PHU LUC 2: DANH SACH HO SO PE NGHI CONG BO CO SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP
BO SUNG GIAI TRINH

POT 25
( Theo cong vin sé6 /QLD-CL ngay /2014 ciia Cuc Quan ly Dwoc)
TEN CO SO , ] . . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STT 2 < DPIA CHI GIAY C < A N P <
SAN XUAT : N NGAY CAP CAP GCN CONG BO GIAI TRINH
Dé nghi cung cip bién ban/ béo céo
115, Sandan-ro, Pyeongtaek Gyepngln Cong ty TNHH k%em trfl G.MP san nhat. va van ban auy
Dongkwang Pharm.|”. . . Regional Food : |dinh vé viéc trién khai GMP-PICs tai
1 si, Gyeonggi-do, Republic|2014-D1-2444 |23/07/2014 TM Duogc pham|, |, £ 2 A A
Co., Lt of Korea and Drug Neuvén V Han Quoc. B6 sung thong tin vé thoi
Administration guyen vy han hiéu lyc cua gidy ching nhan
GMP
Pé nghi cung cip bién ban/ béo céo
23, Sandan-ro, 121 beon- Gyeongin . kiém tra GMP gan nhit va vin ban quy
Asia Pharm. Ind.|git Pyeongtaek-si Regional Food|SON9 Y TNHH| 4 b V& viee trién khai GMP-PICs tai
2 - NAaiL - FYEONglaeKssl g1 4 p1-2277  |14/07/2014 g TM Duoc pham| o vo Y€€ 2 et
Co., Ltd Gyeonggi-do, Republic of and Drug Neuvin V Han Quoc. B6 sung thong tin vé thoi
Korea Administration | &> YY han hiéu lyc cta gidy ching nhan
GMP
Zoe sl e
Arnoult, 28170|HPF/FR/177/201 g Lifesciences A £ 2 J Y x ';g
3 Ethypharm . 30/08/2013 Products Safety . bao ché cu thé cua dang bao ché ran
Chateauneuf en Thymerais, |3 Agency Public Company Khic
Phap (ANSM) Limited
B
4 Binex Co,, Ltd |00 3 Dadae-ro, Saha-gu,\ 1) 1 0190 [p7/08/2014 |700 @Nd DrugiPharmaunity " osng ty thé hien noi dung

Busan, Republic of Korea

Administration,
Korea

Co., Ltd

kiém tra theo PIC/S-GMP va thé hién
ngay kiém tra.
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S SAN XUAT IAC G CN NGAY C CAP GCN CONG BO GIAI TRINH
Lot 23, Bakar Arang Mal.ay5|an Thicu d,au clong~ chung oktrang' chura
Ranbaxy (Malaysia)|Industrial Estate, Sungai National Ranbaxy Hop phap hoa lanh su. DE nehi cung
5 y Y ) ’ 9l 076114 04/03/2014  [Pharmaceutical |Laboratories cap ban Hop phap hoa lanh sy gbc dé
Sdn. Bhd. Petani, 08000  Kedah, i J
Malavsia Control Bureau|Limited doi chiéu
Y (NPCB)
S Kant Healthcare 1802-1805, GIDC Phase Il mz:jtiecsiies S Kant Ir:k)liidcuunn(‘:] Cfé:r nﬁérrllhsﬁigﬁf iy rﬁgg.hDéZ
6 Vapi-396 195,  Gujarat|MT/015HM/2014|10/07/2014 . 'shi cling cap ban op phap
Ltd State. India Authority Healthcare Ltd |lanh sy dé doi chiéu.
' (MAM)
56, Hanjin 1-gil, Songak- Daej_eon Bﬁe nghi cung c?p I?Ien ban lflem tfa
JW Pharmaceutical [eup Dangjin-si Regional - Food Pharmaunity cua co quan quan Iy7 duge Han Quoc
7 Corooration Cthn cheonanam-do '2014-G1-1886  [11/09/2014 |and Drug Co.. Ltd cap cho cong ty thé hién ndi dung
P geheong ! Administration, |~ kiém tra theo PIC/S-GMP va thé hién
Republic of Korea 2
Korea ngay kiém tra.
28, Hanjin 1-gil, Songak- Daej.eon qu nghi cung c?p I?len ban 1\(16m t{a
W Life Scienceleu Dandiin-si Regional Food Pharmaunit cta co quan quan ly dugc Han Quoc
8 Corooration ChFL’n heonanam. dOQJ '2014-G1-1887  |11/09/2014  |and Drug| o | o Y |chp cho cong ty thé hién noi dung
P geheong ! Administration, | " kiém tra theo PIC/S-GMP va thé hién
Republic of Korea 1R
Korea ngay kiém tra.
77 Insam-ro, Geumsan- Daej_eon ]?e nghi cung c?p B,,Ien ban lflem tfa
Sannam ou Geumsan-aun Regional Food Pharmaunit cia co quan quan ly dugc Han Quoc
9 Pharmaceutical Co.,|>""" 9N 1o014-G1-1601  |18/07/2014  |and Drug Y |cAp cho cong ty thé hién noi dung

Ltd

Chungcheongnam-do,
Republic of Korea

Administration,
Korea

Co., Ltd

kiém tra theo PIC/S-GMP va thé hién
ngay kiém tra.
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N 28 Boksanggol-gil, Dae!eon qu nghi cung c?p I%len ban l\(lem t{a
Sinil Anaseong-mveon. Chuniu Regional Food Pharmaunit cta co quan quan ly dugc Han Quoc
10 |Pharmaceutical Co.,[" g Chgun i’)heo’n buk_glo 2014-G1-1585  |15/07/2014  |and Drug| o | o Y |chp cho cong ty thé hién noi dung
Ltd -nungeneong ’ Administration, |~ kiém tra theo PIC/S-GMP va thé hién
Republic of Korea C 1R
Korea ngay kiém tra.
16, Dumeori-gil, Yanggam- Gye_ongln Dﬁe nghi cung c.:slp I?Ien ban lflem tfa
Schnell mveon HWASeONa-si Regional Food Pharmaunit cia co quan quan ly dugc Han Quoc
11 Biopharmaceuticals Gyeon’ ido. Re ubli(? 0]; 2014-D1-2482  |25/07/2014  |and Drug Co.. Ltd y cap cho cong ty thé hién nodi dung
, INC yeonggi-do, P Administration, b kiém tra theo PIC/S-GMP va thé hién
Korea v 1eR
Korea ngay kiém tra.
Daejeon Dé nghi cung cip Bién ban kiém tra
245, Sandan-gil, Jeonui- Regional Food ctia co quan quan |y duoc Han Quéc
12 Etc()jlmar Korea Co., myeon, Sejong-si, Republic|2014-G1-1459  (04/07/2014 |and Drug gglmlj; Korea cap cho cong ty thé hién noi dung
of Korea Administration, K kiém tra theo PIC/S-GMP va thé hién
Korea ngay kiém tra.
58, Sandan-ro 68 beon-gil, Gyepngln ]?e nghi cung c?p E,:Ien ban lflem tfa
Theragen Etex Co.,|Danwon-gu Ansan-si Regional - Food Theragen  Etex cua co quan quan Iy7 duge Han Quoc
13 Ltd Y Gveon i-d;) Republic 011' 2014-D1-2138 |04/07/2014  |and Drug Co. Ltd cap cho cong ty thé hién nodi dung
yeonggi-do, P Administration, h kiém tra theo PIC/S-GMP va thé hién
Korea “ iR
Korea ngay kiém tra.
Gwangju Pé nghi cung cap Bién ban kiém tra
11, Cheomdan-ro 7 gil, Jeju Regional Food BMI Korea Co ctia co quan quan ly duoc Han Quéc
14 BMI Korea Co., Ltd|si, Jeju-do, Republic 0f[2014-F1-0172 04/07/2014 and Drug Ltd "|cAp cho cong ty thé hién nodi dung
Korea Administration, kiém tra theo PIC/S-GMP va thé hién

Korea

ngay kiém tra.
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69-10, Wonjeok-ro, Sindun Gye_ongln DF nghi cung C?p I%len ban l\(lem t{a
Korean Drug Co.,|myeon Icheon-si Regional  Food Korean Drug|“%* ¢ quan quan 1y duge Han Quoc
15 Ltd g 0. Gyeon’ i-do. Republic O]; 2014-D1-2196  |08/07/2014  |and Drugl~ " iq 9lcip cho cong ty thé hién noi dung
yeonggi-do, =ep Administration, |~ kiém tra theo PIC/S-GMP va thé hién
Korea o Led
Korea ngay kiém tra.
96, Jeyakgongdan 4-gil, Gye_ongln Dﬁe nghi cung c.:slp I?Ien ban lflem tfa
Medica Korea Co.,|Hyangnam-eup, Hwaseong- Regional - Food Medica Korea| oo °© quan quan ly dwoc Han Quoc
16 | g Siy Ggeon i_‘;’o . ubl?c 2014-D1-2351  |21/07/2014  |and Drug| 5 L chp cho cong ty thé hién noi dung
, 2yeonggr-do, Rep Administration, |~ °" kiém tra theo PIC/S-GMP va thé hién
of Korea 1R
Korea ngay kiém tra.
55, Jandari-gil, Pungse- Daejeon Pé nghi cung cap Bién ban kiém tra
. myeon, Dongnam-gu, Regional Food i ctia co quan quan |y duoc Han Quéc
17 E'gy”f;' Pharm. | - eonan-si. 2014-G1-1528  |10/07/2014  |and Drug ggy”f;' Pharm.| 4» cho cong ty thé hién néi dung
i Chungcheongnam-do, Administration, |~ kiém tra theo PIC/S-GMP va thé hién
Republic of Korea Korea ngay kiém tra.
21, Yongso 2 gil, Dagjeon Pé nghi cung cap Bién ban kiém tra
. _|Gwanghyewon-myeon, Regional  Food ._|cta co quan quan ly duoc Han Quéc
18 Eﬁ;fr?] co L'tA(‘jr“COJincheon-gun, 2014-G1-1613  [21/07/2014  |and Drug gﬁ;f; COArLI:SO chp cho cong ty thé hién noi dung
s Chungcheongbuk-do, Administration, T kiém tra theo PIC/S-GMP va thé hién
Republic of Korea Korea ngay kiém tra.
Australian Dé nghi cung cap ban c6 chir ky cta
Lipa 21 Reaghs Farm Road, MI-2013-LI- Therapeutic Cong ty TNHH|"Janin Damestoy".
19 Pharmaceuticals Minto NSW 2566, 07511-1 14/08/2013 Goods Duogc pham

Ltd

Australia

Administration
(TGA)

BHC




TEN CO SO 8 < s o |[CO  QUAN|DN PE NGHI[NQOI DUNG CAN BO SUNG
TT " < PIA CHI IAY < A £ i P \
S SAN XUAT IAC G CN NGAY CAP CAP GCN CONG BO GIAI TRINH
Pierre Fabre Aquitaine Pharm l[:)rrfjncr;nclj\l ?-':Ie(;rll?r: gllj\:[]g C?pAthI\IIISI%IIa ity chime
20 Medicament International 1, Avenue du|HPF/FR/228/201 26/10/2011 Proc?ucts Safet VPBD Pierre cud
. Bearn 64320 IDRON,|1 Y|Fabre S.A.
Production France Agency
(ANSM)
United Bo sung Site Master File hoic bién
Plot No, 910 & 1_5, Indore UK GMP 14694 ng_dpms bz\m klefn ta th;e hq1e;n"tr]ong tin ve dan%
Special Economic Zone, Ins GMP medicines  and bao ché cu thé cua "cac dang bao ché
21 Cipla Limited Phase I, Pithampur, P 08/08/2013 Healthcare Cipla Ltd. India |rén khac".
_ 14694/2635778-
District DHAR, Madhya 0002 Products
Pradesh, In-454 775, India Regulatory
Agency MHRA
United B6 sung Site Master File hodc bién
D-7, D-22, D27 MIDC,|UK GMP 14694 Kingdoms ban kiem ta the hién Mong tin ve dang
Kurkumbh, District Pune.|Insp GMP medicines and bao ché cu thé cua "cac dang bao ché
22 Cipla Limited Maharashtra, 413  802.|14694/446227- 24/05/2013 Healthcare Cipla Ltd. India |ran khac".
. Products
India 0004
Regulatory
Agency MHRA
586, Gwahaksaneop 2-ro, Daejeon Pé nghi cung cap Bién ban kiém tra
Ochang-eup, Cheongwon- Regional Food Green Cross ctia co quan quan ly dugc Han Québc
23 Green Cross Corp, |gu, Cheongju-si, 2014-G1-1814  |26/08/2014  |and Drug cap cho cong ty thé hién nodi dung

Chungcheongbuk-do,
Republic of Korea

Administration,
Korea

Corporation

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




TEN CO SO . ’ 5 . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STT ISAN XUAT bla cHI GIAY CN NGAYCAP |cApGCN  |CONGBO  |GIAI TRINH
Daejeon Pé nghi cung cap Bién ban kiém tra
Korea United 25-23, Nojanggongdap-gil, Regional Food C()pg ty Korea c@a co quaAn quan I)'/vdu’qc Han Qudc
24 Pharm. Inc Jeondong-myeon, Sejong-|2014-G1-1450  |03/07/2014  |and Drug|United  Pharm. cép cho cong ty thé hién n@iadung
B si, Republic of Korea Administration, |Inc. kiém tra theo PIC/S-GMP va thé hién
Korea ngay kiém tra.
Daejeon Pé nghi cung cap Bién ban kiém tra
Korea United 107, Gongglan-ro_, Yeonsec_J- Regional Food Cﬁrlg ty Korea Ci:la co quan quan |y7 duge Han Quodc
25 Pharm. Inc myeon, Sejong-si, Republic[2014-G1-1449  |03/07/2014 |and Drug|United  Pharm. cép cho cbng ty thé hién n@ivdung
B of Korea Administration, |Inc. kiém tra theo PIC/S-GMP va thé hién
Korea ngay kiém tra.
RIEMSER Pharma GmbH, B6 sung Site Master File hodc bién
Betriebsstatte Fatol, ;. |Cbng ty TNHH b?n kle;m ta th;e h}(?n,,thong tin Ve dan%
RIEMSER Pharma . DE_SL_01 GMP Co quan tham bao ché cu thé cua "cac dang bao ché
26 GmbH Arzneimittel, Robert-Koch- 5012 0029 26/02/2013 quyén Pitc DVTM DP cin khac".
strabe, 66578 Schiffweiler,|~ - Chanh Dtrc
Germany
100, Wanjusandan 9-ro, ngngju D? nghi cung Cép E’Bién ban Fiém t{a
Korea Prime Pharm|Bongdong-eup, Regional - Food Cong ty Korea Cl;la <9 quaAn quan Iy;duf‘{c Haﬂ Quoc
27 Co. Ltd Wanju_Gun, Jeollabuk-do 2014-F1-0185 21/07/2014  |and Drug Prime Pharm cap cho cong ty thé hién n(_nﬂdung
B - ’ Administration, kiém tra theo PIC/S-GMP va thé hién
Korea N
Korea ngay kiém tra.
Gyeongin Pé nghi cung cap Bién ban kiém tra
Hanlim 2-217, Yeongmun-ro, Regional Food|Céng ty Hanlim|cua co quan quan ly duge Han Qudc
28 Pharmaceutical Co.,|Cheoin-gu, Yongin-si,[2014-D1-2216  |10/07/2014  |and Drug|Pharmaceutical |cdp cho cong ty thé hién noi dung

Ltd

Gyeonggi-do, Korea

Administration,
Korea

Co.,Ltd

kiém tra theo PIC/S-GMP va thé hién
ngay kiém tra.
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mibe GmbH Arzneimittel Pé nghi cung cip bién ban kiém tra/
mibe GmbH Munchener  Strabe 15, DE_ST 01_GMP Co quan thim Cong ty TNHH S\ite I\~/Iz?1|stier File th?o m%u fﬁa E,U"dc\‘e
29 Arzneimittel gemab den Lageplanen 5014 0011 05/03/2014 quyén Pitc Hasan- lam rd "cac dang bao ghe ran khac" la
Nr.1 und 2, 06796 Brehna,|— - Dermapharm cac dang bao ch¢ cu thé nao?
Germany
Dé nghi cung cép Bién ban kiém tra
: : Daegu Regional| - . . |ciia co quan quan ly duge Han Qudc
30 ée(;' E{‘darmace”t'ca' éﬁ'ﬁéezzor:ggf:;o’ Dalseol,014-£1-0118  [01/08/2014  |Food and Drug gﬁ;ﬂmacte{mcif" cip cho cong ty thé hién noi dung
B ' ' Administration kiém tra theo PIC/S-GMP va thé hién
ngay kiém tra.
69-10. Hansam-ro, Daejeon ?é nghi cung Cfip Eliién ban 1\<iém tra
Reyon . Deoksan-myeon, Jincheon- Regional Food Cong ty Reyon cia co quaAn quan Iyqdu:gc Hap Quoc
31 Pharmaceutical Co., ’ 2014-G1-1514  |09/07/2014  |and Drug . cap cho cong ty thé hién ndi dung
Ltd gun, - Chungeheongbuk-do, Administration, | narmaceutical i tra theo PIC/S-GMP va thé hién
Korea iR
Korea ngay kiém tra.
Gyeongin Pé nghi cung cap Bién ban kiém tra
Asia Pharm.  Ind. 23, Sandan-rq, 121beon-gi_|, Regional Food|Cbng ty WTNHH clia co quan quan |)'/7du’c_rc Han Quéc
32 Co.. Lid Pyeongtaek-si, Gyeonggi-{2014-D1-2277 |14/07/2014 |and Drug|Dugc pham Do cép cho cbng ty thé hién n@ivdung
B do, Korea Administration, |Ha kiém tra theo PIC/S-GMP va thé hién
Korea ngay kiém tra.
Gyeongin Pé nghi cung cap Bién ban kiém tra
Korea Pharma Co 87, Jeyakgongdan 3-qil, Regional Food|Cdng ty|cua co quan quan I)’/qdu:cyc Han Qudc
33 “’|Hyangnam-eup, Hwaseong-{2014-D1-2139  |04/07/2014 and Drug|Celltrion Pharm,|cap cho cbng ty thé hién ndi dung

Ltd

si, Gyeonggi-do, Korea

Administration,
Korea

Inc

kiém tra theo PIC/S-GMP va thé hién
ngay kiém tra.
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47-17,  Banji-gil, Iwol- Dae!eon ) qu nghi cung c?p I%len ban l\(lem t{a
. . Regional Food|Co6ng ty[cua co quan quan ly dugc Han Quoc
Celltrion ~ Pharm.|myeon, Jincheon-gun, . J o AP
34 Inc Chunacheonabuk-do 2014-G1-1513  [09/07/2014 and Drug|Celltrion Pharm,|cap cho cbng ty thé hién ndi dung
g g ’ Administration, |Inc kiém tra theo PIC/S-GMP va thé hién
Korea v iR
Korea ngay kiém tra.
Gyeongin Pé nghi cung cap Bién ban kiém tra
Bukwan Pharm 47, Neungan-ro, Danwon- Regional Food|Cdng ty|ciia co quan quan ly dugc Han Qudc
35 P dg gu, Ansan-si, Gyeonggi-do,|2014-D1-2223  [10/07/2014  |and Drug|Celltrion Pharm,|cdp cho cong ty thé hién noi dung
K Korea Administration, |Inc kiém tra theo PIC/S-GMP va thé hién
Korea ngay kiém tra.
Daejeon . Pé nghi cung cap Bién ban kiém tra
. Cong ty| . v X £
Samyang 79. Sinildona-ro. Dacicon Regional Food Samvan cta co quan quan ly dugc Han Quoc
36 Biopharmaceuticals Kc;rea g-ro, 10N 5014-G1-1447  {03/07/2014 and Drug Bio iar?maceuti cap cho cong ty thé hién nodi dung
Corporation Administration, P : kiém tra theo PIC/S-GMP va thé hién
al Corporation 1z
Korea ngay kiém tra.
United Tai liéu cung cap c6 dau hop phép hoa
Kingdom's lanh sy mo, khong rd nodi dung. Bé
Phase 1lI/A, Plot No L-[UK GMP 18807 Medicines  and nghi cung cip ban gdc hop phép hoa
_ 121/B, Salcette, Verna|lnsp GMP Healthcare Coéng ty FDC|lanh sy dé dbi chiéu.
37 FDC Limited Industrial Estate, Verna,|18807/1409367- 04/10/2012 Products Limited
Goa, In-403 722, India 0002 Regulatory
Agency

(MHRA)
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Tai danh muc s6 ding ky cua Cuc
Jubilant 16751 Route gf:da:(?ts Hez:g Cong ty Ferrin 82211 Y DltIQC, SanDIr);lj(lin;l Durastogtlz?alcio
38 Hollisterstier Transcanadienne, Kirkland|57616 15/04/2014 g ty Ferring g y \ £ pk y
. Food Branch|Pharmaceutical [pharmaceuticals Inc san xuat. D& nghi
General Partnership |Quebec, Canada H9H 4J4 . ey N
Inspectorate Cong ty giai trinh su khac biét nay.
2 Michael Erakleous Street, Gidy GMP c6 trang 3 khong c6 dau
. Agios Athanassios Cyprus A gidp lai cia co quan ching thuc. B
gg  |Medochemie Ltd\, 4 il  Area,  Agios|MED05/2014/01 |30/06/2014  |Pharmaceutical |S0"9  Wlsung ban diy du tinh phap Iy,
(Factory AZ) i . i Medochemie Ltd
Athanassios, Limassol, Services
4101, Syrus
Medochemie  Ltd 1-10 Constantlno_upoleos MED02/2014/00 Cyprus _ Cong ty G.l,ay GMP co trang 2 k,hong co dalj
40 . Street, 3011, Limassol, 13/05/2014 Pharmaceutical . gidp lai cta co quan chimg thuc. Bo
(Cogols Facility) 1 i Medochemie Ltd o Ah e s o
Cyprus Services sung ban c6 day du tinh phép 1y.
: Tai lidu nop khdng Ia gidy chiig nhan
JI. Jend. Bambang Utoyo Indonesia GMP, d& nghi cung cdp Gidy chim
: ' , g YOlp\.01.02.331.02. National Agency|Céng ty PT.| . ' & £t g cap i -
41 PT. Dexa Medica [No. 138  Palembang, 20/02/2013 : nhan goc do co quan tham quyén
Indonesia 13.982 for Drug  and|Dexa Medica Indonesia cap cho cong ty
Food Control '
Plot Nos: B3-B4, B5 (Part United Kingdom Cﬁg%iyéiothg;al dt(r)'lnthenve\/;l;faif‘;ﬁz
. of), B6 (Part of), B11-B18, Medicines and|Cong ty TNHH|P.C duy¢t thay don Ten va dia chi 1
Hospira Healthcare Sincot.  Industrial  Park Healthcare D him vals®" xuat. Tuy nhién dia chi cia Cong
42 |India Private|>' PO : '|PP10130983  |19/05/2014 woe pd ty Hospira tai CPP cua Anh khéng
o Irungattukottai, Products Hoa chat Nam| . e a1 A . ,
Limited i . : trung voi dia chi Cong ty tai MA cua
Sriperumbudur, Tamil Regulatory Linh Viet Nam. D2 nehi eiai trinh su sai
Nadu, In-602 105, India Agency - ' g 8 -

khac nay.
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Plot Nos: B3-B4, B5 (Part United Kingdom Cr?én?iliyé(t:othi a ;ginthér:/e\/;lgfad;idﬁﬁ;
. of), B6 (Part of), B11-B18, Medicines and|{Cong ty TNHH pq y y A . A
Hospira Healthcare Sincot.  Industrial  Park Healthcare Duoe phim vl xuat. Tuy nhién dia chi cia Cong
43 India Private PCOL . '[PP10130982 19/05/2014 10¢ P P ty Hospira tai CPP cua Anh khdng
o Irungattukottali, Products Hoa chat Nam| . e g . ~A . ,
Limited . . A trung véi dia chi Cong ty tai MA cula
Sriperumbudur, Tamil Regulatory Linh Viet Nam. Dé nohi eidi trinh su sai
Nadu, In-602 105, India Agency C gh 8 '
khac nay.
Plot Nos: B3-B4, B5 (Part United Kingdom Cﬁg%iyé‘ihg;al (;:)'lnthenvevglgfaald‘;ﬁ;
. of), B6 (Part of), B11-B18, Medicines and|Cbng ty TNHH pq y y A . A
Hospira Healthcare Sincot  Industrial  Park Healthcare D him valsan xuat. Tuy nhién dia chi cia Cong
44 |India Private| P00 : '|PP10130981  |19/05/2014 uoe pa ty Hospira tai CPP cua Anh khéng
o Irungattukottali, Products Hoa chat Nam| . e s ) A ) ,
Limited . . : trung vaoi dia chi Cong ty tai MA cua
Sriperumbudur, Tamil Regulatory Linh Viet Nam. D2 nehi eiai trinh su sai
Nadu, In-602 105, India Agency s g 8 ‘
khac nay.
ZETA VIA GALVANI, 10 - ltalian ﬁgistria Intes \I,Bi(énsﬁgg co 56 dong goi doi v6i dang
45 FARMACEUTICI (36066 SANDRIGO (VI),[IT/214-3/H/2012 [03/08/2012 Medicines Terapeutica
S.P.A ITALY Agency AIFA Splendore S.r.|
Nha may 1. 7, Wonsi-ro, Yéu ciu cung gép béo céo thanh tra
Danwon-gu, Ansan-si, Gyeonggi- hay bién ban kiém tra lan gan nhat dé
do, Republic of Korea _ chirmg minh tiéu chuan/can ctr 4p dung
Nha may 2 70, Sandan-ro, Gyeongin la GMP-PIC/S guidelines (phti hop véi
SHIN ~ POONG|'%eon-gil, Denvionigu, Ansar Regional FoodSHIN  POONG|yai trd Ia thanh vién ciia PIC/S tir
46 [PHARMACEUTIC [, ~Y*0n99ree: 6P 2014-D1-2478  |25/07/2014 |and  Drug|PHARMACEU |01/7/2014). Cung cép thong tin vé
AL Co., Ltd. Nha may 3: 41-15, Admlnlstratlon, TICAL Co., Ltd. ngé_y kiém tra, ngé_y hét han va tai héu

Osongsaengmyeong 5-ro, Osong-
eup, Cheongwon-gun,
Chungcheongbuk-do,  Republic
of Korea

Korea

lam rd dang bao ché ghi trén Gidy
chimg nhan GMP nay.




TEN CO SO 8 < s o |[CO  QUAN|DN PE NGHI[NQOI DUNG CAN BO SUNG
STT , £ PIA CHI IAY AY CAP | . - A PR .
SAN XUAT IAC G CN NG C CAP GCN CONG BO GIAI TRINH
Yéu cau cung cap béo cdo thanh tra
hay bién ban kiém tra lan gan nhat dé
ching minh tiéu chuin/can cr 4p dung
Gyeongin Ia GMP-PIC/S guidelines (phu hop véi
23, Sandan-ro, 121beon-qil, Regional Food vai tro la thanh vién cua PIC/S tu
47 ASIA PHARM. Pyeongtaek-si, Gyeonggi-|2014-D1-2277  (14/07/2014 |and Drug ASIA PHARM. 01/7/2014). Cung cap théng tin vé
IND. Co., Ltd. . - . IND. Co., Ltd. \ .z N , x
do, Republic of Korea Administration, ngay kiém tra, ngay hét han cua Giay
Korea chimg nhan GMP nay
B6 sung tai liéu xac nhan tham quyén
ctia co quan (con dau) va ngudi (chir
ky) cap Gidy chirng nhan.
Belgium Federal Giay chirng nhan GMP cua Cong.}y
Agency for|Cong ty TNHH Lamp S. Prospero S.p.A (thyc hién
48 :ﬁ;‘i’::;g‘sal oA ;/;inibimo(rsa%mﬁ ; 478641100001 28-05-14 |28/05/2014  |Medicines  and|Duoc phim Lién flo?l?b%"ffndong goi) da het han; de
P ay Heallth Products{Hop g &
(AFMPS)
B6 sung tai liéu xac nhan thim quyén
ctia co quan (con dau) va ngudi (chir
Ministry of ky) cap Gidy chtng nhan.
Purzer (’\:':6?&6’ \?i?tgng 1(S;tuar|1qdi.r; Health and|Cong ty TNHH|[Dé nghi cung cap tai liéu (SMF hay
49 |Pharmaceutical Co,| =" Ta% . Cou?]’t 1128 16/05/2014  |Welfare, Duge pham Lién|bién ban kidm tra...) dé 1am rd duong
Ltd., Guanyin Plant P, 180y y Republic of|{Hop ding dung dich thudc (ubng hay/va

328, Taiwan (R.0.C)

China (Taiwan)

dung ngoai); vién nang (cung hay/va
meém); thuéc bot, thubc cdm (thuoc
nhom vién nén bao phim).




TEN CO SO 8 < s o |[CO  QUAN|DN PE NGHI[NQOI DUNG CAN BO SUNG
TT " < PIA CHI < A £ i P \
S SAN XUAT IAC GIAY CN NGAY CAP CAP GCN CONG BO GIAI TRINH
Belgium Federal Giay ching nhan GMP (iuaACong t):
R Lamp S. Prospero S.p.A da hét han; dé
Valpharma Via G. Morgagni, 2, 47864 Agency foriCong ty TNHH nghi bo sun
50 Inte‘i’naﬁonal oA |pernbill (gNg) - 000054 06-05-14 |06/05/2014  |Medicines  and|Duoc pham Lién| & &
P ay Heallth Products|{Hop
(AFMPS)
. State
FL-FUL Additional Administration |Cong ty Mega|Trang hop phap hda l&nh sy khong
. Ambernath M.1.D.C., . e . L . ,
Inventia Healthcare 088/2014/SAUM of Ukraine on|Lifesciences duogc giap lai véi céc trang chinh cua
51 Ambernath (East) 421506, 18/08/2014 - : Iy , .
Pvt. Ltd. o P/GMP Medicinal Public Company|Giay chiing nhan.
District Thane, . 2 - . o x
Maharashtra. India Products Limited Bo6 sung ban chinh hop phap hoa lanh
' (SAUMP) su dé ddi chiéu.
State
D.P Pally, Dundigal Post, Administration |Cong ty Mega|Trang hop phap hda l&nh sy khong
52 Gland Pharma|Quthbullapur Mandal, R.R.|023/2013/SAUM 97/03/2013 of Ukraine on|Lifesciences duoc giap lai véi céc trang chinh cua
Limited Dist, Andhra Pradesh - 500|P/GMP Medicinal Public Company|Giéy chimg nhan.
043, India Products Limited B6 sung ban chinh hop phap hda l1anh
(SAUMP) su dé dbi chiéu.
. * P& nghi cung cép tai liu (SMF hay
SANOFI 6 boulevard de Eurone S'fa“Mo:;i'cﬁgeZﬁg cong ty TNHH|bién ban kiém tra...) dé 1am 8 tu
53 WINTHROP P HPF/FR/95/2014 |27/06/2014 Sanofi - Aventis|"other" trong dang bao ché "Other
21800 QUETIGNY, France Health  Safety|. .. . h
INDUSTRIE Vi¢t Nam solid dosage".
(ANSM)
: R Khong dat do chi chiing nhan déi voi
Rottendorf Pharma GmbH, Co quan tham(VPBD Cong ty| . J \ . e e 2
N , cong doan san xuat ban thanh pham
Rottendorf Pharma|Qstenfelder Strage 51-61,|PE_NW_05_GM quyen btc|Hoffmann - La
54 _ e 06/02/2012 : . .[(bulK).
GmbH 59320 Ennigerloh, North Rhine-{P_2012_003 (Bezirksregierun [Roche Ltd. tai D3 nohi cund cip i lidu vé co s&
Westphalia, Germany g Munster) Tp. Ha N6i ght g cap ;

dong goi cac dang bao ché nay.




TEN CO SO . ’ 5 . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STTISAN XUAT blA CHI GIAY CN NGAYCAP1cAPGCN  |[CONGBO  |GIAI TRINH
Yéu cau cung cap béo cdo thanh tra
hay bién ban kiém tra lan gan nhat dé
ching minh tiéu chuin/can cr 4p dung
872-23. Yeojunam-ro, Gye_ongln ) la QM\P-P\IC/S\ gmde.IAlnes q(phu hop V0:1
L Regional Food|Codng ty|vai tro la thanh vién cua PIC/S tur
BCWORLD Pharm.{Ganam-eup, Yeoju-si, . ) N . A
55 . . 2014-D1-2486  |25/07/2014  |and Drug|Pharmaunity 01/7/2014). Cung cap théng tin vé
Co., Ltd. Gyeonggi-do, Republic of - . N sk s
Korea Administration, |Co., Ltd ngay kiém tra, ngay hét han cia Giay
Korea chimg nhan GMP nay
B6 sung tai liéu xac nhan tham quyén
ctia co quan (con dau) va ngudi (chir
ky) cap Gidy chirng nhan.
Yéu cau cung cap b&o cao thanh tra
hay bién ban kiém tra lan gan nhat dé
chimg minh tiéu chuan/can ctr 4p dung
_ 2.27 Yeongmun-ro, Gyepngln A la _GM\P-P\IC/S\ gU|d<e_IJnes 7(phU hop V(Y‘l
Hanlim Cheoin-au Yonain Regional Food|Cdng ty|vai tro la thanh vién cua PIC/S tur
56 |Pharmaceutical Co., gu, 9Ml014-D1-2216  |10/07/2014  |and Drug|Celltrion Pharm,|01/7/2014). Cung cép thong tin vé

Ltd.

Gyeonggi-do, Republic of
Korea

Administration,
Korea

Inc

ngay kiém tra, ngay hét han ciua Gidy
ching nhan GMP nay

BO6 sung tai liéu xac nhan tham quyén
ctia co quan (con dau) va ngudi (chir
ky) cap Gidy chtng nhan.




TEN CO SO . ’ 5 . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STT ISAN XUAT bla cHI GIAY CN NGAYCAP |cApGCN  |CONGBO  |GIAI TRINH
Yéu cau cung cap béo cdo thanh tra
hay bién ban kiém tra lan gan nhat dé
ching minh tiéu chuin/can cr 4p dung
. Gyeongin Ia GMP-PIC/S guidelines (phu hop véi
Ahngook ILLO'an Jﬁgﬂfgzngﬁ:vasj(;g”_’ Regional  Food|Cdng tylvai tro la thanh viép cua PIC/S tlr
57 |Pharmaceutical Co.,| Y ndnam-etp, 912014-D1-2476  |25/07/2014  |and Drug|Celltrion Pharm,|01/7/2014). Cung chp théng tin vé
si, Gyeonggi-do, Republic - . N sk s
Ltd. of Korea Administration, |Inc ngay kiém tra, ngay hét han cua Gidy
Korea chimg nhan GMP nay

B6 sung tai liéu xac nhan tham quyén
ctia co quan (con dau) va ngudi (chir

ky) cap Gidy chirng nhan.
Yéu cau cung cap b&o cao thanh tra
hay bién ban kiém tra lan gan nhat dé
chimg minh tiéu chuan/can ctr 4p dung
33, Georimak-gil, Jilksan- Daejeon ) 1a GMP-PIC/S guidelines (phu hop v6i
Regional Food|Cdng ty|vai tro la thanh vién cua PIC/S tur
58 |Penmix Ltd. eup, Seobuk-gu, Cheonan-o, ) =1 1441 |03/07/2014  |and Drug|Celltrion Pharm,|01/7/2014). Cung cép thong tin vé

si,  Chungcheongnam-do,
Republic of Korea

Administration,
Korea

Inc

ngay kiém tra, ngay hét han ciua Gidy
ching nhan GMP nay

BO6 sung tai liéu xac nhan tham quyén
ctia co quan (con dau) va ngudi (chir
ky) cap Gidy chtng nhan.




TEN CO SO . ’ 5 . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STT ISAN XUAT bla cHI GIAY CN NGAYCAP |cApGCN  |CONGBO  |GIAI TRINH
Yéu cau cung cap béo cdo thanh tra
hay bién ban kiém tra lan gan nhat dé
ching minh tiéu chuin/can cr 4p dung
21, Yongso 2-gil, Daejeon Ia GMP-PIC/S guidelines (phu hop véi
Korea Arlico Pharm G_wanghyewon-myeon, Regional Food Céng_ ty|vai tro la thanh viép cﬁal PIC/S tlr
59 Co.. Ltd Jincheon-gun, 2014-G1-1613  |21/07/2014 and Drug|Celltrion Pharm, 01/7/20}4). Cung cﬁp théng tin Yé
R Chungcheongbuk-do, Administration, |[Inc ngay kiém tra, ngay hét han cta Giay
Republic of Korea Korea chung nhan GMP nay
B6 sung tai liéu xac nhan tham quyén
ctia co quan (con dau) va ngudi (chir
ky) cép Giéy chung nhéan.
Yéu cau cung cap b&o cao thanh tra
hay bién ban kiém tra lan gan nhat dé
chimg minh tiéu chuan/can ctr 4p dung
Gwangju & GMP-PIC/S guidelines (phu hop véi
NEW GENE 117, .Seokam-ro, 9-gil, Regional Food Céng. tylvai tro la thanh viép cﬁa} PIC_/S tf;
60 PHARM INC. Iksan-si, Jeollabuk-do,[2014-F1-0175 11/07/2014 and Drug|Celltrion Pharm,[01/7/2014). Cung cap thong tin vé

Republic of Korea

Administration,
Korea

Inc

ngay kiém tra, ngay hét han ciua Gidy
ching nhan GMP nay

BO6 sung tai liéu xac nhan tham quyén
ctia co quan (con dau) va ngudi (chir
ky) cap Gidy chtng nhan.




TEN CO SO . ’ 5 . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STTISAN XUAT blA CHI GIAY CN NGAYCAP1cAPGCN  |[CONGBO  |GIAI TRINH
Yéu cau cung cap béo cdo thanh tra
hay bién ban kiém tra lan gan nhat dé
ching minh tiéu chuin/can cr 4p dung
. Gyeongin Ia GMP-PIC/S guidelines (phu hop véi
SCHNELL rln%e[;r‘:meor"g:;,v\a(?:fr?;g' Regional ~ Food|Céng ty|vai tro Ia thanh vien cia PIC/S ti
61 BIOPHARMACEU Gyeon’ggi-do Republic 0]; 2014-D1-2482  |25/07/2014  |and Drug|Celltrion Pharm, 01/7/20}4). Cung cap théng tin ve
TICALS INC. ' Administration, |Inc ngay kiém tra, ngay hét han cta Giay
Korea , A \
Korea chimg nhan GMP nay

B6 sung tai liéu xac nhan tham quyén
ctia co quan (con dau) va ngudi (chir

ky) cap Gidy chirng nhan.
Yéu cau cung cap b&o cao thanh tra
hay bién ban kiém tra lan gan nhat dé
chimg minh tiéu chuan/can ctr 4p dung
627, Byeolmang-ro, Gyepngin ) la _GM\P-P\IC/S\ guide_ljnes 7([)hl] hop V('Y‘i
Jin Yang Pharm.|Danwon-gu, Ansan-si. Regional Food Cong. ty|vai tro la thanh wep cua PIC_/S t‘f
62 2014-D1-2152  |04/07/2014  |and Drug|Celltrion Pharm,[01/7/2014). Cung cap thong tin vé

Co., Ltd.

Gyeonggi-do, Republic of
Korea

Administration,
Korea

Inc

ngay kiém tra, ngay hét han ciua Gidy
ching nhan GMP nay

BO6 sung tai liéu xac nhan tham quyén
ctia co quan (con dau) va ngudi (chir
ky) cap Gidy chtng nhan.




TEN CO SO . ’ 5 . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STTISAN XUAT blA CHI GIAY CN NGAYCAP1cAPGCN  |[CONGBO  |GIAI TRINH
Yéu cau cung cap béo cdo thanh tra
hay bién ban kiém tra lan gan nhat dé
ching minh tiéu chuin/can cr 4p dung
361-12, Noha-gil, Paltan- Gyeongin . 'a GMP-PIC/S guidelines (phtl hop voi
MYUNG IN|myeon, Hwaseong-si, Regional Food|Co6ng _ tylvai tro la thanh vuin cua PIC/S tLI
63 . ) 2014-D1-2373  |22/07/2014  |and Drug|Pharmaunity 01/7/2014). Cung cap théng tin vé
PHARM. Co., Ltd. [Gyeonggi-do, Republic of - . N sk s
Korea Administration, |Co., Ltd ngay kiém tra, ngay hét han cia Giay
Korea chimg nhan GMP nay
B6 sung tai liéu xac nhan tham quyén
ctia co quan (con dau) va ngudi (chir
ky) cap Gidy chirng nhan.
Yéu cau cung cap b&o cao thanh tra
hay bién ban kiém tra lan gan nhat dé
chimg minh tiéu chuan/can ctr 4p dung
: Gyeongin & GMP-PIC/S guidelines (phu hop véi
MYUNGMOON a?angﬁzzii%%”g:jvgse Ozn; Regional Food|Cong ty|vai tro la thanh vién cia PIC/S tir
64 Pharmaceutical Co., i Gyeonggi-d1o Republic 2014-D1-2728  |21/08/2014  |and Drug|Pharmaunity 01/7/20}4). Cung cap thong tin ve
Ltd. i ’ Administration, |Co., Ltd ngay kiém tra, ngay hét han cua Giay

of Korea

Korea

ching nhan GMP nay

BO6 sung tai liéu xac nhan tham quyén
ctia co quan (con dau) va ngudi (chir
ky) cap Gidy chtng nhan.
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Facta Farmaceutici

S.P.A.

Nucleo Industriale S. Atto-
64020 S. Nicolo' A Tordino
- Teramo, ltalia

CPP/2013/728

27/03/2013

Italian
Medicines
Agency AIFA

Cong ty TNHH
Lamda

Trang 2 GCN CPP khong c6 dau
ching nhan sao y ban chinh tur Italia;
Dja chi CSSX ban thanh phim trén
GCN CPP & cac GCN GMP khéng
gidng nhau

GCN GMP CSSX BTP khong c6 dau
gidp lai cua phong thuong mai Mialno
& d hét han (31/3/2014)

GCN GMP ciia CS xuit xuong khéng
c6 ddu cua co quan cip (nhu GCN
GMP cua CSSX BTP)

Ban GMP cua ACS DOBFAR S.P.A
da hét han.

San pham dé nghi céng bd chua duoc
cap SDK.

Dé nghi:

- Cung cap ban chinh dé d6i chiéu;

- Cung cdp GCN GMP ciia CSSX BTP
con gid tri

- Cung cap thdng tin vé viéc cip SPK
hay GPNK thudc

66

Mepro
Pharmaceuticals
Private Limited

Unit 1l, Q Road, Phase IV
GIDC, Wadhwan City,
Surendrangar, Gujarat, IN
363 035, India

UK GMP 37264
Insp GMP
37264/2052028-

0001

04/03/2013

United
Kingdom's
medicines
Healthcare
Products
Regulatory
Agency MHRA

and

VPBD Cong ty
Lupin  Limited
tai Tp. HO Chi
Minh

Théng tin trén nhdn tem Chtng
nhan/hgp phép lanh sy va cac co quan
chirmg thuc ¢ India khéng rd; Khéng
dong dau phong Tu phap Q1 & chir ky
Ph6 Tp. Dé nghi cung cip ban chinh
dé dbi chiéu.




TEN CO SO 8 < s o |[CO  QUAN|DN PE NGHI[NQOI DUNG CAN BO SUNG
TT " P PIA CHI < A - i P \
S SAN XUAT IAC GIAY CN NGAY CAP CAP GCN CONG BO GIAI TRINH
Medicines and Cung cap tai lidu néu cu thé dang bao
Alkem Laboratories 167 Mahatma  Gandhil UK GMP 19564. Hria::ilg::i:re Xﬁgﬁ wne IS(})lfmtsr'(')ng eum e TOther solld doseqe
67 Ltd Udyog Nagar, Dhabel,|Insp GMP 19564/(25/02/2013 E&e ulator Laboratories Ltd '
Daman, In 396 210, India |12366-0009 g y :
Agency tai Tp.HCM
(MHRA), UK
Natioral Agency(, 5“9 1 C 00 T e ol dosage forms-. i
. . |Rue des Pres Potets, 21121|HPF/FR/131/201 of Medicine and . i e . g . L
68 Recipharm Fontaine . . 29/07/2014 Laboratories sung tai liéu (Site master file, bao cdo
Fontaine Les Dijon, France |4 Health Product . PO \ P
Safety (ANSM) S.A. Thuy S¥ tai|thanh tra) dé lam rd dang bao che néu
y Tp. HANGI  |trén
RCETRSS, eon car ofP5 5 T R o
6o |EBEWE  PharmalMondscestrape 11 agos|NIS-480020-00561, 1 o1a  |icherheit  im|ECEWE PRamaly " hia thong tin hop phép hoz
GmbH Nfg KG Unterach am Attersee, Germany |001 (11/20) . GmbH tai Tp. g A g , b pkp
Gesundheitsswe | . .. chua cd dau cong ching, yéu cau cung
Ha N6i L 1o , X k. 1A
sen cap ban chinh dé doi chiéu
VPBD Cong ty bé ngh} bd sung GF:N EU-(?MP g;al
. doan dong goi va cac hoat dong kiém
Merck = Sharp &2 Emilia, 21-27100 Pavia ltalian Merck Sharp &' hét lwong, chimg nhan xudt xuon
70 |Dohme (italia)] oo " IT/234-5/H/2014 |22/09/2014  |Medicines Dohm — (Asia)| . i,éo chégna' &
S.P.A ! Agency (AIFA) |Ltd. Héng Kong ans Y
tai Tp. Ha Noi1
National Aden VPPD Céng ty Tir;nglgaiz & 3 cia GCN khong duoc
Schering-Plough |2, 1€ Louls Pasteur, 14200 of I\/Iedicing anii/ Merck Sharp & g)épn hi cun cap ban chinh dé déi
71 g-rI0UgN | Herouville  Saint  Clair,|HPF/FR/94/2014 |27/06/2014 Dohm  (Asia)| .- "&™ ¢UNG c4p
S.A. Health Product N - ’|chiéu.
France Ltd. Hong Kong

Safety (ANSM)

tai Tp. Ha Noi1




TEN CO SO . ’ 5 . |CO QUAN|DN PE NGHI|NOI DUNG CAN BO SUNG
STT ISAN XUAT bla cHI GIAY CN NGAYCAP |cApGCN  |CONGBO  |GIAI TRINH
United Céc trang thong tin khong c6 du cong
Kingdom's chimg, yéu cau cung cap ban chinh dé
Alembic Village Panelav Po TajpuralUK GMP 40420 medicines  and Cong ty Alembic doi chiéu
72 Pharmaceuticals Near Baska Taluka HalolfInsp GMP 03/09/2012 Healthcare Pharmaceuticals
Limited District Panchmahal|40420/4607956- Products Limited
Gujarat IN-389 350, India {0005 Regulatory
Agency

(MHRA)




