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 33

( Theo céng van sé6 20597/QLD-CL ngay 05/11/2015 ctia Cuc Quan ly Dwoc)

TEN CO SO’ SAN . GIAY CH. | NGAY " DN DE NGHI A S S
TT ~, PIA CHI ~ ~ C UAN CAP a = - NOI DUNG CAN BO SUNG GIAI TRINH
S XUAT : NHAN CAP 0Q CONG BO ;
1 [Hwail Pharm. Co., |156, Sandan-ro 67 Beon- |2015-D1- Gyeongin Regional e o
. . y g . 8 Cung cap tai liéu (SMF hodc bao cdo thanh
Ltd gil, Danwon-gu, Ansan-si, |1844 2 [Commissioner N . s , et A .
Gyeonggi-do. Han Quac 2 |FoodaDry Cong ty tra phan hanh chinh va két luan hoac cac
yeonggi-do, N .. g. PharmaUnity CPP va MA tai Viét Nam) dé lam rd dang bao
© |Administration, Korea . P s s s ~
~ Co., Ltd ché thudc udng dang ran (va cac dang thuéc
© tiém khac néu co)
2 |Lek Verovskova ulica 57, 401-9/2015- Agency for medicinal i o L,
. L . / gency , Cung cap tai liéu (SMF hodc bao cdo thanh
Pharrmaceuticals |Ljubljana, 1526, Slovenia |5 2 |products and medical . . s , et .
o . . VPDD Novartis [tra phan hanh chinh va két luan hoac cac
dd Q  |devices of the Republic . . o e
o . (Singapore) Pte [CPP va MA tai Viét Nam) dé lam r6 dang
© |of Slovenia . o g A 1w s TN
o Ltd tai Tp.HCM [thudc ran phan liéu khac, va thubc thong
- thudng déi vai cac dang bao ché con lai
3 |UW 56 Hanjin-1 -gil, Songak-|2015-G1- Daejeon Regional Food i o
. ! g g . a : g . _ . Cung cép tai liéu (SMF hodc bédo cdo thanh
Pharmaceutical eup Dangjin-si|1680 o |and Drug Administration |Cong ty . i , et A .
Corporation Chungcheongnam-do N PharmaUnity tra phan hanh chinh va két juan hodc cac
_ S CPP va MA tai Viét Nam) dé 1am rd dang bao
Republic of Korea Py Co., Ltd ooy x p
~ ché thudc uong dang ran
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TEN CO' SO’ SAN ; GIAY CH. | NGAY = DN DE NGHI A o L
STT ~ PIA CHI ~ ~ CO’ QUAN CAP ~ ~ NOI DUNG CAN BO SUNG GIAI TRINH
XUAT : NHAN CAP Q CONG BO :
4 |CSSX: Takeda CSSX: Solbaervegen 5 - CPP/2015/7 Italian Medicines Agenc .
& / / gency Giay chirng nhan CPP khong ghi thoi han co
Nycomed AS; N2409, Alverum Norway; |54/ (AIFA) A s R P
hiéu lyc. Cuc Quan ly Dugc tam cong bo tai
CSDBG & XX: CSDG & XX:S.R. 148 , . v . .
AbbVie S.R.L Pontina Km 52 s.n.c danh sdch co s& san xuat thuoc dat tiéu
o T chuan PIC/S-GMP, EU-GMP. Trong vong 3
04011 Campoverde di , P R . A
Aprilia (Latina), Italy " thang ké tir ngay cong bo, dé nghi cong ty
b ’ § VPPD Congty |cung cdp cac tailiéu lam can cir dé xac dinh
P AbbVie Inc. tai  [thdi han cé hiéu luc cha GCN nay (nhu Gidy
o s iw "
o Tp. Ha Noi chirng nhan GMP/ Bién ban kiém tra (phan
- hanh chinh va két luan) cé thé hién ngay
kiém tra GMP tai co s& sdn xuat san pham
dé nghi cdng bé). Néu qué thoi han trén, Cuc
Quan ly Dugc s& rut co s san xuat khoi
danh sach.
5 |Mitim S.r.| Via Cacciamali, 34 - 38, IT/72- n Italian Medicines Agency
25125 Brescia (BS), Italy  [3/H/2015 8 (AIFA) VPDD Stragen  |Dé nghi bd sung CPP va MA tai Viét Nam déi
3 Pharma S.A. vGi cac dang bao ché dé nghi cong bd trén
=
6 |Pfizer Australia 38-42 Wharf Rd, West MI-2015-LI- .« |Therapeutic Goods Van phong dai |Cung cép tai liéu (SMF hodc bdo cdo thanh
Pty, Ltd Ryde NSW 2114, Australia [08814-1 § Administration (TGA), dién Pfizer tra phan hanh chinh va két luan hoac céc
> |Australia (Thailand) Ltd., |CPP va MA tai Viét Nam) dé lam ré dang bao
2 ché& thu8c ran phan liéu
N
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN PE NGHI - e I
STT XUAT PIA CHI NHAN CAP CO’ QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
7 |Thymoorgan Schiffgraben 23, 38690 DelLM34 Regierungsprasidium Cong ty c6 phan [Tai liéu ndp kém 1a CPP khéng cé thoi han
Pharmazie GmbH |Vienenburg - Germany Darmstadt (Germany) duoc phdm Duy [hiéu lywc. Cuc Quan ly Duoc tam cdng bd tai
Tan danh sach co s& san xuat thudc dat tiéu
chuan PIC/S-GMP, EU-GMP. Trong vong 3
< thang ké tir ngdy cong bd, dé nghi cong ty
§ cung cap cac tai liéu can c (Gidy chirng
I~ nhan GMP/ Bién ban kiém tra (phan hanh
g chinh va két luan) dé thé hién ngay kiém tra
- GMP tai co s& san xuat san pham dé nghi
céng bé. Néu qud thai han trén, Cuc Quan ly
Dugc sé rut co s& san xuat khoi danh sach.
8 |Hospira Australia |1-5 7-23 and 25-39 Lexia [15/1403 Department of Health, |Congty TNHH |Gidy chirng nhan CPP dé cap dat WHO-GMP,
Pty Ltd Place Mulgrave Vic 3170, Therapeutic Goods Dugc phadmva |khdng cé thoi han. Tuy nhién, thudc dwoc
Australia Administration, Australia |hda chat Nam  [san xuat va lwu hanh tai Australia, dé xuat
wn Linh céng b6 nha san xuat dat PIC/S GMP, hiéu
8 Iwc 03 thang. Trong vong 3 thang ké tir ngay
g céng bé, yéu cau Coéng ty cung cap gidy
3 chirng nhan GMP cé thoi han hodc kem cac
tai liéu lam can c& thoi han cda gidy ching
nhan.
9 |Hospira, Inc Highway 301 North, Rocky |02/14/7248 European Medicines Céngty TNHH  |Gidy chirng nhan CPP dé cap dat WHO-GMP,
Mount, NC 27801, USA 6 Agency Dugc phdmva  |khéng cé thoi han. Tuy nhién, thudc dwoc
héa chat Nam  [sdn xuat tai My va duoc Co quan quan ly
s Linh duoc Chau Au cap, dé xuat cdng bs nha san
8 xuat dat EU GMP, hiéu luc 03 thang. Trong
§ vong 3 thang ké tir ngay cdng bd, yéu cau
Q Codng ty cung cap gidy chirng nhdn GMP cé

thoi han hodc kém cac tai liéu lam can c
thoi han cta gidy chirng nhan.
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN PE NGHI - . Lo
STT XUAT PIA CHI NHAN CAP CO’ QUAN CAP CONG B6 NOI DUNG CAN BO SUNG GIAI TRINH
10 [Hospira Australia |1-57-23 and 25-39 Lexia |[15/1359 Department of Health, |Congty TNHH |Gidy chirng nhan CPP dé cap dat WHO-GMP,
Pty Ltd Place Mulgrave Vic 3170, Therapeutic Goods Dugc phdmva  |khdéng cé thoi han. Tuy nhién, thudc dwoc
Australia Administration, Australia |héa chdt Nam  |san xu&t va lwu hanh tai Australia, dé xuat
n Linh céng bé nha san xuat dat PIC/S GMP, hiéu
8 lyc 03 thang. Trong vong 3 thang ké tir ngay
g céng bé, yéu cau Coéng ty cung cap gidy
] chirng nhan GMP c¢6 thdi han hodc kém cac
tai liéu lam can c thoi han cla gidy chirng
nhan.
11 [Hospira Australia |1-57-23 and 25-39 Lexia |[15/1401 Department of Health, [Congty TNHH Gidy chirng nhan CPP dé cip dat WHO-GMP,
Pty Ltd Place Mulgrave Vic 3170, Therapeutic Goods Dugc phdmva  |khdéng cé thoi han. Tuy nhién, thudc dwoc
Australia Administration, Australia |héa chdt Nam  |san xuAt va lwu hanh tai Australia, dé xuat
L Linh cdng b6 nha san xuat dat PIC/S GMP, hiéu
8 lwc 03 thang. Trong vong 3 thang ké tir ngay
g cdng bd, yéu ciu Cong ty cung cp gidy
3 chitng nhan GMP c¢é thoi han hodc kém céc
tai liéu lam can c& thoi han cda gidy chirng
nhan.
12 |Hospira Australia |1-57-23 and 25-39 Lexia |15/1402 Department of Health, |Céngty TNHH Gidy chirng nhan CPP dé cap dat WHO-GMP,
Pty Ltd Place Mulgrave Vic 3170, Therapeutic Goods Dugc phdmva  |khdéng cé thoi han. Tuy nhién, thudc dwoc
Australia Administration, Australia |hda chdt Nam  |san xuat va lwu hanh tai Australia, dé xuat
L Linh cdng bé nha san xuat dat PIC/S GMP, hiéu
8 Iwc 03 thang. Trong vong 3 thang ké tir ngay
g cdng bb, yéu ciu Cong ty cung cap gidy
3 chirng nhan GMP cé thoi han hodc kem cac

tai liéu lam cén c& thoi han cda gidy chirng
nhan.
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI - . Lo
STT XUAT PIA CHI NHAN CAP CO’ QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
13 [Hospira Australia |1-57-23 and 25-39 Lexia |[15/1404 Department of Health, |Congty TNHH |Gidy chirng nhan CPP dé cap dat WHO-GMP,
Pty Ltd Place Mulgrave Vic 3170, Therapeutic Goods Dugc phdmva  |khdéng cé thoi han. Tuy nhién, thudc dwoc
Australia Administration, Australia |héa chdt Nam  |san xu&t va lwu hanh tai Australia, dé xuat
n Linh céng bé nha san xuat dat PIC/S GMP, hiéu
8 lyc 03 thang. Trong vong 3 thang ké tir ngay
g céng bé, yéu cau Coéng ty cung cap gidy
3 chirng nhan GMP ¢4 thoi han hoc kém céc
tai liéu lam can c thoi han cla gidy chirng
nhan.
14 |Schering-Plough [Industriepark 30, Heist-op-|BE/2013/01 Belgian Federal Agency |VPDD Merck H6 so da duoc cong bd dot 30, s6 thi tu 35.
Labo NV den-Berg, B-2220, Belgium|0 for Medicines and Sharp & Dome [Khéng d6ng y thay d6i pham vi cong bé
Heallth Products (Asia) Ltd. Tai  [thanh Thuéc dang |dng thé tich I&n va Thudc
(AFMPS) Viét Nam dang 1dng thé tich nhd. Yéu ciu cung cap céc
] tai liéu can ctru (Site Master File/ Bién ban
] kiém tra GMP phin hanh chinh va k&t luan/
38 Gidy ching nhan CPP va MA thudc luu hanh
5 tai Viét Nam) c6 thé hién cac dang bao ché
dang 1&dng khac ngoai dang dung dich
15 |Boehringer Birkendorfer Strasse65, 05/14/7960 European Medicines VPDD Pfizer |Gidy chirng nhan CPP khéng cé thoi han, xac
Ingelheim Pharma |88397 Biberach an der 5 Agency (Thailand) Ltd |nh&n dat WHO-GMP. Tuy nhién, cidc nha san
GmbH & Co. KG. |Riss, Germany. xuat tai Chau Au, san pham duoc cap phép
va lru hanh tai Chau Au: Dé xuat cong bd 3
thang. Trong vong 3 thang ké tir ngay cdng
< bé, yéu cau Cong ty cung cap gidy chirng
San xuat dung Schuetzenstrasse 87, S nhan GMP dat PIC/S GMP hodc EU-GMP cé
moi: Vetter 88212 Ravensburg, g thoi han hoac kém cac tai liéu lam can c&
Pharma Fertigung |Germany. g th&i han cua gidy chirng nhan.
GmbH & Co. KG. —
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN PE NGHI - e I
STT XUAT PIA CHI NHAN CAP CO’ QUAN CAP CONG B6 NOI DUNG CAN BO SUNG GIAI TRINH
Péng gdi cap 2: New Lane, Havant,
Wyeth Hampshire P09 2NG,
Pharmaceuticals [United Kingdom
16 |AstraZeneca No. 2, HuangShan Road, |MI-2013-CE- o« Australian Therapeutic  |Van phong dai  |Dé nghij cong ty gidi trinh vé tinh phap ly cla
Pharmaceutical Wuxi, Jiangsu, 214028, 08709-1 § Goods Administration dién ho so: Gidy chirtng nhan do Australia cip cho
Company Ltd People republic of China S [(TGA) AstraZeneca co s& san xudat tai Trung Qudc, tuy nhién lai
E Singapore duoc cong chirng tai Anh?
i
17 |Labesfal - Zona Industrial do Lagedo, |F010/S1/MH National Authority of VPDD Fresenius |1.Diéu chinh dia chi co s& san xuat ti
Laboratorios Santiago de Besteiros, /002/2015 Medicines and Health Kabi Asia "Lajedo" thanh "Ladedo".
Almiro, S.A 3465-157, Portugal Products (INFARMED), 2. Cong ty gidi trinh viéc sai khac do 16i chinh
»n |Portugal ta va cung cap Gidy chirng nhan d3 stra dia
§ chi. ‘ \
E Tuy nhién, d,é nghi cong ty giéi:crinh Ve viéc,
- cung trén két qua clia 1 dot kiém tra, nhung
© gidy chirng nhan m&i c6 thém dang bao ché
"thudc san xuat vo trung: dung dich thé tich
I&n" so vdi gidy chirng nhan cii?
18 |Sandoz GmbH Organisationseinheit Anti |INS-481368- Federal Office for Safety [VPDD Novartis [Cung cap tai liéu (SMF hodc bédo cdo thanh
Infectives (Al) Schaftenau, [{0065-001 2 |in Health Care Pharma Services [tra phan hanh chinh va két luan hodc cic
Biochemiestrasse 10, 6336{(5/10) 8 (Bundesamt fur AG CPP va MA tai Viét Nam) dé |am ré dang bao
Langkampfen, Austria g Sicherheit im ché ran khac
N |Gesundheitswesen),
Austria
19 |Laboratorio Via Licinio, 11 - 22036 IT/89- Italian Medicines Agency |Laboratorio Cuc Quan ly Dugc chi diéu chinh déi vai
Italiano Erba (Co), Italia 1/H/2014 < [(AIFA) Italiano thu6c udng dang 16ng thanh "bao gdm c3
Biochimico § Biochimico thudc chira corticosteroid hormon va
Farmaceutico F Farmaceutico hormon sinh duc" do cung cap CPP cla san
Lisapharma S.p.A S Lisapharma pham thuéc uéng dang I6ng thudng. Cuc
- S.p.A Quan ly Dugc khong diéu chinh déi véi cac

dang bao ché khic.
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI - . Lo
STT XUAT PIA CHI NHAN CAP CO’ QUAN CAP CONG B6 NOI DUNG CAN BO SUNG GIAI TRINH

20 |Novartis Pharma |Schaffhauserstrasse, 4332 |15-1877 Swiss Agency for VPDD Novartis |Pham vi trong gidy chirng nhan khéng néu cu
Stein AG, Stein, Switzerland " Therapeutic Products Pharma Services |thé cac dang bao ché. Cuc Quan ly Dwoc
Pharmaceutical § (Swissmedic) AG céng bé cac dang bao ché clia cac san pham
Operations Py c6 CPP kém theo. P& nghi bé sung Appendix
Schweiz Steriles 2 2 va danh sach thiét bj ctia SMF d3 ndp dé

- lam rd céc dang bao ché khac.

21 |Novartis Pharma |Schaffhauserstrasse, 4332 [15-1878 Swiss Agency for VPBD Novartis |Pham vi trong gidy chirng nhan khéng néu cu
Stein AG, Stein, Switzerland » |Therapeutic Products Pharma Services |thé cac dang bao ché. Cuc Quan ly Duoc
Pharmaceutical § (Swissmedic) AG céng bé cac dang bao ché cla cac sdn phdm
Operations o c6 CPP kém theo. D& nghi bé sung Appendix
Schweiz Solids E 2 va danh séch thiét bi ctia SMF da ndp dé

-~ Iam ré cac dang bao ché khac.

22 |CHINOIN 2112 Veresegyhaz, Lévai |OGYI/44834- National Institute for Sanofi-Aventis  [CPP khéng cé thoi han. Cuc Quén ly Dugc
Pharmaceutical utca 5, Hungary 2/2014 Quality and Organization [VN tam cdng b6 tai danh sach co sé& san xuat
and Chemical Development in thudc dat tiéu chudn PIC/S-GMP, EU-GMP.
Works Private Co. Healthcare and Trong vong 3 thang ké tu ngay céng b, dé
Ltd. (CHINOIN Y [Medicines, Hungary nghi cdng ty cung cap céc tai liéu can c
Private Co. Ltd.), 8 (Gidy chirng nhan GMP/ Bién ban kiém tra
Site 2 S (phan hanh chinh va két luan) dé thé hién
(Veresegyhaz site) S ngay kiém tra GMP tai co s& san xuat san

pham dé nghi cdng b6. Néu quéa thoi han
trén, Cuc Quan ly Duoc s8 rdt co s& san xuat
khéi danh sach.
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TEN CO’ SO’ SAN - GIAY CH. | NGAY ~ DN PE NGHI - e I
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BG NOQI DUNG CAN BO SUNG GIAI TRINH
23 |Aeropharm GmbH |Francois-Mitterand-Allee 1011861 Co quan tham quyén VPDD Hyphens |[Cuc Quan ly Dugc tam cng bd tai danh sach
1, 07407 Rudolstadt, Plrc co s& san xuat thudc dat tiéu chuan PIC/S-
Germany GMP, EU-GMP. Trong vong 3 thang ké tu
ngay cdng bd, dé nghi cdng ty cung cap cac
3 tai liéu can clr (Gidy chirng nhdn GMP/ Bién
8 ban kiém tra (phan hanh chinh va két luan)
Sl dé thé hién ngay kiém tra GMP tai co' s& san
3 xuat san pham dé nghi céng bd. Néu qua
thoi han trén, Cuc Quan ly Duorc s& rat co sé
san xuat khdi danh sach.
24 |Chiesi Chiesi Farmaceutici S.P.A IT/192- Italian Medicines Agency |VPDD Hyphens |D& nghij cdng ty nép cdng bé CPP kém theo
Farmaceutici S.P.A|Via San Leonardo 96 - 2/H/2014 (AIFA) GMP cla tirng co s& san xuat cho cac san
43122 Parma (PR), Italia < pham cé cac cong doan san xuat & cac co s&
8 san xuat khac nhau.
Reparto Via Palermo, 26/A - 43122 s
Distaccato - Parma (PR), Italia Q
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