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TEN CO SO , ] . . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STT ISAN XUAT DIA CHI GIAY CN NGAYCAP |- ipGCN  |CONGBO  |GIAI TRINH
United Pé nghi cung cap Site Master File/
Kingdom's bién ban kiém tra dé lam rd théng tin
Aesica North Road Queenborough :#s( MIA 32?32 medicines and|, , oy [CY thé ve dang bao che cua "dang bao
1 Queenborough Kent Me 11 5EL, United|. "> 29/07/2013  [Healthcare : ché ran khac"
o . 32496/30433 - Laboratories S.A
Limited Kingdom Products
0022
Regulatory
Agency MHRA
Tai liéu cung cap khong phai gidy
The  National chirmg nhan GMP ma |a van ban xac
JL. TB Simatupang No. 8 Agency for Drug nhan cho viéc xuat khau. D& nghi bo
2 PT. Merck Thk Pasar Rebo Jakarta Timur PW.01.02.331.05. 05/05/2014 |and Food VP BD Merck sung gidy chimg nhan GMP gdcciia co
) 14.2420 KGaA X N & ©
13760, Indonesia Control, quan tham quyén cap cho co so san
Indonesia xuat hodc bao céo thanh tra GMP gan
nhét.
Gyeongin Pé nghi cung cap Bién ban kiém tra
Hwail Pharm Co. | 156+ Sandan-ro 67 beon-gil, Regional  Food| .. - . cia co quan quan ly dugc Han Quoc
3 "'|Danwon-gu, Ansan-si,[2014-D1-2144  |04/07/2014  |and Drug g Y|cap cho cong ty thé hién noi dung

kiém tra theo PIC/S-GMP va thé hién
ngay kiém tra.




TEN CO 8 < s o |[CO  QUAN|DN PE NGHI[NQOI DUNG CAN BO SUNG
STT , P PIA CHI IAY AY CAP | . - A PR .
SAN XUAT IAC G CN NG C CAP GCN CONG BO GIAI TRINH
28, Hanjin 1-gil, Songak- Dae!eon qu nghi cung c?p I%len ban l\(lem t{a
W Life Scienceleu Dandiin-si Regional Food con w|cua co quan quan ly dugc Han Quoc
4 Corooration ChFL’n cheonaman. dogJ '|2014-D1-1443  |03/07/2014  |and Drug Phargmaunit Y|cAp cho cong ty thé hién noi dung
P geneong ' Administration, Y |kiém tra theo PIC/S-GMP va thé hién
Korea o Led
Korea ngay kiém tra.
56, Hanjin 1-gil, Songak- Daej_eon Dﬁe nghi cung c.:slp I?Ien ban lflem tfa
JW  Life Scienceleup Dangjin-si Regional Food Cong ty ciia co quan quan |y7duc_rc Han Quoc
5 Corporation Cthn cheonaman-do '2014-D1-1444  [03/07/2014 |and Drug Pharmaunit cap cho cong ty thé hién ndi dung
P geneong ' Administration, Y |kiém tra theo PIC/S-GMP va thé hién
Korea v 1eR
Korea ngay kiém tra.
Gyeongin Pé nghi cung cap Bién ban kiém tra
) 77, Sandan-ro, Danwon-gu, Regional Food| - . ctia co quan quan ly duge Han Québc
6 E:j'han Pharm. Co., Ansan-si, Gyeongi-do,|2014-D1-2180  [07/07/2014  |and Drug Ig:r?grgmaunit ty cap cho cong ty thé hién nodi dung
Korea Administration, Y |kiém tra theo PIC/S-GMP va thé hién
Korea ngay kiém tra.
Daejeon Pé nghi cung cap Bién ban kiém tra
30, Gangjeo-ro, Jecheon-si, Regional Food| - . cia co quan quan ly duge Han Qudc
7 Er?:ri;:oéo Ltl;orus Chungcheongbuk-do, 2014-G1-1463  |04/07/2014  |and Drug (Fgr?grgmaunit ty cap cho cong ty thé hién nodi dung
oY Korea Administration, y kiém tra theo PIC/S-GMP va thé hién
Korea ngay kiém tra.
78, Daepungsandan-ro, Daej_eon ?e nghi cung c?p I?len ban l\ﬂem t{a
Hankook Korus|Daeso-myeon, Eumseong- Regional  Food Cong ty cua co quan quan Iy» duge Han Quoc
8 Pharm. Co.. Ltd un. - oun c1heon buk-do 2014-G1-1462 |04/07/2014 and Drug Pharmaunit cap cho cong ty thé hién ndi dung
O gKor1e A geneong ’ Administration, Y |kiém tra theo PIC/S-GMP va thé hién

Korea

ngay kiém tra.




TEN CO SO 8 < s o |[CO  QUAN|DN PE NGHI[NQOI DUNG CAN BO SUNG
TT 2 < PIA CHI < A P P S
S SAN XUAT IAC GIAY CN NGAY CAP CAP GCN CONG BO GIAI TRINH
TS  Corporation TS . Pé nghi cung cap Bién ban kiém tra
. Daejeon , . 5 £
Bioplant 729, Osonggarak- Regional Food cta co quan quan ly dugc Han Quoc
. ro, Oksan-myeon, Cong ty|cip cho cdng ty thé hién nodi dung
o TS Corporation Heungdeok-gu, Cheongju- 2014-G1-1439 103/07/2014  fand - _Drug Pharmaunity kiém tra theo PIC/S-GMP va thé hién
. Administration, 1z
s, Chungcheongbul-do, ngay kiém tra.
Korea
Korea
Gyeongin Dé nghi cung cip Bién ban kiém tra
Daewoong 35-14, Jeyakgongdan 4-gil, Regional Food|Co6ng ty|ctia co quan quan ly dwoc Han Qudc
10 Pharmaceutical Co.|liyangnam-eup, liwaseong-|2014-D1-2081 |02/07/2014  |and Drug|Daewoong cap cho cong ty thé hién noi dung
Ltd si, Gyeonggi-do, Korea Administration, |Pharmaceutical [kiém tra theo PIC/S-GMP va thé hién
Korea ngay kiém tra.
Laboratorio Calle 519 entre Ruta 2 y Arg_e ntina C_u;ng cap S;Ite: Mafter File / Blen; bim
Internacional Calle S/No, Locality Parque National Cong ty kiém fra dé lam r6 dang bao ché ran
, .. . A , \ A A A0
11 Argentino S.A Industrial La Plata (Zip 20132014 000376 23/04/2014 Administration Laboratorios bao gbm cdc dang bao ché cy the ndo’
- - . 14 of Drugs, Food i
(Tén ch: Fadalcode 1900), Province of . |Recalcine
: . and Medical
Pharma S.A) Buenos Aires, Argentina. L
Divices.
Tai liu cung cap khong phai gidy
1. MH Thamrin Blok A3- indonesta Cong 1y BT |abln 2ho vids sl kb B8 nghi 6
PT. Kalbe Farma|l Kawasan Industri Delta|PW.01.02.331.01. National Agency g v 1.0 A~ s o
12 - . . 07/01/2014 Kalbe Farmajsung giay chung nhan GMP goc cua
Thk Silikon Lippo Cikarang,|{14.0088 for Drug and 2 XX .
Tbk co quan tham quyén cap cho co s san

Bekasi - Indonesia

Food Control

xuat hodc béo céo thanh tra GMP gin
nhét




TEN CO SO 8 < s o |[CO  QUAN|DN PE NGHI[NQOI DUNG CAN BO SUNG
TT . p PIA CHI IAY AY CAP | ; A PR e X
S SAN XUAT IAC G CN NGAY C CAP GCN CONG BO GIAI TRINH
BBT Biotech GmbH Céng ty TNHH ?iienlg/lh;sfeurngiIfaalt)heBolerTl;j iﬁljeénutg
BBT Biotech{Arnold-Sommerfeld-Ring [DE_NW_04 _GM Co quan thim g y; N X L, .
13 . 12/03/2014 A Dugc pham Lién|lam rd dang bao ché cua "thuoc sinh
GmbH 28, 52499  Baeweiler,|P_2014_0009 quyén DPuc " N X P 2
Hop hoc" bao gom cac dang bao ché cu thé
Germany g
Gyeongin Pé nghi cung cap Bién ban kiém tra
Samil 216, Sandan-ro, Danwon- Regional Food|Céng ty Samilfciia co quan quan ly dugc Han Qudc
14 Pharmaceutical Co.,|gu, Ansan-si, Gyeonggi-do,|{2014-D1-2507  [25/07/2014  |and Drug|Pharmaceutical |cdp cho cong ty thé hién noi dung
Ltd Korea Administration, |Co.Ltd kiém tra theo PIC/S-GMP va thé hién
Korea ngay kiém tra.
Slovenia 2. Pé nghi cung cip Site Master File/
Agency for Cong ty SIA bién ban kiém tra dé lam ré pham vi
15 KRKA, d.d., Novo|Smarjeska cesta 6,_ Novo 450-2/2014-2 31/01/2014 Medicinal (Tenamyd chung l:lhaHN cac dang\ bao Ache ran
mesto mesto, 8501, Slovenia Products  and khac" la nhitng dang bao ché cu thé
- Canada) Inc X
Medicinal nao?
Devices
Pham Vi ching nhan chi cho giai doan
United dong goi, dé nghi cung cip tai lidu
* UK GMP Kingdom's chtrng minh toan bo cac cong doan san
. 113509 Insp GMP Medicines and xudt san pham déu dat GMP-PIC/S,
Andersonbrecon 4545 Assembly D'.“Ve 13509/4002-0011 Healthcare Cong ty Janssen|EU.
16 Rockford 61109, United 07/09/2013 .
Incorporated States * UK GMP Products Cilag Itd
13509 Insp GMP Regulatory
13509/4002-0012 Agency

(MHRA)




TEN CO SO . ’ 5 . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STTISAN XUAT blA CHI GIAY CN NGAYCAP1cAPGCN  |[CONGBO  |GIAI TRINH
Swiss  Agency DPé nghi cung cap Site Master File/
17 Cilag AG Hochstrasse 20'1, 8200 14-1473 21/07/2014  |for Therapeutic ang ty Janssen bl\en ba? k1em;tra de lam r6 cac d{;lng
Schaffhausen, Switzerland Cilag Itd bao ché cu thé trong pham vi ching
Products A
nhan.
Netherlands DPé nghi cung cap Site Master File/
Janssen  Biologics|Einsteinweg 101, 2333 CB Cong ty Janssen|bién ban kiém tra dé 1am rd céac loai
18 B.V. Leiden, The Netherlands NL/H 13/0073 103/03/2014  |Health Care Cilag Itd dugc chit sinh hoc cu thé duoc chimg
Inspectorate N
nhan.
Argentina Dé nghi cung cap Site Master File/
Virrey Liniers 673 (Zip National Con | Pién bin kiém tra dé 1am rd cac dang
Quimica code C1220AAC), of the|20132014 000564 Administration 9  Ypao ché rén, dang bao ché long trong
19 . . . 26/06/2014 Laboratorios L N X
Montpellier S.A City Buenos Aires,|14 of Drugs, Food Bado SA pham vi chung nhan |a cac dang bao
Argentina Republic and  Medical|~29° > ché cu thé nao.
Divices.
Day chuyén san xuat thuéc dong khd
va thudc tiém bot chira khang sanh
. A : . x_|cephalosporin va penicillin chi dugc
. . . Italian Cong ty co phan| A s f oz ,
20 |Mitim SR.L Via Cacciamali, 34 - 38)|\.1111 442013 | 20/04/2013 |Medicines  |dwge  phim|CTime nhén dong goi cap 1 (déng lo),
25125 Brescia (BS), Italy kiem tra chat lugng va ching nhan
Agency (AIFA) |APAC £ X A A L Zaiiia
xuat xuong. Yeu cau cung cap tai liu
(SMF hay bién ban kiém tra...) dé
xem xet
Laboratorios Ronda de Valdecarizo, 6, 31? anl!)srhu ’z\gegr%/ \L];)kigtocr:%r;g Y }t?ieénnilznclli??mc?r)atal) th? I(élsrg/I Téhz
21 Tres  Cantos  28760|ES/143HVI1/14 13/06/2014 g ) el an xie ) ge e,
Normon, S.A (Madrid) Espana Health Products|Recalcine  S.A["other" trong dang bao ché "Other
P (AEMPS) tai Ha Noi solid dosage forms"




TEN CO SO . ’ 5 . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STTISAN XUAT blA CHI GIAY CN NGAYCAP1cAPGCN  |[CONGBO  |GIAI TRINH
Portuguese
West Pharma - National ) Dé}l giép’ Iai_k(Cﬁi Ph(:)ng tur ph:élp)
Producoes de Rua Joao de Deus, n 11, F030/S1/ME/002/ Auth_orlty of|Cong ty TNHH khong khop lién giira cac trang; trinh
22 . 2700-486, Amadora, 14/05/2014 [Medicines and|Dugc pham Lién|ty chirmg nhan (GMP), ching thuc chir
Especialidates 2014 . a1k A x A
Farmaceuticas, S.A Portugal Health Products,{Hop ky, hop ph?p hO:’;l Ianr; sgf.khq?g ro. bé
IP nghi ndp ban chinh dé doi chiéu
(INFARMED)
Yéu cau cung cap b&o cao thanh tra
hay bién ban kiém tra lan gan nhat dé
Gyeongin chimg minh tiéu chuan/can ctr 4p dung
KMS Pharm Co. 236, Sinwon-r_o, Yeongtong Regional Food Cﬁng_ ty(la _GMP-PIC/S guide_lines (phu hop vai
23 Ltd 'lgu, Suwon-si, Gyeonggi-|2014-D1-2143 04/07/2014 |and Drug|Celltrion Pharm,|vai tro la thanh V|§n cua PIC/S tf;
do, Republic of Korea Administration, |Inc 01/7/2014). Cung cap thdng tin vé
Korea ngay kiém tra, ngay hét han va dang
bao ché cy thé cia Gidy ching nhan
GMP nay
Yéu cau cung cip béo céo thanh tra
hay bién ban kiém tra 1an gan nhat dé
. Gyeongin chimg minh tiéu chuan/can ctr 4p dung
Hutecs Korea I?|9’an Jr?;/rik-gangclj—?\?vasjc;g”: Regional Food|Cdng ty[la GMP-PIC/S guidelines (phu hop véi
24 Pharmaceutical Co., yang P. g 2014-D1-2419 23/07/2014 |and Drug|Celltrion Pharm,|vai tro la thanh vién cua PIC/S tir

Ltd

si, Gyeonggi-do, Republic
of Korea

Administration,
Korea

Inc

01/7/2014). Cung cap théng tin vé
ngay kiém tra, ngay hét han va tai liéu
lam rd dang bao ché ghi trén Gidy
chiing nhan GMP nay
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Yéu cau cung cap béo cdo thanh tra
hay bién ban kiém tra lan gin nhat dé
Daejeon ching minh tiéu chuin/can cr 4p dung
100, Bio valley-ro, Jecheon Regional Food|Co6ng ty[la GMP-PIC/S guidelines (phu hop véi
25 Huons Co., Ltd si,  Chungcheongbuk-do,[2014-G1-1590 15/07/2014 |and Drug|Celltrion Pharm,|vai tr0 la thanh vién cua PIC/S tu
Republic of Korea Administration, |Inc 01/7/2014). Cung cép thdng tin vé
Korea ngay kiém tra, ngay hét han va tai liéu
lam rd dang bao ché ghi trén Gidy
chiimg nhan GMP nay
Yéu cau cung cip b&o cao thanh tra
hay bién ban kiém tra lan gan nhat dé
: . Gyeongin chimg minh tiéu chuan/can ctr 4p dung
Korean Drug Co. ?ngy;igr’] Wonje()k_r?c’h?onnd_g? Regional  Food|Cong ty|1a GMP-PIC/S guidelines (phil hop véi
26 Ltd ’Gyeonéjgi-do Republic 011' 2014-D1-2196 08/07/2014 |and Drug|Celltrion Pharm,|vai tro la thanh wép cua PIC/S u‘;
’ Administration, |Inc 01/7/2014). Cung cap thdong tin vé
Korea N e R 1A exso1ia
Korea ngay kiém tra, ngay hét han va tai li¢u
lam rd dang bao ché ghi trén Giay
ching nhan GMP nay
Yéu cau cung cip béo céo thanh tra
hay bién ban kiém tra 1an gan nhat dé
Gyeongin chimg minh tiéu chuan/can ct &4p dung
. 47, Sanseong-ro, Danwon- Regional Food . & GMP-PIC/S guidelines (phu hop véi
27 légfjit deharma Ind gu, Ansan-si, Gyeonggi-do,|2014-D1-2253 14/07/2014 |and Drug :;lékéeoq LF;ST';trma vai tro la thanh vién cua PIC/S tur

Republic of Korea

Administration,
Korea

01/7/2014). Cung cap théng tin vé
ngay kiém tra, ngay hét han va tai liéu
lam rd dang bao ché ghi trén Gidy
chimg nhan GMP nay
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Yéu cau cung cap béo cdo thanh tra
hay bién ban kiém tra lan gin nhat dé
Gyeongin ching minh tiéu chuin/can cr 4p dung
Samink 13, Cheongan-ro, Regional Food Kukie  Pharma la GMP-PIC/S guidelines (phu hop véi
28 Pharmaceutical Co.,|Bupyeong-gu, Incheon,|2014-D1-2179 04/07/2014 |and Drug Ind é:o Ltd vai tro la thanh vién cua PIC/S tur
Ltd. Republic of Korea Administration, R 01/7/2014). Cung cép théng tin 1am rd
Korea dang bao ché "Soft Extracts”, vé ngay
kiém tra, ngay hét han cia Giay ching
nhdn GMP nay
. Gyeongin
Hutecs Korea a%angﬁzaﬁgzggﬁ\?vas;ﬁlgl: Regional - Food Kukje Pharma|Trang hd so 1-61 (do Céng ty
29 Pharmaceutical Co., si, Gyeonggi-do, Republic 2014-D1-2419 23/07/2014 - fand brug) Co., Ltd.  |Celltrion Pharm, Inc d& nghi cong b)

Ltd

of Korea

Administration,
Korea




