BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DUQC Déjc 1ap - Tw do - Hanh phic

S6: 4493./QLD-PK Ha Néi, ngay 0. thang . 3.... ndm 2015~
V/v két qua thdm dinh hd so dé nghj con
b6 thudc san xudt tir nguyén liéu hoat chat
duge san xuit tai cc nude tham gia ICH

Kinh giri: Cac doanh nghu;:p ndp hd so d& nghi cong b thube
(néu tai Danh muc thuoc céng bé va Phu luc kém theo cong van).

Can cir Théng tu s 37/2013/TT-BYT ngay 11/11/2013 cia Bd Y té huéng
dAn 1ap hd so moi thiu mua thudc trong céc co sd y té;

Theo huéng dan tai cong vin sb 5576/QLD-PK ngay 08/4/2014 cua Cuc
Quan ly Duoc v/v cdng bd danh muc thudc phuc vu céng tac dAu thiu va két qua
thdm dinh hé so d& nghj cong bd thubc san xudt tir nguyén lidu hoat chét duge san
xudt tai cac nudc tham gia ICH dé phuc vu cong tac d4u thau ctia doanh nghiép.

Cuc Quan ly Dugc thong bao:

1. Cong b danh muc thubc san xudt tir nguyén liéu hoat chét dugc san xudt
tai cac nuéc tham gia ICH @& phuc vu cdng tac ddu thau cia doanh nghiép (Dot 1)
dbi véi 13 thude c6 hd so dép mg quy dinh (Phy luc 1).

2. Danh muc 26 thudc c6 hd so d& nghj cong bd chura dap mg quy dinh can
bd sung, giai trinh (Phu lyc 2).

3. Danh muc 31 thudc c6 hd so @& nghi cong bd khﬁng dat yéu cu (Phy luc 3)

Pé nghi doanh nghiép cin cit vao ndi dung da yéu céu bd sung va/hodc glal
trinh néu tai Phy luc 2 kém theo cong vin nay dé bo sung hd so dé nghi cong bb.
Trong vong 03 thang ké tir ngay ky cong van nay, néu doanh nghiép khéng bd sung
va/hodc giai trinh theo yéu cdu dbi véi cac hd so da néu tai Phy luc 2 thi hd so dé
nghij céng b khong con gia tri.

(Danh muc thubc cong bd trong céc Phu luc dugc ding tai trén trang thong
tin du;n tir cia Cuc Quian ly Dugc tai dja chi: http://www.dav.gov.vn - Muc TT vé
d4u thau thubc).

Cuc Quan ly Dugc théng béo dé cic doanh nghiép biét va thyc hién./.

Noi nhin:
- Nhu trén;
Website Cuc Quan ly Dugc;
Tap chi Dugc & MP;
Luu: VT, DK (2b).




PHULUCL:

CONG BO DANH MYC THUOC SAN XUAT TU'NGUYEN LIEU HOAT CHAT BUQC SAN XUAT
TAI CACNUGC THAM GIA ICH - Byt 1
(Ban hanh kem theo cong vén s54193 [QLD-DK ngay 04/3/2015 cuia Cyc Quan Iy Dugc)

Thanh phim Nguyén ligu hoat chit Hb s 8 nghi cbng b
Duye cht
Nghy hét han | (ghi day ditén, | . o NPT i
71| Tenthude | sBK SDK dang gy T1en=1 TénNSX Dia chi co'si sin Nute SX Tenvad!la Ehmmdé Tﬂl|lélll‘hlfr‘llg minh; Nghy
o ;. | chuin xuit nghlmngbﬁ het han
m @ 3 (dd/mmfyy) | li¢u, dang muoi W} 9 : :
m ) (6) L] (10) 1)
(3)
Céng ty TNHH Duge phim [Gidy ching nhn CEP s RI-
DBL Heracus Precious [Heraeusstrasse 12- vi Hoa chat Nam Linh CEP 2003-278-Rev 03 cip
| |Oxaliplatin | VN-17003-13 | 01/10/2018 [Oxaliplatin EP |metals GMBH & |14, Gemany- Germany [DAe: 2246 dwomg 15, |16/01/2013 v2 khong ghi higu
S0mg Co, KG 63450 Hanau Piuing Tan Kidng, Ondn |l (Chép nhéin trong ving 24
7.TPHCM thing ké tir ngdy cap)
Cong ty TNHH Dugr pham |Gidy chimg nhin CEP ) Rl
DBL Heraeus Precious |Heraeusstrasse 12- vii Héa chat Nam Linh CEP 2003-278-Rev 03 cip
2 [Oxaliplatin | VN-17004-13 | 01/10/2018 * [Oxaliplatin EP |metals GMBH & {14, Gemany-  |Germany  [Bve: 226 duedng 13, 16/01/2013 vi khiing ghi hicu
100mg Co, KG 63450 Hanau Phieomg Tan Kiéng, Qudn [l (Chap nhin trong vong 24
7, TP HCM thing ké tr nghy cip)
(0A Materil & Gidy chimg nhin (EMP 50 59 l-
APLKsambergaga WI-099239 cip ngly
NSX |AstraZeneca AB an 12, Sodertle, Sweden Astrencea Singapore Pe 2‘9;’”/2\{]13cgglatrlﬂSnamkc
15185 Ld tr ngiy kiém tra GMP
3| Neum |wn-is7ion | tonono | ol Dt 8, Wilke Road, #0501 | 2102 2013)
natri - )
Wilkie Edge, Singapare ; )
224 avenue de la 228005 (Giay chimg nhin GMP 5o
Minakem Dordogne HMP/FRA12013 clp ngly
NSX Fra .
Dunkerque SAS {59640 Dunkerque e 03/52014, higu lye den
10212017
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Thanh phim

Nguyén licu hoat chét

Hb 50 d nghj cong b

TT
o

Tén thude
@

SBK

Ngiy hét han
SDK

(ddfmmiyy
]

Dirge chat
(ghi day di tén,
dang nguyén
Tiéu, dang mudi
)
(5)

Tiéu
chuiin

(®)

Tén NSX
Y

Bia chi co s sin
xudt

®

Nurte $X
o)

Tén vi dja chi co'sir db
nghj cing b
(10)

Téi lifu chimg minh; Ngay
hiét han
(1)

Onglyza
2.5mg

VN-17249-13

2711212018

Saxagliptin
monohydrat

NSX

Bristol-Myers
Squibb
Cruiserath

Cruiserath Road,
Mulhuddart,
Dublin 15

Ireland

AstraZeneca Singapore Pte
Ltd

Die: 8, Wilkie Road, #06-01
Wilkie Edge, Singapore
228095

Gidy chimg nhin GMP ciia nhi
san xudt Bristol-Myers Squibb

Cruiserath 0 2012/5904/A032
clp ngay 300172013 cd hicu
lyc 03 nam ké ui ngly Kidm tra
GMP (22/11/2012)

Ghi chii: Khong cong b6

nguyén liéu cia nhi sin xudt
nguyén lidu thir 2 (Swords

Laboratories) do Giéy ching
nhin GMP hét higu Iy

24/612014)

e

Onglyza
5mg

VN-17250-13

21212018

Saxagliptin
monohydrat

NSX

Bristol-Myers
Squibb

Cruiserath

Cruiserath Road,
Mulhuddart,
Dublin 15

[reland

AstraZeneca Singapore Pre
Ltd

Die: 8, Witkie Road, #06-01
Wilkie Edge, Singapore
228095

Gidy chimg nhin GMP ciia nhi
san xudt Bristol-Myers Squibb

Cruiserath s6 2012/5904/A032
cip ngly 30012013 ¢6 higu
Iyc 03 ndm ké tr ngy kiém tra
GMP 22/11/2012)

Ghi chi: Khing cong bd

nguyén ligu cla nhi sin xult
nguyén ligu thir 2 (Swords
Laboratories) do Gidy chimg
nhin GMP hét higu Iy

20/6/2014)
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Thinh phim Nguyén igu hogt chét Ho so dé nghi cong b
I)trg'cch:‘l(
Ngiy hét han | ighi diy dittén, | . o T
1| Ten thube SDK SDK dangnguyﬁn‘ ’;m: Tén NSX Djachi u;'tscrsin Nt SX Ténvi(;{ac;hl c;;'ésﬂde Tai hguchl:xér‘linnnh,Ngﬁy
m o @ | ooy |G dngmudi [ e w ) g cing i
) ) {6) 8 (10) (1)
(5
AsiraZencca Singapore Pre |Gidy chimg nhin GMP 56 6.2.1-
Mareain Buoivaci Ca Biorkborn Lid 013014277 clp  ngly
6105%  [VN-I5208-12 [20060017 h‘fr'(‘)’cafn"r'i‘; Ph.Eur Kmqlz"ﬁ ap |Iusrionvade, (Sweden |Dic: 8, Wik Road, #06:01 {13/122013 c hiu e 03 i
i} oY Karlskoga, 69185 Wilkie Edge, Singapore |ké tr ngdy kiém tra GMP
228095 (12/9/2013)
QA Material & AstraZeneca Singapore Pre [Gidy chimg nbin GMP 56 5.9.1-
AP, Lid 201309239 cip gl
7 [Plendil ~ |VN-17835-14 (12/06/2019  |Felodipin Ph.Eur |AstraZeneca AB  |Kvarnbergagatan |Sweden  |Dfe: 8, Wilkie Road, #06-01 29/[[.'20I3céhi_éu Irc 03 ndm
12, Sodertalje, Wilkie Edge, Singapore |ké ti ngdy kiém tra GMP
15185 228095 (21/02/2013)
AstraZeneca Singapore Pre Gidy ching nhin GMP s
Esomeprazol Mikem [0 e dela L HMPIFR/41/2013 cip ngi
8 |Nexium  |VN-17834-14 (1210612019 Rm’h dnt Ph.Eur Dunkeraue SAS Dordogne France  |B¥e: 8, Wilkie Road, #06-01 035013 6 hica | I;: g).f
TAgnest iy —— 59640 Dunkerque Wilkie  Edge, Singapore - S0 1o (60 Ny
11022017
228095
AstraZeneca Singapore Pre [GCN - GMP 56
Ajinomoto Cooppalland)] Lid BE/GMP/2014/008 ky ngay
9 |lressa VN-15209-12 | 220062017 |Gefitinib NSX OmmiChem NV [Weteren, B9230 Germany  |B¥e: 8, Wilkie Road, #06-01 102/6/2014 ¢4 higu Iyc 03 nim

Wilkie Edge, Singapore
228095

ké fir ngly kiém tma GMP
(19/3/2014)
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Thinh phim Neuyén léu hoat chit HO s & nghi chng b
Dirge chit
Ngiy hét han | (ghi day di tén, o L e
TT| Tenthube |  SDK SDK | dmgnguyn ;:fgn Tén NSX D’“";:‘;f’ Sin f e SX Té”:;'f’o';“;émé Tmhé““‘:l'fé':i":‘“"m’
8 H
o o O | iy |G, dngoudi | ] o o . an
@ )
()
Gidy chimg nhin GMP cia nhi
sin xudt AstraZeneca AB sd
5.9.1-2013099239 ky ngly
911172013 o6 hign byc 03 nim
ke tr ngly kiém tra GMP
21/02/2013).
. . a " A
(OA Material & AsaZeneen Singpore P |0 1 Kbong. cong 60
APL Ld ngfyen;ihlzu C;[;h céc‘nhé s?n
O[Bilina  | V10613 | 05072015 [Ticagelor | NSX |AstZencea AB. [Rvarbergaguan [Sweden  |B: 8 Wilkie Road o1 [ <0 (MM sén it
- - ) Ajinomoto OmniChem NV
12, Sodertalie, Willde Edge, Singapore |.:1 N
15185 228095 Giay xdc nhin tinh trang GMP
khong c thong tin cy 'Lhé vé
nguyén ligu; Nha sin xuat DSM
Fine Chemicals Austria Nfg,
GmbH & Co KG: Gidy phép
sdn xuat khong c6 mﬁng tin cu
thé vé nguyén liéu v2 bét hiéu
lirc)
Silk Road (GCN GMP s6 UK APL 17901
AstraZeneca UK Business Park United Insp GMP l?%lflﬂll?:0024
NSX L imited Macclesfield, Kinedom ky ngay 10/8/2012 c6 hiéu lyc
Cheshire, SKI0 [ © " |AstraZeneca Singapore Pte |03 nim ké ti nghy kiém ta
INA Ld GMP (107712012)
1 [Faslodex ~ [VN2-138-13 (011102015 [Fulvestrant Bic: 8, Wilkie Road, #06-01
Wilkie Edge, Singapore  |gGCN GMP 56
228093 BE/GMPI2014/008 kj ngly
Ajinomoto (Cooppallaan 91, . .
NSX [ Belgium 02/6/2014 ¢6 hiéu Iy 03 nim
OmniChem NV~ [Wetteren, B-9230 1 ngly Kem 12 GMP
(19572014)
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Thish phim Nguyén liéu hogt chit Hi so 8¢ nghj cong b
Duge chit
Ngiy hét han | (ghi day di én, ) . -
70| Teathole | SBK SOK | dangnguyén ;‘f}l‘n Ten NSK “!”"izzt””" Nute SX Té“":gﬁ’md:;gg"“é T “e“m“'i"‘“"” Neiy
44 N
ol o ® | i) [t dogmsi | ) " 0 0 (11;“1
@ )
8}
VPBD Merck Shap &
Dohme(ASIA) Ltd Gidy ching thjn GMP s6
. Schering - Plough Dic: FlatRM 1401 A&B [2013/6904/A021H chp ngly
7 ‘;’3““’) VN-14268-11 | 081112016 [Desloratadine | NSX [(Avondale) ﬁ“ﬁ“\?&"’“w Ilnd  |14F & 27F, Carolne [280112014 o hifu lyc 03 nim
. Company ¢ Center, Lee Gardens Two, [ké tir nghy kiém tra GMP
38 Y Ping Road |(17/5013)
Causeway Bay, Hong Kong
Wallingstown, [PSEN PHARMA Gidy ching abn GMP 50
Ginkgo & Litl Island Dic: 65 Quii Georges [oIOISVAILSZA cip ngly
13 Tanakan | VN-16289-13 | 1800172018 Y| NSX |Cara Partners . elnd [ "8 108/5/2013 6 hiéu lyc 03 nim
extract Industrial Estate, 92100 Boulogne : I}
(Co. Cork BillancourtCedex, Franceg ke i ngly kitm m GMP
' (16012013)
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Phy luc 2:

Danh myc thubc c6 ho so 3¢ nghi cdng bb chra ddp img quy dinh (Tong s6 26 thudc)

(Ban hanh kém theo cong vin s 4193 /QLD-DK ngay 04/3/2015 ciia Cue Qudn I Durge)

$6 tiép
nhn; Tén va dja chi co s dé nghj " ‘Tén v dja chi co s sin xuit dwge ’ . o
Ty gy i Tén thude, SDK cinghb Tén durge chit it L do chura dat, yéu ciu bl sung/gii trinh
nhin
(Cong ty C6 phin Duge phim DSM Sinochem Pharmaceuticals
5214 Bicekdor 500 Bidiphar | Spain SA 1. Gifly chimg nhin GMP: 12 bin photo, ddng déu treo
() o D/c: 498 Nguyen Thdi Hoc - | Cefadroxil monohydrate (EVe: Calle Ripolles, 2 Poligono ctia cong ty Bidiphar, khong dwoc hop phdp hda lanh sy
20/5/2014  {VD-19320-13 Y ‘ ) . \
thanh pho Qui Nhm - tinh Industrial Urvasa, Sta Perpetus de  |[va cdng chimg hop 1§
Binh Djnh Mogola, 08130 Barcelona, Spain
Cngty C pin D phm - Amoviin (i dg 1. Giky chimg nhin GMP: i bn photo, déng déu treo
p Bidiphar | Amoxicilinnat)  |Sandoz Industrial Products SA - LAy chiimg man LA 1 ban pholo, dong dal
5214 Augbidil 2 . , cia ciing ty Bidiphar, khong durge hop phap héa 1inh si
2 05014 [VD-19318-13 D/L':498Nguyen Thii Hoc - Dic: Poligon Mas Puigverd, 08369 i cone chime hoo 1
thnh pho Qui Nhom - tinh. | Aciq lavulanic (dugi | Pelafolis, Spain BCTE Mop e
Binh Dinh dang Kali clavulanic
. BASF PHARMA (SAINT VULBA
511 Bambec AstraZeneca Singapore Pre Lid s ASS ¢ ULBAS) ’ ’
3 06001 VN-16125-13 ﬁﬁk '??.El‘;"llklz I'ioad. #062-%095 Bambuterol hydroclorid e 71 do la Plaine de I'Ain 01150 1. Giay chung nhan GMP: Hét hiéu lyc 26412014
R, S SAINT VULBAS, France
_ BACHEM SA
Lo i g;zf‘?‘?;;;f}?j:f;;ﬁﬂgﬁd Popt gfﬂ‘ Szf'-‘;#‘lff dfz ;"‘;’g;gzv, L. Gidy ching nhin CEP: Kndng ghi hiéu kv, cip ngiy
R - * B AT oute du Simplon ionnaz, ; i i
02612014 |VN-15720-12 Wilki Edge, Singapore 226095 Svieriand 08/8/2011 (qud 24 thing ke tir ngdy cap)
BACHEM SA
- AstraZeneca Singapore Pre Ltd Bye: Succiirsale de Vionnaz T ST SR
5 (5)2116]/201 . 3}51"7“2“5:%[3 DIe: 8, Wilkie Road, #06-01 |Propofol Route d Sinplon 22 1895 Vionna, (1)'8,(;;;’] ]“T‘(’"fﬁ";:"mf‘fi?‘u;’:gfhc';’f e cip gy
Wilkie Edge, Singapore 228095 Switzerland 4 g By cap
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86 tiép

nhfn; 'Tén vi dja chi co s A& nghj "Tén vi dja chi co s sin xuft dirge
1T Nedy tilp Tén thufl, SDK chnghé Tén duye chit chit L do chura dat, yéu chu bé sung/gidi trinh
nhin
60 Mer AstraZeneca Singapore Pte Ltd ACS Dobfar $.p.A 1. B4 sung thi liéu chimg minh nguyén liéu Meropenem
6 2562014 Vle;Z?l- 1 Pe: 8, Wilkie Road, #0601 (Meropenem trihydrat ~ |Fe: TRIBIANO (MI)-V.Je Addetia  [tribydrat cia nb sin xust ACS Dobfar §.p.A duge sit
Wilkie Edge, Singapore 228095 4/12, laly dung dé sin xuit sin pham dang dé nghi céng bd
- Meronem AstraZeneca Singapore Pte Ltd ACS Dobfar $.p.A 1. B sung ti liéu chimg minh nguyén ligu Meropenem
i 2560014 (V17830414 yc: 8, Wilkie Road, #06-01 | Meropenem trihydrat  |EVe: TRIBIANO (MI)-V.le Addena  |tribydrat ciia nhi san xuafat ACS Dobfar S.p.A duge sit
Wilkie Edge, Singapore 228095 4/12, Ialy dyng ¢ sin xudt sin phém dang dé nghi cong bo
VPDD Merck Shap &
g?hngm) Il:gf AdB 14F Schering - Plough (Avondale) (1. BG sung thi lidn chimg minh nguyén ligu
8 8120 Aerius tablets &;'7 F. Caroline Center. Lee |Desloratadi (Company Desloratadine cta nh sin xudt Schering -Plough
£ livsnoi4 [VN-18026-14 ~ Laroine Lenter, L2¢. \Desioraiadine Dle: Rathdrum County Wickiow, |(Avondale) Company dge sir dung dé sin xudt sin
Cardes Two, 28 Yin Ping hreland bim dang d nghicing 6
Road, Causeway Bay, Hong P 8 CCTEN) CONg
Kong
. 1, Gify xdc nhdn vé tinh trang GMP: Khidng c6 théng
Sﬁng 'y TNHH DKSH Vit - Tech Go. L [ vé nghy kiém tra (nghy cdp iy chimg nhin GMP)
o elis Phama Tech Co, Ly gy oo i o chimg mish nguy iy Tacrolis
3132 Advagraf B/e: So 23, Pai I Bge lgp, . Toyama Technology Center ) Y
9 o Tacrolimus . . . |cia nhd sin xuat Astellas Pharma Tech Co., Ltd.
12/8/2014  [VN-16290-13 Khu cing nghiép Viét Nam- Dc: 2-178 Kojin-machi, Toyama city, Toyama Technology Center e si dung dé sin xu
Singapore, Huyén Thudn An, Toyama 930-0809, Japan sﬁny phimdang 6 ?{ghi chnghé e
Tinh Binh Dvemg, Vit Nom 3. Thiba don ¢4 nghitheo ol s theo quy dinh.
" 1. Gidy xéc nhén vé tinh trang GMP: Khong c6 théng
gﬁamng 'y TNHH DKSH Vi selis Phama Tech Co. Lid tin v‘é nghy kiém tra (nghy cdp gidy chimg nhin GMP)
; i pa 1 * 7 2. B6 sung thi ligu chimg minh nguyén liéu Tacrolimus
8132 Advagraf Dfe: So 23, Dai I§ Bée lp, . Toyama Technology Center . L
10 L Tacrolimus . : . |cia nhd sin xuat Astellas Pharma Tech Co., Lid.
= [12/8/2014 |VN-16498-13 Khu cdng nghiép Viét Nam- Dc: 2-178 Kojin-machi, Toyama city, Toyama Technology Centr e si g 0 sin it
Singapore, Hiyén Thugn An, Toyama 930-0809, Japan ¥ B Wi

Tinh Binh Dueng, Vigt Nom

sin phim dang dé nghi coing bo
3. Thiéu don dé ngh theo mhu s6 5 theo quy dinh.
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86 tiép

: Tén vi dja ehi co'si 8 nghj 'Tén vA dja chi oo st sin xudt duye
T gy Tén thue, SDK cinght Tén duye chiit il L do chura dt, yéu chu b sung/giii trinh
tthin
1k & Ao a A
Cong ty TNHH DKSH Vié 1 iy iz bin v drh trng G Kb e thng
tin ve nghy kiém tra (ngily cap gidy chimg nhan GMP)
N pselle Pama Tech O, Ll 2. BS sung thi liéu chimg minh nguyén liéu Tacrolimus
8132 |Advagf b §6 23, Bai 16 Bic lp, |, Toyama Technology Center - 50 i I chimg IR MUYEN 15
u L Tacrolimus e . leta nhd sin xudt Astellss Pharma Tech Co., Lid.
12/8/2014 |VN-16291-13 Khu cong nghiép Viét Nam- D/c: 2-178 Kojin-machi, Toyama city, T , P, 4
. PR ‘oyama Technology Center duge sir dyng de sén xuat
Singapore, Hiryén Thugn An, Toyama 930-0809, Japan s Y
Tinh Bih Duong, Vit Nam sin phim dung d nghj chngo
' 3. Thieu don dé nghi theo mau so 5 theo quy dinh.
[PSEN PHARMA L p
Dysport 300U ] , " . Ipsen Biopharm Limited 1. Gidy chimg nhén GMP:
o P55 [oLSPHo2 08004 g’"i & Q“;fﬁ"’gﬁcgj’ 0 C’“m“'.‘;""“’l‘"““‘ ic: Ash road, Wrevhamindustrie 1.1, Khng o6 pham visin xut nguyén liéu thube
= 14014 F"“ ogns SRR, h“""’ l’“t.'. i e, CLWYD, LL 13 SUF, United (1. Chia g phiphta i o guydish
rance ACTIREGILEI COMPEX | odom 2. Thiéu don ding ky theo mi 56 5 theo quy dinh
[PSEN PHARMA L .,
Dysport 500U ] ) " . Ipsen Biopharm Limited 1. Gigy chimg nhén GMP: ‘
5 [B9S5 [VskeLio gmr 65 Qu;gﬂcmrges;jfm Clm‘:‘:‘“{“ bomioum \p Ash road, Wreshamindusrie |11 Khibg o pham visin xubt nguyn i thude
= 40014 F"“ ogne. BilancourtLeder, h"’P" °l’“t“ 1. |Ette, CLWYD, LL 13 9UF , Unted (1. Chua hqp phdphéalinh sy theo gy dnh
ance AETAEEATIN COMPEX {inodom 2. Thiéu don déing kf theo m 56 5 theo quy dinh
1. The Dow Chemical Company
Ye: 8¢, Charles Operations, E-Park
Plant, Highway 3142,
[PSEN PHAWA Umr.et.f State M-?ﬂﬂﬂ Hahnville, L Giéych img nhin CEP: chua hop phép héa linh s 12
8195 Forlax D/c: 65 Quai Georges 92100 Louisiana, United State , ,
14 ) Macrogol 4000 ; cong chimg theo quy dinh.
14/8/2014 [VN-16801-13  [Boulogne BillancourtCeder, 2. The Dow Chemical Company ). Thiu don ding ki theo mku 5b 5 theo quy diah.
Fratce LINUS GMBH (spray drying) ' ; ay Qi

Dic: Werner v.SiemensStrasse 3
Germany-53340  Mechenheim,

Germary
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Sb tiép
nhn; Tén v dja chi co st 8 nghj ‘Tén v dja chi co s& sin xuit duye
T gy Tén thube, SDK cinghb Tén durge chit o L do chura dat, yéu chu b6 sung/eidi trinh
nhin
Fortrans R ) Macrogol 4000; 1, Gidy chimg nh3 CEP: chua hop phép héa kinh sy vi
g Dic: 65 Quai Georges 92100 . i , .
15 15 (NVEB g Bl [N S i gdingteoqudih.
= |147812014 " " |Natri bicarbonate; Natri 2. Thiéu don ding ky theo méu 56 5 theo quy dinh.
raice chloride; Kali chloride 3,96 ding kf hét higu yc 18/8/2014
HARM 1. BG sung i ligu chimg minh nguyén liéu Triptorelin
- ESENF ) Ipsen Manufacturing Ireland Ltd acetate ciia nhd sin xudt Ipsen Manufacturing Ireland
8105 Diphereline 0.1 mg |B/e: 65 Quai Georges 92100 | . : . P TR P
16 . Triptorelin acetate Dc: Blanchardstown Industrial Park, |Ltd dirge it dung @€ san xudt san phim dang de nghi
= |14i82014 |VN-11583-10  |Boulogne BillancourtCedex, . ;
France Blanchardstown, Dublin 15, Ireland  |cbng bo
2, Thiu don & nghi theo miu s5 5 theo quy dinh,
HARM 1. B6 sung ti ligu chimg minh nguyén ligu Triptorelin
8195 Diphereline ng.Ef;ISP Ouci Georges 92100 Ipsen Manufacturing Ireland Ltd acetate cua nhi san xuat [psen Manufacturing Ireland
i) 480014 PR3.75mg B C" u;f” org::c o Triptorelin acetate BYe: Blanchardstown Industrial Park, |Ld duge sir dyng dé sin xudt sin phim dang & nghi
VN-9710-10 F"" ogne Dildnooiredes Blanchardstown, Dublin 15, Ireland ~ Joing b6
e 2, Thiéu don d& nghi theo méu 6 5 theo quy dinh,
1. B sung tAi liéu chimg minh nguyén liéu Triptorelin
Diphereline (FSEN PHAR Ipsen Manufacturing Ireland L4d ~~ [acetate ciia nhi san xut Ipsen Manufacturing Ireland
8195 Die: 65 Quai Georges 92100 | . , . - - L
18 80014 PR.11.25 mg ouloane BillancourCedex. Triptorelin acetate Be: Blanchardstown Industrial Park, |Ltd duge sit dyng dé sin xudt sin phim dang dé nghj
VN-11917-11 Fr:nci ot o Blanchardstown, Dublin I3, Ireland ~ |cong b6
2. Thidu don dé nghj theo mé sb 5 theo quy dinh.
[PSEN PHARMA . 1, B4 sung i liéu chimg minh nguyén lidu Diosmeetite
8195 [Smecta Be: 65 Quai Georges 92100 | . . Beafourlpsen ndusttic ) b in it Beaufour Ipsen Industie dupe it ding
9 . Diosmectite D/e: Chemin de Reydet 84800 L'ISLE |, 1 \
14872014 |VN-0460-10  |Boulogne BillancourtCedey, SUR Lt SORGUE Fi dé i xut sin phim dang dé nghj céng b6
France e 2. Thiéu don ¢ nghi theo md s 5 theo quy dinh.
VPDD  Mundipharrma
Pharmaceuticals Pte Ltd tai TP
3y rnre Mochs Catalana, S.L. g o ,
8565 [Lignopad foChiMnh - ) Die: Poligono Industil Rubt Sur |1, 94 hing ndn GMP: Bén 0 chimg thyc o, yeu
20 Dc: Phong 706, lau 7, 50 |Lidocaine , . . |cdu b sung lai.
26812014 |VN-18035-14 . r C/César Martinell i Brunet 124, Rubi 1 L ¥ .
111A Pasteur, phuomg Bén 08191 (Barcelona), Spain 2. Thieu don dé nghi theo mau 50 5 theo quy dinh.
Nehé, Quin 1, TP. HE Chi P
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86 iep

nhin; Tén va dja chi cv'sé dé nghi Tén va dja chi co s6'sin xut dwgec o
T\ sy tp Tén thude, SDK cinghd Tén dwye chit it L do chura dat, yéu chu bl sunglgidi trinh
nhin
(Cong Ty CP Duge Pham Duy Sicor Societa Mtaliana Corticosteroidi |1, Cung cap i liéu chimg minh nguyén liéu Docetael
o [ Docetaxel Teva  |Tén Decstnelkhan SRL khan cia nid sin xudt Sicor Societa Italiana
< lomnots [VN-1306-13 (e: 22 BG Bidu Cudn, @, [ e Tenuta S. Alssandro - 1348 |Coricosteridi SRL. dupe si dung dé sin xudt sin
Phii Niugin, Tp. Ho Cht Minh Santhia (VC), ltaly phdm dang d¢ nghi cong bd
Cong Ty CP Durgc Phém Duy Sicor Societa Italiana Corticosteroidi |1, Cung cap ti liéu chimg minh nguyén liéu Docetaxel
) 8504 Docetaxel Teva  [Tdn Docetarel Kan SRL. khan cia nhd sin xudt Sicor Societa Italiana
= |27/802014  |VN-17307-13 e 22 Ho Biéu'Chdnh. Q BYc: Tenuta S, Alessandro - 13048 |Corticosteroidi S.R.L. dl.rqc sit dung dé san xudt sén
Phi Nhwgn, Tp. Ho Chi Minh Santhia (VC), ltaly iphim dang dé nghi cong b
Hyphens Pharma Pre. Ltd GUERBET 1. Cung cp thi igu chimg minh nguyén lidu lodine
n 8700 Xenetix 350 DVe: 138 Joo Seng Road, #03- |lodine  (dwéi  dang D 705 rue Denis Papin 2 Kerpont (dudi dang lobitridol) cia nhi sén xuit GUERBET
yx) X . A : Lo Lo d yo s
29/812014  |VN-16788-13 Ol:), Singapore 368361, (lobitridol) B 712 56607 LANESTER, France dl}rqrc sir dyng de sén xuat sén pham dang dé nghi cong
Singapore |bo
Hyphens Pharma Pte. Ltd GUERBET 1. Cung clp ti liéu chimg minh nguyén liéu fodine
8700 Xenetix 350 Bfc: 138 Joo Seng Road, #03- |lodine  (dwéi dang D (dudi dang lobitridol) cia nhd san xuit GUERBET
B lognoid [vw1673 o S 368361, [lobitridal) e: 705 e Denis Papin 2 Kerpont o & 41 48 i bt s phkdang i ngh o
-16789- ), Singapore ,  [lobitridol 3P 712 56607 LANESTER, France e sit dyng dé sén xut sén pham dang dé ngh cong
Singapore 1bo
Hyphens Pharma Pre. Ltd GUERBET 1. Cung clp thi iéu ching minh nguyén ligu lodine
8700 Xenetix 300 Bc: 138 Joo Seng Road, #03- |lodine (dwéi  dang o (dudi dang lobitridol) cia nhd sin xuit GUERBET
B bogoos [Wiswn13 |00 Sigapore 368361, [lobiidl) (e: 705 rue Dens Pepin 21 Kerpnt o 30 4wl i phm dang O ngh g
N ' BP 712 50607 LANESTER, France |, ’
Singapore |bo
Hyphens Pharma Pe. Ltd (GUERBET 1. Cung cip tii liéu chimg minh nguyén liéu lodine
8700 Xenetix 300 Dic: 138 Joo Seng Road, #03- |lodine (duéi dang L (dudi dang Iobitridol) ciia nhi san xuit GUERBET
B bhogoow Wistse1s |00 Sigapore 368361, [obiidl e: 705 e Denis Pepin 21 Kerpon o o 400 s st s phm ding 6 ngh oo
o ' ongapo ' ) BP 712 56607 LANESTER, France |57 " 6 PG g o8

Singapore
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Phy lye 3:

Danh mye thubc 6 ho so 3¢ nghj cdng bo khing dat yéu ciu (Tong 50 31 thudc)

(Ban hanh kém theo cong vin 56 4193 JQLD-DK ngiy 04/3/2015 ciia Cyc Qudn I Diegc)

86 tifp

TT | hgn; Ngdy | Tén thufec, SDK | Tén va dia chi cosird¥ nghj ebug bS | Tén dure chi ““"“‘“h'“:h’g s xft duye L do khéng dst
tiép nhin
1. Gidy chimg nhin GMP:
Céng ty TNHH Lién Doanh 1.1. GMP np trong ho so'1a ban photo chua hop
Anlodipin Sada 5 STADA-VIET N;AM L Ercros Industrial, S.A phdp héa P’jnh sir hofic sao cong chimg hop 16
L P KBS/ Ngwyen Thi St p M5\ i st (B Paseadel Deli, s, 28300 - |20 %% S
T s R 1y [Hoa2-aaXudn Thgi ing - P i i ot 12 Thong fin ta chu wén websie
[Hoc Mén - Tp. Ho Ch{ Minh - Viét d P http:/feudragmdp.ema.europa.eu: Khing c6 théng
Nar fin vé nguyén liéu hoat chit do cng ty Ercros
Industrial, $.A dirge phép sin xudt
MOEHS IBERICA L. 1 Gidychig nfn CEP
(g ty TNHH Lién Doanh . Be: Poligono Rubi Sur L1. CEP ndp trong ho o
R Bimprol e César Martinell is Brunet nol2A “_'1' L ]Zé“ phl".il() cha ]WP phép héa linh sy
; STADA-VIET NAM . hodc sao cdng chrimg hop 1§ theo quy dinh,
ssa7 Bisoplus Stada e K631 Newi Thi S6c- o M5 (08191 Rubf (Barcelona), Spain . AL
2 5tug/12,5mg C: R0a7% guyen £y S0c - dp My 1.1.2. Khéng cd théng tin nguyén ligu dwge cung
281512014 VD-18530-13 Hoa 2 - x6 Xudn '{’hm Bolng : hu.):e" CAMBREX PROFARCO MILANO [¢4P cho nha sin xuat ndo hofc sit dung cho sin
Héc Min - 7}). Ho Chi Minh - Vlﬂ SRL phim 30,
o Pclorobezd oy i Curiel 34 Fao0s7 Pl |1 Thong tin . ciu tn websie
(Milano), Ialy hitps:/fextranet.edqm.eu: Khong c6 dy du thong
MOEHS IBERICA SL L Gidy ching nhin CEP:
Blec: Polieano Rubi § 1.1. CEP ngp trong ho so:
(Céng ty TNHH Lién Doanh Bisoprolol fumarat |~ -, 5o 1.1.1. L bin photo chua hop phép héa i sy
STADA<VIETNAM César Martinell is Brunet nol2A . X X
Bisoplus STADA 10 [, ™ % a4 08191 Rubi (Barcelona) Spain |1 20 cOngchimg hop I theo quy djah.
3 P30 mg/25 mg Ble: K63/1 Nguyen Thi Séc - dp My ' 1.1.2. Khang o6 thing tin nguyén liéu duge cung
= 128/52014 \Hoa 2 - xd Xudn Thai Déng - huyén cdp cho nhi sén xudt ndo hofic sk dyng cho sin
VD-19188-13 e Mon - Tp. H Che i -V (SRLAMBREX PROFARCO MILANO ohim o,
Nam Hydroclorothiazid 12, Théng tin tra ciu tén website

BYe: Via Curiel 34 1-20067 Paullo
(Milano), ltaly

https:/fextranet.edqm.eu: Khong o day dii thing
tin nhue bén CEP np trong hd s
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s6 tifp

Hic Mén - Tp. Ho Chi Minh - Vigt
Nam

08191 Rubi (Barcelona), Spain

obi; Ngdy | Ténthude, SDK. | Tén vh da chi v i b nghi cbugh | Tén duye hit Tﬁ'"“’*‘“"’“fh;fm"“““"“ L do hoog dgt
fiép nhén
1. Gidy chimg nhim CEP:
1.1. CEP ndp trong ho so:

OﬁnngNllég Lién Doanh 1.1.1. L ban photo chua hyp phdp héa Finh sy

STADA-VIET NAM e . hodc sao cong chimg hop 1€ theo quy dinh.

s i) e kg dphy | QIO RERAS 12 Cuingofting n i G amg
28/52014  [VD-18851-13 Hoa 2 - xd Xudn Thdi Ding - huyén Va '.} S:mfn e cip cho nh sin xudt ndo hodc sir dyng cho sin

Hdc Mon - Tp. Ho Chi Mink - Vit ' phim ni,

Nam 12. Thong tin tra clu tén website
hetps:/lextranet edqm.eu: Khong c6 diy di théng
1. Gidy chimg nhgn CEP:

1.1. CEP ndp trong ho s

Céng ty TNHH Lién Doanh 1.1.1. La ban photo chua hgp phdp hda lanh sy

STADA-VIET NAM MOEHS [BERICA S.L. hojc sao cng chimg hop I¢ theo quy dinh.

5521 Pantostad 20 Bc: K631 Nouyén Thi Sdc - .'fp My |Pantoprazol (natri  |£¥c: Paligono Rubi Sur 1.1.2. Khéng c6 thong tin nguyén liéu dwge cung
28/5/2014  |VD-18534-13 Hoa 2 - xd Xudn Thai Déng - huyén  [sesquihydrat) César Martinell is Brunet noi2A |cip cho nhi sin xut nbo hodc sir dung cho sin

Hée Mon - Tp. Ho Chf Minh - Vigt 08191 Rubi (Barcelona), Spain phim o,

Nam 12. Théng tin tra clu trén wehsite
htps:fextranet edgm.eu: Khong c6 dy i thong
tin nhur bin CEP ngp trong hd s0.

1. Gify chimg nhin CEP;
1.1, CEP nfp trong hd s0:
(Cong ty TNHH Lién Doanh 1.1.1, L2 bén photo chua hop phdp héa linh sy
STADA-VIET NAM MOEHS IBERICA S.L. hodc sao cbng chimg hop 1§ theo quy dinb,
5527 Pantostad 40 Bc: K63/ Nouyln Thi Sdc-dp My Pantoprazol (nasi  |B¥e: Poifgono Rubl Sur 1.1.2, Khéing c4 théng tin nguyén ligu dwrge cung
28/572014  |VD-18535-13 Hoa 2 - xd Xudn Thai Ding - hupén  [sesquihydrat) César Martinell is Brunet noI2A  [cép cho nha sin xudt ndo hodc sir dyng cho sin

phim ndo,

12, Théng tin tra clu tén  website
https:Hlextranet.edqm.eu: Khing o6 dly i thing
tin nhu ban CEP ndp trong ho so.
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Shtiép

Tén v diachi s sin xudt dnpe

TT | nhén; Ngiy | Tén thude, SDK | Tén v dia chi oo s6 88 nghj cdng bd | Tén dury chit alt L do khing dat
fiép shin
1. Gy chimg nhin CEP:
1.L. CEP ngp trong ho 5o

Cong ty TNHH Lién Doanh 1.1.1. L2 ban photo chira hgp phép hda lanh sy

STADA-VIET NAM Mallinckrodt Inc hofic sao cong chimg hop I¢ theo quy inh,

7 5527 Partamol 230 BYe: K63/1 Nguyén Thi Scc - dp My Paracetamal Dyc: Raleigh Pharmaceutical Plan  [1.1.2. Khfing cd thiing tin nguyén liéu droe cung
= 12852014 [VD-18852-13 Hoa 2 - xd Xudn Thi Déng - huyén Byi I§ 8801 Capital cdp cho nhi sin xudt no hod sir dung cho sin

Héc Mén - Tp. H3 Chi Minh - Viét Raleigh, NC 27616, USh phim ndo.

Narm 12 Théng tin tra clu tén website
https:ffextranet edqm.eu: Khong c6 diy i thng
tin nhu bin CEP np trong hd so.

1. Gily chimg nhéin CEP:
1.1, CEP ngp trong hd sox
Céng ty TNHH Lién Doanh 1.1.1. L2 bén photo chura hgp phdp hoa linh sy
Simvastatin STADA STADA-VIET N;\M , TEVA pharmaceutical Works Private [hofic sao cfing chimg hgp Ié theo quy dinh.
g 5527 0mg DYe: K63/1 Nguyen Thi Séc - ap My Simvastatn Limiled‘ Company. 1.1.2. Khéng c6 thﬁilg tin nguyén ligu dwoe cung
= [28/512014 D0I-13 Hoa 2 - xd Xuln 1;?10'1' Déng - huyén De: §¢ 13 dwong Pallagi, Debrecen, cﬁp cho nhi sdn xudt no hodc sir dyng cho sin

Hdc Mon - Tp. Ho Chi Minh - Vigt H-4042 Hungary. phim ndo,

Nam 12, Théng tin tra clu tén website
hitps:/jextranet.edqm.eu: Khng c6 dAy 8 thong
tin nhu bin CEP ndp trang hd so.

1. Giy chimg nhin GMP:
Cong ty TNHH Lién Doanh 1.1. GMP ngp trong ho so 1 bin photo chua hop
. STADA-VIET N;\M . . Akeiju sabidsiba "Grndeks" phip hda lanh sir hofic sao cdng chimg hop 16
g [P¥ - [opsadlS 1B KEYI NpwenThiSic-cp My L Ble: Krustpl el 5, Riga, Ly-10g7, |20 9w dnh- .
210850014 [VD-18856-13  |Hoa 2 -xd Xudn Théi Ding - huyén | P 4 » B '[12 Théng tn ma chu uén websie

Hoe Mén - Tp. Ho Chi Minh - Viét
Nam

Larvia

hitp:/feudragmip.ema.europa.eu: Khdng ¢6 thing
fin vé nguyén liéu hoat chét do cong ty Akciju
sabiedriba "Grindeks" dwgc phép san xuat
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86 tiép

T0 s Ny | Tenhd, SDK | v i Ohghiinghd | Tendupcy | T dcticfoin L dokhingdt
ti¢p ohin
1. Giy chimg nhdn CEP:
1.1. Gifly chimg nhin 12 bén sa0 y bén chinh,
5534 khong dirge hop phip hoa lanh syt va cong chimg
Dagsomna hop
1.2, Khéng c6 théng tin nguyén ligu sit dyng cho
sin phim ndo
1
- Cong ty CP duge phm PhaNo WC Heracus GbH 13, et hyn 2722012 —
s Bic: 396-398 Cich Mang thing 1m, |Oxalplatn Blc: Heraeussiasse 12-14 Germany 1+ Thude do Cong ty CP duge pham Pha No ky
0. Tan Bink, Tp HCM 63450 Hanau, Germany don dé nghi cding bd, tuy nhién trong phan thi
liéu kém theo lai déng diu xdc nhan cia Cong ty
0956 CP duge phém Duy Tin
i} 0771072014 2. Giay ch}'mg nhin CEP: Muc Decla_.rarlon of
Access thiéu thong tin, khong xdc dinh duge
nguyén ligu dugc cip gidy chimg nhn CEP s¢
cung clp cho nha mdy sin xuét ndo v cho sin
phim i
1. Giy chimg nhfn GMP: 13 bin copy, ddng diu
{ (g ty TNHH MTV Duge phim & DSM Sinochem Pharmaceuticals Spain |treo cda cdng ty Mebipl}ar. khﬁng duoc hop phip
3 [T B ey i ebiphan Cefadroril oA hdafinh sy i cng ching op .
12 0060014 (Cefadroxil S00mg D: 31 Ngd Thi i, Phuing 6, |monobyira D/e: OL Ind. Urvasa, o/Ripolies, |2.50 \dﬁng ky het han ?4:'I 12014
VD-9822.09 i [P ' 208130 Santa Perpetua de Mogoda [3. Ho so ding ky thuoc chura thyc hign theo quy
Qun 3, TP Ho ChiMink (Barcelona), Spain fith ACTD nhung hé so céing b6 khang ndp cdc
phdn 0 liéu §1 - §7 theo quy dinh,
- . [BASF-German , ,
) J }';WHTJ!%A panmitate. o, " pocp Soﬂ,,, East Asia ple Lid, {1-Giy chingnhin GMP cia ci nh s it
CONGTY CO PHAN DUGC PHAM Gematy bén copy, khiing dupc hop phép héa inh sy v
| 5951 VITAMINAD  |OPC cong chimg hop 1§
Bligoou 1o |oe 1017 Hong Bang, P 12, 06, TP DSM-Switzerland 2. Ho so ding ky thude chura thie hign theo quy
HCM Vitamin D3 1 tr[Ufg |B¥e: DSM Nuritional Products Asia. (dinh ACTD nhumg b sor coing b6 khéng np cic
dang diu Pacific, 2 Havelock Road # 0401, |phin ti ligu S1 - §7 theo quy dinh

Singapor 059764, Switzerland
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So iép

TT [ nhfn; Nghy | Ténthude, SDK | Tén v dja chi co s & nghj cbng b6 |  Tén duge chit Té""’“’““”‘;g:““""“""‘ L do Khong dat
tiép nhin
_ 1. Gy chimg nhin GMP cia cdc nhi sin xut 13
CONG TY CO PHAN DUQC PHAM ViarinEAceat  |BASF Germany bin copy,Khng dupc bop phip ha inh v
P TAMINEQOIUJORC (DL alpha Dic: BASF South East Asia pre L, [PENTERE
=[11/672014  [VD-10278-10 Bie: 1017 Hong Bang, P 12, 0 6, TP Tocopberl ) Ger'pmn " |2 Ho so ding kf thuoc chura thyc hign theo quy
HCM ) dinh ACTD nhumg ho so cong b khéng ndp chc
phén thi liéu $1 - 7 theo quy dinh
_ 1. Gy chimg nhin GMP cia cdc nhi sin xuft 13
; CONG TY CO PHAN DUQC PHAM VUAB PHARMA AS. bin copy, khng dugc hop phap hda linh sy v
NYST Thude ro ’
15 5051 widng QFC . Nysan BYe: Vitavskd 53, Roztoky u Prahy, cﬁnglchlmg hop ¢ 1
11/672014 VD601 Bc: 1017 Hong Bang, P12, 06,TP | * 25263, Crech Republic 2. Ho so diing ky thudc chua thyc hién theo quy
HCM dinh ACTD nhumg hd so cong b khéng ndp chc
phin thi liéu S1 - 7 theo quy dinh
. AstraZeneca Singapore Pte Ltd - BASF PHARMA (Evionnaz) SA . . .,
16 327320. ) img‘ [P WikieRoud H60I Wik R”"‘(‘}’ha‘;';“c' c: Roue du Sinplon 1, 36, 1902 | ff“f‘y phé’:..sa“ ik Kbdog ¢ by i s
Edge, Singapore 228095 onoty Evionnaz, No. 1009556, Switzerland puat gy lgu
\ AstraZeneca Singapore Pte Ltd - BASF PHARMA (Evionnaz) SA . o L
1 ggrzm . 3;“2‘_”1"[;1 [P WikieRoud H60 Wik R”:hm’"tm Dic: Route di Simplon 1, 36, 1902 | g’éy phé’:..m vt Kbiog c5 pham vi sin
Edge, Singapore 228095 oy Evionnaz, No. 1009556, Switzerland puat gy lgu
, AstraZeneca Singapore Pte Ltd - BASF PHARMA (Evionnaz) SA . o L
18 ggrzm ) ﬁmg 5 (P8 Wil Roud #0501 Wik R”:ha‘i:tm Dic: Route du Sinplon 1, 36, 1902 |- ft'“éy phé’:..m wat: Kbiog c6 pham vi sin
Edge, Singapore 228095 onoty Evionnaz, No. 1009556, Switzerland puat gy lgu
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Sitiép

TT |hfin; Neby | Tén thude, SDK | Tén va dja chi oo s nghj cing bd |  Tén duye chlt T&‘“q’mm‘f“"m"‘m L do khéng dat
tiép nhn
VDD Merck Sharp & Dohme(ASIA) 1, Gidy chimg nhin GMP ciia nhd sin xult
P nguyén ligu khong c6 pham vi sén xudt d6i véi
. B/c: FiatRM 1401 A&B 14F & 27/F, . Schering - Plough (Avondale) Company . .
8120 Aerius D-12 . Desloratadine ) nguyén ligu Pseudo ephedrin
19 Caroline Center, Lee Gardens Two, 28 . Dl Rathdrum  County  Wicklow, 2 T ;
12182014 [VN-3623-10 : Pseudoephedrine 2. Ho so ding ky thudc cha thye hién theo quy
Yun Ping Road, Causeway Bay, Hong Ireland . PO T
" dinh ACTD nhung ho so ¢6ng bo khong ngp cdc
e phin thi lgu S1 - S7 theo quy dioh
f:;m Merck Sharp & Dohme(ASTA) L, Thidu 6 B ching orich thabe Clarkyne
. . syrup sir dyng nguyén iéu hogt chét ciia nha sin
8120 (Clarityne symp D ITWRM HOULAGD 1R & 20F, . Schering-Plough {Avondale (?ompany xuit Schering - Plough (Avondale) Company
2 Caroline Center, Lee Gardens Two, 28 |Loratadine Dfe: Rathdrum  County  Wicklow, 1 L ;
=12/82014  |VN-11320-10 Vit Pine Road. Causewiy Bay. Hon eland 2, Ho so ding ky thuoc chua thye hign theo quy
Kon g Rodds 54, Hong dinh ACTD nhumg hd o cbng b6 khng ngp cdc
s phan ti liéu S1 - S7 theo quy dinh
VPDD Merck Sharp & Dohme(ASIA)
Ltd 1. Xéic nhfn cia Co quan o6 thim quyén vé tinh
8102 Cancidas 50 EYc: FlayRM 1401 A&B 14F & 27/F, Merck Sharp & Dohme Corp,, trang GMP ciia nha mdy sin xuat khong néu ro
2 {mmone v;";fzgsl_l 4‘“5 Caroline Center, Lee Gardens Two, 28 |Caspofungin Die: 2778 South East Side Highway [nguyén léu cia thubc dé nghi céng bg o6 duge
Yun Ping Road, Causeway Bay, Hong Flkton, Virginia(VA) 22827, USA  |sin xut tai nhi méy ndy hay khng,
Kong 2. Thiéu don dé nghi theo méu s0 § theo quy dinh.
VPBD Merck Sharp & Dohme(ASIA)
Lid 1, Xéc nhén cda Co quan cd thim quyén vé tinh
- N— BYe: FlayRM 1401 A&B 14F & 27FF, Merck Sharp & Dohme Corp., trang GMP ciia nh mdy sin xudt khéng néu rb
2|0 Va£;-2§s2-l 4mg Caroline Center, Lee Gardens Two, 28 |Caspofungin Dic: 2778 South East Side Highway [nguyén lidu cia thubc d8 nghj cong bé o6 dupe

Yun Ping Road, Causeway Bay, Hong
Kong

Elkton, Virginia(VA) 22827, USA

san xuft ta nhi mdy ndy hay Khidng,
2, Thiéu don d& nghi theo mé s 5 theo quy dinh.
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86 tifp

TT | hfn; Ngdy | Tén thufe, SDK | Tén v dia chi cosird¥ nghj ebug bs | Tén dure ch ““"“""h'?h’gm‘“mm L do khong dat
tiép nhfn
ES{)D Merck Sharp & DotmefASLA) 1. Xéc ohdn cla Co quan c6 thim quyén vé fnh
8192 [Tienam BYe: FlayRM 1401 AGB 14F & 27VF, |Imipenemn Merck Strp & Dahme Corp, - rang GMP ci i éy s it Khng néu 16
pA) . 0 Bic: 2778 South East Side Highway |nguyén liéu cia thudc 06 nghi cdng b c6 duge
==114/82014  [VN-13275-11 Caroline Center, Lee Gardens Two, 28 |Cilastatin L ¢
Yun Pine Road. Ca Bav Hon Elkton, Virginia(VA) 22827, USA  |sén xuat tai nhi mdy ndy hay khong.
Kt:mg g Road, Haisevay 50y, Hong 2. Thiu don d& nghi theo méu s6 5 theo quy dinh.
[PSEN PHARMA PR 1. Gidy chimg nhin GMP cia nhd sin xuit
2% 8195 Actapulgite Dife: 65 Quai Georges 92100 |Activated Attapulgite D;a “ Coh“: pse; I}gu;u:ag,;gm LISLE nguyén ligu: Hogt chét ghi khéng thng nhdt véi
= |14/8/2014  [VN-5437-10 Boulogne BitlancourtCedey, France  |of Mormairon SJR 14 ;3; G;Ee; “ ot chét trong danh muc thudc dé nghj céng bo
» Frae 2, Thid don ding ky theo mhu 55 5 theo quy dinh
Cara Partners
. o N . 4 3 n A pe A
Ginkor for [PSEN PHARMA Ginkgo biloba extract |Bye: Waﬂmgsmw, Litfle Island |1, GIB}‘.ChUTIg nhdn CE? (doi véi nguyén Liéu
; Industrial Estate, Co. Cork, Ireland  |Heptaminol vi Troxerutin): chua hgp phép héa
8195 VN-16802-13 Be: 65 Quai Georges 92100 _ , .
B 14/812014 Boulogne BillancourtCedex, France : inh s A oo chig theo quy dinh.
g ’ Troseruin Expansia PCAS 2. Thidu don ding kf theo mhu 55 5 theo quy
- D/c: Route D' Avignon, France-303%0  |inh
Heptaminol Aramon, France o
Hydrochloride
Beaufour Ipsen Industrie L Gidy t ching minh ugubn gbc nguyén lu
Attapulgite Bic: Chenmin de Reydet 84600 L'ISLE Aluminum and Magnesium dried gel chua thye
Gastropulgite IPSEN PHARMA SUR LA SORGUE, France hién theo quy dinh tai cong vin hwéng dan so
% 8195 VN-17985-14 Bc: 65 Quai Georges 92100 5576/QLD-DK ngay 08/4/201 cia Cyc Quén 1f
= (14/812014 Boulogne BillancourtCedex, France Duge (Tai ligu khong phai 13 giay chimg nhén
w I » A
Aluminm and SPI Pharma Inc. . GMP,l CEP hopc_ Giay ‘phép san,xuat‘).
Magnesium dried eel BYe: 40 Cape heiopen Drive 2. Thien don déng ky theo mau 50 5 theo quy
e 8% \Lewes, DE 19958, USA dich.
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Shtiép

TT |nhdn; Ny | Tén thube, SDK | Ten va d chico s 6 nghi cingbb | Tén e chlt “”““"“”:hﬁ"""““dm L do Khbog dat
tiép nhin
05 o (Céng Ty CP Durgc Phém Duy Tén Fresenius Kabi Anti-Infectives SR.L.  [1. Gidy ching nhin GMP cia nha sin xult
2 bwnoig V}I:Ja-lﬁig2lll3 Bie: 22 Ho Bide Chanh, 0. Phi |Oxacillin natr Ble: Via S. Leonardo 23 - 45010 |nguyén ligu khong c6 pham vi sin xudt doi véi
hughn, Tp. HG Chf Minh, Vidt Nam Villadose (RO), Italy nguyén liéu Oxacillin
. (Ctng ty TNHH Duge phém B.H.C Lipa Pharmaceuticals Pry. Ltd. TRV ! L
iy gg?g%m . fmﬁﬂ-u Ble: 145 Dio Duy Anh, P9, Q. Phit |Sharkcartlage  [BVer 21 Reaghs Famn road, Minio iug‘;ﬁfl‘m‘"’f“hﬂsz”zhﬁﬁﬁf P:*"”’ n
Niun, Tp. H Chi Mink, Vit Nam NSW 2566, Australia Byt %
5 i Glucosamin sulfat  {Lipa Pharmaceut .
o8 oatis Congty TNHK DucpramBHC — (Ghosmin st [Lipa Phormaceutcals Py, Lid. /a1 GP: R o pham i
Blyonois [y [Pl 145 Do DuyAnk P, 0. Phi BVe: 11 Reaghs Farm roud, Mo |, 4 ;6 nguyen i Shark cartlage
Nhun, Tp. Ho Chi Minh, ViétNam | Chondroitin sulfat ~ [NSW 2566, Australia g .
. Congty TNHHchphém BHC Lipa Pharmaceuticals Pry, Ltd, o ! .
k(] gg?gsﬂm 4 3351;962.11 Bfc: 145 Pao Duy Anh, P.9, Q. Phii |Glucosamine sulfate |B/c: 21 Reaghs Farm road, Minto ig:gﬁgfmﬁmhﬂa:ﬁ p:am s
Wi, Tp. H Che Mink, Vit Kam NSW 2566, Ausralia : #
" i ale carbona ipa Pharmaceuti ;
068 |Briozedl Cingty TNHH Dugophiam BHC | Callctborat [ipa Prarmcentas R Lid. | ot 0 1 G- ing o phamvis
i oo [N 127001 BYe: 143 Dao Duy Anh, P.9, (. Phil Bic: 21 Reaghs Farm read, Minto bt ddiviin yén lén Sark cartage
g, Tp. HG Chf Mink, Vit Nam  |Vitanin D3 NSW 2566, Australia UL COI VL Ty ®
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