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Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y tS chuyen nganh GTVT.

Ngay 18/3/2016, Cue Quan ly Duoc - BQ Y tS co Cong van s6 40311QLD
CL v@viec cong b6 co sa san xu§.t thuoc dat tieu chuan PIC/S-GMP va EU-
GMP (Dqt 37).

DS phuc vu t6t cho cong tac d§.uthau mua thuoc, Cue yeu cfiu cac dan vi
tham khao Danh sach cap nhat co sa san xu§.t thuoc dat tieu chuan PICS-GMP
va EU-GMP t6ng hQ'Pilldot 1 dSn dot 37 tren trang thong tin di~n tu cua Cue Y
tS G'Fv'T http://cucytegiaothong.mt.gov.vn; chuyen muc Chi dao va huang d§n
nghiep vu y tS.

Trong qua trinh thuc hien neu co kho khan, virong mac lien h~ tnrc tiSp
voi Phong Nghiep V\l Y DuQ'c va trang thiSt bi y tS dS duQ'Chuang d~n va giai

:.. lA.}fe1fquyet.l. __

Noi nhljn:
- Nhu tren;
- Luu: VT, NVYD&TTBYT.
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Kinh giri: Sa Y tS cac tinh, thanh ph6 tnrc thuoc T §ff:~~~~..1.1f ....
Tri@n khai Thong tu lien tich s6 0112012/TTLT-BYT-BTC ngay

19/0112012 c,ua lien 8<)Y tS - B<)Tai chinh huang dan diu thau mua thuoc trong
cac co sa y te;

Thirc hien Thong tu s6 3612013/TTLT-BYT-BTC ngay 1111112013 cua
lien B<)Y tS-B<)Tai chinh sua d6i,b6 sung mot s6 diSu cua Thong tu lien tich s6
0112012ITTLT-BYT-BTC ngay 19/01/2012 cua lien B<) Y tS-B<) Tai chinh
hirong d~n diu th~u mua thudc trong cac co sa y tS va Thong tu s6 37/20 13ITT
BYT ngay 111111~013cua B<)Y tS huang d~n l~p H6 sa moi th~u mua thuoc
trong cac co sa y teo

C\lCQuan ly Dircc thong bao:
1. Cong b6 Danh sach co sa san xuit thuoc dat tieu chu§.n PIC/S - GMP

va EU - GMP (Dot 37).
2. Rut ten ra khoi Danh sach co sa san xuit dat tieu chu§.nPIC/S-GMP va

EU-GMP d6i v6i cac ca sa san xuAt co Gicly chUng nh~n GMP dii h~t hi~u II;l'C
qua 03 thang (Gicly chUng nh~ GMP hSt hi~u h,rc tru6'c ngay 18112/2015, va
cho t6i ngay 18/03/2016 ca sa san xuit chua tiSn hanh n9P I~i giiy chung nh?n
m6i).

3. DiSu chinh nQi dung sau khi th§.mdinh h6 sa b6 sung cua cong ty:
- Cong ty Bristol-Myers Squibb (Cong b6 dgt 34 SIT 27): DiSu chinh ten

ca sa san xuit, dia chi va ph~ vi chUng nh~n.
- Cong ty F. Hoffmann-La Roche Ltd (Cong b6 dgt 33 STT 57): B6 sung

ph~m vi chUng nh?n thanh "thu6c b9t pha tiem chua khimg sinh cephaloporins".
- Cong ty Lek Pharrmaceuticals d.d (Cong b6 DQt 33 STT 13): Di&uchinh

ph~m vi chUng nh~ thrum "bao g6m cci".
- Cong ty Laboratorios Lesvi, SL (Cong b6 f)gt 23 STT 12): Di~u chinh

ph~m vi chUng nh~n thanh "vien nen (bao g6m ccivien nen bao phim)".
- Cong ty Egis Pharmaceuticals Pic Site 3 (Cong b6 Dgt 27 STT 59): Di~u

chinh ph~m vi chUng nh~n thanh "vien nen (bao g6m co vien nen bao phim) ".
- Cong ty Egis Pharmaceuticals PIc (Cong b6 DQt 33 STT 19): Di~u chinh

ph~m vi cherng nh?n thanh "vien nen (bao g6m ccivien nen bao phim)".
- Cong ty Novartis Farmaceutica, SA (Cong b6 Dgt 35 STT 11): Di~u

chinh ph~m vi chung nh?n thanh "Vien nang cung (bao g6m co chit kim t~

bao)" va b6 sung "vierz nen bao phim va vien nang".



- Cong ty Medice Arzneimittel Putter GmbH &Co.KG (Cong b6 Dot 17
STT 9): Di~u chinh pham vi chirng nhan tir thanh "vien nen (baa g6m ca vien
ngdm?',

- Cong ty Medochemie Ltd (Factory B) (Cong b6 Dot 31 SIT 30): khoi
phuc lai dang "vien nen" cho cong ty.

- Cong ty Laboratories Chemineau (Cong b6 Dot 19 STT 40): Di~u chinh
pham vi thanh "dang bao chS ban rfuJ(baa g6m ca kem, mii gel).

- Cong ty Panpharma (Cong b6 Dot 20 SIT 37): Dieu chinh dia chi thanh
"ZI du Clairay, 35133, Luitre, France".

- Cong ty West Pharma - Producoes de Especialidades Farmaceuticas,
S.A. (Fab. Venda Nova) (Cong b6 Dgt 34 SIT 43): Di~u chinh ten co sa san
xuat, b6 sung phan pham vi chirng nh~ va han hieu lire,

- Cong ty Laboratorio Pablo Cassara S.R.L. (Cong b6 Dot 34 SIT 13):
Di~u chinh ngay c~p thanh "17/09/2015",ngay hSt han thanh "17/09/2016".

- Cong ty Atlantic Pharma - Producoes Farmaceuticas, S.A (Fab.
Abrunheira) (Cong b6 Dot 34 SIT 38, 39): DiSu chinh ten Co sa san xu~t ill
thanh "Atlantic Pharma - Producoes Farmaceuticas, S.A (Fab. Abrunheira)"

- Cong ty Teva Gyogyszergyar Zrt. (Teva Pharmaceutical Works Private
Limited Company) (Cong b6 Dgt34 SIT 9, 10, 11,42): 86 sung phan pham vi
chimg nhan va han hieu hrc.

- Cong ty Lek Pharmaceuticals d.d (Cong b6 Dgt33 SIT 13): DiSu chinh
ph?m vi chUng nh~ thanh vien nen (baa g6m ca vien nen baaphim).

- Cong ty Lek S.A. (Cong b6 Dgt 32 SIT 13): DiSu chinh ph?ffi vi chUng
nh~n thanh vien nen (baa g6m ca vien nen baaphim).

- Cong ty Salutas Pharma GmbH (Cong b6 Dgt 31 STT 8): DiSu chinh
ph?m vi chUng nh~ thanh vien nen (baa g6m ca vien nen baaphim).

- Cong ty Laboratorios Lesvi, SL (Cong b6 Dgt 23 SIT 12): DiSu chinh
ph?m vi chUng nh~n thanh vien nen (baa g6m ca vien nen baaphim).

- Cong ty Chong Kun Dang Pharmaceutical (Cong b6 Dgt36 SIT 36): B6
sung ph?m vi cong b6 "Thu6c chua Cephalosporin: Thu6c b9tpha tiem".

- Cong ty CJ HealthCare Corporation (Cong b6 Dgt 35 SIT 16): DiSu
chinh ph?m vi chUng nh~n thanh "Dungdich thu6c tierntruyJn".

Danh sach c~p nh~t co sa san xu~t thu6c d?t tieu chuAn PIC/S-GMP va
EU-GMP t6ng hgp tir dgt 1 dSn Dgt 37 duQ'cdang tfii tren trang thong tin di~n
tu cua C\lCQuan Iy DuQ'c - Dia chi: http://www.dav.gov.vn - M\lc Quan ly gia
thu6c/IT vS d~u th~u thu6c).

C\lCQuan ly DuQ'c cong b6 Danh sach co sa san xu~t thu6c d?t tieu chuk
PIC/S-GMP, EU-GMP thea dinh d~g Excel va PDF dS cac co sa xet th~u thu~
IQ'itrong tra Clru.Trong do, danh sach du6i d~g PDF duQ'ccoi la can ClldS xem
xet cu6i cling.



4. Trong tnrong hop co sa san xuat co ten dong thai trong "Danh sach co
sa san xuat thuoc dat tieu chu&! PIC/S-GMP, EU-GMP"; va "Danh sach h6 so
dS nghi cong b6 co sa san xu~t thuoc dat tieu chuan PIC/S-GMP, EU-GMP
khong dat yeu cau", "Danh sach h6 so dS nghi cong b6 co sa san xuat thuoc dat
tieu chuan PIC/S-GMP, EU-GMP phai b6 sung giai trinh" thi co sa san xuat dap
irng cac yeu cAu dat tieu chuan PIC/S-GMP, EU-GMP voi pham vi chirng nhan
duoc cong b6 tai Danh sach C?P nhat co sa san xuat thuoc dat tieu chuan PIC/S
GMP va EU-GMP.

Sa Y tS cac tinh thanh ph6 true thuoc Trung uong chiu trach nhiem thong
bao thong tin tren voi cac co sa y tS tren dia ban d~ cac co sa thuc hien cong U1C
d~u thau thuoc thea dung quy dinh,

Cue QUID ly Diroc thong bao d~ cac dan vi biSt va thvc hi~n./.

NO'i n"~I1:
- Nhu tren;
- CI,ICtruCmg Truong Qu6c Cucmg (d~ b/c);
- CI,ICQuan Y - B(>qu6c phong;
- CI,ICY t€ - B9 C6ng an;
- C,\lCY t€ - B9 Giao thong v?n tai;
- Cac b~nh vi~n tn,rc thu9c B9 Y t~;
- Website Cvc Quim ly Dugc;
- Luu: VT, CL (2b).

KT. el)e TRUONG
, el)e TRUONG



DANH sAcH co s6' SAN XUAT THUOC D~T TIEU CHUAN PIC/S - GMP vAEU- GMPmroc DIEU cHiNH N(UDUNGDJ\.CONG80
f)<rt 37

(Theo cong van so 4031/QLD-CL ngay 18/03/2016 cua Cue Quan IyDU'Q'c)
DQT TEN co sa SAN .. <, , NGuyll;N GIAVC~~:·· NGAy

NGAY NHOM : .. :
STT &

XUAT
VIA CHi VI CHU'NG NH~N TACGMP NH~N: 'CAP

HET CO'QUANCAP tHu6c LY DO DIEUCHiNH
STT ::. -. HAN 1 Z

•

1 Oqt Bristol-Myers 4601 Highway 62 East,Mt. • San ph~m thuec vl~n nen bao phim Baraclude (entecavir) USGMP 07-0199- United States Food and X £li~uchlnh ten ca sa san xuat t(t "Bristol-

34 Squibb Vernon, Indiana 47620, 2014-02-VN Drug Administration Myers SquibbCompany" thanh "Bristol-
sn United States "<t \0 MyersSquibb"; dla chi C<1 sa tir "IN.... ....

0 0 47620" thanh "Indiana 47620"; pharn vi27 N N...... ......co 00 chCrngnh~n tlt "vien nen Baraciude".E? 0......
0 0 thanh "vien nen bao phim Baraciude"N N

2 Dqt F. Hoffmann-La Wurmisweg, 4303 • ThuDCvOtrung: EUGMP 15-0899 II> r-, SwissAgency for X £l~ngh] aieu chlnh dla chi va bo sung
33, RocheLtd Kaiseraugst,Switzerland - Thuec dang long: dung dlch the tich nho (bao gam SVP,thuec .... .... Therapeutic Products pharn vi: thuOcbot pha tlern chua khang0 0

N N
sn nho mat). -- -- (Swissmedic) sinh cephaloporins.

~
....

- ThuDCd~ng bao che ran: ThuDCdOngkhO,thuec bot pha tiem
....

57 r-, ;::::-
chua cephalosporins

N 0

3 Oqt Lek Verovskova ulica 57, • ThuDCkhOngvOtrung: EU-GMP 401-9/2015- Agency for medicinal x He sa diii cOngbDdot 33, SD thu til13.
33 Pharrmaceuticals Ljubljana, 1526, Slovenia + Vien nang cung (bao gam ca thuoc uc che ml~n djch); 5 products and medical COngty b6 sungMA cua thuDCvien nang

sn d.d + Vlen nl!n (bao gamd hormon ho~c chat c6 ho~t tfnh II> co devices of the Republic cung cacho~t chat khOngphai la cae.... ....
hormon, Prostaglandins /cytokines, chat doc te b~o/chat kim te

0 0 of Slovenia th~5c uc che mi~n djch va vien nen cac13 N N...... ......
b~o); co II> th~5c khOngphall~ cac thuoc chua ho~t

~ ~+ Thuoc bot; thuoc com; h~t pellet; mlcropellet. .... .... ch:lt d~c bi~t. £lIeu chlnh ph~m vi thlmh

• Thuoc dlfQ'ClI~u "b~o gom ca".

4 Oqt Laboratorios Lesvi, Avinguda de Barcelona, • Thuec vOtrung: EUGMP NCF/1412/0 Ministry of Health of X £lieuchlnh £lQ't23 sn 12, bo sungvlen

23 SL 69, 08970 Sant Joan Despl + Thuoc san xuat vOtrung: dung dich the tich nho. 02/CAT Govement of Catalonia, nenbao phim

sn (Barcelona), Spain + Thuec tI~t trung cuei: dung djch the tich nho, dung djch the Spain
12 tlch Ian.

• Thuoc khOngvOtrung: vlen nang cung; vien nen (bao gam ca
villn nen bao phim); thuoc ueng d~ng long.
• San pham: Vlen bao phim Valsartan/ Hidrociotiazida Qualigen
160mg/25mg (Valsartan 160mg; Hydrochlorothiazide 25mg).
Ten t\li Vi~t Nam: Valbelis 160/25mg.;
• San pham: VIen bao phim Valsartan/ Hidrodotialida Qualigen .... "80mg/12.5mg (Valsartan/ Hydrochloroththiazide .... ....

0 0
N N

80mg/12.5mg). nn t\li Vi~t Nam: Valbelis 80/12.5mg.; -- --m ....
• San pham: Vien bao phim Irbesartan Qualigen 300mg

0 0
'0 --"(Irbesartan 300mg). Ten t~i Vi!it Nam: Belsartas300mg.;
N ....

• Sanpham: Vien bao phim Irbesartan Qualigen 150mg
(Irbesartan 150mg). Ten t"i Viet Nam: Belsartas 150mg.;
• Sanpham: Vie" bao phim Desloratadina Qualigen 51llg
(Desloratadine Smg).nn t"i ViiH Nam: Aleradin.,
• Sanpham: Vie" bao phim Clopidogrel Qualigen 7'img
(C1opidogrelhydrogensulfate 97.86mg). Ten t<;liv,~:Nam:
Pidoespa 75"'g.

~ra,,1I, 1 / b cO'; 37



khOng vO trung: vl~n nang cung, thullc dung ngoal HlI sa <facOngbll <fQ't27, SIT 59.
ng 16ng;thullc ollng d~ng 16ng;thullc bl)t, thullc cllm; thullc Dl>ngV btl sungd~ng bao chI!"vi~n bao

mu (bao gllm ca aerosol chua kMng sinh) va thullc bl)t do <f5c6 GI$yphep hru hanh cac
dang bao chI!"ban r~n; thullc dan: vl~n nen (bao gam ca 'Ot '" bao chI!"nay do CueQuan IvDltQ'c... ...

chua ch$t kIm tl!"bao), vl~n bao phim. 0 0 ca'pN N....... .......en '" - KhOngbtl sung cacdang bao chI!"vi~n0 Q........
N en nang glAi ph6ng cham, vi~n nen giai0 N

ph6ng ch3m, vli!n nen bao phim giai
ph6ng ch3m do da e6trong pharn vi

bc5
6 DQ't Bokenyfoldl ut, 11S-120., Thudc vOtrung: EU-GMP Nationallnstltude of x sa da cOngbll dot 33, SIT 19.

33 Budapest, 1165, Hung.ry Thullc sAnxu$t vOtrung: Dung djch the tlch nh6. ..... Pharmacy and Nutrition, V b6 sungdang bao chI!"vl~n m!n....
SIT Thullc tl~t trung cuoi: Dung djch thl!"tlch nh6. 0 Hungary bao phim do CIa c6 Giayphep Iltu hanhN.......
19 • Thullc khOngvOtrung: Vli!n nang cung; thullc bl)t, thullc en dQngbao che nay do C!,ICQUiln Iy0.......

N cap....

7 DQ't Novartis Rondade SantaMaria. EU-GMP of X tv nl)p Phl,lll,lc2 cuaSMF
35 Farmaceutlca,SA 15S OS210 BarberaDeI Vli!n nen; vii!n nen bao phim; vien nen baoClltO-ng. thOng tin v~ dQngbao cheCI,Ithe
SIT (Barcelona),Spain Vi~n nang cung (bao gam ca chat kim te bao). ph~m vi "dQngbao che r~n kh~c" la
11 '" 00 nen baa phim va vi~n nang. DQng... ....

0 0
che vl~n nen bao phlm CIa dltQ'c

~

N.......en bll. DI~u chlnh d~ng baa che "Vien~... .... nang c(rng (ch$t kIm te bao)" thlmh
"VI~n nang cung (bao gl>mca ch$t kIm
tebilo)".

8 DQ't Medice Arznelmlttel * Thullc vOtrung: EU-GMP Caquan thgm quyen X COngtv CllIcung c$pCPPva MA cua san
17 Putter GmbH &Co.KG +Thullc san xuat vOtrung: Dung djch the tlch nh6. Duc pham vlen ng3m,Clieuchinh phQmvi

SIT 9 Kuhloweg 37, 58638 +Thullc ti~t trung culll: Dung djch the tlch nh6. m '" nh3n tLr "vien m!n" thanh "vien... ...
Iserlohn, Germany • Thullc khOngvOtrung: VIen nang cung; vien nang m~m (vien 0 0

(bao gom colvien ng~m)".N N....... .......
m~m v6 gelatin Nephrotrans); thullc ullng d~ng 16ng; '" '"Q. 0.......
bao che r~n kMc (thullc com. pellet); d~ng bao che ban '" '"N ....
vlen nen (bao glim ca vi~n ng~m).
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IlQT TEN CO's6'SAN ;,'i):··· , " Y2' J ..j.i[,i, ..... NGuYEN" • GIKvCft NGAy NGAY NHOM
Il!ACHI PH"_MVI HEr· I'

CaQUA~!cAP TH06c LVDO IlIEU calNtf..<ITT & XUA'r 'rACGMP' N",~N' cAp
STT >'. r : ..... ::'","'18J ';:;n:.·. HAN 1 2

9 DQ't Medochemie Ltd 48 lapetou Street, Agios cac si\n phgm chua kh~ng sinh nh6m Penidllin: EU·GMP OE003/201S Pharmaceutical Services X Ti1idot 3Sd~ Di~u chlnh tnrc ti~p th~m

31 (Factory B) Athanasslos Industrial +Thu6c san xu~t vOtrimg: Thu6e bOt pha dung dlch ti~m. /002 Ministry of Health, di1ngvll!n nen bao phim do: "COngty da

sn Area, 4101 Agios +Thu6c khOngvOtrung: vl~n nang ceng: vlen nen; vlen nen Cyprus nop gl!y xacnMn cue QLDCyprusxac

30 Athanassios, Limassol, bao phlm; thu6e e6m va thu6e bot pha hlln dlch u6ng, nh~n r~ngescdang bao eh~"tablets"

Cyprus n~u trong gl~ydurng nh~nGMPcua cac
nhi may tren cuaCOngty Medochemie

L" r-, Ltd" baogom tat eacacdang vi~n nen
..... ..... nhir vlen nen bao phim va vi~c sanxuat0 0
N N...... ...... thuoc dang bilo ch~vien nen bao phim<D .....
0 ........... ...... dllll'c phep thl,l'chien tiii eilenha mayN <D..... 0 nay."

Tuy nhien, ti1idQ't3Sdii x6a mat di,lng
"vien nen". Vi v~y d~ nghi khOiphl,lcl<;Ii
di1ngvien ntln eho cOngty.

10 DQ't Laboratories 93 route de Monnaie, 37 • Thuec khOngva trung (ch(ta chat c6 hOi,lttfnh hormon): EU·GMP HPF/FR/108 m o.n National Agency for the Congtv d~ nghi bo sungdi1ngbao ch~

19 Chemineau 210 Vouvray, France thuec dung ngoal di,lng long; thuec u6ng di,lnglong; thuOc phun /2013 ..... .... Safety of Medicine and ban r~n bao gom thuoc gel bOingoai ra.0 0
N N

sn mu; di,lngbao ch~ ban r~n (bao gomdgel boi ngoal da), ...... ...... Health Products (ANSM), Chapnh~n d~ nghl nay.o.n .....g .....
40 m 0;- France

..... N

11 DQ't Panpharma ZIdu Clairay, 35133, • Thuec vOtrimg: EU·GMP HPF/FR/22S m <D National Agency for the X COngty d~ nghi di~u chlnh li1idia chi tit

20 Luitre, France + Thu6c san xu~t vOtrung: thuec c~yghep va di,lngr~n (ch(ta /2013 ..... .... Safety of Medicine and "ZLdu Clairay,35133, Luitre, France"0 0
N N

sn beta lactam). ...... ...... Health Products (AN5M), thanh "ZI du Clairay,35133, Luitre,N .......... a France"theo dung thOngtin tren GCN.37 '0' ...... France'"..... ....
12 DQ't West Pharma . Rualoao de Deus, n°. 11, • Thuec khOngvOtrung: Vien nang c(tng, thullc bOt, thuec cllm, EU·GMP F030/001/2 ... National Authority of X COngty da dlfQ'CcOngbe dl,l'atren CPP.....

34 Producoesde Amadora, 2700·486, vi~n nen (bao gom ca vien nen bao ph1m). 014 0 Medicines and Health nhlfng khOngc6 hi1nhleu Il,I'c.CongtyN......
sn Especialidades Portugal

..... Products (INFARMED), nop GCNGMPM b6 sungh<;lnhieu It/c .0......
B6 sungphiln phi,lmvi ch(tng nhijn va43 Farmaceuticas, ..... PortugalN

SA (Fab.Venda • San pham: Vien nen bao phim Irbesartan Besantil (T~n dang 0704/CM/20 ... <D hi1nhieu Il,I'ctheo GCNGMP.
..... .....

Nova) ky ti,li Viet Nam: Lisbosartan 300mg) (Irbesartan 300mg/vi~n) 14 0 0 Dieu chinh ten C(J sa sanxuat tit "West
N N...... ...... Pharma . Producoesde Especialidadeso.n 0
0 ........... ...... Farrmaceutlcas,SA (Fab.Venda Nova)"<D .....
N .....

thanh "West Pharma . Producoesde
• Sanpham: Vi~n nen bao phim Irbesartan Besantil (Ten dang 0703/CM/20 ... EspeeialidadesFarmaceutieas,S.A.(Fab......
ky ti,li Viet Nam: Lisbosartan 150mg) (Irbesartan 150mg/vien) 14 0

N VendaNova)"......o.n
.!2.
<D
N

13 DO't Laboratorio Pablo Carhue 1096 (Zip code: • Thu6c khOngch(ta khdng sinh beta lactam, chat c6 hoqt tinn PIC/S·GMP 20132014 National Administration X Dieu chinh ngaycapGCNtit
ill CassaraS.R.L. C1408GBV).BuenosAires, hormon (khong hqn che coi voi thuoc tiem Erythropoietin 00155715 of Drugs, Foods and "19(07/2015" thlmh "17/09/2015", ngay

STT Argentine Rel)ublic ngllai tai to hO'P).chat kim te bao: I.fl '" Medical Devices heth"n til "19/07/2016" thanh0 0
13 + Thuoc khOngvo trung: Dung dich thullc, thullc ban r~n, thuo, N N (ANMAT), Argentina "17(09/2016" theo dung GCNGMP,-.... -....

phun mu;
en enc c-.... -....

+ Thulle va trlmg: Dllng olch thullc, thullc ban r~n dung dllcJ'Ilg
..... .....~ ~

tiem (bao gOn)san pr,;.!", SinhhQc) hoile khOngdung allang
tiem.
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15 Vi~n bao phlm Losartan + hidroclorotlazlda Cotiasar
(Losartan potaslum 50mg; Hydrochlorothiazide 12.5mg)

16 Site 1;Pallagiut 13., khOngvOtrung: Vien nang clrng (bao g~m san ph:lm c6
tfnh h6c mOn),vl!!n nang m~m, thu6c dung ngoal dang
thu6c u6ng d~ng 16ng.thu6c vi nang, thu6c bOt, thu6c

ban r~n (bao gllm san ph:lm c6 hoat tfnh h6c mOn), thu6c "~n,
vl~n nen (bao gllm ca vl~n nen bao phlm; bao g~m ca san ph:lm
c6 heat tfnh h6c mOn).

VI~n nen bao phlm Clprofloxacin 500 mg (tllang
sa2,2mg Clprofloxacln hydrochlorlde)/tablet

t~1Viet Nam: Vlen n~n bao phlm Pfcaroxln 500mg

VI~n nen bao phlm ARBARTAN50mg (Losartan-Teva
: Losartan potassium 50mg/vl~n.

VI!!n nen bao ph1mCOVIOGAL5mg (nn "ling ky t~i
Viet Nam: Tevaprolol 5mg) (Blsoprolol fumarate s.oomg)

ph:lm: Vi!!n nen Mycophenolate mofetil; 5OOmg;50,150
SOxI

t~i Viet Nam: Vlen nen bao phim Mycophenolate Mofetil

17 • Thu6c khOngvOtrung: Vi!!n nang clillg (ch(ra chit uc ch@"
mi~n djch); Vi!!n nen (bao g~m ca vien nen bao phlm; bao gom
ca san ph:lm ch(ra hormon ho~cchat c6 ho~t tlnh hormon,
Prostaglandins/cytoklnes, chat "¢C te bao/chit kIm te bao);

bOt, thu6c dim; h~t pellet, vi nang (micropellet);
• Thu6c dlll;1C lieu.

II>....o
N

!....
00 Main Pharmaceutical
~ Inspector......
Q.
'"

x

x

x

tu

"Atlantic Pharma - Producoes
Farmaceutlcas,S.A(Fab.Abrunheira)"

tv nOpMA cua cac sanpham de
"i~u chinh ph~m vi chung nh~n tu
m!n" thanh "vi~n nen (bao gom ca

vien nen bao phim)"

EU-GMP18 £)1;11 LekSA
32
sn
13

16 Podllpie Street, 95·010
Strvkow, Poland

vOtrimg c6 tiet trung cuei: G~cvisco - polyester vO
t:lm isopropyl alcohol 70%;

khOngvOtrung: Vien nen (bao gom eolvien n~n bao
400/0095_0
4_01/04/50/
15

x COngty nOpMA cua caesan pham
xin "i~u chinh ph~m vi chung nh~n tit
"vien nen" thanh "vien nen (baD gom ca

nen bao phim)"
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. DQ'T ,
"

;
NGl1'VftN GIAveH. NcAv NGAY

"".
NHOMTEN CC1sa SAN

~T & XUKT DIACHi
, "',

PH~MVI CHUNGNH~N tACGMP NH.~N 'iMp HET CO'
".' :., ' ....

THUOC LY DO blf:1JCHiNH
SIT ,.

..;. .:/', HAN 1 2
19 Dqt SalutasPharma SalutasPharma GmbH • Thu6c khOngvOtrung: Vien,nang cling (bao gllm d cacsin EU-GMP DE_ST_01_G CO'quan th~m quy~n X COngty nop MA cua cac sanph~m di1

31 GmbH Otto-von-Guericke-Allee 1, ph~m chUa ch~t dOct~ bilO/cha't kim t~ bao): thu6c u6ng dang MP_2015_0 LI'I r-, Duc xin di~u chlnh pharn vi chung nh~n tit
SIT 8 39179 Barleben, Germany long (bao gllm eacac san phllm chea eh3'tmi~n dleh); vlen n~n 002 ... ...

"vien nen" thanh "vien nen (bao150mca0 0
N N

(bao gllm ci vien nen bao phim, bao gom ca cacsi\n ph(m ;::. '<, vien n~n bao phim)"N
~ ...

chua hormon va cha'tco hoat tfnh hormon, cha'tdOct~ --..en N
bao/ch3't kim t~ bao, ch5t mi~n dlchl, ... ...

20 Dqt Laboratorios Lesvi. Avinguda de Barcelona, • Thu6c vOtrung: EU-GMP NCF/1412/0 Ministry of Health of X Congty cung cap MA va cpp de dieu
23 SL 69.08970 Sant Joan Despl + Thuoc san xu5t vOtrung: dung dlch th~ tich nho. 02/CAT ..r Government of chlnh philm vi chung nMn tu "vien nen"...

+Thuoc tiet trung cuoi: dung dlch th~ tich nhe, dung dlch th~ 0 Catalonia, Spain thanh "vien n~n (bao 150mcavien nenSIT (Barcelona), Spain N--..
tich I&n. '" bao phim)".12 0

• ThuOckhOngva trung: vien nang cung; vien nen (bao gom ca "0-
N

vien n~n bao phim); thUDCuong d"ng 16ng,
• San ph(m: Vien bao phim Valsartan/ Hidroclotiazida Qualigen 2015/03108 LI'I Agency for Medicines...
160mg/2Smg (Valsartan 160mg; Hydrochlorothiazide 25mg). 0 and Health ProductsN--..
Ten tili Viet Nam: Valbelis 160/25mg. co (AEMPS),Spain~

S
• Sanph~m: Vlen bao phim Valsartan/ Hidroclotlazida Qualigen 2015/03104 LI'I...
80mg/12.5mg (Valsartan/ Hydrochloroththiazlde 0

N

80mg/12.5mg). Ten tili Viet Nam: Valbelis 80/12.5mg. ;;0-
~
'"0 ,._

• San pham: Vlen bao phim Irbesartan Quallgen 300mg 2015/03106
...

LI'I 0... N
(Irbesartan 3OOmg).Ten t<liViet Nam: Belsartas3OOmg. l':l --.....--.. 0

co ;:::-
~ ...
'"0

• Sanpham: Vien bao phim Irbesartan Qualigen 150mg 2015/03103 LI'I...
(lrbesartan 150mg). Ten tili Viet Nam: Belsartas150mg. 0

N--..co
~
'"0

• San phii'm: Vlen bao phim Desloratadina Qualigen 5mg 2015/03105 LI'I...
(Desloratadine 5mg). Ten t<liViet Nam: Aleradin. 0

N
;;0-
~
'"0

• Sanpham: Vh~nbao phim Clopidogrel Qualigen 75mg 2015/03107 LI'I...
(Clopidogrel hydrogensulfate 97.86mg). Ten t<liViet Nam: 0

N--..
Pidoespa 75mg. co

~
S

21 Dqt Chong Kun Dang 797-48. Manghyang-ro. • Thu6c uong dilng ran: Vien nen. vu~nnang; thu6c b(lt pha si PIC/S·GMP MFDS-6-F- D~ejeon Regional X Bosungphijm vi cOngb6 "Thuoc chu-a
36 Pharf~la(euti(al Seonggeo·eup.Seobuk·gu. rOothu6c bot. 1459-1·2016 Commissioner Food and Cephalosporin:Thu6c bot pha tiem.·'
SIT Cheonan·si, • Thuoc tiem: thuec tiem truyen 4

I
Crug Administration

36 Chungcheongnam-do. • Thu6c ueng dijng long: si rOthu.Jc; hon djch uong; thu6c ueng '" ena aKorea dqng long va dung dich. N N--.. --..
• Thuoc chua Penicillin: vien nen; vien nang; thu6c bl;>tpha si .... H

0 0--.. --..
rO; thuec bot pha tienl. N ,..;.... ....
o Thuoc ChV3Cephalosporin: Thuoe bot oha vern.
o Thuoc ChV3Chatdoc to> bao C"Congung thv: dung dich thuoc
tiem; thUDCoOngkhO

Trang 5/6



cung c3'p MA d~ dillu chlnh
vi cOng b6 tLt "Dung djch thu6c

• thanh "Dung dlch thu6c tl~m
16

Danh sachca sa dvQ'C Dieu chinh Trang 6/6 Do-t 37



DANH sAcH coosa SANXUAT THU6c D~T TIEU CHUANPICIS - GMPvA EU- GMP
DQ't 37

(Theo cong van so 4031/QLD-CL ngay 18/03/2016 cua CI:lCQuan Iy DU'Q'c)

TEN CO' So' SAN .... ) !..... . ./ .. <' :H
NGUYEN

;...' -. ',
NGAv NGAY. ... , NHOM

STT DIA CHi
. , , - . , GIAYCH. HET (;0' QUAN Q{p THUOCXUAT ~~~MVI CHtrNG NH~~. D L( ..

NH~N CAPTACGMP HAN·· 1 2
1 Bristol-Myers 4601 Highway 62 East, Mt. * San pham thudc vlen nen bao phim Baradude (enteeavir) USGMP 07-0199- '<t 1..0 United States Food and X.-i .-i

Squibb Vernon, Indiana 47620, 2014-02-VN 0 0 Drug AdministrationN N
<, <,

United States ex! ex!
0 0<; ........
0 0
N N

2 Neovii Biotech Am Haag 6 + 7 , 82166 * Cac san pharn sinh hoc: san pham mien dlch (dung dich d~m EUGMP DE-BY_04 G LI1 ex! CCI quan tham quyen X
_

.-i .-i
GmbH Grafelfing, Germany d~e pha tlem Grafalon) MP 2015 0 0 0 £)lle_ _

N N
<, ........

055 LI1 m
0 0<, ........en LI1
N N

3 Laboratoires 36-42 avenue Marc * Thudc khong vo trung: EUGMP HPF/FR/229/ LI1 ex! French National Agency X
Opodex Industrie Sangnier, 92390 - Thuoc dung ngoai dang long 2015 .-i .-i for Medicines and0 0

- Thuoc uong dang long
N N

Villeneuve La Garenne, ........ ........ Health Products Safety0 ,.....
- Cac thudc dang r~n khac: Thuoc bot

.-i 0
(ANSM)France <; <,

N N

- Cac thudc dang ban r~n N N

4 CCI sa san xuat: Wendlandstr. 1, 29439 San pham Vien nen bao phim Deplin 600 mg (alpha-lipoic Acid EUGMP DE-NI_03 G LI1 ex! CCI quan tham quyen X- .-i .-i
Artesan Pharma Luchow, Germany 600 mg) MP 2015_0 0 0 Duc- N N........ ........
GmbH & Co., KG 037 0 1..0

.-i 0........ ........m ,.....
N .-i

5 AbbVie Knollstrasse, 67061 * Thuoe vo trung: EUGMP DE_RP_01_ CCI quan quan Iy Dt.rQ'c X
Deutschland Ludwigshafen, Germany + Thuoc san xuat vo trung: Dung djch the tich Ian; Thuoc dong GMP-2015_ Duc
GmbH & Co. KG kho; Dung djch the tich nh6; Thuoe di;lng r~n va eay ghep. 0018

+ Thuoc tiet trung euoi: Dung djeh the tieh Ian; Dung djch the
tfch nho; Thuoc d~ng r~n va cay ghep. Lf1 ,.....

.-i ,...;
* ThuDe khong vo trung: Vien nang cLrng, Khung tam thuDe; 0 0

N N........ ........
Thuoc phun mu; Vien nen; Tam dan tren da; Thuoc uong d~ng '<t N

0 .-i........ ........
long. Lf1 ,.....

.-i .-i

* Cae san pham sinh hoc: Caesan pham mien dieh; eac san
pham eong nghe sinh hQe.

6 CO'sa san xuat: Eli Lilly Corporate Center., * San pham thuDe Humulin R, han dieh tiem Human Insuline EUGMP 2015/04793 1..0 ,..... Spanish Agency of Drugs X.-i .-i
Lilly an Company Indianapolis, Indiana PRBhoa tan trung tfnh 100UI/ml 0 0 and Health ProductsN N........ ........

46285, USA .-i .-i (AEMPS)0 0-- --..-t ..-t
.-i .-i
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----- -----------

• san pham thudc Humulln N,
lnsullne PRB100 UI/ml

8 Ca sa san Eli Lilly Corporate Center., ...San pham thuec Humulln 70/30, n dlch tiem Human EUGMP 2015/04792 I.D ...... X.-1 .-1
Lilly an Company Indianapolis, Indiana Insuline PRBhoa tan trung tinh 30 UI/ml va IsophaneHuman 0 0

N ·N...._ ...._
USA Insuline PRB 70 UI/ml .-1 .-1

0 0...._ ...._
.-1 .-1
.-1 .-1

9 Merck KGaA Frankfurter Strabe 250, • Thudc vo trung: EUGMP DE_HE_01- CCI quan X
64293 Darmstadt, Thuoc san xuat vo trung: Dung djch the tich I&n; dung dich GMP_2015 - ooe
Germany tich nho (chLra hormon ho~c chat co heat tinh hormon); 0114

nho mat. LI'I co
Thuoc ti~t trung cudi: Dung djch the tich nhe. .-1 .-1

0 0

• Thudc khong vo trung: Vien nang cirng: thudc uong dang
N N
<, ...._
0 M

ong; vien nen: vlen nen bao phim (bao gem ca hormon va chat
.-1 0
C> ...._

m
hoat tinh hormon); N 0

• Thuoc sinh hoc: Thudc mi~n dlch (chtra protein/ DNA tai to
hop va vac xin chong ung tlur), thudc cong nghe sinh hoc (chLra

DNA tal to
10 Delpharm Reims 10 rue du Colonel ...Thuoc khong vo trung: Vien nang cirng, thudc uong dang EU-GMP HPF/FR/175/ LI'I co French National Agency X.-1 .-1

rbonneaux 51100 long, thudc bot, thudc com, vien nen, vien nen bao dttang. 2015 0 0 for Medicines andN N...._ ...._
Reims, France co N Health Products Safety0 0...._ ...._

(ANSM)'<t I.D
0 0

11 Lindopharm Lindopharm GmbH Thuoc khOng vo trung: Vien nen (bao gem vien nen chLra chat EU-GMP DE_NW_03 LI'I co CCI quan th m quyen x- .-1 .....
GmbH Neustrasse 82 40721 co h09t tinh hormon); thuoc bot, thuoc com. GMP_2015 0 0- N N...._ ...._

Hilden, Germany 0029 N co..... 0...._ ...._
0 0..... N

12 Safar S.P.A Via Firenze, 40 - 20060 ...Thuoc khong vo trung: Thuoc dung ngoai d9ng long; thuoc EU-GMP IT/2- I.D co X..... .....
no Rosa (MI), Italy uong d9ng long (chLra corticosteroid); thuoc bot; thuoc com; 5/H/2016 0 0

N N

len ng~m; thuoc d9ng khi dung; d(lng bao che ban ran; vien
...._ ...._..... LI'I
0 0

nen
...._ ...._..... N..... N
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'." ,..

.'.
NGAY NHOMTEN co sa SAN

PH~MVlCH(rNGNAAN ···NGUYEN GIAYCH •. NGAySTT XUAT f>JACHI ,.,. Ji'~i:":';--::.-:-: - ,:

NH~N . ,cAp HET co' Qti~N;CAP THUDe. , :. TACGMP HAN ,........ 1 2
13 Remedica Ltd Aharnon street, Limassol * Thuoc khong vo trung: EU-GMP REMOO/201 Pharmaceutical Services X

industrial estate, Limassol, + Thuoc khong chua khang sinh beta lactam: vien nang cung: 3/001 Ministry of Health,
Cyprus, 3056, Cyprus thudc dung ngoat dang long; thudc uong dang long; thudc Cyprus
(Building 1-main, Building phun rnu; dang bao che ban r~n; thuoc d~t; vlen nen (bao gem
2-penicillines, Building 4- ca vien nen bao phim); bot pha han dich uong, m 0()

.-i .-t
cephalosporins, Building 5- + Thudc chua khang sinh penicillin: Vien nang; vien nen: bot 0 0

N N
<; <,

anti-cancer/hormones/ pha han dich uong, 0() 0
0 .-i
<; <,

Building 10-anti-cancer) + Thudc chua khang sinh cephalosporin: Vien nang; vlen nen; 0() '<t
0 .-i

bot pha han dich uong.
+ Thuoc chua hoat chat chong ung thir hoac hormon: Vien
nang; vien nen (bao gem ca vien nen bao phlm).

14 Curida AS Solbzervegen 5, ELVERUM, * Thuoc vo trung: EU-GMP 15/05907-7 Norwegian Medicines x
NO-2409, Norway + Thuoc san xuat vo trung: thudc nho m~t LI'l 0() Agency- Norway.-i .-i

+ Thuoc tiet trung cudl: dung djch the tich nho. 0 0
N N......_ ......_

* Thuoc khong vo trung: thuoc uong dqng long; thuoc dung ...... LI'l
0 0......_ ......_

ngoai dqng long; thuoc nho mui; dung djch xjt mui, .-i N
0 N

15 Instituto Biologico Chivilcoy 304 and Bogota * Dung dich va han dich tiem (c6 ho~c khong tiet trung cuoi), PIC/s-GMP 20132014
LI'l 1.0 National Administration x

Contemporaneo 3921/25 (Zip code thuoc dong kho khang chua betalactam, chat kim te bao, 00182415 .-i .-i of Drugs, Foods and0 0
N N

S.A C1407ESM) of the city of hormon (tril corticoid). ......_ ......_ Medical Devices.-i .-i

* Thuoc bot pha tiem chlra betalactam.
.-i .-t

(ANMAT), ArgentinaBuenos Aires, Argentina ......_ ......_
m m

* Dung dich thuoc nho mk N N

16 Bushu 950, Hiroki, Ohaza, Misato San pham: Vien nen Methycobal Tablets sOOllg. Japan- 1419 '<t 1.0 Ministry of Health, x
.-i .-i

Pharmaceuticals machi, Kodama-gun, GMP 0 0 Labour and WelfareN N......_ ......_
Ltd. Misato Saitama-ken, Japan 1.0 1.0 (MHLW), Japan0 0......_ ......_
Factory LI'l LI'l

N N

17 Bushu 950, Hiroki, Ohaza, Misato San pham: Vien nen Myonal Tablets sOmg. Japan- 1418 '<t 1.0 Ministry of Health, x
.-i .-i

Pharmaceuticals machi, Kodama-gun, GMP 0 0 Labour and WelfareN N......_ ......_
Ltd. Misato Saitama-ken, Japan 1.0 1.0 (MHLW), Japan0 0......_ ......_
Factory Lf) LI'l

N N
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khOng va trung: Vien nang cirng: vien nang mem; thuoc
D-22 d~t, vien nen; cac thuoc khong va trung khac (com sui bot, 146941nsp
D27 com khong sui bot, pellet tan trong ruot) GMP m I.!) Regulatory Agency
MIDC 14694/4462 ri ri (MHRA), United0 0

N N
Kurkumbh 27-0004 ......... ......... KingdomL/') '<t

District Pune Maharashtra
0 0......... .........
'<t IX)

IN- 413802 N 0

India

19 Cipla limited (Unit UNIT II c khong va trung: Vien nen EU-GMP UKGMP Medicines and x
II) PLOTNO A-42 146941nsp Healthcare Products

MIDC GMP '<t " Regulatory AgencyM M

PATALGANGA 14694/4416 0 0 (MHRA), UnitedN N......... .........
DISTRICTRAIGAD 87-0004 m N Kingdom0 0......... <,

MAHARASHTRA M "m M

IN-410220
NDIA

20 Valpharma G. Morgagni, 2,47864 c khong va trung: vien nen (chua hormon sinh due), EU-GMP IT/191- '<t " Italian Medicines Agency x
M M

International SPA; Pennabilli (RN), Italy 5/H/2014; 0 0 (AIFA)N N......... .........
" N
0 0......... <,
IX) M
N N

21 Baxter Oncology Baxter Oncology GmbH * Thuoc vb trting (chua hormon hoac chat co heat tfnh EU-GMP DE_NW_02 CO'quan tham quyen x_
mbH Kantstrasse 2 hormon, prostaglandins/ cytokines, chat doc te bao/ chat kim MIA_2013_O

3790 Halle/ Westfalen te bao, chat mi~n djch, thudc chua prion/ genotoxics/ 11
Germany teratogen): L/') IX)

M M

+Thudc san xuat vo trung: thudc dong kho: dung dich the tich 0 0
N N......... .........

nho; thudc cay ghep va dang r~n; dircc chat vo trung, 0 IX)
M 0<, <;

+Thudc ti~t trung cudi: dung dich the tich nho. I.!) IX)
0 N

* Thuoc khang va trung: thuoc dung ngoai d~ng long (chua
chat doc te bao/ chat kim te bao).

22 GAMBRODASCO VIA STELVIO,94-23035 >I< Thuoc va trung: EU-GMP IT/266- '<t " Italian Medicines Agency x
M M

S.P.A SONDALO (SO), Italy + ThuDC tiet trung cUDi: dung djch the tfch Ian. 1/H/2014 0 0 (AIFA)N N
......... .........
0 N
M 0......... .........
L/') '<t
M M
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TEN co So' SAN ... NGUYEN
'. N'

NGA:v NGAY NHOM
STT DIA cHI PHAM:VrClttYNG NIlAN GIAyeH. HET CO'QUAN CAP THUOC

XUAT "·::,i,,·, '-:::'::":=('::.; ">:.-' '_-' , .• TACGMP , N~~N C4P
". ,. ---';:iJ :: . HAN .,., ., 1 2

23 Ay 6-8, Hachiman, Kawajima- San pham: Dung dich tii~m truyen Aminic (han hop Acid amin) Japan- 4297 ..., r-- Ministry of Health, x
.-i .-i

Pharmaceuticals machi, Hiki-gun, Saitama GMP 0 0 Labour and WelfareN N........ ........
Co., Ltd. Saitama 350-0151, Japan N N government of Japan.-i .-i

Plant
........ ........, o:t o:t
0 0

24 Limited liability * 108, Verbovetskogo • Thudc va trung: PIC/s-GMP 095/2015/5 State Administration of x
company «Yuria- street, Cherkassy, + Thudc tiet trung cuoi: dung djch the tich lon, dung dich the AUMP/GMP Ukraine on Medicinal
Pharm» Cherkassy region, Ukraine, tich nho. ..., co Products (SAUMP).-i ....

18030; • Thudc khong va trung: thudc dung ngoal dang long; thudc
0 0
N N........ <,

• 21, Chygyrynska street, uong dang long.
N N
.-i .-i........ <,

Cherkassy, Cherkassy 0 o:t
I"Il 0

region, Ukraine, 18030;

25 Abbott Biologicals Veerweg 12, OLST,8121 • Thuoc va trung: EU-GMP NL/H Health Care Inspectorate x
B.V AA, Netherlands + Thuoc san xuat va trung: dung djch the tich nhc. 15/1005176 1.0 co - Pharmaceutical Affairs

+ Thuoc tiet trung cudl: dung dich the tich nho. .-i .-i and Medical Technology,0 0
N N

• Thuoc khang va trung: thuoc uong dang long; vi€m nen (chlta ........ ........ Netherlands.-i N
0 .-i

hormon). ........ ........co N

* Thuoc sinh hQc: thuoc mi~n djch; thuoc c6 nguon goc tlt
.-i 0

nglfCYiho~c dong v~t
26 Zeiss Plot No 72, EPIP,Phase-1, • Thuoc va trung: PIC/S-GMP 011/2016/5 1.0 co State Administration of x

.-i .-i

Pharmaceuticals Jharmajri, Baddi, Distt. . +Thuoc san xuat va trung: thuoc cay ghep va d~ng ran (chlta AUMP/GMP 0 0 Ukraine on MedicinalN N........ ........
Pvt Ltd Solan, Himachal Pradesh, cephalosporines; carbapenems). N co Products (SAUMP)0 0........ ........

India co I"Il
0 N

27 CO' sa san xuat Via G. Morgagni, 2, 47864 San pham: vien nen khang djch vj d~ day Esomeprazole 20mg, EU-GMP IT/191- Italian Medicines Agency x
ban thi:mh pham: Pennabilli (RN), Italy 40mg 5/H/2014 o:t (AIFA).-i

Valpharma Ten t~i Viet Nam: ASGIZOLE
0
N........

International SPA;
r-- r--0........ ....
co 0
N N........

N
0........

CO' sa dong goi va Via Della Pace, 25/A- IT/154- ..., .-i
.-i N

xuat xu'ang: Lamp 41030 San Prospero (MD), 5/H/2015 0
N........

San Prospero SPA Italia r--
0........
0
N
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29 Alcon Cusi SA Camil Fabra, 58, 08320 EI * Thuoc vo trung: EU-GMP NCF/1542/0 Ministry of Health of X
Masnou (Barcelona), + Thuoc san xuat vo trung: Dang bao che ban r~n (chLta 01/CAT co Government of

LI')

Spain hormon ho~c chat c6 hoat tinh hormon); dung djch the tich .-t .-t Catalonia -Spain0 0
N N

nho (hormon ho~c chat c6 hoat tinh hormon). <, .......
.-t 0

* Thudc khong vo trung: Thuoc uong d<;lnglong (chLta hormon
.-t .-t....... Y;-o

ho~c chat c6 hO<;lttinh hormon).
.-t .-t

30 Sun Survey N. 214, Plot No. 20, * Thuoc khong vo trung: vien nang cLtng; vien nen. PIC/S-GMP 091/2015/S Administration of X
Pharmaceutical Govt.lndJ.Area, Phase II, AUMP/GMP LI') co Ukraine on Medicinal.-t .-t
Industries Ltd Piparia, Silvassa-396230, 0 0 Products (SAUMP)N N....... .......

U.T. of Dadra & Nagar N .-t
.-t .-t....... .......

Haveli, India ..,. \0
N N

31 anssen houtseweg 30, * Thuoc vo trung: Thuoc san xuat vo trung: dung djch th tich EUGMP BE/GMP/20 LI') co Federal Agency for X.-t .-t
Pharmaceutica NV Beerse, 2340, Belgium nho; thuoc nho m~t. 15/036 0 0 Medicines and HealthN N....... .......* DU'oocchat: Paliperidone Palmitate. \0 en Products (FAMHP),0 0....... .......

Belgium\0 en
.-t .-t

32 Mobilat Mobilat Produktions * Thuoc khong vo trung: thuoc dung ngoai dQng long; d<;lngbao EU-GMP DE_BY_04_G LI') \0 Coo quan quyen X
Produktions GmbH, che ban r~n. MP_2015_0 .-t .-t DLtc0 0

N N
GmbH Luitpoldstrasse 1, 85276 146 ....... .......

N ,....
.-t 0

Pfaffenhofen, Germany ....... .......
0 .-t
rl 0

33 Hospira Australia 1-5, 7-23 and 25-39 Lexia >I< Thuoc vo trunir thuoc tiem; thuoc hit. PIC/SGMP MI-201S-U- LI') ,.... Therapeutic Goods X.-t rl
Pty Ltd Place, Mulgrave Vic 3170, 07353-1 0 0 Administration (TGA),N N....... .......

lia .-t N Australia.-t rl....... .......en N
0 rl

LI')
.-to
N.......,....
.g
en
N

* Th vo trung chua hormon ho~c chat c6 hoat tinh hormon,
prostaglandin/cytokine, chat Ltcche mien djch, sulphonamide:
+Thudc san xuat vo trung: Dung djch the tich lon: dang bao

che ban r~n; dung djch the tich nho.
* rnuse khong vo trung chua hormon hoac chat c6 heat tinh
hormon, prostaglandin/cytokine, chat Ltcche mien djch,

[Sulzbach-Laufen, Germany sulphonamide: Thufic dung ngoai dang long; thudc udng dang
long; dang bao che ban r~n.
* Thuoc sinh hoc: Albumin; thudc ccng nghe sinh hoc (bao
gom ca protein/DNA tal to hop, enzyme).

co
.-t
o
N........g
0'1
N
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x

x

34 Pfizer
Pharmaceuticals
LLC

Km1.9Road689,Vega
Baja,Puerto Rico(PR)
00693, USA

Sanph~m: Vien nen Zyvox(Linezolid600mg) U.S.cGMP 06-0132- ~ ~
o 0
N N
;:::- ;:::-

~ ~m m
.-I .-I

2015-01-VN
United StatesFoodand
DrugAdministration
(U.S.FDA)

1 2

3S Samrudh
Pharmaceuticals M.I.D.C.,Tarapur, Boisar,
PVT.LTD.- Unit III District Thane- 401506,

Maharashtra, India

J-174, J-168& J-168-1, *Thuoc va trung
+ ThuDCsanxuat va trung: Thudc bot chtra khang sinh
Cephalosporin

EU-GMP 004/2015/R
o

111
.-Io
N........
N

~
111
N

National Agencyfor
Medicines andMedical
Devices(NAMMD),
Romania

36 Ajinomoto
Pharmaceuticals
Co.,Ltd
FukushimaPlant

103-1, Sanph~m: ThuDccDm Amiyu.
Shirasakaushishimizu,
Shirakawa-shi,Fukushima,
Japan

JapanGMP 4328 Ministry of Health,
Labour andWelfare
(MHLW),Japan

x

37 Ajinomoto 103-1, Sanph~m: Vien nenAtelec 10.
Pharmaceuticals Shirasakaushishimizu,
Co., Ltd Shirakawa-shi,Fukushima,
FukushimaPlant Japan

JapanGMP 4327 Ministry of Health,
LabourandWelfare
(MHLW),Japan

x

38 Taiho 224-15Aza-ebisuno,
Pharmaceutical Hiraishi, Kawauchi-cho,
Co., Ltd Tokushima-shi,
TokushimaPlant Tokushima, 771-0194,

Japan

Sanph~m: Vien nangTS-One20, 25. JapanGMP 5524 111
.-Io
N
~o........
111
N

Ministry of Health,
Labour andWelfare
(MHLW),Japan

x

39 Wyeth Lederle
S.RL

xVia FrancoGorgoneZ.I. -
95100Catania (CT), Italia

* ThuDCva trung:
+ThuDCsanxuat va trung: thucc dong kh6 chira khangsinh
penicillin, dung dich the tich nho chlra chat doc te bao/ chat
kim tebao.

EUGMP IT/269-
23/H/2015

00
.-Io
N

~m

Italian MedicinesAgency
(AIFA)

40 Akciju sabiedriba
"Grindeks" (I
vieta)

Krustpils iela 53, Riga,LV-
1057,Latvia

* Thudc khong va trung: vien nangctrng (chua chat doc te
bao/ chat kim te bao): thuDcdung ngoal dang long; thudc uong
dang long: dang bao che ban ran; vlen nen,

EU_GMP ZVA/LV/201
5/009H

State Agencyof
Medicines (ZVA),Latvia

x

Tokai Plant
xAjinomoto Co.Jnc, 1730,Hinaga,Yokkaichi- . Sanph~m: Thudc cDm Livact.

Danhsachco sa Dat

shi, Mie, Japan

Trang7/10

JapanGMP 4148 111
.-Io
N........
.-I
.-I
'U)
N

,....
.-Io
N
";::t
.-I........
ID
N

Ministry of Health,
Labour andWelfare
(MHLW),Japan

Dqt 37



Harasawa Thudc tlern Kyominotin (Monoammonium Ministry of Health,
Pharmaceutical 53mg, Glycine 400mg, L-cysteine 15,37mg).

1.0 00 Labour and Welfare
Co., Ltd. .-i .-i (MHLW), Japan0 0

N N(Harasawa ........ ........
N N
0 0........ ........
00 00
0 0

Palpa 2862, (Zip Code pham: PIC/S-GMP 20132014 LI"I National Administration X.-i
C1426DPB), of the City of + Thudc bot dong khO pha tlern truven Trexam (Pemetrexed 00179015 0 of Drugs, Foods andN

Buenos Aires, Argentina . Ten tal Vi~t Nam: Belipexade. -;::. Medical Devices.-i

Thudc bot dong kho pha tlem Xaliplat (Oxaliplatin 50mg,
........

(ANMAT), Argentina1.0 1.0.-i .-i
100mg). Ten tal Vi~t Nam: Oxaliplatin. 0Laboratorios Elcano No 4938. (Zip Code PIC/S-GMP 20132014- N........

Richmond C1427CIU), of the City of + Dung dlch tlern Drifen (Paclitaxel 30mg, 100mg). Ten tat Vi~t r--
00099015 LI"I 0

.-i ........
S.A.C.I.F.(CO' sa Buenos Aires, Argentina Nam: Paclirich. 0 0

N en
+ Dung dich d~m d~c pha tlern truven Doxetal (Docetaxel ........

dong gol] r--
0

anhydrous 20mg, 80mg). Ten tal Vi~t Nam: Varidoxel. ........
0en

44 PT.Pertiwi Agung khong chua khangsinh nhom Beta-Iactam (Khong bao PIC/SGMP LI"I 0 National Agency for Drug X.-i N
anau, Cikarang thudc tranh thai, hoc men sinhdue va chat kim te bao): 0 0 and Food ControlN N........ ........
Kabupaten Bekasi, 00 Ol (NADFC), Indonesia0 0

Indonesia ........ ........
'<t 00
N 0

45 Mega Lifesciences Mega tlfesciences Public khong vo trung: Vien nang memo EU-GMP DE_NW_Ol _ X
Public Company Company Limited, Plant 1 San pham CI,I the: Avarin (Simethicone 300mg +Alverine GMP_2015 _
Limited 384, Moo 4, Soi 6, Citrate 60mg); Calcitriol 0,25mcg (meditrol); Ferrovit (Ferrous 0010 LI"I r--

Bangpoo Industrial Estate, Fumarate 162mg + Folic Acid 0.75mg + Cyanocobalamin .-i .-i
0 0
N NPattana 3 Road, Phraeksa, 0.0075mg). ........ ........
1.0 1.0

Mueang, Samutprakarn 0 0........ ........en '<t
10280, Thailand 0 N

46 Daiichi Sankyo 1-12-1, Shinomiya, pham: Vien nen Japrolox (Loxoprofen sodium hydrate, Japan- 149 LI"I r-- Ministry of Health, X.-i .-i
Propharma Co., Hirasuka, Kanagawa, g Loxoprofen sodium) GMP 0 0 Labour and WelfareN N........ ........Ltd., Hiratsuka apan .-i .-i government of Japan.-i .-i
Plant ........ ........

1.0 1.0
N N

Danh sach CO' sa DQt Trang 8/10 DQ't37



Danh sach W s(JD<;lt Trang 9 / 10 DQ't 37

TEN COOSO' SAN
I ;;1 .

. •.... "
':: ",'.'

NGUYf!:N GlAY~H; NGAy NGAY NHOM
STT XUAT BfA CHi PH"_l\fVI CHtrNGNH!N , TAtGMP NQ';'N cAp HET COOQUAN CAP, .. THUO<:.... , .... HAN '. ,1 2
47 Macleods Village Theda, Post Office • rnose khong vo trung: Vien nang cling; vien nen. EU-GMP UKGMP Medicines and X

Pharmaceuticals Lodhimajra, Tehsil Baddi, 313031nsp IJl " Healthcare Products.-I .-I

Limited District Solan, Himachal GMP a a
Regulatory AgencyN N......... ~Pradesh, In-174101, India 31303/1706 a (MHRA), United.-I a......... <,

716-0006 I.D a Kingdom.-I .-t

48 AstraZeneca AB SE-15185 Sodertalje, • f)ja chi: PETNexium/ Losec, Gartunavagen, Sodertalje, EU-GMP 6.2.1-2015- IJl co Swedish Medical X.-I .-t
Sweden 15185, Sweden 064647 a a Products Agency (MPA)N N

Thuoc khong va trung: Vien nang cling; pellet; vi en nen,
<, <,
.-t en
.-I a<, .........
I.D «:ta a

• f)ja chi: PETPackaging, Gartunavagen, Sodertalje, 15185, 6.2.1-2015- IJl co
.-I .-I

Sweden 064648 a a
N N

Thudc khong va trung: Vien nang cling; pellet, thuoc com; vlen
<; .........
.-I en
.-I a
<, .........

nen, 1.0 «:ta a
49 CCf S(J san xuat V.LEAddetta 4/12-20067 San pham: thucc bot pha dung dlch tlern Meronem EU-GMP IT/253- IJl co Italian Medicines Agency X.-I .-I

ban thanh pham: Tribiano (MI), Italia (Meropenem trihydrat 500mg, 1000mg) 1/H/2015 a a (AIFA)N N......... .........
ACSDobfar S.P.A .-I ".-I a<, .........

IJl aa .-I

CCf sa dong goi Via Industria 13, 6814 EU-GMP 15-0852
IJl " Swiss Agency for

cap 1 (dong 10 Cadempino, Switzerland .-I .-I Therapeutic Productsa a
N N

thuoc bot): <, ......... (Swissmedic)«:t Na .-I
Zambon ......... <,

r-, IJl
N .-I

Switzerland Ltd
CCf sa dong goi Silk Road Business Park, EU-GMP UKMIA Medicines and
cap 2: Macclesfield, SK 10 2 NA, 179011nsp IJl co Healthcare Products.-I .-t

United Kingdom. GMP/GDP/I
a a Regulatory AgencyAstraZeneca UK N N......... .........

Limited MP co 1.0. (MHRA), Uniteda a......... .........
17901/1011 " IJl KingdomN .-I

7-0029
50 Rentschler Rentschler Biotechnologie • Thudc va trung: EU-GMP DE_BW_OI _ CCf quan tham quven X

Biotechnologie GmbH + Thuoc san xuat vo trung: Thudc dong kh6; dung djch the GMP_2015 - f)lic
GmbH Erwi n-Rentsch ler -Strasse tich nho. 0053 LI1 co

21,88471 Laupheim, + Thuoc tiet trung cuoi: Dung djch the tfch nho. .-t .-Ia a
N N

Germany * Thuoc sinh hoc: thuoc mien djch (vac xin, huyet than h); ......... .........
«:t .....

thuoc cong nghe sinh hoc (Protein tai to hQ'p; khang the dCfn
a a......... .........
M "dong; cytokine). N N

* DU'Q'Cchat sinh hoc Protein tai to hQ'p; khang the dCfn dong;
cytokine.



khong vo trung: vlen nang cirng (bao gam ca thudc French National Agency
chua chat kim te bao): thudc uong dang long; thudc com (bao o::t Medicine and Health.....

Bourgoin Jallieu, France gam ca thudc chua chat kim te bao]: vlen nen (bao gam ca 0 Products Safety (ANSM)N

vien nen bao phim) (bao gam ca thudc chua chat kim te bao). ~............* Thudc sinh hoc: vi en nang cirng chua bao tlt vi khuan. I/)
0

52 Astellas Pharma Hogemaat 2, Meppel, * Thudc khoog vo trung: Vien nang cirng: th dung ngoal EU-GMP NL/H I.D eo Healthcare Inspectorate, X..... .....
Europe B.V. 7942JG,Netheriands dang long; vlen nen (bao gam ca vien nen bao phim) (chua 16/1005373 0 0 NetherlandsN N....... .......

khang sinh nhorn betalactam); thudc bot va thudc com. ..... .....
0 ............ .......eo I.D..... N

53 Lipa 21 Reaghs Farm Road, c khong vo trung khongchua Penicillins, PIC/S-GMP MI-2015-LJ- I.D Australian Therapeutic XI/)

Pharmaceuticals Minto NSW 2566, osporins, hoc men, khOng chua steroids (bao gam ca 12714-1 ..... ..... Goods Administration0 0
N N

Ltd ia prednisone, prednisolone) va thudc chong ung thir: Thuoc ....... ....... (TGA)..... .....
nU'oc; dang bao che ban ran; thuoc com; bot; vlen nang memo

..... ............ <,

'" o::t..... .....
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• PHl} Ll}C 2: DANH SACH HO SO' DE NGHI CONG 80CO' so SAN XUAT D~T TIEU CHUAN PIC/S-GMP vA EU-GMP
80 SUNG GIAI TRINH

Dot 37
(Theo cong van so 4031/QLD-CL ngay 18/03/2016 cua Cue Quart ly DU'Q'c)

, i·'·· GIAVeH,· !"" .. 'H!·"n1'T _
'DND~NGHI'

.: ., . U:1\ .,."TEN co sa SAN NGAySTT
xUAT DJA CHi

NH~N CAP co QUi\N CAP CONGBO' NOI DUNG cAN BO SUNG GIAI TRiNH

1 Neovii Biotech Am Haag 6 + 7 , 82166 DE_BY_04_G LI') CO'quan tha'm quyen Cong tyTNHH 'De ngh] bo sung ham 1U'Q'nghoat chat.M
GmbH Grafelfing, Germany MP_2015_0 0 Duc DU'Q'cpham VietN-055 LI") Phap0-0'1N

2 AbbVie Knollstrasse, 67061 DE_RP_Ol_G CO'quan quan Iy DU'Q'c VPDDAbbvie Rieng doi vai "dang bao che r~n khac": £>engh] cung cap 1
Deutschland Ludwigshafen, Germany MP_2015_0 LI') £>uc Biopharmaceutic trong cac giay to' sau: Site Master File thea m§u cua PIC/s;M

GmbH & Co. KG 018
0

als GmbH bien ban kil~m tra (phan hanh chinh va ket luan), giay GCNN-'<t CPPhoac MA tal Viet Nam, the hien ra cac dang baa che0-LI') cu the trong pham vi dU'Q'cclurng nhan [thudc ueng dangM

ran).
3 Bushu 950, Hiraki, Ohaza, Misato 1419 Ministry of Health, Cong tyTNHH Khong co thong tin ve ngav kiem tra GMP => khong r6

Pharmaceuticals machi, Kodama-gun, labour and Welfare DKSHViet Nam thai han hieu h/c giay chtrng nhan, CueQuan Iy DU'Q'ctarn
Ltd. Misato Saitama-ken, Japan (MHLW), Japan cong be tal danh Sikh co sa san xuat thuoc dat tieu chuan
Factory PIC/S-GMP, EU-GMP vai thai han hleu h/c 02 nam ke tt'.r

'<t ngay cap giay chung nh~n GMP.yeu cau cong ty cung cap
M

cck tai lieu lam can cu de xac dinh thai hqn c6 hieu Ilfc0
N

cua GCN nay (nhU' bao cao thanh tra (phan hanh chinh va-1.00
ket lu~n) ho~c GMP Notification c6 the hien ngay kiem tra-LI")N
GMP tqi cO'sa san xuat siln pham de nghi ceng bo) de
dU'Q'Cceng bo thai hqn hieu Ilfc 05 nam thea quy dinh cua
Nh~t. Neu qua thai hqn tren, CVCQuiln 1'1DU'Q'cse rut cO'
sa san xuat khoi danh Sikh.
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Khcng c6 thong tin ve ngay kiem tra GMP => khong ra
Pharmaceuticals machi, Kodama-gun, Labour and Welfare DKSHViet Nam thai han hleu h,rcgiay dnrng nhan. CI,lCQulm Iy DU'Q'ctarn
Ltd. Misato Saitama-ken, Japan (MHLW), Japan ccng bo tal danh sikh CCI SCI san xuat thuoc dat tieu chuan
Factory PIC/S-GMP, EU-GMP v6'i thai han hieu hrc 02 narn ke tl1

'<t ngay cap giay cturng nh~n GMP.yeu cau cong ty cung cap.....
cac tal lieu lam can cu de xac dinh thai han c6 hieu hrc0

N
cua GCN nay (nhu' bao cao thanh traIphan hanh chfnh va-lO0
ket lu~n) hoac GMP Notification c6 the hien ngay kiem tra-LI')N
GMP tal CCI SCI san xuat san pham de ngh] cong bo) de
dlfQ'Ccong bo thai han hieu hrc 05 narn theo quy djnh cua
Nh~t. Neu qua thai han tren, CI,lCQuan Iy DlfQ'Cse rut CCI

SCI san xuat khoi danh sach.

5 Cipla limited D-7 UKGMP Medicines and Cipla Ltd. India £>engh] cung cap Site Master File theo m cua PIC/s
D-22 146941nsp Healthcare Products ho~c bien ban kiem tra (phan hanh chfnh va ket lu~n) the
D27 GMP Regulatory Agency hien ra cac di;lng bao che Cl,lthe trong phi;lm vi dlfQ'CI'll
MIDC 14694/4462 ..... (MHRA), United chung nh~n doi v6'i thuoc uong di;lng ran khac .0

Kurkumbh
N

27-0004 - KingdomLI')

District Pune Maharashtra 0-'<tIN-413 802 N

India

6 Cipla Ltd. (Unit I) rna Industrial Estate, DE_ST_01_G Landvesverwaltungsamt Cipla Ltd. India Giay chung nh~n la ban in tl1 Eudra, ccng chung kh6ng
rna, In-403722, India MP_2015_0

LI') Sachesen-Anhalt, chung nh~n cho tfnh chfnh xac cua Giay chung nh~n (cong
019 ..... Germany chung la ban cua ccng tv), khcng phai bai sao tl1 ban0

N
chfnh, khcng phu hoopv6'i quy dinh ve chung tht,rc, sao-LI')0

Y to' phap Iy cua Viet Nam. Yeu cau cung cap ban c-LI')0
ht,rc, sao y theo quy dinh.
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NGAY
CAP
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, J)Nf)EN~HI
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,

N(U DUNG CAN 80 SUNGGIAI TRiNH
• ::'GIAYCH.
,":NH~N

tSTT TENco sa SAN
xUAT DJACHI

Giay chtrng nh~n la ban in tlt Eudra, cong chirng khong
chirng nhan cho tinh chinh xac cua Giay chtrng nhan (cong
chtrng la ban cua cong tv), khong phai bai sao tlt ban
chinh, khong phu hop vai quy dinh ve chirng thirc, sao
giay ta phap IVella Vi~t Nam. Yeu cau eung cap ban chimg
thirc, sao y theo quy dinh,

7 Cipla Ltd. (Unit II) Verna Industrial Estate,
Verna, Goa, In-403722,
India

Landvesverwaltungsamt Cipla Ltd. India
Saehesen-Anhalt,
Germany

DE_ST_Ol_G
MP_2015_0
020

LI"l
Ma
N-LI"la-MM

He sa cong bo chi bao gem van thir xac nhan cua CO'quan
quan Iv diroc cua Nam Phi.
Yeu eau eung cap giay chtmg nh~n GMP.

South African Medicines Cipla Ltd. India
Control Council (MCC)

Cipla Ltd. Goa unit VII Cipla Ltd. Plot
no:S"103 to 5-105, 5-107
to 5-112, L-138, L-147, L-
147/1 TO L-147/3, L-147/A
Verna Industrial Estate,
Verna salcette GOA-India
403722

8

Giay clurng nh~n la ban in tlt Eudra, cong chtrng khong
chtrng nh~n cho tinh chinh xac cua Giay chtrng nh~n (cong
chtrng la ban ella cong tv), khong phal bai sao tir ban
chinh, khong phu hop vai quy djnh ve chung thl/c, sao
giay ta phap IVclla Vi~t Nam. Yeu cau cung cap ban chltng
thl/e, sao y theo quy dinh.

Landvesverwaltungsamt Cipla Ltd. India
5achesen-Anhalt,
Germany

Cipla Ltd. (Unit
VIII)

Verna Industrial Estate,
Verna, Goa, In-403722,
India

DE_5T_01_G
MP_2015_0
021

9

LI"l
Ma
N-LI"l.g
M
M

M§u giay chltng nh~n khong khap vai cci 2 m§u giay
chung nh~n eua CO'quan quan tham quyen Han Quoe. Co
nghi nga dan de chCf kyoDe nghi eung cap ban goe hO'p
phap hoa lanh Sl/ de doi ehieu.

CO'quan tham quyen
H~mQuoe

Daewon Pharm
Co., Ltd

24, Jeyakgongdan l-gil,
Hyangnam-eup,
Hwaseong-si, Gyeonggi
do, Republic of Korea

Daewon Pharm
Co., Ltd.

2015-D1-10 LI"l
Ma
'N

C>
M-O'lN

2907

CO'quan tham quyen
~ Due
a
N
f:::-a
"U;-
a

(cng ty de nghi dieu ehinh "dung dieh" thanh "d<;lng11 Rotexmedica Rotexmedica GmbH DE_SH_Ol_
GmbH Arzneimittelwerk GMP_2015_
Arzneimittelwerk Bunsenstrasse 4, 22946 0019

Rotexmedica
GmbH long".
Arzneimittelwer De nghi cong ty bo sung Site master File, ho~e bien ban
k kit~m tra (phan hanh chfnh va ket lu~n), ho~e MA va CPP

eua san pham the hi~n cO'S(J co san xuat cae san pham
d<;lnglong ngoai d<;lngdung dich.

Trittau, Germany
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1.12.15.594
2
PW.01.02.33
1.12.15.594
3
PW.01.02.33
1.12.15.594
4

13 Sophartex

15 SUN
Pharmaceutical
Industries Ltd.
India, Halol

rnouillet, France
21 rue du Pressoir, 28500 HPF/FR/199/

2013

Baroda Highway, Halol,
Gujarat, 389350, India

Danh sachw sa phai Giai trlnh

14 Recordati Via Civitali, 1-20148
Industria Chimica Milano (MI), Italia.
E Farmaceutica
P.A

IT/263-
3/H/2014

NL/H
15/1004334

Lf')
rlo
N-Nrl-rlrl

rai lieu nQPkhong phai la Giay chlrng nh~n GMP, khong
the hien ngay kiem tra, tal lieu ap dung, Yeu cau be)sung
Giay chlrng nMn GMP g6c ho~c Bien ban kiem tra/Bao
cao kiem tra GMP the hien thai diem kiem tra va nguyen
tk PIC/S-GMP hoac theo tal lieu s6
HK.03.1.33.12.12.8195 dlfQ'Cap dung,

National Agency for Drug PT. Kalbe Farma
and Food Control Tbk
(NADFC), Indonesia

!'I'l
rlo
N
C>
rl-!'I'lN

National Agency for the VPDD Tedis
of Medicine and

Health Products (ANSM),
France

Ccng ty de nghj sung vien nen bao gam ca vien nen
d~t am dao.
Khcng chap nhan: do viec san xuat vlen nen d~t am d';10
can dieu kien san xuat khac v6'i san xuat vien nen thirong.
£>engh] ccng ty cung cap CPP,MA ho~c Site Master File
c6 the hien dang bao che nay.

'<t
rlo
N
C>
rl-1.0o

Italian Medicines Agency VPDD Tedis
(AIFA)

Ccng tv de ngh] be)sung vlen nen bao gam ca vien nen
bao phim.
Khcng chap nh~n: do viec san xuat vien nen bao phim can
cac thiet bi va quy trlnh khac v&i san xuat vien nen
thlfang. £>enghj ccng ty cung cap CPP,MA ho~c Site
Master File c6 the hien d<;lngbao che nay.

Ccng ty de nghi dieu chinh ph<;!mvi tlt "dung dich the tich
l6'n, dung djch the tich nho" thanh "Thu6c d<;!nglong the
tfch I&n, thu6c d<;!nglong the tich nho".
£>enghj ccng ty be)sung Site master File, ho~c bien ban
kiem tra (phan hanh chinh va ket lu~n), ho~c MA va CPP
cua san pham the hien ca sa c6 san xuat cac san pham
d<;!nglong ngoai d<;lngdung dich.

Lf')
rlo
N-,.....o-rlo

Health Care Inspectorate Ccng ty SUN
- Pharmaceutical Affairs Pharmaceutical
and Medical Technology, Industries Ltd.
Netherlands
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TEN co sa SAN GIAV'CH. NGAV
'.'" ... ,

i'SJ'T DJACHi
,

CCJQUANCAP DNDENGHl", NOI DUNG CANBO SUNGGIAI TRINH .
XUAT NH~N

. ',-;,.;.'
CONGBO":', I

\~ ; "·.f CA.P
I' ." .:

16 Ajinomoto 103-1, 4328 Ministry of Health, CongtyTNHH Khongco thong tin ve ngay kh~mtra GMP=> khong ro
Pharmaceuticals Shirasakaushishimizu, Labourand Welfare MTVVimedimex thai han hieu h,c giay chimg nhan. CueQuim IyDiroc tarn
Co.,Ltd Shirakawa-shi, Fukushima, (MHLW),Japan Binh Dirong cong be tal danh sachca sa san xuat thudc dat tieu chudn
FukushimaPlant Japan PIC/S-GMP,EU-GMPvai thai han hieu hrc02 narnketlt

IJ')
ngav capgiay chirng nh~n GMp.yeu cau cong ty cungcap

.-I cac tal lieu lam can c(r de xacdinh thai han co hieu hrc0
N- euaGCNnay (nhubaa cao thanh tra (phan hanh chfnhvaN
.-I

ket lu~n) ho~cGMPNotification co the hien ngavkiemtra-~0 GMPtal ca sa san xuat san pharn de ngh] cong be) de
duoc cong be thai han hieu II,I'Cas narn theo quy djnh cua
Nh~t. Neu qua thai han tren, CueOuan Iy Diroc se rut ca
sa san xuat khoi danh sach.

17 Ajinomoto 103-1, 4327 Ministry of Health, Congty TNHH Khongco thong tin ve ngay kiem tra GMP=> kheng ro
Pharmaceuticals Shirasakaushishimizu, Labourand Welfare MTVVimedimex thai hGinhieu Il,I'egiay ch(rng nh~n. CvcQuan Iy DltQ'ctc;lm
Co.,Ltd Shirakawa-shi, Fukushima, (MHlW), Japan Binh DltO'ng cong be tc;lidanh sach cO' sa san xuat thuee dqt tieu chuan
FukushimaPlant Japan PIC/S-GMP,EU-GMPvai thai hqn hieu Il,I'c02 nam ketlt

IJ')
ngay cap giay ch(rng nh~n GMp.yeu cau cong ty cungcap

.-I clk tai lieu lam can c(r de xacdinh thai hc;lne6 hieu Il,I'c0
N

cuaGCNnay (nhlt bao cao thanh tra (phan hanh chfnhva-N.-I ket lu~n) ho~cGMPNotification co the hien ngaykiem tra-~0 GMPtc;lieO' sa san xuat san pham de nghi ceng be) de
dltQ'Cceng be thai hGinhieu Il,I'cas nam theo quy dinh cua
Nh~t. Neu qua thai hqn tren, el,lC Quan Iy DltQ'cse rut cO'

sa sanxuat khoi danh saeh.
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okushima Plant
Japan

LI'I
.-io
N-N~
LI'I
N

Labour and Welfare
(MHLW), Japan

Khong e6 thong tin ve ngay kiem tra GMP => khong r6
han hieu hIe giay chtrng nhan. cue Ouan IVDlfQ'etarn
bo tal danh sikh ca sa san xuat thuoe dat tieu chudn

PIC/S-GMP, EU-GMP vai thai han hieu hrc 02 narn ke tv
ngav cap giay ehU'ng nh~n GMP.yeu d3U cong ty eung cap
cac tal lieu lam din eU'de xac djnh thai han e6 hieu hrc
ella GCN nay (nhtr bao cao thanh tra (phan hanh ehfnh va
ket lu~n) hoac GMP Notification e6 the hien ngay kiem tra
GMP tal ca sa san xuat san pham de ngh] cong ba) de
dlfQ'e cong ba thai han hieu Ille 05 narn thea quy djnh ella
Nh~t. Neu qua thai han tren, Cue Quan Iv Duoc se rut ca
sa san xuat khoi danh sikh.

Sinh Dtrong

19 Ajinomoto Co.,lne. 1730, Hinaga, Yokkaichi-
Tokai Plant shi, Mie, Japan

Danh saeh CO' sa phai Giai trinh

148 Ministry of Health,
Labour and Welfare
(MHLW), Japan

LI'I
.-io
N-.-i.-i-0..0N

Trang 6/ 8

Cong ty TNHH Khong e6 thong tin ve ngay kiem tra GMP => khong r6
MTV Vimedimex thai han hleu hIe giay ehU'ng nh~n. Cve Quan IVDlfQ'etqm
Binh DlfClng eong ba tqi danh saeh cCl sa slm xuat thuae dqt tieu ehuan

PIC/S-GMP, EU-GMP vai thai hqn hieu h,e 02 nam ke tv
ngay cap giay ehU'ng nh~n GMp.yeu eau eong ty eung cap
cae tai lieu lam can eU'de X.3c djnh thai h<;lne6 hieu Ille
ella GCN nay (nhlf bao eao thanh tra (phan hanh ehfnh va
ket lu~n) ho~e GMP Notification e6 the hien ngay kiem tra
GMP tqi cCl sa san xuat san pham de nghj eong ba) de
dlfQ'e eong ba thai hqn hieu h,re05 nam thea quy dinh cua
Nh~t. Neu qua thai hi;ln tren, Cvc Quan Iv DlfQ'Cse rut CCl

sa san xuat khoi danh saeh.
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20 Harasawa 19-17, Takanawa 3- 5473 Ministry of Health, Cong tyTNHH Giay chLrng nh~n CPPkhong ghi thai han co hieu hrc. C!,IC

Pharmaceutical Chome, Minato-ku, Tokyo, labour and Welfare XNK Y te Delta Quan Iy DIIO'c tarn cong bo tal danh sikh CC1 sa san xuat
Co., Ltd. Japan (MHlW), Japan thudc dat tieu chudn PIC/S-GMP, EU-GMP. Trong vong 3
(Harasawa (23-24, Harayama 2- I.D thang ke tlr ngav cong bo, de ngh] cong ty cung cap cac tal
Pharmaceutical Chome, Midori-ku, rl lieu lam din CLrde xac dinh thai han co hieu h.rccua GCNa

N
Co., Ltd. Saitama Saitama city, Saitama - nay (nhu Giay chung nhan GMPI Bien ban kiem tra (phanN

prefecture, Japan)
a

hanh chinh va ket lu~n) co the hien ngay kiern tra GMP talPlant) -00a
CC1 sa san xuat san pham de ngh] cong bo). Neu qua thai
han tren, C!,ICOuan Iy DU'O'cse rut CC1 sa san xuat khoi
danh sach,

21 Daiichi Sankyo 1-12-1, Shinomiya, 4149 Ministry of Health, VP£>DDaiichi Khong co thong tin ve ngav kiem tra GMP => khong r6

Propharma Co., Hirasuka, Kanagawa, labour and Welfare Sankyo thai han hieu hrc giay chirng nhan, C!,ICQuan Iy Diroc tarn

Ltd., Hiratsuka Japan government of Japan (Thailand) ltd. cong bo tGiidanh sikh CC1 sa san xuat thudc dat tieu chuan

Plant PIC/S-GMP, EU-GMP v&i thai hGinhieu hlc 02 nam ke tlr

L/')
ngay cap giay chLrng nh~n GMp.yeu cau cong ty cung eap

rl cac tai lieu lam can cLr de xac djnh thai hGinc6 hieu hIea
N- clla GCN nay (nhU' bao cao thanh tra (phan hanh chinh varl
rl

ket lu~n) ho~c GMP Notification c6 the hien ngay kiem tra-I.DN GMP t<;liCC1 sa san xuat san pham de nghj cong bo) de
dU'O'ccong bo thai hGinhieu Il,I'c05 nam theo quy dinh clla
Nh~t. Neu qua thai hGintren, CI,lCQuan Iy DU'qcse rut CC1

sa san xuat khoi danh sach.

22 Zuellig Pharma 15 Changi North Way #01- MCGM1400 Health Sciences VPDD Ferring Ph9m vi chLrng nh~n neu t<;ligiay chLrng nh~n chi cho eong

02, #02-02, #02-10 184
'<:t

Authority (HSA), Pharmaceutical dOGindong goi cap 2, khong la toan bO hOGitdong san xuatSpecialty Solutions rla
Group Pte. Ltd Singapore 498770 N Singapore Ltd thanh pham thuoc. £>enghi cong ty cung cap cac tai lieu-00- chLrng minh tat ccl cac cong dOGinsan xuat san pham O<;lt-'<:t PIC/S-GMP.

23 Lipa 21 Reaghs Farm Road, MI-2015-Ll- L/') Australian Therapeutic Cong tyTNHH £>oiv&i dGingbao che r~n phan lieu: yeu cau bo sung Site
rl

Pharmaceuticals Minto NSW 2566, 12714-1 a Goods Administration DU'O'cpham BHC Master File the mau cua PIC/S ho~c Bien ban kiem traN-Ltd Australia rl (TGA) GMP (PhilO hanh chinh va ket lu~n) de lam r6 di;lng baorl- che ran phan lieu.0'1
rl
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Private limited
1-7MIDC Industrial Area

oja 410 208, India
sO'de ngh] chira co giay chrrng nh~n GMP/CPP. Yeu

cau nQPgiay cheng nh~n GMP/CPP hop phap hoa lanh
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PHl} Ll}C 1: DANH sAcH HO SO' DE NGHI CONG 80 CO' so SAN XUAT D~T TIEU CHUAN PIC/S-GMP vA EU-GMP
KHONG D~T YEU cAu

DQ1:37
(Theo cong van so 4031/QLD-CL ngay 18/03/2016 cua Cl)CQuan ly Diroc)

TEN coS(rSAN GIAYCH. NGAY 1 'j~ IJN fJF:N'GHJ
, " .:

STT XUAT
DIA CHi NH';'N CAP CO'QUAN CAP CONGSO LY DO KHONG De.TYEU CAU

1 Ajinomoto 103-1., 4890 LI'l Ministry of Health, Congty TNHH CPPthe hi~n thong tin san pham khong luu hanh a
.-i

Pharmaceuticals Shirasakaushishimizu, 0 Labour andWelfare MTVVimedimex nU'acsa tal va GCNGMP chi 09t GMP-WHON-Co.,Ltd. Shirakawa-shi, Fukushima, N government of Japan SInhDU'O'ng.-i-Japan LI'l
N

2 AspenPharma Pty 286-302 Frankston- 10/0225 0 Therapeutic Goods CongtyTNHH Giay chimg nh~n GMPcua co sa sanxuat oa oU'qc
.-i

Ltd Dandenong Road, 0 Administration (TGA), Diroc phdm cong bo tal Dqt 17, STT3.N-DandenongSouth Vic m Australia Nhat Anh Dia chi tren MA khong thong nhat vai aia chi tren0

3175, Australia -LI'l GCNCPPe-t

3 AspenPharma Pty 286-302 Frankston- 10/0226 0 Therapeutic Goods CongtyTNHH Giay chirng nMn GMPso MI-2014-U-00183-1 cuaco
.-i

Ltd Dandenong Road, 0 Administration (TGA), DU'qc pham sa san xuat aa aU'qc cong bo tai £>qt 23, STT43.N-DandenongSouth Vic m Australia Nhat Anh Giay chirng nh~n CPPaU'qccap tll 20100-3175, Australia LI'l
.-i

4 Bluepharma - S.Martinho do Bispo, F001/S1/H/0 National Authority of Harbin Giay chung nhan GMP chua hqp phap hoa lanh su'
Industria Coimbra, 3045-016, 01/2016 1.0 Medicines and Health Pharmaceutical theo quy dinh.-i

Farmaceutica,S.A Portugal
0 Products (INFARMED), Group Co. Ltd.N-N Portugal General Pharm.0-LI'l Factory0 I

5 Laboratorio Elea SanabriaNo 2353 -
GMP: LI'l

Argentina National CongtyTNHH Giay chung nhan GMPcua Congty khong neu r6 cac
.-i LI'l

DU'qc pham Lien di',lngbilOche trong phi',lmvi ch(l'ngnh~n va co hi~uS.A.C.I.F.y.A C1417AZE,Ciudad .-i Administration of Drugs,
20132014 0 0

Autonoma de Buenos
N N Food and Medical Hqp Il,I'caen ngay 03/03/2016;--00014815 m m

Aires, RepublicArgentina o 0 Divices. Hi~u Il,I'cgiay ch(l'ng nh~n CPPdo Cengty cung cap--CPP: m ~o 0 aen ngay04/03/2016.
20132020 CI.. CI..~ CI.. £>e nghi Cengty cung capgiay chLtngnh~nGMPva
00018015 ~ u

CPPcon hi~u Il,I'c.
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Hi~u hlc cLla Giay chirng nMn CPPsan pham thudc
do Colaride Agualva,

LO Medicines and Health b¢t dong khO pha tlem pms-Pantoprazole den ngay
e Farmaceutica, Cacem, 2735-213, .-t Products (INFARMED), (trung han cua GMP da cong bo).a

N
Trong pham vi chirng nh~n cua giay chtrng nhanS.A Portugal 60438 - PortugalLOa
GMP da cong be Dot 15, sn 6 da c6 dang bao che-00N
"thudc vo trung: thudc dong kho".

7 Pharmathen SA Dervenakion 6, Pallini LO National Organization Cong ty co phan cong be, GCN GMP da het han.-t
Attiki, 15351, Greece 7/18-2-

a for Medicines (EOF), dvoc phamN-2015 LO Greece Vipharcoa-.-t.-t
8 Laboratorios Elcano No 4938. (Zip Code 20132014- National Administration Cong ty co phan Cong ty de ngb] cong bo pharn vi chtrng nh~n lien

Richmond S.A.C.I.F C1427CIU), of the City of 00099015 Drugs, Foods and U'Q'Cpham Duy quan den hoat d¢ng dong gol.
Buenos Aires, Argentina

LO Medical Devices n Tuy nhlen, thea quy dlnh tal cong van 20215/QLD-
.-t (ANMAT), Argentina Cl, Cl,ICQuan Iy DU'Q'cchi cong be cac dang bao chea
N

c6 toan b¢ cac giai doan cua qua trlnh san xuat-f"-a
thanh pham (tlr nguyen Ii~u ban dau den thanh-a("(')
pham cuoi cung), khong tien hanh cong bo theo m¢t
ho~c m¢t so giai dOc;lncLla qua trlnh sfm xuat.

9 Pharmaniaga HA, Jalan P/1, Kawasan 151/14 ._, National Pharmaceutical Cong ty Hi) sa cong be la ban scan mau cua GCN, c6 dau
Manufacturing Perusahaan Bangi, 43650 .-t Control Bureau (NPCB), Pharmaniaga HPHlS nhU'ng chU'a dU'Q'ccong ch(mg, do v~y khonga

NBerhad Bandar Baru Bangi, - Malaysia dap (tng tinh philp IY.._,
Selangor Darul Ehsan, a-LO
Mal N
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10 Merck KGaA Merck KGaA DE_HE_01- CO'quan tham quv~n VPDD Merck Cong tv da cong be)DQ't 33 sn 33.
(CO'sa san xuat Frankfurter Strabe 250, GMP_2015 - Due KGaA Cong tv eung cap GCN GMP m6'i (da xac nhan tren
ban thanh pharn) A18, A31, A32, D3,D9, 0114 EUDRA) cua CO'sa SX ban thanh pham, e6 han hi~u

D11, 012, 015, 024, 025, LI'l hfc Iii 09/03/2018.
D39, Ill, N78, N79, N80, .-t GCN cua CO'sa san xuat ban thanh pham co han hieu0

N
luc ngan hon la 11/02/2016.N90, PHS, PH16, PH23, -0e-t
NhU' v~v tal thb'i diem hi~n tal, GCN nay da het han.PH28, PH50, PHS1, PH52, -0

PH80,V40,V41,V42,V66,
N Khong dat yeu cau.

V67; 64293 Darmstadt,
Germany

Merck SAde C.V. Calle 5, NO,7 Frae. , DE HE_Ol m- - .-t
(CO'sa dong goi va Nauealpan de Juarez, Edo. GMP_2013 0

- N-xuat xirong) De Mexico, C.P.53370, 0029 o::t
0-Mexico o::t
0

11 Mega lifescienees Mega Lifescienees Public DE-NW_Ol - CO'quan tham quv~n Mega Cong tv nop kern CPP (do Singapore cap) cua san
Public Company Company Limited, Plant 1 GMP_2015 - Due Lifescienees pham ACNOTIN 10, ACNOTIN 20 va de nghi be>sung
Limited 384, Moo 4, Soi 6, 0010 LI'l Public Company cac san pham nay vao pharn vi chung nh~n.Tuy

Bangpoo Industrial Estate, .-t Limited nhien, tal Giay chirng nhan do Dtre cap chi chrrng0
N

nhan eho cac san pham da eong bo, khong ehtrngPattana 3 Road, Phraeksa, -I.D
Mueang, Samutprakarn

0
nh~n eho 2 san pham xin be>sung neu tren => Khong-m

10280, Thailand 0 dGlt.

12 Tolmar INC. (CO'sa 701 Centre Avenue, Fort NL/H m Healtheare Inspectorate, Cong ty TNHH Ho sO'eong bo la CPPeua san pham H6n djeh tiem.-t
san xuat) Collins, Colorado, 80526, 13/0117 0 Netherlands DKSHVi~t Nam Eligard 7.5mg, va MA trong do CO'sa san xuatN- (Tolmar) da dU'O'ccong bo dO't 28 sn 9, het hGlnUnited States 0

.-t- 12/09/2016; CO'sa xuat wang (Astellas) d§ dU'O'cN
N

Astellas Pharma Hogemaat2, 7942JG NL/H m Healthcare Inspectorate, eong bo dO't 8 sn 46, het h~n 31/01/2016.
.-t Do v~y, tGlithb'i diem eong bo, GCN cua CO'sa xuatEurope BV (CO'sa Meppel, The Netherlands 13/0008 0 NetherlandsN- xU'ang da het h~n, khong dap trng Veu cau.xuat wang) N
0-,..._0
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National Authority of
~ Medicines and Health
.§. Products (INFARMED),
c: Portugal-Lf')N

GCN chua dU'Q'ccOng chung va HQ'pphap h6a lanh
Pharmaceutical Sl!nen khOng dap trng yeu diu ve phap IY.
Group Co., Ltd
General Pharm.
Factory

2, Abrunheira, Sintra,
2710-089, PortugalFarmaceuticas,

SA
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