BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - Tu do - Hanh phuc

S6 4 A i/ /QLD-CL
V/v dinh chinh Quyét dinh s6

28/QD-QLD ngay 04/02/2012 cua

Cuc Quan ly dugce

Kinh giri:

Ha Noi, ngciy/WJng £nam 2012

- S& Y té cdc tinh, thanh phd truc thudc Trung uang;
- Céc co s¢ san xuat, kinh doanh thudc.

Cuc Quan ly duge thong bso diéu chinh mot s6 noi dung trong Quyét dinh so

28/QD-QLD ngay 04/02/2012 cua Cuc Quan 1y dugc vé vige gia han hiéu lyc cua
Gidy chung nhan dat tiéu chuén “Thuc hanh tét san xuét thudc” va Gidy chu'ng nhén
dat tiéu chudn “Thuc hanh tt bao quan thude” da dugc Cuc Quan ly dugc cap trong
giai doan tir 05/02/2010 dén ngay 04/02/2012 nhur sau:

1. Pinh chinh cac ndi dung sau trong danh sach co s¢ san xuat, kinh doanh thuoc
duge gia han hidu lue cia Gidy chimg nhan dat tieu chudn “Thuc hanh tét san xuét
thudc” (GMP):
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Cong ty duoc
dinh chinh

| Néi dung trong Quyét
dinh sb 28/QP-QLD
ngay 04/02/2012

]

N@i dung dinh chinh
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Xi nghi€ép duge
phim 150 - Cong
ty cb phén
ARMEPHACO

Tén Cong fty: “Xi
nghiép dugc pham 150
COPHAVINA- Céng ty
¢b phén
ARMEPHACQO”

Tén Cong ty: Xi nghiép duc_xc_
| phim 150 - Céng ty c6 phan

ARMEPHACO

Coéng ty TNHH
cong nghé sinh
hoc duge Nanogen

Dang bao ché: “Thude
tiém nudc, thudc tiém
bot doéng khé khong
chira khéng sinh nhdom
betalactam”

Dang biao ché: Nguyén lidu
lam thudc interferon alfa-2a va
thudc tiém bot dong kho chia
interferon alfa -2a.

Thudc tiém nude, thudc tiém

khang sinh nhém beta lactam.

Céng ty cé phan
dugc Ha Tinh
(HADIPHAR)

Tén Cong ty: “Cong ty
¢6 phin dugc Ha Tinh
HADIPHAR”

bot dong khd khong chfraj

Tén Coéng ty: Cong ty ¢d phan
duge Ha Tinh (HADIPHAR)

ty TNHH
Nakom

Cong
Thai

Cong ty TNHH
li€n doanh Stada-
| Viét Nam

Patana (Viét Nam) |

Tén Cong ty: “Cong ty
TNHH Thai Nakorn
| Patana Viét Nam”

: - —
Tén Cong ty: Cong ty TNHH |

Thai Nakorn Patana (Viét

| Nam)

86 Gidy ching nhén:
“313/CN-QLD”
Ngay cép: “29/09/2010”

Sé Gidy chimg nhan: 427/CN-
QLD
Ngay cap: 20/12/2010
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Noi dung trong Quyét

ST Cao d 4 N ’ '

T g;:it:hi:l? ) dinh 56 28/QP-QLD N§i dung dinh chinh
ngay 04/02/2012

6 |Céng ty cb ph?m Ten Cong ty: “Cong ty

dugc pham 3/2

cd phan dugc pham 3/2
Tp. H6 Chi Minh”

Tén Céng ty: Céng ty cb phan
dugc pham 3/2

7 |Céng ty TNHH |Pja diém nha may san | Dia diém nha may san xuat:
duogc phiam - duge | xuat: “Lé 78, khu ché | Lo 78, khu ché xuit va cong
ligu OPODIS xudt va Cong nghiép | nghiép Linh Trung 111, X3 An

Linh Trung III, xa An | Tinh, huyén Trang Bang, tinh
Tinh, huyén Trang | Ty Ninh
Bang, tinh Tay Ninh”

8 |Céng ty cd phan | Tén Céng ty: “Céng ty | Tén Céng ty: Cong ty c¢b phan
dugc pham | dugc - trang thiét bj y té | duge pham Bidiphar 1
Bidiphar 1 Bidiphar 1"

9 |Coéng ty TNHH |Tén Cong ty: “Cong ty | Tén Cong ty: Cong ty TNHH
Rohto- TNHH Rohto- | Rohto-Mentholatum (Viét
Mentholatum Mentholatum Viét | Nam)

(Viét Nam) Nam”

10 [Céng ty TNHH |Dang bao ché: “Thudc | Dang bao ché: Thudc vién
san xuat thuong | vién nén, vién bao, vién | nén, vién bao phim, vién bao
mai dugc pham nang cing, v1en nang duong, vién nang cung, thudc
N.I.C mém, thudc c¢ém, thudc | bot, thude cbm, wen nang

bdt, vién nén sui, thudc mém, thudc nudc uong, vién

bot sai, thudc nudc | nén sui bot, thudc bdt va thude

uéng, thuéc kem va|cém sti bot, thudc nudc dung

thudc m& khéng chia | ngoai, thudc kem, thuéc mé

khang  sinh  nhém | khong chira khiang sinh nhém
B betalactam.” betalactam.

Il |Cong ty TNHH | Tén Coéng ty: “Cong ty | Tén Cong ty: Cong ty TNHH
moét  thanh vién | TNHH mdt thanh vién | mét thanh vién vic xin va sinh
vic xin va sinh | vic xin va sinh phdm sb | phim s6 1
pham s 1 1 VABIOTECH”

12 | Chi nhanh Céong ty | Dia diém nha may san | DPia diém nha mdy san xuét:
cd phén | xudt: “118A, phé Vii|118A phé Vi Xuin Thiéuy,
Armephaco  -Xi| Xuan Thiéu, phuong | phuong Phic Loi, quén Long
nghiép duogc ph‘iim Phuc Loi, quidn Long | Bién, Tp. Ha Noéi
120 Bién, Tp. Ha N§i”

13 |Céng ty TNHH | Tén Cong ty: “Coéng ty | Tén Cdng ty: Cong ty TNHH
mét thanh vién | TNHH mét thanh vién | mot thanh vién dugc phim va
dugc pham va|dugc pham va sinh hoc | sinh hoc y té (Mebiphar)

sinh hoc vy té
(Mebiphar)

y té Mebiphar”

]




ST ]_ Cong ty duge

Noi dung trong Quyét |
dinh s6 28/QP-QLD

Ni dung dinh chinh

. dinh chinh ngity 04/02/2012 B

14 |Céng ty TNHH | Tén Cong ty: “Cong ty | Tén Cong ty: Cong ty TNHH
Medochemie TNHH  Medochemie | Medochemie (Vién Péng)
(Vién Pong) Vién Péng”

15 [Cong ty ¢ phan |Pja diém nha may san | Pja diém nha mdy san xuit:
dugc pham Vinh [xudt: “Théon  Mau | Thén Mau Thoéng, phuong
Phiic Thong, phuong Khai | Khai Quang, Tp. Vinh Yén,

|

Quang, Tp. Vinh Phic,

tinh Vinh Phic” l

tinh Vinh Phic

16 | Céng ty cd phan
dugc pham duoc
11éu Pharmedic

Pija diém nha may san
xuat: “S6 1/67, dudmg
Nguyén Vin Quan,
phuéng Doéng Hung
Thuin, quén 12, Tp. H)
Chi Minh”

Pia diém nha may san xuat:
86 1/67, duong Nguyén Van
Qua, phuong BDoéng Hung
Thuan, quan 12, Tp. H5 Chi
Minh

17 |Cong ty lién|Tén Cong ty: “Cong ty | Tén Céng ty: Cong ty lién
doanh dugc pham |lién doanh dugc phidm | doanh duge pham Mebiphar-
Mebiphar- Mediphar-Autrapharm” | Austrapharm
Austrapharm

18 |Céng ty TNHH |[S6 Gidy chung nhan: | S6 Gidy chimg nhdn: 518/CN-
US Pharma USA | “423/CN-QLD” QLD

| Ngay cp: “25/10/2011” | Ngay cép: 20/12/201 |

19 [Céng ty c6 phan|Dang bao ché: “Thudc | Dang bao ché: Cac dang thanh
dugc pham Sao|vién nén, vién bao|phim va nguyén lidu lam
Kim phim, vién bao dudng, |thudc sau: Thudc vién nén,

vién nang cing, thudc|vién bao phim, vién bao

bot, thude cdm, thudce | dudng, vién nang clmg, thubce

dang vi nang, thude dan | bot, thubc cém, thube dang vi

va thube tring khong |nang, thubc dan va thude

chita khéng sinh nhom | tring khong chira khang sinh

betalactam.” nhém beta lactam.
Artemisinin,
Dihydroartemisinin,
Artesunat, Artemeter va
Arteether. )

20 (Coéng ty TNHH | Tai sb th tw 99 va 101: | BS ndi dung tai s6 thir tu 101.
mét thanh vién | N6i dung tring nhau.
vic xin Pasteur Pa

L |Lat | |




2. Pinh chinh ¢de ndi dung sau trong danh sach co s san xual, kinh doaniy thude
dum gia han hidu lye coa Gidy chimg nhan dat tidu chuan “Thire hank tit hao quin

(GSPY):

thube"

Cong ty duge

5 1
T dinh chinh

' CCong 1y co phan
I duge pham Duy
Tan

: Tan
; Minh”

CCong ty ¢0 phin
dhrgre Trung
wong 2

red

licu
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Cong v o phhm

dupe  1la  INnh
J{HADIFITAR)

Cong ty INHH
4 thuong mai durerc
 phinr Dong A
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Cong ty co phan
“dirore Bonge Nai

Noi dllng trong Qu Vet
dinh <8 28/QD-QLD
ngayv 04/02/2012

Noi dung dinh chinh

f)m cium Kho bao quan:
“Lo T -16B, VNI
dudng o 13, Khu Cong
nghiép Binh, quan
Tp Ho Chi

lan
Pha,

I'en Cong “Cong ty ¢
phin Der_ hc uTw2"
Dia Jdiéni Kho bao quan:

"8G 97 Quang  Trung.
Squan Go \-’;:gp Ip Ho Chi
Miﬂh"
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| ‘ Teung weng, |
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Dia diém Kho bio quan: 1. 0
[10L -16B. CN TIT. duimg 36
13, Kbhu Céng nghi¢p 1in
' Binh, quan Tén Pha, Tp. Ha
Chi Minh

Tén Cong ty: Cong v co |
£ g 0

i phan duee Héu Trung wong

-

P dicm Kho béo quan:
Kho A va khe B wi 97
Quang Trung, quan Go Vip,

1. HS Chi Minh

Ten Cong ty: Cong v Co
ph:;ul dugec  Jla linh!
(HADIPTIAR) !
'Tén Cong ty: Cong  ty
TNHIL thueme mal duaoe |

ham Dong A

Tén Cong cid

phﬁn durac

tv: Cong ty

Fiong Naj

1 Tén Cong
phin v
Vimedimex

Pham +1 bao quan:
thanh phdm
pham v t& va nguvén licu

(y: Cong ty m’:'
duge  pham

Thuéc J

Vvae s, sinh

Nguven  ligu  khang  sinh
nhém - Cephalosporin va
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STT

Céng ty dugc
dinh chinh

Noi dung trong Quyét
dinh sb 28/QD-QLD

| ngay 04/02/2012

Noi dung dinh chinh
__1

Céng ty ¢ phén
dugc pham
Khanh Hoa

Tén Céng ty: “Cdng ty c6
phén DP Khanh Hoa"

S6 Gidy chimg nhin:
“345/CN-QLD”

Tén Cong ty: Cong ty co
phin dugc phim Khénh
Hoa

S5 Gidy chimg nhén:
346/CN-QLD

10

Cong ty ¢6 phan
duge Vacopharm

Pham vi bdo quan: “Thudc
thanh phim”

bia diém Kho béo quan:
“KM 1954, qudc 16 1A,
phuong Tan Khanh, Tp
Tan An, tinh Long An va
186 59 Nguyén Hué,
phuong 1, Tp. Tan An,
tinh Long An"

Pham vi bao quan:
+Nguyén liéu lam thubc
khong chira khang sinh
nhom beta lactam tai KM
1954, quéc 16 1A, phuong
Tan Khanh, Tp. Téan An,
tinh Long An

+ Thuébc thanh pham tai S6
59 Nguyén Hué, phuong 1,
Tp. Téan An, tinh Long An

11

Céng ty cb phan
duge phidm Viét
Ha

Pia diém Kho bio quan:
“F02B, dudng S6 2, khu
cong nghiép Long Hau, xa
Long Hau, huyén Céan
Giudc, tinh Long An”

Pia diém Kho bao quan:
Kho sb 4 va sb 5, FO2B,
duong sb 2, khu Cong
nghi¢p Long Hau, x& Long |
Hau, huyén Can Giude, tinh

12

Cong ty TNHH
MTV duoc Sai
Gon
(SAPHARCO)

Pham vi bao quan: “Thudc
thanh phim, Nguyén liéu
lam thubc khdng chira
khang sinh nhom
betalactam, vic xin va
sinh phim y té”

Pia diém Kho bao quan:

“. 86 18-20, duodng
Nguyén Truong T, quan
4, Tp. Ho Chi Minh

-86 60, dudmg Nguyén
Van DPau, quan Binh
Thanh, Tp. H6 Chi Minh”

Long An ~ |
Pham vi bao quan:
+Thudc thanh
Nguyén ligu lam thudc
khéng chira khang sinh
nhém betalactam, vac xin
va sinh phdm y té tai S5 18-
20, duong Nguyén Truong
To. quan 4, Tp. H6 Chi
Minh

+ Vic xin va sinh phdm y té
tai S6 60, dudmg Nguyén
Vin Dau, quin Binh Thanh,
Tp. H6 Chi Minh

pham,

13

Chi nhéanh Céng
1y co phén duogc
vét tu y té Thanh
Hoéa tai Thanh
phé Ha Nbi

Tén Cong ty: “Cdng ty co
phan dugc - vat tr y té
Thanh Héa - Chi nhanh
Ha N§1”

]
Tén Cong ty: Chi nhéanh |
Céng ty c¢6 phin dugce vat tu
y t¢ Thanh Héa tai Thanh |
phd Ha Noi




" i Noi dung trong Quyét
STT C;;‘ngh*gh‘;:f dinh s 28/QD-QLD N&i dung dinh chinh
ngay 04/02/2012

Pia diém Kho bao quan: |
Kho sé 1, sb 2 va sb 3,
FO2B, dudmg s6 2, khu
Cong nghiép Long Hau, xa
Long Hau, huyén Cin
Giudc, tinh Long An

Pia diém Kho bao quan:
Cong ty ) phé‘m “F02B, dudng S6 2, khu
14 | dugc pham Tedis | cong nghiép Long Hau, xa
- Viét Ha Long Hau, huyén Cén
Giugc, tinh Long An”

;34(:1&3 R4 Tén Cong ty: “Cong ty | Tén Cong ty: Cong ty
15 (.00 TNHH Mega Lifesciences ( TNHH Mega Lifesciences

Lifesciences Viét Nam” (Viét Nam)

(Viét Nam) ¥ 1§

Cuc Quén ly duoc thong bdo dé c4c don vi biét va thuc hién./.

Nat rihdn:

- Nhu trén; -

- Thir truémg Cao Minh Quang (dé bao cdo);

- Vi Phap ché, Thanh tra B9 Y té (dé phéi hop);
- Tong Cyc Hai quan - B$ Tai Chinh;

- Cuc Quén Y - B§ Quoc phong;

- Cuc Y té - B6 Cong an;

-Cuc Y t6 GTVT - B6 GTVT;

- Vién Kiém nghiém thuoc TW, Vién Kién e B

nghiém thuéc Tp. H& Chi Minh, Vién Kiém Trwong Quoc Cuong
dinh quéc gia vic xin va sinh phim y té;

- Céc phong, Website Cuc QLD, Tap chi Dugc

& MP - Cuc Quan ly dugre

- Lwu: VT, CL.



