swiss Parenterals  |(Unit 11}, Plot No. 402, 412- | * Thudc v tring: WHO-GMP | 1809990 Food & Drugs 6
Ltd. 414 Kerala Industrial + Thudc san xudt vo tring: Thudc bt pha tiém chira khang sinh nhém Cephalosporin. ] = |Administration, Gujarat
Estate, GIDC, Near Bavla, & | & [state,ndia
Dist: Ahmedabad-382 220, 2] g
j state, India g 2
IN-024 » Biocon Limited » Special Economic Zone, Plot no.s 2, 3, 4 &5, Phase IV, Bommasandra - Jigani Link Road, B Ira Post, Bangalore, 560 099, India
175 Biocon Limited Special Economic Zone, * Thudc v tring: EU-GMP |23939 Health Products [
Plot no.s 2, 3, 4 &5, Phase |+ Thudc san xudt vd tring: ThuSc dong kh (chira hoat chidt Trastuzumab); dung dich thé tich Regulatory Authority
IV, Bommasandra - Jigani |nhé (chira hoat chat Insulin). ] o |(HPRA), Ireland
Link Road, Bommasandra |(Hoat ddng san xudt nguyén lidu va thanh ph3m d&u ti&n hanh tai Building B1 va B2). 2. ¢-°:1
Post, Bangalore, 560099, 8 3
India = 4
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176  |M/s. Biocon Special Economic Zone, * Thudc v tring: WHO-GMP [DCD/CR- Government of =k
Limited Plot no.s 2, 3, 4 & 5, Phase-| + Thudc san xudt vo tring: Thudc dong khd (chira hoat chit Trastuzumab); dung djch thé tich 1719/SPL.CL- Karnataka — Drugs
IV, Bommasandra — Jigani |nhé (chira hoat chit Insulin). 1/2018-2019 oy —  |Controll 8
Link Road, Bommasandra = & |india
~ ~
Post, Bengaluru (hodc tén g‘ -
=
cii Bangalore} - 560 099, ~ a‘
=
India
IN-028 » MERIDIAN ENTERPRISE PVT LTD » Plot No: 418, G.1.D.C., Kabilpore, Navsari; Pin-396424, Gujarat State, India
177 MERIDIAN Plot No: 418, G.1.D.C. * Vién dat va dung dich dung ngoai (suppositories and external preparation) WHO-GMP 1802641 w0 o |FDA Gujarat, India 6
ENTERPRISE PVT  |Kabilpore, Navsari; Pin- = g
LTD 396424, Gujarat State, 8’ a’
India a1 9
IN-037 » Mylan Laboratories Limited » Plot No. 11, 12 & 13, Indore Sez, Pharma Zone, Phase |l, Sector lll, District Dhar, Pithampur, Madhya Pradesh, 454775, India
178 Mylan Plot No. 11,12 & 13, * Thude khng vd tring: vién nang cimg; vién nén, vién nén bao phim EU-GMP |OGYESIf495 National Institute of [
Laboratories Indore Sez, Pharma Zone, 52-5/2017 « = |Pharmacy and Nutrition
Limited Phase II, Sector Ill, District R 2 |(o6vE, Hungary
Dhar, Pithampur, Madhya 2. GO?
Pradesh, 454775, India g [
179 Mylan Plot No. 11,12 & 13, * Thude khng vd tring: vién nang cimg; vién nén, vién nén bao phim WHO-GMP [07/2014 Food and Drug [
Laboratories Indore Sez, Pharma Zone, =1 o |Administration Madhya
Limited Phase ll, Sector 111, District 2 8 Pradesh, India
Dhar, Pithampur, Madhya g E
Pradesh, 454775, India - ~
IN-041  » Giyaan Pharma Pvt Ltd » Plot No.6, IDA, Renigunta, Tirupati, Andhra Pradesh, India
180 M/s Giyaan Plot No.6, IDA, Renigunta, |- Thudc khdng vé trung chira khang sinh nhém Penicillin: Vién nang climg, vién nén, vién nén WHO-GMP [L.Dis.No . ~ |Government of Andhra 6
Pharma Pyt Ltd Tirupati, Andhra Pradesh, |bao phim, bét pha hén dich uéng 4548/Accou § § Pradesh — Drugs Control
India nts/2019 o & |Administration, India
S &
- —
IN-043  » AKRITI PHARMACEUTICALS PVT.LTD » Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.Solan (HP) 173205, India
181 AKRITI Formulation Unit-6, Vill. * Thudc bt pha tiém chira Cephalosporin WHO-GMP [ NEW-WHO- = - |FDA Maharashtra, India 6
PHARMACEUTICAL |Khol, Nalagarh Road, GMP/CERT/P| = o
~ ~
SPVT.LTD Baddi, Distt.Solan (HP) Df72622/20 ﬂ -
=
173205, India 18/11/25612| = b0y
=1 S
IN-044  » Themis Medicare Ltd. » Sector 64, Plot No.16, 17 & 18, IIE, Sidcul, R: Haridwar, Ut khand, India
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182 M/s Themis Sector 6A, Plot No.16, 17 |* Thudc tiém non beta lactam WHO-GMP|17P/1/15/20| o i |Drugs Licens & =
Medicare Ltd. & 18, IIE, Sidcul, Ranipur, |* Thudc vién nén non beta lactam 06 § § Controllin
Haridwar, Uttarakhand, * Thudc rifampicin 3' g' {Uttarakhand), Ir
India * Thudc may, gel g' = )
IN-045  » Synthokem Labs Private Limited » Unit || Plot No. 222 to 224 & 235 to 237, Phase ll, IDA, Pashamylaram, Patancheru Mandal, Sanagreddy (District) - 502319 Telangana State, India H
183 Synthokem Labs Unit Il Plot No. 222 to 224 |Nguyén ligu lam thudc Guaif in, Chlorpl Mepk Mebeverine Hydrochloride WHO-GMP [L. Dis. Drugs Control 5
Private Limited & 235t0 237, Phase I, No.12941/E( e - Admini 1
DA, Pashamylaram, R)/TS/2017 = 8 |Government of
Patancheru Mandal, 3 E Telangana, India
Sanagreddy (District) - E g
502319 Telangana State,
India
IN-052 » Naprod Life Sciences Pvt. Ltd » Plot No. G-17/1, MIDC, Tarapur, Boisar, Thane 401506, Maharashtra State, India
184 Maprod Life Plot No. G-17/1, MIDC, "+ Vién nén, vién nén bao phim, vién nang cirng chira ch3t doc 18 bao. WHO-GMP | NEW-WHO- o a FDA Maharashtra, India 6
Sciences Pvt. Ltd  |Tarapur, Boisar, Thane + Thudc tiém dang |ong (dung dich, nhi dich), thudc déng khb (bao gém ca thudc doc té bao). GMP/CERT/K § §
401506, Maharashtra D/80691/20 5 a
State, India. 19/11/27530( < o
] o
IT-001 » Bieffe medital S.p.A. » Via stelvio, 94- 23035 Sondalo (So), Italy
8 Bieffe medital s.p.a |Via stelvio, 94- 23035 * Thudc tiét triung cudi: Dung dich thé tich lén EU-GMP [IT-55-1/H- ~ @ |AIFA, ltaly 1
sondalo (So), Italia 2017 8 2
- D e
3| 8
185  |Bieffe Medital Via stelvio, 94- 23035 * Thudc v tring: EU-GMP IT/196/H/20 | & ~  |Italian Medicines 6
S.PA. Sondalo (So), Italia + Thudc tiét tring cudi: Dung djch thé tich lan, 19 § § Agency [AIFA)
58
3|8
IT-002 » Corden Pharma Latina » Via Del Murillo Km 2,800-04013 Sermoneta (Lt), Italy
9 Corden Pharma Via Del Murillo Km 2,800- |Déy chuy@&n sin xudt: EU-GMP [IT/19- AIFA, Italy 1
Latina 04013 Sermoneta (Lt), Italy[* Thudc v tring: 1/H/2018
+ Thudc 5X v tring: dung dich thé tich lén chira chit déc t& bao/chat kim t& bao; thudc
dong kha chira chat dije t& bao/chit kim t& bao; dung dich thé tich nhé chira chit djc t&
biao/chit kim t& bao; thudc bot chira penicillin va cephalosporin; o« 9
+ Thude tiét tring cudi: dung dich thé tich nhd chira chit dic t& bao/chat kim t& bao; g 2.
* Thudc khéng v tring: Vién nang cimg chiva penicillin va cephalosporin; Vién nang cimg S 3
chira chdt doc t8 bao/chat kim t& bao; Vién nén chira chat dic t& bao/chit kim t& bao; Vién B ~
nén chira cephalosporin; thudc bdt chira penicillin va cephalosporin,
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IT-003 » Esseti Farmaceutici S.R.L » Via Campobello 15-00071 Pomezia (RM), Italy =
11 Esseti Via Campobello 15-00071 [* Thudc v tring: EU-GMP [IT/40- o |CQOL Dwrge ¥ (AIFA) 2
Farmaceutici 5.R.L |Pomezia (RM), Italia + Thudc tiét tring cudi: dung dich thé tich nhé. 1/H/2018 =
g
s
—.
IT-004 » Farma ItaliaS.P.A. » Via Z beletti, 25-20021 (M), Italy (o]
18 Farma Italia 5.P.A, | Via Zamgbeletti, 25- San xudt ban thanh phdm: Vién nén Arcabose Friulchem EU-GMP |IT/265- o |CQQL Duge Y (AIFA "
20021 Baranzate (MI), 1/H/2016 2 1
Italia g
w
=)
IT-005 » Lamp San Prospero S.P.A. » Via della Pace, 25/A, I-41030 San Prospero, Modena, Italy
19 Lamp San Via della Pace, 25/A, I- BDong goi va xudt xwdng: Vién nén Arcabose Friulchem EU-GMP |IT/168- o |CoaL Duoc ¥ (AIFA) 2
Prospero 5.P.A, 41030 San Prospero, 1/H/2016 =
Medena, Italia UQ'1
o
o
IT-006 » Sirton Pharmaceuticals S.P.A » Piazza XX Settembre 2, 22079 Villa Guardia (CO), Italy
37 Sirton Piazza XX Settembre 2, 1. Thudc v tring: EU-GMP [IT/217- Italian Medicines 3
Pharmaceuticals  |22079 Villa Guardia {CO), |- Thudc SX v tring: 1/Hf2017 o Agency (AIFA)
S.PA Italy + Thudc ding khd (bao gbm cac sn pham chit tir md/ té bao cha nguini); =
+ Dung djch thé tich nhé (bao gbm cac san phim din xudt hodc chiét tir ma/ t& bao cla dong :
vat). é
- Thudc tiét tring cudi: Dung dich thé tich nhé.
IT-007 » ACS Dobfar S.P.A. » V.LE Addetta 2a/12 - 20067 Tribiano (M), Italy
43 ACS Dobfar 5.P.A  |V.LE Addetta 2af12 - * 5an xuit san pham trung gian thudc vo tring: EU-GMP [IT/63- A = Italian Medicines 4
20067 Tribiano (MI), Italy |+ Thudc san xudt vd trung (chira khang sinh B-Lactam): thudc dang khé; ban thanh phdm 1/H/2018 = S |Agency (AIFA)
~ ~
Cephalosporin; thudc bt; ban thanh phdm hén hep Cephalosporin va Carbapenems. g‘ g!
* Chirng nhan xudt xudng: thudc san xudt vo tring. ﬂ' b
186 ACS Dobfar S.P.A  |V.LE Addetta 2a/12 - 3/5- | * Ban thanh ph3m sin xu3t vd tring: déng kha cephalosporins; bt chira héin hop EU-GMP |IT/228/H/20 | o o [italian Medicines 6
20067 Tribiano (M1), Italy  [Cephalosporins; bt chita hdn hep Carbapenems, 18 § § Agency (AIFA)
* Xudt xwdng 16: thudc san xudt vé tring. ] S
- @
- -
IT-008 » Delpharm Novarra S.R.L » Via Crosa, 86-28065 Cerano (NO), Italy
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84 Delpharm Novarra |Via Crosa, 86-28065 * San xuit thudc khong v tring: Vién nang cirng; vién nén; vién nén bao phim. EU-GMP [IT/191/H/20 25 5 ==
S.R.L Cerano (NO), Italy * Dang goi: 19 b= =
~ ~
+ Bang goi cdp 1: Vién nang cirmg; vién nén; vién nén bao phim. g g
+ Dang goi cap 2. ~ =
~ o =
IT-009 » Chiesi Farmaceutici S.P.A. » Via San Leonardo 96 - 43122 Parma (PR), Italy "i:
187 Chiesi Via San Leonardo 96 - * Thudc vb tring: EU-GMP |[IT/77/H/201 Italian Medicines e,
Farmaceutici 5.P.A. |43122 Parma (PR), Italy + Thudc san xudt v trung: dung djch thé tich nhéd (chira corticosteroid; thude sinh hoc). 9 @ o |Asency (AIFA
* Thudc khéng v tring: thudc udng dang ldng (chira corticosterid); thudc bét (chira 2. 2.
corticosteroid); thudc dang cé ap lye (chira corticosteroid); vién nén. 3 ":.:
* Thudc sinh hoc: thudc co ngudn gdc tir dong vat. g By
IT-010 » Abbvie S.R.L » S.R. 148 Pontina Km 52, Snc-Campoverde Di Aprilia (loc. APRILIA) - 04011 APRILIA (LT), Italy
188 Abbvie 5.R.L 5.R. 148 Pontina Km 52, * Thudc khng vd tring: Vign nén; thude ding ngoai dang 16ng; thudc udng dang long; thudc EU-GMP |IT/214/H/20 | o [ttalian Medicines 6
Snc-Campoverde Di cém (sén pham Sevoflurane). 18 b= S |Agency (AIFA)
Aprilia (loc. APRILIA) - * Xudt xwdng thudc sdn xudt v tring: thudc dong khd; dung dich thé tich nhé. 8 -
~
04011 APRILIA (LT}, Italy < D)
IT-011 »S.M. Farmaceutici S.R.L. » Zona Industriale, 85050 TITO (PZ), Italy
189 5.M. Farmaceutici |Zona Industriale, 85050 * Thudc v tring: EU-GMP |IT/138/H/20 | & ~ |AIFA ltalian Medicines 6
S.R.L. TITO (PZ), Italy + Thude tiét tring cudi: Dung djch thé tich nhéd; Dung dich thé tich lém. 19 § § Agency
* Thudc khéng vd trung: Thudc uéng dang l6ng chiva corticosteroids. B' g'
N &
IT-012 » Valpharma International S.P.A » Viia G. Morgagni, 2 - 47864 Pennabilli (RN), Italy
190 Valpharma Via G. Morgagni, 2 - 47864 |* Thudc khéng vo tring: vién nang cimg; dang bao chi rin khac (thudc cdm, pellet); Vién nén. EU-GMP |IT/173/H/20 | o ~  |1talian Medicines [
International 5.P.A |Pennabilli (RN}, Italia Pham vi chirng nhin khéng bao gém chimg nhan 16, xudt xwdng san pham 19 § § Agency AIFA
g | 2
o -
— ~
IT-013  » Reparto Distaccato » \Via Palermo, 26/A - 43122 Parma (PR), Italy
191 Reparto Distaccato |Via Palermo, 26/A - 43122 |* Thudc v tring: EU-GMP [IT/77/H/201 . ~  |italian Medicines 6
Parma (PR), Italy + Thudc sén xudt vd tring: thude sinh hoc: dung dich thé tich nhé. 9 § § Agency (AIFA)
* Thudc sinh hoc: thudc cd ngudn gdc tir dong vat. g :'
8 a
IT-015 » LABORATORIO FARMACEUTICO S.1.T. SPECIALITA' IGIENICO TERAPEUTICHE S.R.L. » Via Cavour, 70 - 27035 MEDE (PV), Italy
Danh sach téng hop co sé nurde ngoai dap (g GMP Trang 30 /44 Cap nhit dén 03-06-2020




j GAY [
ID CHUNG | TEN CO" SO’ SAN - NGUYEN | GIAY CH. |ngay NG/ L é
- 0" QUAN CAP ™RGN
cHi XUAT PIA CHI PHAM VI CHIFNG NHAN TACGMP | NHAN cip :l—.‘!‘ co'Q ] G
AN E(I
it
192  |LABORATORIO Via Cavour, 70 - 27035 * Thudc khéng vd tring: Vién nang cimng; thudc diung ngoai dang léng; thudc udng dang long; EU-GMP |IT/174/H/20 F=i
FARMACEUTICO  [MEDE {PV), Italy thudc dang ban rin (chira hormon corticosteroid); vién nén, vién nén bao phim, vién nén bao 19 = -
S.1.T. SPECIALITA' dueng; 8 I
IGIENICO * Thudc sinh hoc (chi pha ché, chia ligu va déng goi): Vic xin vi khudn bat hoat dang vién nén; S wh
TERAPEUTICHE san pham vi sinh séng dang vién nang cirng; e ;
S.R.L. * Thudc dugce ligu (chi pha ché, chia lidu va déng géi): Vién nén; thudc ding ngoai dang long; H—
thudc udng dang 1ong; thudc dang ban rén. =
IT-016 »SANOFIS.P.A. » 5.S. 17 Km 22 - 67019 Scoppito (AQ), Italy b
193 SANOFI5.P.A. 5.5.17Km 22 - 67019 1. San xudt toan b qua trinh EU-GMP [IT/130/H/20 Italian Medicines
Scoppito (AQ), ltalia * Thudc khdng vd tring: Vién nang mém; Vién nén, vién nén bao phim, vién nén bao duimg va 18 ] 2 |Agency AIFA
vién nhai (bao gbm ci thudc chira hormon Corticosteroid). g g
* Thudc tir durge lidu: Vién nang mém; Vién nén. 3 ré}
2. S&n xudt ban thanh pham: thude cém. ] ~
3. Dong goi cdp 1: vién nang cirng.
IT-017 »Janssen Cilag 5.P.A » Via C. Janssen (loc. Borgo S. Michele) - 04100 Latina (LT), Italy
194 Janssen Cilag S.P.A |Via C. Janssen (loc. Borgo | * Thudc khéng v tring: Vién nang cimg, thude xit (pressurised preparations. Vién nén {bao EU-GMP |IT/184/H/20 @ — |ltalian Medicines [
5. Michele) - 04100 Latina |gdm héc mon sinh duc), vién nén bao phim. 18 2 § Agency (AIFA)
(LT), Italy * Béng géi so cdp, thir cdp. E] 4
* Kiém tra chit lugng. ] e
IT-018 » Special Product’s Line S.P.A » Via Fratta Rotonda Vado Largo, 1-03012 Anagni (FR), Italy
195  [Special Product's  |Via Fratta Rotonda Vado  |* Thudc khéng vo tring: thudc udng dang léng (corticosteroids hde man, thudc sinh hoe digu EU-GMP |IT/9/H/2019 | o, ~  |italian Medicines 6
Line S.P.A Largo, 1, 03012 Anagni trj gan); thudc bit, thudc cdm; thudic ban rin, thudc d3t (corticosteroids hoc mén). § § Agency (AIFA)
(FR), Italy 3 &
o~ -
~ f=]
IT-021 » ACS Dobfar S.P.A (Tén cii: Facta Far itici 5.P.A.) » Nucleo Industriale S. Atto (loc. S. Nicolo' A Tordino) - 64100 Teramo (TE), Italy
196  |ACS Dobfar 5.P.A  [Nucleo Industriale 5. Atto |* Thudc vo trung: EU-GMP |ITf6/H/2019 | & = |italian Medicines 6
- o~
(Tén cii: Facta (loc. 5. Nicolo' A Tordino) - |+ Thudc san xudt vd triing: thudc bdt pha tidm chira khang sinh nhém cepha, penem(khang =] 2 |Agency (AIFA)
Farmaceutici 64100 Teramo (TE), Italia; [co dong goi cap 2). = =S
S.PA) 4 b
IT-023 » Novartis Farma S.P.A. » Via Provinciale Schito, 131 - 80058 Torre Annunziata (NA), Italy
197 Novartis Farma Via Provinciale Schito, 131 [1. San xuit: EU-GMP |IT/36/Hf201 | —  |italian Medicines 6
S.PA. - 80058 Torre Annunziata |* Thudc khdng vd tring: Vién nén; vién nén bao phim. 9 = & |Agency (AIFA)
~ ~
(NA), Italy * Thudc durgc ligu: Vien nén, & &
2. Déng goi so cdp: vién nang mém; vién nén. & 2
3. Dong goi thir edp.
IT-024 » Patheon Italia 5.P.A. » 2° Trav. SX Via Morolense, 5, Ferentino (FR), 03013, Italy
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198  |Patheon ltalia 2* Trav. 5X Via Morolense, |* Thudc v tring: EU-GMP |IT/156/H/20 F=i
S.PA. 5, Ferentino (FR}, 03013, + Thudc san xudt v trung: Thude dong khd (chira hormen hodc chit co heat tinh hormon, 18
Italy san pham cdng nghé sinh hoc, san phdm chidt ¢6 ngudn gdc tir nguwdi va dang vat, ché pham tir
mau, trir hormon corticosteroid); dung dich thé tich nhé (chira hormon va chat c6 hoat tinh
hormon, san phim céng nghé sinh hoc). 2 =
+ Thudc tiét tring cudi: Dung dich thé tich Ién; dung djch thé tich nhé. 8 8
* Thude sinh hoc: 8 a
+ Ché pham tir mau: Thudc dong kho; = g
+ San phdm cdng nghé sinh hoe: Thude dang khid; dung dich thé tich nhé sin xudt vd tring:
protein tai td hop; khang thé don dong.
+54n pham chidt ¢6 ngudn gde tir ngudni va ddng vat: Thude dong kho.
IT-025 » Actavis Italy S.p.a - Nerviano Plant » Via Pasteur 10, 20014 Nerviano - Milan, Italy
199 Actavis Italy S.p.a - |Via Pasteur 10, 20014 * Thudc v tring: EU-GMP [IT/132/H/20 A L Italian Medicines 6
Nerviano Plant Nerviano - Milan, Italy + Thudc san xudt vd tring: thudc dong khd pha tiém (building A100, A200), dung dich thé tich 18 § § Agency (AIFA)
nhé chira chit dic té bao/ kim té bao (tda nhia A200); g‘ S‘
+ Thudc tiét tring cudi: dung dich thé tich nhé chira chit dic t& bao/ kim t& bao dang ampoule %' ﬁ
(tda nha A90).
IT-026 » Kedrion S.P.A » 5.5.7 Bis Km. 19,5 - 80029 Sant' Antimo (NA), Italy
200 Kedrion S.P.A $.5.7 Bis Km. 19,5 - 80029 |* Thudc v triing: EU-GMP [IT/183/H/20 AIFA Italian Medicine 6
Sant' Antimo (NA), Italy - Thudc san xudt v trung: 19 - ~  |Agency
+ la cac ché pham tir mau: Dung djch thé tich lém; Dung djch thé tich nhé; Thudc déng kha. 2 g
+ Dung djch thé tich nhé: Aprotinin. g g
- Thude tiét tring cudi: Dung dich thé tich nhé (dung mai). E ﬂl
* Thudc sinh hoc: Cac san pham mau, Aprotinin.
IT-031  » GlaxoSmithKline f ing S.p.A » Strada Provinciale Asolana N. 90 (loc. San Polo) - 43056 Torrile (PR), Italy
201 GlaxoSmithKline Strada Provinciale Asolana | * Thudc khéng v tring: Vién nang cirng (bao gbm ca chit kim t& bao, chat diét té bao) , vién EU-GMP [IT/6- Agencia ltaliano del 6
manufacturing N. 90 (loc. San Polo) - nén (bao gdm ca chat kim t& bao, chit diét té bao), thudc udng dang l6ng.. 1/H/2018 o S |Farmaco (AIFA)
S.p.A 43056 Torrile (PR), Italia  |* Dong goi so cip: vién nang cirng, thudc udng dang long. 2. %
* Dong goi thir cap $ 8
| &
IT-032 » Kedrion S.P.A. » Via Provinciale (loc. Bolognana) - 55027 Gallicano (LU}, Italy
202 Kedrion S.P.A. Via Provinciale (loc. * Thudc v tring: EU-GMP [IT/113- - o AIFA Italian Medicine 6
Bolognana) - 55027 + Thudc san xudt vé tring (cac san phdm mau): Dung dich thé tich lén; Dung dich thé tich 1/H/2018 = S |Agency
Gallicano (LUY, Italy nhé; Thudc dang kho. ol e
+ Thudc tiét tring cudi: Dung dich thé tich nhé. 4 2
* Thude sinh hoc: ché phdm tir mau (bao gbm i huy8t trong phin doan). i i
JP-001 » AY Pharmaceuticals Co., Ltd - Shimizu Plant » 235, Miyakami, Shimizu-ku, Shizuoka-shi, Shizuoka, Japan
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38 AY 235, Miyakami, Shimizu- | * San pham: Thudc tiém Aminic. Japan GMP|1379 ~ o~ |Ministry ¢ =
Pharmaceuticals  |ku, Shizuoka-shi, § § Labour :
Co., Ltd - Shimizu  |Shizuoka, Japan 8' g (MHLW)
Plant ﬁ Q
203 AY 235, Miyakami, Shimizu- | * Sn phdm Neoamiyu (dung dich truyn tinh mach; thanh phin: L- Isoleucin, L-Leucin, L- Japan-GMP|5560 Ministry of He:
Pharmaceuticals  |ku, Shizuoka-shi, Lysine acetat, L-Methionine, L-Phenylal L-Threonine, L-Tryptophan, L-Valine, L-Alanine, L- | (twong Labour :
Co., Ltd tai Shimizu |Shizuoka, Japan Arginine, L-Aspartic acid, L-Glutamic acid, L-Histidine, L-Proline, L-5erine, L-Tyrosine, Glycine, L- | duong EU- {MHLW}
Plant Cysteine, Sodium Bisulfite); GMP) 4] =
* San pham Morihepamin {dung djch truygn tinh mach; thanh phin: L- Isoleucin, L-Leucin, L- 8 8
Lysine acetat, L-Methionine, L-Phenylalanine, L-Threonine, L-Tryptophan, L-Valine, L-Alanine, L- S 8
Arginine, L-Aspartic acid, L-Histidine, L-Proline, L-Serine, L-Tyrosine, Glycine, L-Cysteine, Sodium S ﬁ
Bisulfite);
204 AY 235, Miyakami, Shimizu- | * Sin ph3m: Dung djch tiém truy&n Aminic (hén hop Acid amin) Japan- |1652 2 o |Ministry of Health, 6
Pharmaceuticals  [ku, Shizuoka-shi, GMP § § Labour and Welfare
Co., Ltd - Shimizu  |Shizuoka, Japan {twong B‘ .-o-.' {MHLW), Japan
Plant durong EU- “o’ 8
GMP)
205 |AY 235, Miyakami, Shimizu- | * Sdn phdm: Thudc tigm Neoamiyu Japan- 4136 o . |Ministry of Health, 6
Pharmaceuticals ku, Shizuoka-shi, GMP = 2 |Labour and Welfare
Co., Ltd - Shimizu  |Shizuoka, Japan ({tuwrong a a {MHLW), Japan
Plant durong EU- ﬂ g
GMP)
206 AY 235, Miyakami, Shimizu- | * S4n ph3m: Morihepamin, thudc tigm. Japan- [4238 e —  |Ministry of Health, 6
Pharmaceuticals  [ku, Shizuoka-shi, GMP § § Labour and Welfare
Co., Ltd - Shimizu  |Shizuoka, lapan {twrong ~ - {MHLW), Japan
Plant dwong EU- 5 g
GMP)
JP-002 » Eisai Co., Ltd Kawashima Plant » 1 Kawashimatakehaya-machi, Kakamigahara-shi, Gifu-ken, Japan
a1 Eisai Co., Ltd 1 Kawashimatakehaya- * Pong gdi san pham: Japan GMP|1786; 1784 @ ~  |Ministry of Health, 5
Kawashima Plant  |machi, Kakamigahara-shi, + Vién nang Lenvima (Lenvatinib 4mg) § § Labour and Welfare
Gifu-ken, Japan + Vién nang Lenvima (Lenvatinib 10mg) B' g {MHLW), Japan
[ R
JP-003 » Senju Phar ical Co., Ltd. | Plant » 4228-1, Aza Kadota, Ishishi, Karatsu-shi, Saga-ken, Japan
207 Senju 4228-1, Aza Kadota, *San pham Japan-GMP|3270 5 < |Ministry of Health, 6
Pharmaceutical Ishishi, Karatsu-shi, Saga- |- Dung dich thudc nhd mét Tearbalance 0,1% (Natri hyaluronat 1mg/ml). (twong § § Labour and Welfare
Co., ltd. Karatsu  |ken, Japan duromg EU- g Q (MHLW), Japan
Plant GMP) o~ o
5] S
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208 Senju 4228-1, Aza Kadota, *San pham Japan-  [400 & o |Ministry of Health
Pharmaceutical Ishishi, Karatsu-shi, Saga- |- Dung djch thudc nhé mét Prano Eye Drop 0,1% (Pranoprofen 1mg) GMP § § Labour :
Co., ltd. Karatsu  [ken, Japan (twong 5 a {MHLW,
Plant durong EU- ® *
GMP)
209 Senju 4228-1, Aza Kadota, * 54n pham Bronuck ophthalmic solution 0,1% Japan- |6093 ¥ o |Ministry
Pharmaceutical Ishishi, Karatsu-shi, Saga- GMP § § Labour an
Co., Ltd. Karatsu ken, lapan ({twong 8‘ g {MHLW), Japan
Plant durong EU- g& f-’::
GMP)
JP-004 » Santen Pharmaceutical Co., Ltd. Noto Plant » 2-14, Shikii i, Hod: himizu-cho, Hakui-gun, Ishikawa, Japan
210 Santen 2-14, Shikinami, * S4n xudt thanh pham thudc vb tring: Japan-  [1730108000 Ministry of Health,
Pharmaceutical Hodatsushimizu-cho, + Dung dich nhé mét Sanlein Mini 0.1 (Sodium Hyaluronate 1mg/mL); Sanlein Mini 0.3 GMP 121 Labour and Welfare
Co., Ltd. Noto Plant |Hakui-gun, Ishikawa, Japan|({Sodium Hyaluronate 3mg/mL). {twong {MHLW), Japan
+ Dung dich nhé mét Sanlein 0.1 (Sodium Hyaluronate 1mg/mL); Sanlein 0.2 (Sodium durong EU-
Hyaluronate 3mg/mL). GMP)
+ Dung dich nhé mit Cosopt (Dorzalamide Hydrachloride 22.26mg, Timolol maleat
6.83mg/mL); Cosopt-5 (Dorzolamide Hydrochloride 22.26mg, Timolol maleat 6.83mg/mL).
+ Dung dich nhé mét Daigaku Eye Drops (Naphazoline Hydrochloride 0.002g, 2 -
Chlorpheniramine Maleat 0.01g, Zinc Sulfate Hydrate 0.1g, £ - Aminocaproic Acid 1.0g/100mL). = =
+ Dung dich nhé mét Cravit (Levofloxacin hydrat Smg/ml). g g
+ Dung dich nhé mét Oflovit {Ofloxacin 3.0mg/mL). ; :&:
+ Dung dich nhé mét Sancoba (Cyanocobalamin 0.02g/100mL). & iy
+ Dung dich nhé mét Alegysal (Pemirolast Potassium 1mg/mL).
* Pong goi va xudt xuwdng lo:
+ Dung dich nhéd mét Eybelis (Omidenepag isopropyl 0.02mg/mlL).
+ Dung dich nhé mét Taptiqgom-MD (Tafluprost 0.015mg, Timolol Maleat 6.83mg/mL).
JP-005 » Santen Pharmaceutical Co., Ltd. Shiga Plant » 348-3, Aza-suwa, Oaza-shide, Taga-cho, Inukami-gun, Shiga, Japan
211 Santen 348-3, Aza-suwa, Oaza- * S4n xudt thanh phim: Japan-GMP| 2522808000 Ministry of Health,
Pharmaceutical shide, Taga-cho, Inukami- + Dung dich nhé mét Flumetholon 0.02 (Fluorometholone 0.2mg/mL); Flumetholon 0.1 {twong  |275 Labour and Welfare
Co., Ltd. Shiga gun, Shiga, Japan {Fluorometholone 1mg/mL}. durong EU- = —  |IMHLW), Japan
Plant + Dung dich nhd mit Mydrin-P {Tropicamide 5.0mg/mL). GMP) = =
+ M@ tra mét Oflovid (Ofloxacin 0.003g/1g). - by
* San xudt ban thanh phim: 2 2
+ Dung dich nhd mét Eybelis (Omidenepag isopropyl 0.02mg/mL). 5 i
+ Dung dich nhd mat Taptigom-MD (Tafluprost 0.015mg, Timolol Maleat 6.83mg/mL).
JP-007 » Nipro Pharma Corporation, Odate Plant » 5-7, Maedano, Niida, Odate, Akita, Japan
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212 Mipro Pharma 5-7, Maedano, Niida, * San pham: Thudc bit pha tiém Meiunem 0.5g (Meropenem Hydrate 0,5 g} Japan- |5029 o o |Ministry of Health =
Corporation, Odate, Akita, Japan GMP § § Labour and
Odate Plant {twong - e [(MHLW) y 1
durong EU- E %
GMP)
213 Nipro Pharma 5.7, Maedano, Niida, * S4n pham: Thudc bt pha tiém Meiunem 1g (Meropenem Hydrate 1g) Japan- |5028 E o |Ministry ¢
Corporation, Odate, Akita, Japan GMP = S |Labour
Odate Plant {twong g g (MHLW), Jag
dureng EU- & @
GMP) i b
JP-009 » Mylan EPD G.K., Katsuyama Plant (Tén cii: Abbott Japan Co., Ltd.] » 2-1, Inokuchi 37, Katsuyama, Fukui 911-8555, Japan
214 Mylan EPD G.K., 2-1, Inokuchi 37, * 84n pham: Vién nén bao phim Elthon 50mg tablets (ltopride hydrochloride 50mg) Japan- 4813 o - Ministry of Health, [
Katsuyama Plant  |Katsuyama, Fukui 911- GMP § § Labour and Welfare
({Tén cii: Abbott 8555, Japan {twong : 8 {MHLW), Japan
Japan Co., Ltd.) durong EU- ﬁl @
GMP)
JP-011  » Nichi-lko Pharmaceutical Co., Ltd. Aichi Plant » 1212, Aza- Gejo-cho, Kasugai-shi, Aichi Prefecture, Japan
215 Michi-lko 1212, Aza-teramae, Gejo- |* Sin pham: NIKP-Citicoline Injection S00mg/2ml. Japan- [244 o - |Ministry of Health, [
Pharmaceutical cho, Kasugai-shi, Aichi GMP § § Labour and Welfare
Co., Ltd. Aichi Plant |Prefecture, Japan {twrong < < |(MHLW), Japan
duong EU- g g
GMP)
KR-001 » CLPharm Asan Plant » 101 Ganae-gil, Si g-myeon, Asan-si, Chungcheong do, Republic of Korea
28 CL Pharm Asan 101 Ganae-gil, Sinchang-  |Phim tan trong miéng, vién ngam PIC/5-GMP |2018-G1- —~ |Co quan thim quyén 3
Plant myeon, Asan-si, 2115 § Han Quéc
Chungcheongnam-do, g
Republic of Korea S
KR-002 » lcure Pharm Inc. » 13 Je3gongdan 3-gil, Seoun-myeon, Anseong-si, Gyeonggi-do, Republic of Korea
72 Icure Pharm Inc. 13 Je3gongdan 3-gil, Migng dan; thudc dip; hé tr lidu qua da. PIC/5-GMP |2019-D1- o o |Gyeongin Regional Food 5
Seoun-myeon, Anseong- 0277 § § and Drug Safety, Korea
si, Gyeonggi-do, Republic 6 8
of Korea L4} s
KR-003 » Korea Otsuka Pharmaceutical Co., Ltd » 27 Jeyakgongdan 3-gil, Hyang eup, H g-si, Gyeonggi-do, Korea
216 Korea Otsuka 27 Jeyakgongdan 3-gil, * Thudc khéng vd tring: Vién nang cimng, Vién nén, Thudc bit, thude hit, dung dich udng PIC/5-GMP | 2018-D1- o o |Gyeongin Regional 6
Pharmaceutical Hyangnam-eup, 1027 § § Office of Food and Drug
Co., Ltd Hwaseong-si, Gyeonggi- g' g Safety, Korea
do, Korea 2 o
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217 Korea Otsuka 27 leyakgongdan 3-gil, * Thudc khang v tring: Vién nén, vién nén bao phim, vién nang cirng, thudc bét, thudc hit, PIC/S-GMP |2019-D1- o = |Gyeongin =t
Z
Pharmaceutical Hyangnam-eup Hwaseong-|dung dich thudc udng.K86 1168 2 § Office of F rug -
Co., Ltdf1633 si, Gyeonggi-do, Republic g' 3' Safety, K ]
of Korea = o
KR-005 » Whan In Pharm. Co., Ltd. » 50-Gongdan-ro, Anseong-si, Gyeonggi-do, Korea ‘i—n,
218 Whan In Pharm. 50-Gongdan-ro, Anseong- |Vién nén; vién nang, vién nén bao phim. PIC/5-GMP |2018-D1- w0 o |Gyeongir <
Co., ltd. si, Gyeonggi-do, Korea 2469 § § Office of Yrug
g g |safety, Korea
i o
~ -
KR-008 »JW Shinyak Corporation » 88-24 Sandan-ro, Pyeongtaek-si Gyeonggi-do, Republic of Korea
219 |)W Shinyak 88-24 Sandan-ro, * Thudc udng dang rin: Vién nén; vién nang; thudc bjt; sird kho. PIC/S-GMP [2018-D1- o o |Ministry of Food and 6
Corporation Pyeongtaek-si Gyeonggi- |* Thude dung ngoai dang 16ng; lotion, thude nhé tai; thude xjt mii. 2406 § § Drug Safety (MFDS),
do, Republic of Korea * Thudc m; thudc kem; thudc gel. g g' Korea
2| &
KR-009 » Aprogen Pharmaceuticals. Inc » 16 Dumeori-gil, Yanggam-myeon, Hwaseong-si Gyeonggi-do, Republic of Korea
220 Aprogen 16 Dumeori-gil, Yanggam- | * Thudc udng dang rin: Vién nén (vién nén bao phim, vién nén khiing bao, vién nén bao PIC/S-GMP |2019-D1- = - Gyeongin Regional [
Pharmaceuticals. |myeon, Hwaseong-si duwirng, vién nén nhai, vién nén dit 3m dao, vién nén tan trong miéng, vién nén gidi phong 2815 = 3 |office of Food and Drug
N &
Inc Gyeonggi-do, Republic of [cham, vién nén bao tan trong rudt); Vién nang cirng; : go'n Safety, Korea
Korea * Thudc mi: thudc m, kem; gel. & B‘.
~
KR-011 » Samjin Pharmaceutical Co., Ltd. » 52, Jeyakgong 1-gil, Hyang aup, H 1g-si, Gyeonggi-do, Republic of Korea
221 Samijin 52, Jeyakgongdan 1-gil, * Thudc udng dang ran: Vién nén; vién nén bao phim, vién nén bao duwémng, vién nhai; vién PIC/S-GMP | 2019-D1- Gyeongin Regional 6
Pharmaceutical Hyangnam-eup, nang cirng (bao gdm ca thude chira khang sinh nhém Cephalesporin). 3007 il o |Office of Food and Drug
Co., Ltd. Hwaseong-si, Gyeonggi-  |* Thudc tiém: Thudc tiém dung dich; thudc bt pha tiém (bao gdm ca thudc chira khang sinh & &  |safety, Korea
do, Republic of Korea nhém Cephalosporin). : ré}
* Thudic uding dang hén dich. 8 p=-
LV-001 » Joint stock Company Grindeks » 53 Krustpils Street, Riga, LV-1057, Latvia
20 Joint stock 53 Krustpils Street, Riga, | * Thudc khéng v tring: vién nang cimg (bao gbm ca thudc chira chit ddc t& bao, chit kim 18 EU-GMP |ZVA/LV/201 o [CQaL Durge Latvia 2
Company Grindeks |LV-1057, Latvia bao); Thude ding ngoai dang |éng, thude udng dang léng; thudc m#, thude gel, vién nén; vién 7/016H §
nén bao phim; a'
3
NL-001  » J; Biologics B.V. » Ei g 101, Leiden, 2333CB, Netherlands
222 Janssen Biologics  |Einesteinweg 101, Leiden, |* Xudt xwdng thudc vo tring. EU-GMP |NL/H - —  [|Health and Youth Care 6
BV, 2333CB (hojic 2333 CB * Xudt xwéng thude sinh hoe: Sdn phdm cdng nghé sinh hoc. 18/2008473 b=y 3 |inspectorate -
~
Leiden), Netherlands * Kiém tra chat lugng. - 3 Pharmaceutical Affairs,
b= =
* Nguyén liéu hoat chat (San xudt va kiém tra chdt lvgng): Infliximab; Abciximab; Golimumahb; & & |Netherlands
-
Ustekinumab; Siltuximab.

Danh sach téng hop co sé nurée ngoai dap img GMP

Trang 36 / 44

Cap nhit dén 03-06-2020



j GAY [
ID CHUNG | TEN CO" SO SAN NGUYEN | GIAY CH. |ngay NG/ sk é
- 0" QUAN CAP ™RGN
i XUAT PIA CHI PHAM VI CHU'NG NHAN TAcGMP| NHAN | cap :i; co'Q ] (.G
o
NL-002 » Abbott Biologicals B.V » Veerweg 12, OLST, 8121 AA, Netherlands
223 Abbott Biologicals |Veerweg 12, OLST, 8121 |* Thudc vb tring: EU-GMP [NL/H Health Car
BV AA, Netherlands + Thude san xudt vo tring: Dung dich thé tich nhé. 192010100 o o [inspectorate
+ Thudc tiét tring cudi: Dung dich thé tich nha. § § Pharmaceutical Affairs
* Thudc khong vb tring: Thudc udng dang long; vién nén, vién nén (chita hormon). g‘ 8‘ and Medi
* Thudc sinh hge: Thude mién dich; thudc co nguin gic tir ngwin hodc ddng vat. 8 ,-c..' Technology lan
PL-001 » Aflofarm Farmacja Polska Sp.z 0.0 » Ul. Krzywa 2, 95-030 Rzgéw, Poland X
55 Aflofarm Farmacja |Ul. Krzywa 2, 95-030 * Thudc khang v tring: thudc diing ngoai dang long; thudic udng dang l6ng. EU-GMP [IWP5.405.13| o ~ |Main Pharmaceutical 4
PolskaSpzoo  |Rzgow, Paland 2018.ER.1 8 g [inspectorate (MP1),
WrC/0108 0| g [Poland
1 01/297 i =
PL-002 » Nobilus Ent, Tomasz Kozluk » ul. Zegrzynska 22A, 05-110 Jablonna, Poland
59 Nobilus Ent, ul. Zegrzynska 22A, 05 * Thudc khdng vid triing: Vién nang cimg chira Imatinib; dung dich diing ngoai; thudc ban rin, EU-GMP |IWP5.405.2. o —  |Main Pharmaceutical 5
Tomasz Kozluk 110 Jablonna, Poland 2018.ER.1 =] 2 |Inspectorate, Poland
WTC/0167_0| = 8
1.01/251 & z
PL-003 » Tarchomin Pharmaceutical Works "'Polfa" S.A (Tén Ba Lan: Tarchominskie Zaklady Farmaceutyczne "Polfa" Spolka Akcyjna) » 2, A. Fleminga Str., 03-176 Warsaw, Poland
224 Tarchomin 2, A. Fleminga 5tr., 03-176 |* Thudc vd tring: EU-GMP |IWPS5.405.81 Main Pharmaceutical [
Pharmaceutical Warsaw, Poland + Thudc san xudt vb tring: thudc dong kho (San xuit tai tba nha p15) L2019.KK.1 Inspector, Poland
Works "Polfa" 5.4 |(Cach ghi khac: ul. A. WTC/0196_0
(Tén Ba Lan: Fleminga 2, 03-176 2_02{181 ] 9
Tarchominskie Warszawa, Poland) g &
Zaklady 8 3
Farmaceutyczne ~ o
"Polfa" Spolka
Akcyjna)
225 Tarchomin 2, A. Fleminga 5tr., 03-176 |* Thudc khong v trung (bao gém ca thudc chira khang sinh Penicillin): vién nang cling; cdm EU-GMP |IWZ1.405.29. Main Pharmaceutical 6
Pharmaceutical ‘Warsaw, Poland pha hén dich udng; bit pha hdn dich uding; vién nén. 2018.MG.1 Inspector, Poland
Works "Polfa" 5.A  |(Cach ghi khac: ul. A, WTC/0196_0
(Tén Ba Lan: Fleminga 2, 03-176 2_06/58 % 8
Tarchominskie Warszawa, Poland) % 2.
Zaklady ] =
Farmaceutyczne 3 g
“Polfa” Spolka
Akcyjna)
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226 Tarchomin 2, A. Fleminga Str., 03-176 |* Thudc vb tring: EU-GMP |IWPS.405.87 Main Pharmaceutica ey
Pharmaceutical ‘Warsaw, Poland + Thudc san xudt vo tring: dung djch thé tich nho; .2019.KK.1 Inspector, Poland
Works "Polfa" 5.4 |(Cach ghi khac: ul. A, * Thudc sinh hoc: thudc céng nghé sinh hoc (thudc Insulin) WTC/0196_0
(Tén Ba Lan: Fleminga 2, 03-176 (San xudt tai tha nha D-31) 2_03/208 o £
Tarchominskie Warszawa, Poland) S 8
Zaklady 8 3
Farmaceutyczne ] B
"Polfa" Spolka
Akcyjna) J
227 Tarchomin 2, A. Fleminga Str., 03-176 | * Thudc v triing: EU-GMP |IWZ).405.10 Main Pharmaceutical 6
Pharmaceutical ‘Warsaw, Poland + ThuBc san xudt vo tring: dang bao ché rin va cdy ghép (bao gbm ca khang sinh Penicillin) 8.2018.ER.1 Inspector, Poland
Works "Polfa" 5.A  [(Cach ghi khac: ul. A, WTC/0196_0
(Tén Ba Lan: Fleminga 2, 03-176 2_05/21 ] ba |
Tarchominskie ‘Warszawa, Poland) 8 :Qv.
Zaklady $ =
Farmaceutyczne 2 g
“Polfa" Spolka
Akcyjna)
228 Tarchomin 2, A. Fleminga Str., 03-176 |Déng goi thir cdp, kiém nghigm EU-GMP |IWZ).405.16. Main Pharmaceutical 6
Pharmaceutical ‘Warsaw, Poland 2019.KKW.1 Inspector, Poland
Works "Polfa" 5.A |(Cach ghi khac: ul. A. WTC/0196_0
(Tén Ba Lan: Fleminga 2, 03-176 2_07/29 * e
Tarchominskie ‘Warszawa, Poland) 2, 9;1
Zaklady g =
Farmaceutyeczne bt E
"Polfa" Spolka
Akeyjna)
PL-004 » Lek S.A » ul. Podlipie 16, 95-010 Strykéw, Poland
229 Lek 5.A ul. Podlipie 16, 95-010 * Thudc khong vo tring: Vién nén, vién nén bao phim EU-GMP |IWZ).405.43.| o ~  |Main Pharmaceutical 6
Strykéw, Poland * Déng goi so cip, thir cdp. 2018M62 | 8 S |imspectarate (MPI),
* Kiém tra chat lugng. WTC/0095 0| 2 6" Poland
4_01/77 e | &
PL-005 » GlaxoSmithKline Phar ical 5.A » ul. Gr Idzka 189, 60-322 Poznan, Poland
230 I ithkline ul. Gr Idzka 189, 60-  |* Thudc khéng vo tring: Viégn nén. EU-GMP |IWPS,405.89 Main Pharmaceutical 6
Pharmaceuticals  |322 Poznan, Poland .2019.KK.1 o o |inspectorate (MPI),
SA (cach vidt khae: wrc/oos2 0l R | & [Poland
Grunwaldzka 189 Street, 1.01/213 g $
60-322 Poznan, Poland) 8 =
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PL-006 » Lek S.A » ul. Domaniewska 50c, 02-672 Warszawa, Poland
231 Lek 5.0 ul. Domaniewska 50c, 02- |* DPang goi sof cip: Vién nén, vién nang meém, vién nang cimg EU-GMP |IWP5.405.4, & ~ |Chief Pharmaceutical
672 Warszawa, Poland  |* Déng goi cip 2 2019601 | S S [inspector, Poland
* Xudt xwdng: thudc vo tring TC/0095_01 5' E
* Kiém tra chit lugng: hoa, Iy _0y7 5 o
PL-007 » Adamed PharmaS.A » P  ul, Adamkiewicza 6A, 05-152 Czosnow, Poland [
232 Adamed Pharma  |Pienkow, ul. Mariana * Thudc khong vo tring: Vién nang cing (bao gdm ca chit kim té bao), Vién nén, vién nén bao EU-GMP |IWPS.405.7. o o [Chief Pharmaceutica 5
S.A Adamkiewicza 6A, 05-152 [phim (bao gdm ca héc mon va steroid), Thudc 1éng ding ngoai, Thudc 1ang udng, Thudc bit. 2019.KKW.1 § § Inspector, Poland
Czosnow, Poland WTC/0038 0| = s
1_01/14 @ 4
PL-008 » Polfarmex S.A. » 9, Jozefow Str., 99-300 Kutno, Poland
233 Polfarmex 5.4, 9, Jozefow Str., 99-300 * Thudc khéng vd tring: Vién nang cimng; Thudc udng dang l6ng; Thudc ding ngoai dang long; EU-GMP |IWPS.405.84 | o ~ |Main Pharmaceutical 6
Kutno, Poland Thude bdt; Thude bt dé hit. .2019.KK.1 § § Inspector, Poland
* Thudc tir duroc ligu WTC/0020 0| 2 P
1.01/197 = @
PL-009 » Warszawskie Zaklady Farmaceutyczne POLFA Spétka Akcyjna (Tén tiéng Anh: Warsaw Pharmaceutical Works Polfa 5.A.) » ul. Karolkowa 22/24, 01-207 Warszawa, Poland
234 Warsaw 22/24, Karolkowa Str., 01- |* Thudc khéng vd tring: thude dung ngoai dang 1éng (bao gm ca thudc nhd mii); thudec ban EU-GMP |IWZ).405.4.2 Pharmaceutical [
Pharmaceutical 207 Warszawa, Poland réin; dung djch thyt tryre trang. 018.MG.1 Inspector, Poland
Works Polfa S.A. | (tiéng Anh: Karolkow WTC/0102_0
(Tén tiéng Ba Lan: |22/24, 01-207, Warsaw, 2_02/8 o« 9
Warszawskie Poland) g =
Zaklady g é
Farmaceutyezne z b
POLFA Spolka
Akcyjna)
PT-001 » Laboratdrios Vitéria, S.A » Rua Elias Garcia, n.2 28, Amadora, 2700-327, Portugal
26 Laboratérios Rua Elias Garcia, n.2 28, * Thudc v tring: EU-GMP |FO19/51/MH o COAOL Dwge BS Dao Nha 2
Vitoria, 5.A Amadora, 2700-327, + Thudc san xudt vd tring: Dung dich thé tich nhd. f001/2017 §
Portugal + Thudc tiét trong cudi: Dung djch thé tich nha. wh
* Thudc khong vb triing: Vign nang cimg: thudc udng dang 16ng; dang bao ché ban ran; vién 3
dit; vién nén; thudc bjt; thudc cdm; pessaries. by
PT-002 » Labesfal - Laboratorios Almiro, 5.A » Zona Industrial do Lagedo, Santiago de Besteiros,3465-157, Portugal
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235  |Labesfal - Zona Industrial do Lagedo, |* Thudc vb tring: EU-GMP |FO10/S1/MH National Authority of ==l
Laboratorios Santiago de + Thudc san xuit v trung: Dung dich thé tich nhé; thudc bt pha tiém hojc tiém truyén f002/2017 Medicines r
Almiro, 5.A Besteiros,3465-157, (chira khang sinh nhéam Cephalosporin va nhom Penicillin). ~ S |Products (IN Y
Portugal + Thudc tiét triung cudi: Dung dich thé tich lén; dung dich thé tich nhé. g. 2. Portugal
* Thudc khong v triing: Vign nang cimg: dung dich thude dung ngoai; dung dich thudc udng; =] =)
dang bao ché ban rin (kem, m@, gel); vién nén; vién nén bao phim. 2 bt
PT-003 » Hikma Farmacéutica (Portugal), 5.A. » Estrada do Rio da Mg, n.2 8, 8-A e 8-B - Fervenca, Terrugem SNT, 2705-906, Portugal ==
236 Hikma Estrada do Rio da M&, n.2 | * Thude v tring: EU-GMP |FOOG/S1/MH National Authority of [
Farmacéutica 8,8-A e 8-B - Fervenca, + Thudc san xudt vo trimg: dung dich thé tich 1én; thudc dong khd; dung dich thé tich nhé; fo01/2018 = = |Medicines and Health
L= o~
(Portugal), S.A. Terrugem SNT, 2705-906, [thude bit (cephalosporin), hén djch. 8 g Products, |.P, Portugal
Portugal + Thudc tigt triing cudi: dung dich thé tich I6n; dung dich thé tich nhé, hin dich. 5] 8
- Xudt xurdng thudc vién nén 3 =]
PT-004 » Sofarimex - Indistria Quimica e Farmacéutica, S5.A. » Av.das Industrias - Alto do Colaride, Cacém, 2735-213, Portugal
237 Sofarimex - Av.das Inddstrias - Alto do [* Thudc v tring: EU-GMP |FO27/51/MH = Mational Authority of 6
Indistria Quismica |Colaride, Cacém, 2735- + Thude s&n xudt vd tring: Dung dich thé tich nhd; Thude dong khd J001/2018 E 8 |Medicines and Health
~ ~
e Farmacéutica, 213, Portugal * Thudc khéng vo trung: Vién nang cimng; Thude udng dang long; Thudc ding ngoai dang long; 5 & Products (INFARMED),
S.A thude cdm; thude ban rin; Vién nén; vién nén bao phim ™ ~  |Portugal
— (=]
RO-001 »S.C.Magistra C&CS.R.L » B-dul Aurel Vlaicu nr. 82A, Constanta, cod 900055, Jud. Constanta, Romania
2 S.C.Magistra C&C  |B-dul Aurel Vlaicu nr. 824, |* Day chuy&n SX: Thude khéng v tring: vign nén bao phim; vign nén d3t 3m dao; thude ban EU-GMP |030/2017/R ~ o |MAMMD (National 1
S.R.L Constanta, cod 900055, ran; vién d3t/ vién trirng, vién nén (bao gbm ca thudc chiva corticosteroids) o § § Agency for Medicines
Jud. Constanta, Romania $ a and Medical Devices),
) o |Rumani
RO-002 »S.C. Rompharm Company S.R.L. » Str. Eroilor nr.1A, Oras Otopeni, cod 075100, Jud.|lfov, Romania
[ 5.C. Rompharm 5tr. Eroilor nr.1A, Oras * Day chuyg&n 5X: EU-GMP |048/2017/R ~ o |NAMMD (National 1
- - 2 a ' s " e = Tt
Company 5.R.L Otopeni, cod 075100, + Thude SX v tring va tiét tring cudi: Dung dich thé tich nhé; s} =] § Agency for Medicines
Jud.Ilfov, Rumani + Thudc vo tring: Vién nang cing, thudc nuréc ding ngoai, thudc nwrdc uing, thudc bit, =1 8 and Medical Devices),
thude cdm. g & [Rumani
SE-001 » QPharma AB » Agneslundsvagen 27, Malma,21215, Sweden
39 QPharma AB Agneslundsvagen 27, * Thudc khéng vo tring: vién nén EU-GMP |6.2.1-2017- o o |Medical Products 4
Malmé,21215, Sweden 061519 g S [Agency - Sweden
T -
(=] -
- n
~ ~
SE-002 » Recipharm Karlskoga AB » Bjorkb gen 5, Karlskoga, 69133, Swed
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238 |Recipharm Bjorkbornsvagen 5, * Thudc v tring: Thudc tiét tring cudi dang ban rin (gel); EU-GMP |5.9.1-2018- @ - |Sweden Medical |
2
Karlskoga AB Karlskoga, 69133, Sweden |* Thudc khéng vo tring: Dung dich thyt tryc trang; thudc dang ban rin (kem, m@), thudc dan; 102303 2 § Products Agency
miéng dan ngoai da o oqh
g1 8 :
SE-004 » Octapharma AB » Lars Forssels gata 23, Stockholm, 112 75, Sweden i
239 Octapharma AB Lars Forssels gata 23, * Thudc v tring: EU-GMP |[5.9.1-2020- = o Medical Pr
Stockholm, 112 75, + Thudc san xudt vd tring: dung dich thudc tiém thé tich lan; thudc dong khéd; dung dich thudc 004526 2 S |agency |
N &
Sweden tiém thé tich nhé. 8‘ &
S
+ Thudc tiét tring cudi: dung dich thudc tigm thé tich nhé, ® ua'w
* Thudc sinh hoc: ché phim mau.
SG-001 » Baxter Healthcare SA, singapore Branch » 2 Woodland ind park D Street 2 Singapore 73778
1 Baxter Healthcare |2 Woodland ind park D Day chuy@n 5X: Ché pham dung djch vd triing khdng da tiém PIC/S-GMP [M0OO190 % o |HSA, Singapore 1
54, Singapore Street 2 Singapore 73778 § §
Branch g‘ 8‘
b @b
=] o
SI-001  » Lek Pharmaceuticals d.d. » Verovikova ulica 57, Ljubljana, 1526, Slovenia

240 Lek Verovskova ulica 57, * Thufc vb tring: EU-GMP |401-6/2018- Agency for Medicinal 6
Pharmaceuticals  |Ljubljana, 1526, Slovenia |+ Thudc sin xudt vd tring: Thude dang khi (prostaglandins/cytokines, dac té bao/kim té bao, 4 Products and Medical
d.d. (rc ch@ mién djch). Dang léng thé tich nhéd {héc mdn va chit ¢é hoat tinh héc mén, doc té = _,  |pevices of the Republic

bao/kim t& bao). § § of Slovenia (JAZMP)
+ Thudc tiét tring cudi: Dang 1ong thé tich nhd (héc man va chit co hoat tinh héc man). % uc'q
* Thudc sinh hge: 54n phdm min dich, s3n phim cong nghé sinh hoc. .-c-.' WA
~
* Dong goi thir cap.
* Kiém tra chat legng.

241 Lek farmacevtska |Verovskova ulica 57, * Thude khing vd tring: Thude l6ng diing ngoai (thude xit mii, thudic nhd mii, thude bai da, EU-GMP |450-6/2018- Agency for Medicinal 6
druzba d.d. {Lek Ljubljana, 1526, Slovenia [héc mén holic chit co hoat tinh héc man); thude Idng udng (dung djch udng, hén dich udng, 1 Products and Medical
Pharmaceuticals siro); thude tir duge lidu. ] S |Devices of the Republic
d.d.), Verovskova * Pong goi sef cip (khong bao gbm thude duge lidu), thir cip. 2. 9.4 of Slovenia (JAZMP)

57, Ljubljana, * Kiém tra chat legng. =3 S
+ Y- v
Slovenia o ~
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242 |Lek Verovikova ulica 57 (hodic |* Thudc khong v tring: Vién nang cirng {(bao gdm ca chira chit irc ch@ mign djch, chit dc té EU-GMP |401- rmedicinal 8
Pharmaceuticals  |Verovikova 57), bao, chit kim té bao - trastuzumab, rituximab, erlotinib, enzalutamid, afatinib, ibrutinib, 25/2017-5 and r
d.d (vit tit: Lek Ljubljana, 1526 (hodc 51-  |dabrafenib, pazopanib, tr inib, alpelisib); Vién nén, vién nén bao phim va vién nén bao the
d.d) 1526 Ljubljana) Slovenia i [dwing (bao gbm ci chira hormon hodic chit cé hoat tinh hormon, Prostaglandins/cytokines, i & 1
chit irc ché mién dich, chit dic t& bao/chit kim t& bao - trastuzumab, rituximab, erlotinib, § §
lutamid, afatinib, ibrutinib, dabrafenib, pazopanib, trametinib, alpelisib); Thudc bét, thudc - -
cdm; hat pellet, vi nang (micropellet); g 5
* Thudc durre ligu,
51-003 » Lek d.d., PE Proizvodnja Prevalje » P li 47, P lje, 2391, Sl i
243 Lek d.d., PE Perzonali 47, Prevalje, * Thudc khéng vd tring: Vién nén, vién nén bao phim, thudc bat, thudc cdm (chira khang sinh EU-GMP |401-3/2019- m P Agency for Medicinal 6
Proizvodnja 2391, Slovenia penicillin). 5 = = |Products and Medical
Prevalje * Péng goi s cdp, thir cdp. ur: : Devices of the Republic
* Kiém tra chit lugng. ; g of Slovenia (JAZMP)
SK-001 » HBM Pharma s.r.o. » Sklabinska 30, 036 80 Martin, Slovak Republic
244 HBM Pharma s.r.o |Skalabinka 30, Martin, * Thudc vb tring EU-GMP [SK/002V/201 ) —  |State Institute for Drug 6
03680, Slovakia - Thude san xudt vd tring: Dung dich thé tich nhé. a9 § § Control, Slovakia
- Thudc tiét tring cudi: Dung dich thé tich nha. & e
* Thude khong vo triing: Vign nén, vién nén bao phim g §
TR-001 » Eczacibasi Monrol Nukleer Urunler San. Ve tic A.S. » Tubitak Mam Technoparki Baris Mah. Dr.Zeki Acar Cad.No:1, Gebze-Kocaeli, 41470, Turkey
23 Eczacibasi Monrol |Tubitak Mam Technoparki |* Thudc phong xa: EU-GMP |049/2017/R CQAL Dugc Rumani 2
Mukleer Urunler Baris Mah. Dr.Zeki Acar + Dung dich udng MON.IYOT-131 (74-18500 MBq); (o] o
San. Ve tic A.S. Cad.No:1, Gebze-Kocaeli, [+ Vién nang cimg MON.IYOT-131 (37-7400MBq); 2
41470, Turkey +Vién nang cimg MON.IYOT-131 (0,37-36 MBa); g
+ Binh phat hat nhan phong xa - dung dich riva giai dung cho tiém hojic nhé mit MON.TEK -
99Mo/99m TC
24 Eczacibasi Monrol |Tubitak Mam Technoparki |* Thudc phong xa: PIC/S-GMP | TR/GMP/201 COAOL Dwge Tha N Ky 2
Nukleer Urunler Baris Mah. Dr.Zeki Acar + Dung dich udng MON.IYOT-131 {74-18500 MBaq); 8/105d S
San. Ve tic A.S. Cad.No:1, Gebze-Kocaeli, [+ Vién nang cimg MON.IYOT-131 (37-7400MBq); fo\ll
41470, Turkey + Vién nang cirmg MON.IYOT-131 (0,37-36 MBqg); ba
+ Binh phat hat nhan phong xa - dung dich riva giai dung cho tiém hojic nhé mit MON.TEK g
99Mo,/99m TC
TR-002 » World Medicine ilag San.ve Tic.A.S » 15 Temmuz Mah. Cami Yolu Cad. No:50 Giinesli Bagcilar/istanbul, Turkey
34 World Medicine 15 Temmuz Mah. Cami * Thudc khéng v tring: vién nén, vién nén bao phim EU-GMP |BG/GMP/20 = Bulgarian Drug Agency 3
ilag San.ve Tic.AS  |Yolu Cad. No:50 Giinesli 18/119 o
Bajcilar/istanbul TURKEY g
a
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TR-004 » Bilim llac San. Ve Tic. A.S. » Gebze Organize Sanayi Bolgesi 1900 Sokak No: 1904 41480 Gebze- Kocaeli, Turkey
245 Bilim llac Sanayi Gebze Organize Sanayi * Thudc vb tring: PIC/S-GMP | TR/GMP/201 Turkish v
Ve Ticaret A. 5. Bolgesi 1900 Sokak No: + Thudc san xudt v triung: Dung djch thudc nhé mét, hdn dich thude nhd mét, dung dich thude 9/199 Medical D
1904, Gebze, Kocaeli, nhé tai, hdn dich thudc nhé tai Turkey,
Turkey + Thudc tiét tring cudi: Thudc ban rin
* Thude khang v tring:
- Vién nang cirng: Gidi phang thay dai, khang dich vi, gidi phong kéo dai; ] =
- Thing diing ngoai dang l6ng: dung dich nhé mii, dung dich thudc nhé tai, hin dich nhé mii, R g
hén dich thudc nhé tai thudc xit mii. = =
- Thudic udng dang 1éng: Dung dich, thudc nhé giot, siro, hdn djch, nhii djch. = g
- Dang bao ch# ban rén khac: Thuc cdm gidi phang thay déi, thudic cm shi bit, thudc cdm
khang djch vj.
- Thudc bidn rén: kem, gel. mé
- Vién nén: Vién phan tan, vién nhai, vién gidi phong thay déi, vién sdi, vién bao phim, vién gidi
phéng cham
248 Bilim llac Sanayi Gebze Organize Sanayi * Thude khng vd tring: Vign nang cirng: thufic udng dang 1bng (siro va hén dich); dang bao EU-GMP |381-10- I~ o |Croatia Agency for [
Ve Ticaret Anonim |Bolgesi 1900 Sokak No: ché ban rén; vién nén; bat pha héin dich udng (déng chai va gai). 05/162-18- § § Medicinal Products and
Sirketi 1904, 41400 Gebze, o7 = = |Medical devices
Kocaeli, Turkey ) &
TR-008 » Sanofi llac Sanayi. Ve Tic. A.S. » Kucukkaristiran Mah. Merkez Sok. No. 223/A Buyukkaristiran / Luleburgaz/Kirklareli
247 Sanofi llac Sanayi. |Kucukkaristiran Mah. Thude khéng v tring: thude dat. PIC/S-GMP | TR/GMP/201 - = Turkish Medicines and 6
Ve Tic. A.S. Merkez Sok. No., 223/A 8/99 § § Medical Devices Agency
Buyukkaristiran / S 8‘ {TMMDA)
Luleburgaz/Kirklareli, n‘ ﬂl
Turkey.
TW-004 » Lotus Pharmaceutical Co., Ltd. Nantou Plant » No.30, Chenggong 1st Rd., Sinsing Village, Nantou City, Nantou County 54066, Taiwan
248 Lotus MNo.30, Chenggong 1st Rd., |* Thudc khéng v tring: PIC/5-GMP [5272 e ~ [|Taiwan Food 6
Pharmaceutical Sinsing Village, Nantou - dung dich thudc § § and Drug Administration
Co., Ltd. Nantou City, Nantou County - vién nén, vién nén bao phim, vién nang cimg, vién nang mém = ~ |(TFDA)
Plant 54066, Taiwan - Thudc chira chit dic t& bio: vién nén bao, vién nang cirmng, vién nang mém, I @
- Thuiic chira hormon: vién nén g i
UA-002 » Private Joint-Stock Company "on the Production of Insulin “Indar" Site 1, site 2 » 5 Zroshuvalna Str., Kyiv, 02099 - Ukraine
249 Private Joint-Stock |5 Zroshuvalna Str., Kyiv, * Thudc v tring PIC/S-GMP [083/2016/5A State Service of Ukraine 6
Company "onthe |02099 - Ukraine - Thudc san xuit vo tring: dung djch thé tich nho, hén dich UMP/GMP = @ |on Medicines and Drugs
Production of * Thudc sinh hoc: san phdm cong nghé sinh hoc. 2. g Control
Insulin "Indar" Site o =
1,site 2 g 3
UA-003 » Pharmaceutical Company "Zdorovye" » 22, Shevchenko Str., Kharkiv, 61013, Khakiv Region, Ukraine
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250 Pharmaceutical 22, Shevchenko Str., * Thudc v tring PIC/S- GMP|015/2017/G State Service of Ukraine W=l
Company Kharkiv, 61013, Khakiv - Thudc san xudt vé trung: dung djch thé tich nhé. MP L] 2  |on Medicines
“Zdorovye" Region, Ukraine - Thudc tiét tring cudi: Dung dich thé tich nha. g g
* Thudc khing vd tring: Vién nang cirng, vién nén, thudc ding ngoai dang léng, thudc udng 2 8.
dang long, thudc bit, thudc cdm, thudc ban ran (kem, gel, ma), thude phun mi, thude dure & o
ligu
US-001 » AstraZeneca Pharmaceuticals LP (formerly Bristol Myers Squibb Company) » 4601 Highway 62 East, Mount Vernon, IN, 47620, United States of America
17 AstraZeneca 4601 Highway 62 East, * Thudc khéng vd tring: Vién nang cimg, Vién nén, vién nén bao phim, Thudc udng dang léng, | EU-GMP |IT/GMP/E/6- CQQAL Durere ¥ (AIFA) 2
Pharmaceuticals  |Mount Vernon, IN, 47620, |thudc bit pha dung dich uéng @ 2015 revl 2
LP (formerly Bristol |USA g
Myers Squibb SI
Company) o
251 AstraZeneca 4601 Highway 62 East, * Thudc khong vo tring: Vién nang cing, Vién nén, vién nén bao phim, Thudc udng dang long, EU-GMP |[IT/E/GMP/8/ Italian Medicines 6
Pharmaceuticals  |Mount Vernon, IN, 47620, |thudc bit pha dung dich uéng @ 2017 ~ S |Agency (AIFA)
LP (formerly Bristol |USA 8 :Qvl
Myers Squibb 8 B
Company) 3 =
US-002 » Biogen U.S. Corporation (Biogen Incorporated) » 900 Davis Drive, Research Triangle Park, 27709, United States of America
33 Biogen U.5. 900 Davis Drive, Research [San xudt ban thanh pham: EU GMP |UK GMP Medicines and 3
Corporation Triangle Park, 27709, USA |* Thudc san xudt v tring: dung dich thé tich nhé; US-cGMP 22913 Insp = @ |Healthcare Products
(Biogen * Thudc khong vo tring: Vién nang cing; vién nén. GMP 8 g Regulatory Agency
Incorporated) (cor 22913/1404 % 5 {MHRA), United Kingdom
s sdn xudt ban 041-0005 =1 %
thanh phim)
US-003 » Steri-Pharma, LLC » South West Street 429, Syracuse, NY 13202, United States of America
41 Steri-Pharma, LLC  [South West Street 429, * San xudt va dong gdi cdp 1 (khong bao gom déng gdi cdp 2 va xudt xwéng): Bt pha dung dich | EU-GMP |IT/GMP/E/O o o |talian Medicines 4
— o~
Syracuse, NY 13202, tiém truyen chira khang sinh nhém Cephalosporin 1/2018 =] 2 |Agency (AIFA)
United States 8: g
w ~
- ~
US-004 » CATALENT PHARMA SOLUTIONS LLC » 2725 SCHERER DRIVE, ST PETERSBURG, 33716-1016, United States of America
62 CATALENT 2725 SCHERER DRIVE, ST |* Thudc khéng vé tring: Vién nang mém. EU-GMP |UK GMP ey e Medicines and 5
PHARMA PETERSBURG, 33716- (Khéng bao gom dong goi, xudt xuwéng). 20656 Insp b= S |Healthcare Products
~ ~
SOLUTIONS LLC 1016, United States GMP 5 @ Regulatory Agency
33168/4600 | < £ |(MHRA), United Kingdom
35-0005
GBm: 214 co sé sdn xuit va 251 gidy chimg nhan GMP Cap nhat: 03/06/2020
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