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* 4501 Colorado
Boulevard, Los Angeles,|San pham: Hemofil M| o w0 N~ .
1 Baxter Healthcare|CA 90039, USA (Antihemophilic Factor (Human) % 5JTK-QEFK g § ;Jnr:jlted States Eﬁﬁd
Corporation * 1700 Rancho Conejo[Method M, Monoclonal Purified,| ¢ WHO g g Administration g
Boulevard, = Thousand|nanofiltration) > & N
Oaks, CA 91320, U.S X
< © French  National
Valpharma Via G. Morgagni, 2 -, 2 ey % b S Agency of
2 |international 47864 Pennabilli (RN), zi‘?é’hilrgi‘ ;"i”(ginc 11;‘;:1“ ;‘(’)‘i‘ltl';‘e“ S |40 |S |S  [Medicine  and
S.P.A Italia o1 HOIACIETo ©oume 12 S |S |Health  Product
— —
Safety. X
5 A A A . A Yo} N~
Route 3 Km, 1425, Saan phan}’ Thuof me,bay hot (chat % 3 3 United States Food
3 Baxter Healthcare Guavama. Puerto Rico long dung dé hit) Suprane, S 02-0087- N N and Dru
of Puerto Rico OO7§/4 USA (desflurane, USP  Liquid for[¢, [2015-03-VN |8 |8 Administration 9
Inhalation 240ml) - 3 |9 nistratio X
*Thudc khéng v trang: Vién nang - © French  National
. , 5 . p A .| o -
Laboratoires Rug des Caillottes, Zl|cung va-V|§An nt/en (bao gom ca = HPE/ER/206/| S § Ager?c_y of
4 Macors Plaine des Isles 89000|hormone); vién nén bao phim, vién[ Q@ 2013 S 5 Medicine and
Auxerre France nén bao dudng, thudc bot va thude| 7 S S [Health  Product
cdm. o Safety. X
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Via Isidro Fabela Nte.
No. 1536-B, CP50030 » < ==
Productos Roche,| . ‘ > [San phdm: Vién nén bao phim|= & |&  |European
5 Col. Parque Industrial — O 02/15/86131 | & ) ..
S.A.DE C.V. . |Xeloda (Capecitabine 500mg) S o o Medicines Agency
Toluca, Edo de Mexico, 0 = =
. — —
Mexico X
Co so doéng Qoi: :
Wurmisweg, 4303
F. Hoffmann-La Kaiseraugst, Switzerland
Roche Ltd gst
No.50  Kayarambedu|*Thubc khong vo tring: vién nang UK  GMP| . Medicines — and
) , a o LA R a 0 ~ Healthcare
Medopharm Village, Guduvanchery,|ctng; vién nén; thuoc bot kho phal S 31201 Insp S = Products
6 |Private Limited,|Chengalped District,{hdn dich ubng. ©) GMP = g Reaulatory Agenc
India Tamil Nadu, IN-603 230[* Thuée sinh hoe: san phim chita| D [31201/34909| S |§ | yEn%mng
India beta-lactum 4-0006 (MHRA) X
, 2 ~IE
Lynchburg, VA 24502,|San pham: Fleet Laxative Saline 10-0112- o a
O -
7 |C.B. Fleet Co. Inc USA Enema 9 2014-01-VN g ™ El o |US-FDA
- NS X
Route 3 Km, 142.5,/San pham: dang bao ché long dé hit| < ==
Baxter Healthcare ’ 9, (>0 pram: Cang LOng = (02-0087- RS
8 of Puerto Rico Guayama, Puerto Rico|Sevoflurane, USP  Liquid for|Q 2015-02-VN P P~ US-FDA
00784 USA Inhalation 250ml fa S IS
— — X
San pham: Dang bao ché long dé hit| o 2] ~
Baxter Healthcare| o€ 3 KM, 1425 o (Isoflurane, USP) Liquid for| =  |02-0087- R K
9 . Guayama, Puerto Rico . O P~ P~ US-FDA
of Puerto Rico 00784 USA Inhalation b 2015-01-VN | © o
Tén tai Viét Nam: Aerrane = b s X
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gzir:lalb?rEZENo 22?3 dac; < |9  [Argentina National
1o |Laboratorio Eleal @ " T o Thudc VO tring dang dung dich (ké|©  |20132020 |& [&  [Administration of
S.AA.C.LFyA ) " |ca thubc tiém truyén) £ 1000180-15 (8 |3  |Drugs, Food and
Aires, Republic S g 3 Medical Devices
Argentina o ° |° ' X
* Thude vo tring:
+ Thubc san xuit vO tring: dang
bao ché bén rin; dung dich thé tich
nho; thubc bot (chira khang sinh
. nhom beta lactam). .
Zona  Industrial  do PSRN e o la 9 ™~ Portugal National
- + .
Labesfal . Lajedo, Santiago de T l?uoc,tl(?t trung‘cum.xdl,mg dl?h p= FO10/S1/MH | & Q Authority of
11 |Laboratorios . the tich 16n; dung dich thé tich nho. [ ©Q S 3 . .
. Besteiros,3465-157, L LA N, 5 |/001/2015 (o - Medicines and
Almiro, S.A * Thuoc khong vo trang: vién nang| g S =
Portugal , PO . \ N o Health Products
cung; thuoc dung ngoai dang long;
thubc uéng dang 16ng; dang bao ché
ban ran; vién nén; thudc bot, thudc
cdm (chua khang sinh nhém
betalactam). X
8500 Hidden River|[San pham: thuc nho mit Besivance| < = |2 |united States Food
Bausch & Lomb, C | >an pratit: . 1= os-0188- & |®
12 Inc Parkway, Tampa, Floria|(besifloxacin opthlamic suspension)| @ 9014-02-VN > > and Drug
33637, USA 0.6% @ S |3  |Administration §
N N
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Unit 11 Formulation Plot < ~
Hetero Labs|NO 22 - 110 IDA,|* Thube khong vo tring: vién nang = § § Co  quan tham
13 Limited Jeedimeetla, Hyderabad|ctiing; thudc uong dang 16ng; vién| O ES/185/14 |& F quyén Tay Ban
500 055  (Andhra|nén. = S S |Nha
Pradesh), India ° < X
Sy. No 410&411, APICI, 1 & khong vo tring: vién nén| % o [w . .
Formulation SEZ, . = S b Taiwan Ministry of
Hetero Labs . bao phim (Anastrazole F.C tablets| O N N
14 .. . Polepally Village, L | h ) P~ Health and
Limited, Unit VI .2 '[1Img); vién nang (Temozolomide|= o P
Mahaboobnagar District, Capsules 250mg) &) % N Welfare
Andra Pradesh, India P 9 e - | «
. French  National
Zone Industrielle def, . < . oL o 2 S
Saint  Amoult 28170|  1PuOc KNONg VO trung: vien nang| 5 | opepseanl S| [AdeNSY for
15 |Ethypharm ctng; Vién nén; thuoc bot va thuodc| @ = S Medicines and
Chateauneuf-en £ ' 015
~etl A - i~ o
thymerais, France com. o S = Health  Products
’ Safety (ANSM)  [X
* Thudc vo trung:
+ Thudc san xuat vo trung: dung
dich thé tich 16n; dang bao ché béan
rin; dung dich thé tich nho (chuala S |5 |Slovenia Agency
16 |KRKA, d.d,{Smarjeska cesta 6, Novohormon hogc chét c6 hoat tinh|S  [401-15/20148& &  [for Medicinal
Novo mesto mesto, 8501, Slovenia  [hormon). 5 |4 S |8  |Products and
+ Thudc tiét trang cudi: dung dich|! N |®  |Medical Devices
thé tich 16n; dung dich thé tich nho
(chtta hormon hodc chit c6 hoat
tinh hormon). X
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Dragenopharm * Thude khong v tring: vién nang " o
Dragenopharm  |Apotheker Puschl|ctng; thubc bot; thudc cdm; vién % DE BY 04 |2 P .
A cn N N Co quan tham
17 |Apotheker Puschl{GmbH nang mém; vién nén. O GMP_2015_ | = uvén Dire
GmbH Gollstrabe 1  84529* Thuéc duge licu 2 |ooo8 s 18 |
Tittmoning, Germany  |* Thudc vi lugng ddng cén. . X
< ~ Portugal National
. [a — — H
ceneris Rua Joao de Deus, NI, 1 o khong vo tring: vién nang| = |FOSL/SUMH|K | & Authority of
18 |Farmaceutica, 19, Venda Nova, 2700- cline: vien nén Q 1001/2014 B P~ Medicines and
S.A 487 Amadora, Portugal & ’ a ._% ,% Health  Products,
o o
I.P X
* Thudc vo trung:
+ Thubc san xuat vo tring: thude
dong kho; dung dich thé tich nho. ~ ©
Elpen Marathonos ~ Ave. 95,|+ Thude tiét tring cudi: dung dich| S 1797/20-9- § § Greece  National
19 |Pharmaceutical |Pikermi Attiki, 19009,|thé tich 16n; dung dich thé tich nho. | © ®» |= [|Organization for
« £ - A S 13 o o -
Co., Inc Greece Thuoc khong vo trung: vién nang| g F 3 Medicines
3 , , - i N
cung (chtra khang sinh betalactam);
thuéc udng dang long; vién nén
(chtra khang sinh nhom betalactam). X
S ~ Swiss Agency for
ACS Dobfar Info|7743 Brusio,| Thudc v6 tring dang dung dich (ké| £ & & |&  [Therapeutic
20 . , A en A O = |14-1727 >3 5
SA Switzerland ca thuoc tiém truyen) = O o o Products
S8 |Q  [(Swissmedic) X
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Astellas Pharma| > NNihonbashi-Honchol o phim: thudc m& Protopic|® & |& Japan Ministry of
21 Inc 2-chome, Chuo-ku, (Tacrolimus 0.03g) % 4293 S S. Health, Labour and
Tokyo 103-8411, Japan ' =3 3 3 Welfare
8 — — X
[a W < (o]
NG . ” ’ NG < |9 n
Astellas Pharma| > NNihonbashi-Honchol o phim: thudc m& Protopic|® & |8 Japan Ministry of
22 Inc 2-chome, Chuo-ku, (Tacrolimus 0.1g) % 4292 S S Health, Labour and
Tokyo 103-8411, Japan ' =3 3 3 Welfare
8 — — X
* Thudc vo trung:
+ Thudc san xuat vo tring: thudc|a S |y |Ukraine on
)3 [Alkem on, MS. NG oot pha tiem chia khéng sinh nhom| = [068/2014/5A| S |§ | Medicinal
Laboratories Ltd |,/ " . betalactam. 5  |UMPIGMP |8 [S  |Products
' * Thudc khdng vo tring: vién nén| Y Q| [(SAUMP)
chtra khang sinh nhom betalactam). X
French National
36-42 Avenue Marc|, £ o A o R et Agency for
5y |Laboratoires Sangnier, 92390 du:hl;]m;aikr(]izzg 1\(/;1)1 .trtj;l?gctﬂlfgc S |HPFFR272/l & |8  |Medicines and
Opodex Industrie |Villeneuve La Garenne, dang 16?1 - dan iéo ci’é bénoréno 8|5 |o014 o |8  [Health Products
France ang fong, dang v S |S  |Safety Agency
(ANSM) X
2 Ao : A iA To) N~
. |Swensweg 5, 2031 GA San pham: Dung dich thudc tiém = S |2  |Netherlands
Pharmachemie Doxorubin (doxorubicin N N .
25 Haarlem, The . 19 15-0486 o) ) Ministry of Health,
BV Netherlands hydrochloride 10mg/omi) 5 S S Welfare and Sport
50mg/25ml). o S S Port 1y
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: Swensweg 5, 2031 GA|San pham: Dung dich thudc tiém % b S Netherlands
Pharmachemie N N -
26 BV Haarlem, The|Emthexate PF (methotrexate| @ 15-0099 S S Ministry of Health,
' Netherlands 50mg/2ml). a ._% ._,9, Welfare and Sport
— — X
T} N~
[a — —
Pharmachemie  |oensWeg S, 2031 GAlg, phdm: Dung dich thubc tiém|= S |  [Netherlands
27 BV Haarlem, The Eposin (Etoposide 100mg/sm) o 15-0812 F p Ministry of Health,
' Netherlands P P g ' a g g Welfare and Sport
™ ™ X
- S - T < ©
_ |Swensweg 5, 2031 GA San pham: Dung dich thuoc tiém = S |3  [Netherlands
Pharmachemie Vincristine Sulphate Pharmachemie N N -
28 Haarlem, The RSN ©) 14-1571 S S Ministry of Health,
B.V Netherlands Img/ml  (Vincristine  Sulphate| 5 = - Welfare and Soort
1mg/ml). L K port iy
2 14 o] N~
: Swensweg 5, 2031 GA|San pham: Dung dich thudc tiém % 3 3 Netherlands
Pharmachemie o . N N .
29 BV Haarlem, The|Paclitaxin  (Paclitaxel 30mg/5ml,| @ 15-0906 5 5 Ministry of Health,
' Netherlands 100mg/16.7ml, 150mg/25ml). 0 % § Welfare and Sport .
. . 0 ~
. Swensweg 5, 2031 GA|[San pham: Dung dich thuoc tiém % b S Netherlands
Pharmachemie S L N N L
30 BV Haarlem, The|Oxaliplatin  5mg/ml  (Oxaliplatin| @ 15-0678 g g Ministry of Health,
' Netherlands 50mg/10ml, 100mg/20ml). 2 S |S |Welfare and Sport
— i
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Co., Ltd ;I':;;anma shi, Toyama, San pham: vién nang ctmg NIKP- g S S Japan Ministry of
31 |(Nichi-lko P . Fosfomycin Capsules (Fosfomycin| & 5160 % % Health, Labour and
. (205-1, Shimoumezama . G o o
Pharmaceutical . . Calcium Hydrate 250mg ) S S S Welfare
Co., Ltd. Toyama Namerikawa-shi, S — —
Plalr’1t 1) ' Toyama, Japan) X
Toyama-shi,  Toyama,|,, 2 . , = w0 ™~ -
Co., Ltd Japan San pham: vién nang cung NIKP- % o S Japan Ministry of
32 |(Nichi-Iko P . Fosfomycin Capsules (Fosfomycin| £ 5161 % % Health, Labour and
. (205-1, Shimoumezama . 3 o o
Pharmaceutical . . Calcium Hydrate 500mg ) S S S Welfare
Co., Ltd. Toyama Namerikawa-shi, < — =
Pla.r11t 1) ' Toyama, Japan) X
_shi , o 0 ~
Co., Ltd :]F:);zir]ma shi, Toyama, San pham: si rd6 NIKP - Fosfomycin % S S Japan Ministry of
33 |(Nichi-lko P . Dry syrups 40 % (Fosfomycin| & 5162 % % Health, Labour and
. (205-1, Shimoumezama . S o o
Pharmaceutical . . Calcium Hydrate 400mg) S S S Welfare
Co., Ltd. Toyama Namerikawa-shi, S = =
Plant 1) Toyama, Japan) X
, ] o o) ~ )
CB Fleet|Lynchburg, VA 24502 San pham: Fleet Pedia-Lax Enema g 12-0116- § § United States Food
34 C;)rﬁ anv. Inc USA ’ '|Saline Laxative (tén tai Vit Nam:| O 2015-01-VN S = and Drug
pany, Fleet Enema for Children) g % 3 Administration
— - X
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*Thubec khong v tring: Vién nang
. ctng; thude ding ngoai dang long;| o 2] 9
10 rue Bouché Thomas,| . o . o Al S o o
35 |Farmea ZAC d'Orgemont 49000 th,uoc;uong (}angvlongidanfg bao fhe Q HPF/FRI15/2 % % ANSM
Angers. France ban ran; thuoc dat; vién nén (khong| 5 015 o o
gers, bao gom thudc chua| & 3 ®
sulphonamides). X
.._[Hi-tech zone Guanlan, a 9 ~
36 IEEZ?rZr:ZQeufizglu "lBacan area, Shenzhen,|Thuéc bot pha tiém chia| = [5.9.1-2015- |& |&  |Medical Products
Guangdong, 518110,|cephalosporin. - 012916 S S Agency, Sweden
Co., Ltd . 2 N S
China — — X
J4 A A X g oo o ~ H
B.Braun Medical Bayan_ Lepas Free|Thuoc tiém truyén thé tich lcz'n S = 5 National _
: Industrial Zone, 11900((large volume parenterals); thuoc|O N N Pharmaceutical
37 |Industries  Sdn. o 2 , Ah 068/15 P~ S
Bhd Bayan Lepas, Penang,|tiém thé tich nho (smqll volume S o = Control Bureau -
' Malaysia parenterals); dung dich tham phan. |x S Q Malaysia X
*Thudc vo tring:
_ £ , J4 A N o ©
134136206, Veiveriu g,|  'I0¢ San Xudt VO trng: Dung) o S |2 [state  Medicines
. dich thé tich nho LT/05H/201 | & N
38 |Sanitas, AB 134B, LT-46352 I e |9 = S Control  Agency,
. i - Thuoc tiét trung cuodi: Dung dich| 5 3 — — . .
Kaunas, Lithuania 1, ; o P~ > MoH of Lithuania
thé tich nho — —
X
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San pham: Janumet
(sitagliptin/metformin HCL) tablets
(Co s& san xuat ban thanh pham: o ~
State Road 670 Km.2.7,|Patheon Puerto Rico, Inc - State| < S S United States Food
’ ’ z _ _ o o
39 ;?ége:)nr:; Puerto Manati  Puerto  Rico|Road 670 Km 2.7, Manati, Puerto| © 231%08(2)\/'\' % % and Drug
00674, USA Rico 00674 - Puerto Rico; Co sé| 4 S |S |Administration
dong goi: Merck Sharp & Dohme e <
B.V - Waarderweg 39, NL-2031 BN
Haarlem, The Netherlands). X
* Thudc vo trung:
S;T;;M'ﬁglﬁéztst’:; - Thuc‘:)c san xgét v tring: thudc| o INS481731. |5 |2 [The Federal Office
Sandoz  Private ’ dang ran va thuoc cay ghép- = Q N for  Safety in
40 |, . . Area, Thane-Belapur A i NS 0014-001 I Pre)
Limited [- Nguyén liéu carbapeneme V0| o =) Heathcare -
Road, 400705 Navi N 0 (2/3) 3 S Austria
Mumbai, Turbhe, India g e « X
* Thudc khong vé tring: dung dich
J4 N TR . J4 <t ©
29 Avenue Charles de th;uoc dun% ngqal, dungkdlch7thu<’)c % = =
. luong; Thuoc bot (bao gom ca chua HPF/FR/147/| & N
41 |Famar Lyon Gaulle, 69230 Saint . , : |9 I N ANSM
Genis Laval. France Cephalosporins); dapg ban ran;| 5 2014 o o
’ Vién nén (bao gém ca chaa|l S S
Cephalosporins). X
3 < Lo
2100, Syntex Court,|San pham: vién bao phim Tracleer _g o [58691 b S Swiss Agency for
42 |Pantheon Inc. Mississauga,  Ontario,|(Bosentan 62,5mg va 125 mg) < = (+CPP) S % Therapeutic
L5N 7K9, Canada Xuit xudng: §© 3 S |Products
— — X
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Warsaw * Thudc vO tring san xuét vo tring:
Pharmaceutical Dung dich thé tich nho (bao gdm
Works Polfa S.A. hén dich thudc nho mat), dung dich
(Tén tiéng Ba thé tich 16m; |a |GIF-IW- S 05 |van
13 | 22/24, Karolkowa Str.,[* Thubc VO tring tiét tring cudi:| S [400/0102_02|& |& Pharmaceutical
Warszawskie  |01-207 Warsaw, Poland |Dung dich the tich nho (bao gom| 5 | 01/04/15- |o  |S | oo por
Zaklady hén dich thubc nhé mét), dung dich| & [1/14 g | |hebecton Folan
Farmaceutyczne thé tich 16n;
POLFA  Spolka * Ché pham sinh hoc: San pham cé
Akcyjna) ngudn gdc tir ngudi hodc dong vat X
*Thudc vo trung;
- Thudc san xuit vd tring: Thudc
dong khd; dang bao ché ban ran;
dung dich thé tich nho; Thubc dang
rn va thudc cay ghép.
. . - Thudc tiét trang cudi: Dung dich|a A R
Fidia ——Via ~ Ponte - Dellal, 1y b thude dang rén va|=  [IT/253- S |8 |aFa ltalian
44  |Farmaceutici Fabbrica 3/A-35031(, . , Q S N .
SPA Abano Terme (PD) ltaly thuoc an ghAep. o ~ a 3/H/2014 % § Medicines Agency
* Thuoc khéng vo trung: vién nang o —

ctng; Vvién nén; dang bao ché béan
ran.

* Thubc sinh hoc: Ché pham mién
dich (véc xin virus séng); San pham
chiét tir nguoi hodc dong vat.
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*Thudc vo trung;
- Thubc san xudt v tring: Dung
Rue Paul Langevin, La|dich thé tich nho. a |9
Baraudiere, 37170|- Thudc tiét tring cudi: Dung dich HPF/FR/I302|& |&
45 |Delpharm Tours Chambray Les Tours,|thé tich nho. g 015 S |3 ANSM
France * Thudc khoéng vo tring: thudc|™ S |3
udng dang 1long; thubc ding ngoai
dang long; X
*Thudc khéng vo trang: Vién nang| o |9
46 |Biocodex 1, Avenue Bla_ise Pascal, c{rng; thuéc ubng qdang léng;\thuéi % HPF/FR/285/ § § ANSM
60000 Beauvais, France |dung ngoai dang long; dang bao chée| & 2014 o =
ban rin w S & X
* Thudc vo tring:
+ Thubc san xudt v tring: dung
dich thé tich nho.
1 rue de la Vierge|+ Thudc tiét trang cudi: dung dich|a L |w  |National Agency
47 Sanofi Winthrop|Ambares et  Lagrave,|thé tich nho. % HPF/FR/13/2| & &  |of Medicine and
Industrie 33565 Carbon Blanc|* Thudc khong vo tring: vién nang| 5 |015 © |2 |Health  Product
Cedex, France cling; vién nén. L 8 |3  |Safety (ANSM)
* Thude sinh hoc: thude ¢6 ngudn
géc tor nguoi hoac dong vat; enzym
vi sinh vat. X
: : S S o LR
Fresenius  Kablle o oniusstrasse 1, Thqu’c votrung: = |2 |PEHEOLIS 1S o quan  thim
48 |Deutschland 61169 Eriedber + :Fhuoc ti¢t trung cum:qdung dich| @ GMP_2015_|&» N 3n Dite
GmbH 9 thé tich 16n; dung dich thé tich nho. |3 |0018 s s |
Germany o N X
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Medicines and
samchundang 71, Jeyakgongdan 2-Gil, , e 33}578 Gllr\gz 2] « Healthcare
Hyangnam-Eup, Thuéc vd tring: Dung dich thude|= & |& |Products
49 |Pharm. Company . N IR O |GMmP > S
Limited Hwaseong-si, Gyeonggi-|nhé mat -] 4377810951 | S o Regulatory Agency
do, KR-445 937, Korea “ o lozsooor 12 1S | England
(MHRA) X
* Thudc khong v tring: vién nang
cing; Vién nén; thudc bot; thude|a 2] @
Dragenopharm | )ctracse 1, 84529|cém; vién nang mém (coating of| = DEBY 04 12 |18 |co quan  thim
50 [Apotheker Puschl|_. . Q@ |GMP_2015_|& o Ny
GmbH Tittmoning, Germany  [soft shell capsules). 5 0008 o S quyén Birc
* Thude dugc liéu; thude vi lwong| W 3 &
dong can. X
*Thudc vO tring: Thudc san xuat vO
tring: thudc dang ran va thudc cdy
. , . . < © .
_ Industrial Area Patron. ghép chtra kr_lang sinh beta lactam % = = Natlon_al _
51 Vianex S.A- Agios  Stefanos. Patra (Cephalosporin) 0 58301/22-7- | & N Organization  for
Plant D Agaia 25018, Greece *Thudc khong vo trang: thude chira| 5 [13 S |8 |Medicines of
’ ’ khang  sinh  beta  lactam|Y 8 [ |Greece
(Cephalosporin): vién nang cung,
vién nén, hon dich kho. X
Hospira Inc, 1776 North a 3 9
. Centennial Drive,| Thubc tiém Levophed| 2  |03-0216- |& |&
1 (D =~ Py -
52 |Hospira Inc McPherson, KS 67460-|(norepinephrine bitartrate) USP & [2014-02-N [ |S US-FDA
1247, USA > N X
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Co quan c6 tham
quyén cua Tay Ban
Thubc khdng vo tring: Thude ding gshaanola (Agenc(;:
C/San Rafael, 3, Pol.[ngodi dang long; thudc udng dang|a N Mer:) dicamentos
&3 |itatfarmaco sa |9 Alcobendas, |long; thubc ban rén (khac: thubc|Z  |ES/O27THVI |§  |& N, y
Alcobendas 28108|chira hormone va chét c¢6 hoat tinh| & |15 S |= Sanitorios )
(Madrid), Spain hormone, thudc chia chit gay|Y" 8 |3
A A A Departamento  de
nghién, huéng tam than). .
Inspeccion y
Control de
Medicamentos) X
Teh Seng|No. 42-1, Huan Gong 9 ~ Ministry of Health
54 Pharmaceutical |Road, Yong  Kang|* Thudc khdng vo trung: Cao dan| L % 1942 & & |and Welfare,
Mfg. Co., Ltd.|District, Tainan City,|(patches), thudc dan (plaster). g O 8 |& |Republic of China
Second Factory |Taiwan, R.O.C. S |&  |(Taiwan) X
OFF NH-21 Village UK  GMP United Kingdom's
Jawaharpur Tehsil Dera S 31450 Inps 2 = Medicines and
IND-SWIFT narpur 1 * Thube khong v tring: Vién nang| = PR [  |Healthcare
55 Bassi  District S.A.S| , A, 2 oA & Q GMP = S
LIMITED . . |ctng, vién nén, thudc bot/com. S o — Products
Nagar (Mohali) Punjab 0 31450/36031| 5 S Regulatory Agency
. o N
IN 140507, India 1-0006 (MHRA) X
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warsaw CPP:  GIF-
Pharmaceutical W
- |
Works Polfa S.A s011/120P12 |2 2 | 2 .
(Tén titng Ba a 015 QY| Main
s |Lan 22/24 Karolkowa Str.,|* San pham: Hon dich nhd mit % GM’P' GIE- S & |8 |Pharmaceutical
Warszawskie 01-207 Warsaw, Poland |Dicortineff > w ' 2 3|3 Inspectorate,
L - N s ®
Zaklady 40000102 02|& S |S  |Poland
Farmaceutyczne orjous. |© @|©
POLFA  Spolka 114
Akcyjna) X
CPP: Agence
T <~ Nationale de
CPP: = g8  |[Securite du
Valpharma Via G. Morgani, 2 "|San ohim: Vien nén eiai phéna c6 % 14/04/0286; g ,%‘ g Medicament et des
57 |International 47864 Pennabilli (RN),[>% PHa sial pong €015 Igmp: S o |5  |Products de Sante,
kiém soat GOLDDICRON S O NN
S.P.A Italy o IT/191- - France
5/H2014  |a: Z|=  |GMP: Italian
© © Medicines Agency
AIFA X
Thubc khdng vo trung: Vién nang|a X
Via Morelli, 2-20090|ctng (thudc mién dich); thudc ubng| =  [IT/71- & |& |italian Medicines
58 |Roche S.P.A , A £ x| @ ) S
Segrate (M), Italy dang long; vién nén (thuéc micn| 5 1/H/2015 o S Agency AIFA
dich) va ban thanh phim dang cém. | s |
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Pharmaceutical . % GIF-IW- § 5 Poland Main
59 [Works Polpharma i 68()z§pz)ovisllgeg: ?’tglaig ZE;OC g:loggnvo trung: Vién nang O 400/0105_03 % S Pharmaceutical
S.A wa Leha, &V ' 2 | o1/04/1/14 % g Inspector y
UK GMP Unlt.eq Kingdom's
Cadila 1389, Trasad Road < (20872 Insp 2 |g  |medicines and
) 1% A A AN\ gia S o o
60 |Pharmaceuticals |Dholka Ahmedabad, IN c&ihu(\)/?éih:élg V0 trung: Vién nang O GMP % 3 Eﬁ)a(:tjhcizre
Limited 387 810, India & ' D [|20872114013(3 (] Regulatory Agency
0005 MHRA X
Kishapura, Baddi- UK  GMP Unlt_ed_ Kingdom's
Glenmark Nalgarh Road, Solan < 17350 Ins = = medicines and
. alge ' * Thude khdng vo triing: Thube ban| = PIR |8  |Healthcare
61 |Pharmaceuticals |District, Himachal n O GMP S S Products
Limited Pradesh,  In-174101, D 17350/38296 |5 | S Reaulatory Adenc
India 1-0006 R R et iatid y
. o |GIF-w- |2 [ .
62 S;Z’:;i:;'&?f:;:ge 189, Grunwaldzka Str.[* Thubc khong vo tring: Thubc|= (4000092 01|& |& mz'r”maceutical
S A 60-322 Poznan, Poland  |com, thudc vién nén 5 | 01/041071 | 1S || crector Poland
| o SR pector: «
i a Lo N~
URSAPHARM |Industriestrasse 35 S S 18 lco aquan  thim
63 |Arzneimittel 66129 Saarbrucken,[San pham: M& tra mét Virupos O |15/15 3 |3 " én(i)l'rc
GmbH Germany 2 s |3 d y
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B.Braun Melsungen AG |* Thuéc V0 tring ¢ tiét tring cubi: < |-
B.Braun Carl - Braun - Strasse 1 /{Dung dich thé tich nhé (c6 tac dung % DE-HE-01- § § Co auan  thim
64 | oo o |Am  Schwerzelshof 1{hormon); dung dich thé tichlon;  |O  |GMP-2014- | |§ | én(i)(rc
g 34212 Melsungen,|* Thudc khéng vé tring: Thudc|gp 0021 = |s |W
Germany ubng dang long. o ~ X
Mistelweg 2, gemass den , |2 |beBEOL |2 |S :
B.Braun ; . _|* Thudc vo triing c6 tiét tring cudi:| = ——"—|& |[& |Co quan thim
65 |Melsungen Ag  |-2geplanen Nrm. 1 bIS 74y " gich thé tich nho S |SMP20I5 15 13 |quyén Puc
g 12357 Berlin, Germany ed ' D |0001 g |5 [
N —
X
Ctra. C35 la batlloria a|* Thudc khdng vo tring: Vién nang| o 2 12 Minist of
s |Sanofi  Aventis,[Hostalric, km 63,09, cimg; vién nén (yéu cau dic biét: % NCF/1513/0 [& |& Govern?/nent of
SA 17404 Riells | Viabrealhormones hay chit c6 hoat tinh|5  |0L/CAT S S |catalonia- Soain
(Girona), Spain hormon). w 3 |3 P X
San phim: FLEET PHOSPHO- % 5 E United States Food
67 C.BFleet  Co.|Lynchburg, VA 24502, SODA Oral Saline Laxative (Ginger| 3 03-0122- S |S land Dru
INC United States FNO - o1505wN (S |3 oo O
Lemon Flavor) g g g Administration
X
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FORMUALATION . . ,
DIVISION PANELAV UK  GMP United Kingdom's
Alembic PO TAJPURA S |g0420 Insp|S | |medicines  and
* % A A LS\ gia S o o
68 |Pharmaceuticals |[TALUKA  HALOL Cl;huo"i e‘:‘igg ‘;Zt”“erl'f’e'tsv'e” 9GS |emp S |8 Eﬁ)aéthc‘izre
Limited PANCHMAHAL &V PP D [40420/11480|F |3 Requlatory Agency
GUJARAT IN-389 350, 864-0001 MHRA
INDIA X
Lo (o] i
69 |Pharmaceuticals |12/14/16, 4123|  ;uo¢ Khong g DangbOIG  l150628 |S  |S P
Ltd Allschwwil, Switzerland ché thuoe ran > S 3 Products
. ’ LU Lo Lo : :
N — (Swissmedic) X
* Thudc vo tring:
Ilzleminrue Alexaggt;:(: + Thudc san xuat vo trung: dung|q |9  |French  National
1o |Laboratoire Scienti?i, ue Tony|dich thude tiém thé tich nho. S |HPFFR/AL2|S  |S |Drug and Health
Aguettant Garnier a 69007 L ony + Thube tiét trung cudi: dung dich| 5 |015 8 |8 |Products  Safety
! YOl thuée tiém thé tich lon; dung dich| ™ S |S  |Agency (ANSM)
France FEEA 2., ,
thuoc tiém thé tich nho. X
*Thubc vo trung:
- Thudc san xuat vo trung: Dung
dich thé tich nho. o |French  National
52 rue Marcel et Jacques|- Thudc tiét tring cudi: Dung dich| S HPF/FR/283/ S |8 |Agency for
71 |Cenexi Gaucher 94120 Fontenay|thé tich nho (chira sulfonamides). |© 2014 § % Medicines and
sous Bois, France *Thube khong vé tring: Vién nang a % 3 Health  Products
ctng; fhudc udng dang 1ong (chira - e Safety (ANSM)
sulfonamides); thudc dit; vién nén
(chtra sulfonamides). X
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UK GMP United Kingdom's
, , < N~ ici
Hospira 1776 North Centennial[{* Thudc v0 trung san xuat vo trung: % 21672 Insp| 3 3 msglltcr:cr:]:rse and
72 | P . |Drive  MCPHERSON|Thudc déng kho; dung dich thé tich| @ [GMP S 18 |rrodune
P 67460 United States  |nho; ché pham sinh hoc. 2 |2167211134|% [
266-0001 i ~N Regulatory Agency
MHRA X
* A A N .
* CSSX nauyén liéu: hésgl‘,]lgelrlloileu sinh hoc va nguyén
Constitucion 4234 (Zip|,. . X A s Al an
ot CI254AE30, of e, D% 4 s K v i s
City of Buenos Aires,| |, , P | DAl B0 e NS 0 ©  |Argentina National
. i chtra hoat chat san pham cong ngh¢| = o o - .
73 |Bio Sidus S.A Argentine Republic. . |sinh hoc khong phai khang sinh 8 20132014 g g Administration of
: « < - : &
= CSSX thar!h pham. nhom betalactam, chat kim té bao| O 00032815 s S Drugs, Fo_oq and
Av. De los Quilmes 137 L, ; o - - Medical Divices.
. hay chat c6 hoat tinh hormon).
(Zip code B1883FIB), of . X , £
. . * Bot pha hon dich chira hoat chat
the City of Quilmes, c¢6 ngudn gde sinh hoc
Argentine Republic gion g o
X
Co s& san xuit
ban thanh pham: . A Lo N 9
Solupharm Industriestrasse 3, 34212 Dung d.ICh tiem A Ujuye.?' = DE-RPDA Q Q Co quan thim
74 . Levofloxacin 5mg/ml (tén tai Viét| @ 111-M-71-1- | S > A
Pharmazeutische |Melsungen, Germany . S = o quyén buc
Erzeugnisse Nam: Fanlodo) o |0 o) I
—i i
GmbH X
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Co s dong goi:|Biokanol Pharma S |[DEBW.O1 % % Co quan  thim
Biokanol Pharma|Kehler Strasse 7, 76437 O _GMP_2014 | & = A0 DU
GmbH Rastatt, Germany = |_0107 E % quyen Bue
o a v ™~ U.S. Food and
e [Baxter Healthcare igng'R\:)an'('j"”E:ksoultf San phim Albumin Human, USP,[=  [oWU9-9P9A|8 |&  [Drug
Corporation 50073. USA ' 7|20% Solution, Flexbumin 20% o |WHO 8 |S |Administration
! > 8 |3  |(USFDA) X
- a v ™~ U.S. Food and
L [Baxter Healthcare igng'R\gvdn'é"”E;Sksoulti San phim Albumin Human, USP,|2  |VY7V-SRC7|& |&  |Drug
Corporation 50073. USA ' 7|25% Solution, Flexbumin 25% o |WHO 8 |S |Administration
! > 8 |3  |(USFDA) X
* Thubc khong vo tring (khéng
chita hoat chat c6 hoat tinh
hormone, rc ché mién dich, doc té
bao, hoat chit gdy dot bién gen,
quai thai; khdng chtra hoat chit c6
. |nguon goc dong vat, con nguoi, Vi
A Nattermann & é.nl:lslt_':ermann & Cle. khuén, vi rt): vién nang cimg; vién| S |DE_NW_04 g g c o
77 | nang mém; thubc dung ngoai dang|® | GMP 2013 |X (& o guan tham
Cie. GmbH Nattermannallee 1, 16ne thude ubne dane lone: thuéel = 0028 § S quyén Dirc
50829 Koln, Germany |, 0o 1H0¢ VNS CHNS TONg, TG SN
bot, thuoc com va dang pastiles;
dang bao ché ban rin; vién nén,
vién bao phim, vién bao duong,
vién sui bot
* Thube duoc lidu; thube vi luong
ddng can X
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. S 2 |2 |United States Food
g |CB: Fleet|Lynchburg, VA 24502,(San pham: Fleet® Laxative Saline|&  |10-0112- & |[& and Dru
Company, Inc  |USA Enema o |2014-01-VN | b L g
) = = Administration
N N X
a & w o National ~ Agency
Bristol  -Myers 979 Avenue Des L 1a s A, = HPF/FR/129/| 2 § § of Medicine and
79 . Pyrenees, 47520 LE|* Thuoc khong vo6 trung: vién nén. O A
Squibb PASSAGE. France 5 2012 < g % Health Safety
: w S | |(ANSM)
X
Santen
: ] . o
Pharmaceutical |2-14, _ _Shlkmaml, = g g Ministry of Health,
Co., Ltd (Santen|Hodatsushimizu-cho, . £ . L O N N
80 . : : Dung dich thuoc nhé mat: Alegysal | £ 5652 > > Labour and
Pharmaceutical [Hakui-gun, Ishikawa, T o o
Co., Ltd. Noto[Japan g § § Welfare of Japan
Plant)
X
Santen
Pharmaceutical |2-14 Shikinami o o) ™~ -
' . ' . , = - —
Co., Ltd (Santen[Hodatsushimizu-cho, Dung dich thuoc nhé mat: Sanlein| & Q Q Ministry of Health,
81 . . . s 5654 P~ P~ Labour and
Pharmaceutical |Hakui-gun, Ishikawa,|0.1 S o o
Co., Ltd. Noto|Japan g g | |Welfare of Japan
Plant)
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Santen
: ] . o o -
Pharmaceutical |2-14, _ _Shlkmaml, = 4 = Ministry of Health,
Co., Ltd (Santen|Hodatsushimizu-cho, . £ .2 ) O N N
82 ) ) . Dung dich thuéc nho mat: Cravit s 5653 o) > Labour and
Pharmaceutical ~[Hakui-gun, Ishikawa, s o S |\Wwelfare of Japan
Co., Ltd. Noto|Japan ks 8 |3 P
Plant) X
* Thude vo tring:
+ Thubc san xudt vo tring: thube
dong k}lo; gung‘d1ch thﬁ tich nho' N o ~ Erench National
1541 Avenue Marcel|+ Thuodc ti¢t trung cudi: dung dich{sS b S
. . 2, \ HPF/FR/61/2| & N Drug and Health
83 |Sanofi Pasteur Merieux, 69280 Marcy|thé tich nho &) A =
e L. e 1A LA s 015 QD o Products  Safety
L'Etoile, France * Thuoc sinh hoc: Cac che pham tir| 2 ~ S Agency (ANSM)
mau; ché phém mién dich; ché - gency
pham cdng nghé sinh hoc; thudc co
ngudn gbc tir nguoi hodc dong vat. X
< N~ i
Route de Moncor 10, = a |8 _?_\r/]v;; Qﬁiecncy for
84 |Vifor SA 1752 Villars-sur-Glane,[Thuéc ban rén O |14-1948 S |S P
Switzerland = g |g |Products
L S| |(Swissmedic)
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*Thudc vo trung;
- Thudc san xuét vo tring: thudc bot
i i@ [a Lo N~
Tai : Yu No.1 Alley 13, Lane 11, pha mim N L. T = b S Taiwan Food
Chemical& - Thuoc tiét trung cudi: thuoc tiém,| ® N N .
85 . Yun San Road, Chutung,|, x .. . . o ' 1755 = 5 and Drug Administ
Pharmaceutical Hsinchu. Taiwan R.O.C hon dich tiém, dung dich rura 8 o = ration (TFDA)
Co., Ltd ’ "7 |* Thube khdng vo tring: vién nén| = S |S
bao phim, thuéc cém bao phim,
vién nang X
* A A A triina: via ™
Gammelsbacher ~ Str.2, Thuoc kA’hongA Vo tring: vien nang S |[DEBWOL|S S 2
Catalent Germany mém; thuoc uong dang long; Vvién N o Co quan tham
86 69412 Eberbach . . L oa |9 _GMP_2013 |5 N N
Eberbach GmbH nang dat tryc trang va vién nang dat| 5 — @ quyén Birc
Germany i d o 0119 = &
am dao o X
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GlaxoSmithKline
manufacturing
S.P.A

Strada

Provinciale

Asolana N.90 (loc. San

Polo)
Italia

- 43056 Torrile,

*Thudc vo trung

+ Thudc pha ché vo tring: thude
d6ng kho (Chat doc té bao/Chat kim
t¢ bao; Prostaglandins/Cytokines:
vic xin vi khudn bit hoat;
Protein/DNA tai t6 hop); dung dich
thé tich nho (Chéat doc té bao/chat
Kim té bao: vac xin vi khuan bat
hoat).

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

* Thube khong vo tring: Vién nang
cing (chat doc té bao/chat kim té
bao); dung dich thudc udng; vién
nén (chat doc té bao/chat kim té
bao).

* Thude sinh hoc: sinh pham mién
dich (vdc xin vi khuan bat hoat);
sinh pham cong nghé sinh hoc
(Protein/DNA tai t6 hop).

EU-GMP

IT/194-
9/H/2014

04/08/2014

10/04/2017

Italian Medicines
Agency AIFA

88

Baliarda S.A

Saavedra 1260/62 (Zip
code C1247AAA), of the
City of Buenos Aires,
Argentina

Thudc khong vé trung (khdng chira
khang sinh betalactam, chat doc té
bao, chat hormone): Vién nén; vién
bao; vién nang; thudc bot va thude
cdm; dang bao ché ban ran; dang
bao ché long.

PIC/S-GMP

20132014
0002015 15

07/04/2015

07/04/2016

National
Administration of
Drugs, Food and
Medical Device
(ANMAT)
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* Thubc vo trung:
+ Thudc san xuat vo trung: dung
dich thé tich 16n (chit doc té
\ A S A Y . A A o™ ©
Oncotec Pharma|Am Pharmapark, 06861 ba?/Chat; kml te ;ba(?)’ th}mc‘don% % DE ST 01 |3 S 2
i kho (chat doc té bao/chat kim té N N Co quan tham
89 [Produktion Dessau-Roblau, C o\ : 2 \ | 9 GMP 2013 | § = Ny
GmbH German bao); dung dich thé¢ tich nho (chat| 5 0024 = S quyén Birc
y doc té bao/chat kim té bao). I g |3
+ Thudc tiét tring cudi: dung dich
thé tich 1on (chat doc té bao/chit
kim té bao). X
Km 12.6 65th Infantry a = ™~ Spanish Agency of
oo |Lilly Del Caribe,|Road Carolina,|*Thudc khéng vo triing: vién nang % ES/055HV/1|S  |&  [Drugs ang Health
Inc. PR00985,  (Carolina)|cting; vién nén. I |4 @ | |Products
Puerto Rico, USA W N[  |[(AEMPS) X
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91

Holopack
Verpackungstech
nik GmbH

Holopack
Verpackungstechnik,
Bahnnhofstrabe, gemap
den vorliegenden
Grundrissplanen  vom
17.07.2013, 73435
Abtsgmund-
Untergroningen,
Germany

* Thube vo tring (chira hormon va
chit c6 hoat tinh  hormon;
prostaglandin/Cytokine; chat mién
dich; nguyén liéu nguy hiém
(sulphonamides)):

+ Thudc san xudt vO trung: dung
dich thé tich 16n; dang bao ché béan
ran; dung dich thé tich nho.

+ Thudc tiét tring cudi: dung dich
thé tich 16n; dang bao ché bén ran;
dung dich thé tich nho.

* Thudc khéng vo tring (chua
hormon va chit c6 hoat tinh
hormon;  prostaglandin/Cytokine;
chat mién dich; nguyén liéu nguy
hiém (sulphonamides)): thudc ding
ngoai dang 1ong; thudc ubng dang
long; dang bao ché ban ran.

** Thude sinh hoc: thudc cdng nghé
sinh hoc chira Protein tai t6 hop/
DNA va enzyme.

** Thude tr duoc lidu; thudc vi
lwong dong can

EU-GMP

DE_BW 01
_GMP_2014
0136

05/11/2014

30/7/2017

Co quan thim

quyén Dt
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