Phu luc 2:

Danh muc thudc c6 ho so' dé nghi cong b6 chwa dap ving quy dinh (Téng s6 26 thudc)

(Ban hanh kém theo cong vin sé 4193 /QLD-PK ngay 04/3/2015 ciia Cuc Qudn ly Duwoc)

S6 tiép
or | ™A% | e thube, spK | Ten VA dia chico'sG dé nghi Tén dugc chét Tén va dia chi co' s siin xuit duge Ly do chua dat, yéu ciu bé sung/giai trinh
Ngay tiep cong bo chat
nhan
Cbng ty C5 phan Duogc phim DSM Sinochem Pharmaceuticals
5214 Bicefdox 500 Bidiphar 1 Spain SA 1. Gidy chimg nhin GMP: 1a ban photo, déng diu treo
1 Brc: 498 Nguyén Thdi Hoc - Cefadroxil monohydrate |B/c: Calle Ripolles, 2 Poligono cua cong ty Bidiphar, khong duoc hop phap héa lanh su
20/5/2014 |VD-19320-13 N JIN , . < A , A
thanh pho Qui Nhon - tinh Industrial Urvasa, Sta Perpetus de va cong ching hop 1¢
Binh Dinh Mogola, 08130 Barcelona, Spain
o 5 pha 4 Amoxicilin (dudi dan . .
Cong ty C6 phan Dugc phim tcilin (dudi dang . 1. Gidy chimg nhan GMP: 12 ban photo, déng déu treo
. Bidiphar 1 Amoxicilin natri) Sandoz Industrial Products SA A > K e
5214 Augbidil > .. . . cua cong ty Bidiphar, khong dugc hop phdp héa lanh su
2 D/c: 498 Nguyén Thdi Hoc - D/c: Poligon Mas Puigverd, 08369 | , N
20/5/2014 |[VD-19318-13 N N , . . va cdng chung hop 1€
thanh pho Qui Nhon - tinh Acid clavulanic (duéi Palafolis, Spain
Binh Dinh dang Kali clavulanic
5611 Bambec AstraZeneca Singapore Pte Ltd S:SS FPHARMA (SAINT VULBAS)
3 02/6/2014  |VN-16125-13 g;;&g?lkzesl.?oad, #0(52—;)(;095 Bambuterol hydroclorid De: 71 de la Plaine de I'Ain 01150 1. Giay chung nhan GMP: Hét hiéu luc 26/4/2014
ite Bage. Swmgapore SAINT VULBAS, France
BACHEM SA
4 [se Diprivan gj;fa(gze;lv‘;;;fgf;g(’;zgg ]Ltd Propofol RI?/ e SZCC‘S‘T S“lle dez ;”']0;1;';2‘/. 1. Gidly chimg nhan CEP: Khong ghi hiéu luc, cip ngy
. . 2o, ) - oute du Simplon ionnaz, ) - Ron s A
02/6/2014 | VN-15720-12 Wilkie Edge, Singapore 228095 Switzerland 08/8/2011 (qua 24 thang keé tir ngay cap)
BACHEM SA
. AstraZeneca Singapore Pte Ltd D/c: Succursale de Vionnaz 4 , R LA i N
5611 Diprivan 1% B e . . 1. Giay chirng nhan CEP: Khong ghi hiéu luc, cap ngay
5 02/6/2014  |VN-17251-13 D/c: 8, Wilkie Road, #06-01 Propofol Route du Simplon 22 1895 Vionnaz, 08/8/2011 (qud 24 thang k& tir ngay cip)

Wilkie Edge, Singapore 228095

Switzerland
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So tiep
nhan;

Tén va dia chi co sé de nghi

Tén va dia chi co sé sin xuat dwgc

TT Nghy tidp Tén thudc, SPK cong bé Tén dwoc chat i Ly do chwa dat, yéu cAu bd sung/giai trinh
nhan
6370 Meronem AstraZeneca Singapore Pte Ltd ACS Dobfar S.p.A 1. B4 sung tai liéu chﬁng minh nguyén liéu Meropenem
6 25/6/2014  |VN-17831-14 D/c: 8, Wilkie Road, #06-01 Meropenem trihydrat D/c: TRIBIANO (MI)-V.le Addetta trihydrz}t cua nh?l san xu%t ACS Do‘bfar S.p.A du’gc su
Wilkie Edge, Singapore 228095 4/12, Italy dung d€ sén xuat san pham dang d€ nghi cdng bo
6370 Meronem AstraZeneca Singapore Pte Ltd ACS Dobfar S.p.A 1. B4 sung tai liéu chﬁng minh nguyén liéu Meropenem
7 25/6/2014  |VN-17832-14 D/c: 8, Wilkie Road, #06-01 Meropenem trihydrat D/c: TRIBIANO (MI)-V.le Addetta trihydrz}t cua nh?l san xu%t ACS Do‘bfar S.p.A du’gc su
Wilkie Edge, Singapore 228095 4/12, Italy dung dé san xuat san pham dang dé nghi cong bo
VPDD Merck Sharp &
Dohme(ASIA) Lid Schering - Plough (Avondale) |l. Bé sung tai liéu ching minh nguyén licu
. D/c: Flat/RM 1401 A&B 14F . , s a £ .
3 8120 Aerius tablets & 27/F. Caroline Center. Lee |Desloratadine Company Desloratadine ctia nha san xuat Schf:rlng -Pl,ough
- |12/8/2014 [VN-18026-14 ’ . D/c: Rathdrum County Wicklow, [(Avondale) Company dugc sit dung d€ san xuat san
Gardens Two, 28 Yun Ping Ireland pham dang d& nghi céng bd
Road, Causeway Bay, Hong ’
Kong
Cong 1y TNHH DKSH Vie i v nghy Kém s (nghy chp idy ching i GMP)
Nam Astellas Pharma Tech Co., Ltd. |, "pe' o i Tisu chimg minh nguyén liu Tacrolimus
9 8132 Advagraf Dfe: 56 23, Dai lo Doc lap, Tacrolimus Toyama Technology Center cia nha san Xl;ét Astellas Pharma Te.ch Co., Ltd
= 112/8/2014 |VN-16290-13 Khu coéng nghiép Viét Nam- D/c: 2-178 Kojin-machi, Toyama city, \ P £
. N . Toyama Technology Center dugc st dung dé san xuat
Singapore, Huyén Thudn An, Toyama 930-0809, Japan , N N N .
Tinh Binh Duong, Viét Nam san pham dang d nghi cong bo .
’ 3. Thiéu don d¢ nghi theo mau so 5 theo quy dinh.
Cong ty TNHH DKSH Vit i v& nghy kém s (nghy <hp idyching s OMP)
Nam . Astellas Pharma Tech Co., Ltd 2. B sung tai lidu chirng minh nguyén liéu ;Facrolimus
10 8132 Advagraf Dfe: 56 23, Dai Io Doc lap, Tacrolimus Toyama Technology Center cia nha san xﬁét Astellas Pharma Te<.:h Co., Ltd
— |12/8/2014 |VN-16498-13 Khu coéng nghiép Viét Nam- D/c: 2-178 Kojin-machi, Toyama city, ’ :

Singapore, Huyén Thudn An,
Tinh Binh Duong, Viét Nam

Toyama 930-0809, Japan

Toyama Technology Center dugc sit dung dé san xut
san phim dang d& nghi cong bd
3. Thiéu don d& nghi theo miu sb 5 theo quy dinh.
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So tiep
nhan;

Tén va dia chi co sé de nghi

Tén va dia chi co sé sin xuat dwgc

TT | Tén thuée, SDK : Té c chit : Ly do ch éu ciu bd idi trinh
Ngay tip én thuoc, S cong bb eén dugc cha chét y do chwa dat, yéu cau bo sung/giai trin
nhan
Cong ty TNHH DKSH Viét t1 G{Aay )\(ackflzhz;mt ve( tu}h trA'a_mg.S}Mll;:’r Kho}rllAg cGo 1\;[hpo)ng
st s T o . (8780 M o sl im0
11 8132 Advagraf Ble: S5 23, Dai 1§ De Up, Tacrolimus Toyama Technology Center 01."1a nha i;’m xﬁét Astegllas Pha%mit Te<.:h Co., Ltd
— [12/8/2014 [VN-16291-13 Khu coéng nghiép Viét Nam- D/c: 2-178 Kojin-machi, Toyama city, \ P .
. . . Toyama Technology Center dugc su dung dé san xuat
Singapore, Huyén Thudn An, Toyama 930-0809, Japan , 2 N N £
Tinh Binh Ditone. Viét Nam san pham dang d¢ nghi cdong bo
& it 3. Thiéu don d& nghi theo miu sb 5 theo quy dinh.
Dysport 300U g /SEI; 5P2A;%AU 92700 |Clostridium botulinum Ipsen Biopharm Limited 1. Gidy chirng nhan GMP:
12 8195 QLSP-H02-0800-14 B C.lo e uBfll ;rgetsce J tvpe A toxin Ble: Ash road, Wrexhamlndustrie |1.1. Khéng cé pham vi san xuit nguyén liéu thudc
= |14/8/2014 outogne  Sitancourtt-edex,  [typ " Estate, CLWYD, LL 13 9UF , United |1.2. Chua hop phdp héa lanh su theo quy dinh
France haemagglutinin complex | . Lk - . x . z .
Kingdom 2. Thiéu don dang ky theo mau so6 5 theo quy dinh
Dysport 500U g /SEI; 5P2A;%AU 92700 |Clostridium botulinum Ipsen Biopharm Limited 1. Gidy chirng nhan GMP:
13 [8195 VN-9461-10 5 "lo ) ”Bfll ;_rg e:Ce x| A toxin Dfc: Ash road, WrexhamIndustrie |1.1.Khong cé pham vi san xuét nguyén lidu thuc
= |14/8/2014 outogne  Sitancourit-edex,  [Byp - Estate, CLWYD, LL 13 9UF , United |1.2. Chua hop phdp héa lanh su theo quy dinh
France haemagglutinin complex | . Lk - . x . z .
Kingdom 2. Thiéu don dang ky theo mau so6 5 theo quy dinh
1. The Dow Chemical Company
D/c: St. Charles Operations, E-Park
Plant, Highway 3142.
IPSEN PHARMA United State Am.-70057 Hahnville, -z , A . PR N
14 8195 Forlax D/e: 65 Quai Georges 92100 |\ Louisiana, United State iéfliyhf,rﬁuiﬁ;haz C(E;'lcma hop phdp ha lanh surva
“* |1418/2014  |VN-16801-13 Boulogne BillancourtCedex, 8 2. The Dow Chemical Company & “21E He0 41y CAnA.

France

LINUS GMBH (spray drying)

B/c: Werner v.SiemensStrasse 3
Germany-53340 Meckenheim,
Germany

2. Thiéu don diang ky theo mau s6 5 theo quy dinh.
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So tiep
nhan;

Tén va dia chi co sé de nghi

Tén va dia chi co sé sin xuat dwgc

TT | Tén thuée, SDK : Té c chit : Ly do ch éu ciu bd idi trinh
Ngay tip én thuoc, S cong bb eén dugc cha chét y do chwa dat, yéu cau bo sung/giai trin
nhan
Fortrans IPSEN PHAR,MA Macrogol 4000; 1. Gidy chimg nhan CEP: chura hgp phdp héa lanh sy va
D/c: 65 Quai Georges 92100 . N , .
15 8195 VN-8456-09 Bouloene BillanconrtCed. Anhydrous Natri sulfate; Nhidu nha sin xuit cong chirng theo quy dinh.
= 114/8/2014 F"”n i 1HAnCoUrt-eaey: " INatri bicarbonate; Natri 2. Thiéu don dang k¥ theo mau sé 5 theo quy dinh.
ranc chloride; Kali chloride 3. S6 dang ky hét hi¢u Iuc 18/8/2014
IPSEN PHARMA ' 1. B sur}g tai \11@1.} churig minh nguyén 116_:u'Tr1ptorehn
. . . Ipsen Manufacturing Ireland Ltd acetate cua nha san xuat Ipsen Manufacturing Ireland
8195 Diphereline 0.1 mg |D/c: 65 Quai Georges 92100 . . . , 2 . £ oo 2 x .
16 . Triptorelin acetate D/c: Blanchardstown Industrial Park, |Ltd dugc sit dung d€ san xuat san pham dang dé nghi
14/8/2014 |VN-11583-10 Boulogne BillancourtCedex, . . 1
France Blanchardstown, Dublin 15, Ireland cong bo
rane 2. Thiéu don dé nghj theo mau s6 5 theo quy dinh.
' ' IPSEN PHARMA ' 1. B sur}g tai \11@1.} churig minh nguyén 116_:u'Tr1ptorehn
Diphereline . Ipsen Manufacturing Ireland Ltd acetate cua nha san xuat Ipsen Manufacturing Ireland
8195 D/c: 65 Quai Georges 92100 . . . , e Ao o2 2 A .
17 14/3/2014 P.R.3.75 mg Boul BillancourtCed. Triptorelin acetate D/c: Blanchardstown Industrial Park, |Ltd dugc sit dung d€ san xuat san pham dang dé nghi
VN-9710-10 e PIANCOTREaes Blanchardstown, Dublin 15, Ireland ~ |cong bb
rane 2. Thiéu don dé nghi theo mau s6 5 theo quy dinh.
. . IPSEN PHARMA . 1. B sur}g tai \llcu’ churlg minh nguyén heu.Trlptorehn
Diphereline . Ipsen Manufacturing Ireland Ltd acetate cua nha san xuat Ipsen Manufacturing Ireland
8195 D/c: 65 Quai Georges 92100 . . . , 2 Lo 2 A .
18 14/8/2014 P.R.11.25 mg Bouloene BillancourtCedex Triptorelin acetate D/c: Blanchardstown Industrial Park, |Ltd dugc sir dung d¢ san xuat san pham dang d¢ nghi
VN-11917-11 Franci ’ Blanchardstown, Dublin 15, Ireland ~ |cong bd
2. Thiéu don d& nghi theo mau sb 5 theo quy dinh.
IPSEN PHARMA Beaufour Ipsen Industrie 1. B sung tai lidu ching minh nguyén liéu Diosmectite
19 8195 Smecta D/c: 65 Quaf Georges 92100 Diosmectite Dle: Chemin de Reydet 84800 L'ISLE cga flha sa:n x’uat B;eaufour Ipfen Ipdl}strle fiuqc st dung
14/8/2014 |VN-9460-10 Boulogne BillancourtCedex, de san xuat san pham dang dé nghi cong bo
SUR LA SORGUE, France L s . X .
France 2. Thi€u don dé nghi theo mau s6 5 theo quy dinh.
VPDD Mundipharrma
Pharmaceuticals Pte Ltd tai TP
N ; Moehs Catalana, S.L. .4 . A oz . NN
20 8565 Lignopad g;) .Ch;}ll\/\hnh 206 1w 7 sé |Lidocai D/c: Poligono Industrial Rubi Sur 1; Gll)a;y chu’nlg.nhan GMP: Bin sao chimng thye mo, yéu
= [26/8/2014 |VN-18035-14 c: thong 700, fau 7, o |HICOCAINE C/César Martinell i Brunet 12A, Rubi [ x o0 e 8L

111A Pasteur, phwong Bén
Nghé, Qudn 1, TP. H6 Chi
Minh

08191 (Barcelona), Spain

2. Thiéu don d& nghi theo mau sb 5 theo quy dinh.
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So tiep
nhan;

Tén va dia chi co sé de nghi

Tén va dia chi co sé sin xuat dwgc

TT Nghy tidp Tén thudc, SPK cong bé Tén dwoc chat i Ly do chwa dat, yéu cAu bd sung/giai trinh
nhan
Cong Ty CP Dugc Phim Duy Sicor Societa Italiana Corticosteroidi |1. Cung cAp tai liéu chimg minh nguyén liéu Docetaxel
21 8594 Docetaxel Teva Tan o Docetaxel khan S.R.L. khan cta nha sin xuét Sicor Sogieta Ita}iana
= [27/8/2014 [VN-17306-13 D/c: 22 H6 Biéu Chdnh, Q. D/c: Tenuta S. Alessandro - 13048 |[Corticosteroidi S.R.L. dugc sit dung dé san xuat san
Phii Nhuén, Tp. Ho Chi Minh Santhia (VC), Italy pham dang d& nghi céng bd
Cong Ty CP Dugc Phim Duy Sicor Societa Italiana Corticosteroidi |1. Cung cAp tai liéu chimg minh nguyén liéu Docetaxel
” 8594 Docetaxel Teva Tan o Docetaxel khan S.R.L. khan ciia nha san xuat Sicor Sogieta Ita}iana
= 127/8/2014 |VN-17307-13 D/c: 22 H6 Biéu Chdnh, Q. D/c: Tenuta S. Alessandro - 13048 [Corticosteroidi S.R.L. dugc st dung dé san xuat san
Phii Nhugn, Tp. Ho Chi Minh Santhia (VC), Italy phim dang d& nghi cong bd
Hyphens Pharma Pte. Ltd GUERBET 1. Cung cép tii liéu ching minh nguyet:n liéu Iodine
8700 Xenetix 350 D/c: 138 Joo Seng Road, #03- |lodine (dudi dang . . (dudi dang lobitridol) cua nha san xuat GUERBET
B o001 |VN-16788-13 00, Singapore 368361,  |Iobitridol) Dfe: 705 rue Denis Papin ZI Kerpont |y -+ qune dé san xut san pham dang dé nghi cong
,’ ’ BP 712 56607 LANESTER, France I j ’
Singapore bo
Hyphens Pharma Pte. Ltd GUERBET 1. Cung cép tii liéu ching minh nguyet:n liéu Iodine
8700 Xenetix 350 D/c: 138 Joo Seng Road, #03- |lodine (dudi dang . . (dudi dang lobitridol) cua nha san xuat GUERBET
24 082014 |VN-16789-13 00, Singapore 368361,  |Iobitridol) Dfe: 705 rue Denis Papin ZI Kerpont |y o qune dé san xut san pham dang dé nghi cong
,’ ’ BP 712 56607 LANESTER, France I j ’
Singapore bo
Hyphens Pharma Pte. Ltd GUERBET 1. Cung cép tai liéu ching minh nguyet:n liéu Iodine
8700 Xenetix 300 D/c: 138 Joo Seng Road, #03- |lodine (dudi dang . . (dudi dang lobitridol) cua nha san xuat GUERBET
B hos0014 |VN-16787-13 00, Singapore 368361,  |Iobitridol) Dfe: 705 rue Denis Papin ZI Kerpont |y " qune dé san xut san pham dang dé nghi cong
,’ ’ BP 712 56607 LANESTER, France I j :
Singapore bo
Hyphens Pharma Pte. Ltd GUERBET 1. Cung cép tai liéu ching minh nguyet:n liéu Iodine
8700 Xenetix 300 D/c: 138 Joo Seng Road, #03- |lodine (dudi dang . . (dudi dang lobitridol) cua nha san xuat GUERBET
26 082014 |VN-16786-13 00, Singapore 368361,  |Iobitridol) Dfe: 705 rue Denis Papin ZI Kerpont |y " qune dé san xut san pham dang dé nghi cong
Singapore BP 712 56607 LANESTER, France bé ) j :
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