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- S6 Y t6 cac tinh, thanh ph6 true thuoc trung UO'§g;. ' . , J.0~~~~._j
- Cac cong ty dang ky co thuoc duoc dinh chi~----

C\lCQuill ly Duoc - BQY t6 thong bao di@uchinh mQt s6 nQi dung trong cac
Quyet dinh cAps6 dang ky thuoc san xuAttrong mroc nhir sau:
1. Quyet dinh s6 226/QD-QLD ngay 03/9/2009 cua Cue tnrong Cue Quan ly
diroc cong b6 905 ten thuoc san xuat trong rnroc diroc phep hru hanh tai Viet
Nam, dot 117:

1.1. Duong quy b6 huyet PIH, so dang ky: V1257-H12-10 cua Cong ty
1NHH Dong duoc Phuc Hung, trong Quyet dinh ghi ham hrong heat chat la
"Hoang ky 285 mg, Duong quy 600 mg, Ky nr ISO mg"; nay dfnh chfnh ham
hrong heat chat la "Cao diroc 1i~u (tuang duong voi Hoang ky 600 mg, Duong
quy ISOmg, Ky tir 200 mg) 28S mg".
2. Quyet dinh s6 39/QD-QLD ngay 10102/2011 cua C\lC truemg Cvc Quan 1y
Dugc v@vi~c cong b6 414 ten thu6c san xu§.t trong nuac dugc phep 1uu hanh t~i
Vi~t Nam - Dqt 12S:

2.1. Rabepagi, s6 dang ky: VD-13756-11 cua Cong ty c6 ph~n dugc phAm
Agimexpharm, trong Quy6t dinh ghi quy cach dong goi 1a "HQp 3 vi x 10 vien
nen dai bao phim"; nay dinh chinh quy cach dong goi 1a "HQp 3 vi x 10 vien nen
bao tan trong ruQt".

2.2. Thu6c Dosu1von, s6 dang leY: VD-13949-11 cua Cong ty c6 ph~n Dugc
va V~t tu y tS Binh Thu~, trong Quy6t dinh ghi ho~t ch§.t chinh, ham 1ugng 1a
"Bromhexin hydroclorid 4mg"; nay dinh chinh ho~t ch§.t chinh, ham lugng 1a
"M6i Sm1chS phfun chua Bromhexin hydroclorid 4mg".
3. Quy6t dinh s6 224/QD-QLD ngay 24/9/2012 cua Cvc trucmg Cvc Qwln ly
Dugc v@vi~c ban hanh danh m\lc 490 thu6c san xu§.t trong nuac dugc phep 1uu
hanh t~i Vi~t Nam - Dqt 136:

3.1. Vitamin 3B (nay thu6c d8:dugc d6i ten thanh Cosyndo B), s6 dang ky:
VD-17809-12 cua Xi nghi~p dugc phcim 120 - Cong ty c6 ph~n Armephaco, trong
Quy6t dinh ghi quy cach dong goi 1a"HQP S vi x 10 vien" va ghi d~ng thu6c, ham
1ugng la "Vien nen bao phim-Thiamin nitrat 175mg; Pyridoxin HC1 17Smg;
Cyanocobalamin 12Smg"; nay dinh chinh quy cach dong goi 1a "HQp 10 vi x 10
vien" va dinh chinh d~ng thu6c, ham luqng 1a"Vi en nen bao phim- Thiamin nitrat
17Smg; Pyridoxin HCl 17Smg; Cyanocobalamin 12S~Lg".
4. QuySt dinh s6 330IQB-QLD ngay 20/12/2012 cua Cvc trucmg C\lCQuan ly
Dugc v@vi~c ban hanh danh m\lC 3S1 thu6c san xu§.t trong nuac dugc c§.p s6
dang ky 1uuhanh t~i Vi~t Nam - Dqt 137: .

4.1. Gumas, s6 dang kY: VD-18097 -12 eua Cong ty TNI-lli Dugc pham B~t
Vi Phu, trong Quy@tdinh ghi thanh ph~n ho~t ch§.t chinh, ham 1ugng 1a "Nhom
hydroxyd gel 20%; Magnesi hydroxyd gel 20%; Simethicon 100%"; nay dinh
chinh thanh ph~n ho~t ch§.t chinh, h~un1ugng 1a: " Nhom hydroxyd gel 20% tuong
duong Nhom oxyd 400mg; Magnesi hydroxyd gel 20% tuong duong Magnesi
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hydroxyd 800mg; Simethicon 100% wong dirong 80mg".
5. Quyet dinh s6 08/QB-QLD ngay 18/01/2013 cua CI,lCtnrong C1,1CQuan 1y
Duoc vS viec ban hanh danh muc 433 thuoc san xu~t trong mroc duoc c~p s6
dang ky hru hanh tai Viet Nam - Dot 138:

5.1. Phagelpagel, s6 dang ky: VD-18273-13 cua Cong ty c6 phan duoc
ph~m Ciru Long, trong Quyet dinh ghi thanh phan heat ch~t chinh, ham hrong la
"Nhom hydroxyd gel 13% (tirong irng 4g nhom oxyd) 4,S96g; Magnesi hydroxyd
paste 30% (wong ling'0,8g Magnesi hydroxyd) 2,668g; Simethicon nhfl dich 30%
(wong irng 0,08g Simethicon) 0,276g"; nay dinh chinh thanh phan hoat ch~t
chinh, ham hrong la "Nhom hydroxyd gel 13% (wong irng 0,4g nhom oxyd)
4,S96g; Magnesi hydroxyd paste 300/0 (wong irng 0,8g Magnesi hydroxyd)
2,668g; Simethicon nhii dich 30% (wong irng 0,08g Simethicon) 0,276g".
6. Quyet dinh s6 288/QD-QLD ngay 08/1112013 cua C1,1Ctnrong C1,1CQuan ly
Dircc vS viec ban hanh danh muc 323 thuoc san xu~t trong mroc diroc c~p s6
dang ky luu hanh tai Viet Nam - B<.Jt142:

6.1. Zidimbiotic SOO,s6 dang ky: VD-19937-13 'cua Cong ty c6 phan duoc
pham Tenamyd, trong Quyet dinh ghi quy each dong goi_la "H9P 1 lQ+ 1 6ng
nuac c~t pha tiem 10ml; h9P 10 lQ"; nay dinh chinh quy cach dong goi la "H9P 1
1Qkern 1 6ng nuac c~t pha tiem 5ml; h9P 10 lQ".
7. QuySt dinh s6 296/QD-QLD ngay 12/6/2014 cua C1,1Ctru6ng C1,1CQuan ly
Duqc vS vi~c ban hanh danh m\lc S82 thu6c san xu~t trong nuac duqc c~p s6
dang leY luu hanh t~i Vi~t Nam - DQt 145:

7.1. TV. Pantoprazo1, s6 dang ky VD-20877-14 cua Cong ty c6 ph~n duqc
ph~m TV. Ph arm, trong QuySt dinh ghi quy cach dong goi la "H9P 3 vi x 10
vien"; nay dinh chinh quy cach dong goi l8. "H9P 3 vi, 10 vi, 20 vi x 10 vien".

7.2. Adelesing, s6 dang ky: VD-21146-14 clla Cong ty TNHH Phil Inter
Pharma, trong QuySt dinh ghi tieu chuk la "USP 32"; nay dinh chinh tieu chu~n
la "TCCS".

7.3. Camtecan, s6 dang ky: VD-21149-14 clla Cong ty TNHH Phil Inter
Pharma, trong QuySt dinh ghi tieu chu~n la "USP 32"; nay dinh chinh tieu chu~n
la "TCCS".

7.4. Gentrikin, s6 dang ky: VD-211S2-14 cua Cong ty TNHH Phil Inter
Pharma, trong QuySt diM ghi ho~t ch~t chinh, ham lugng la "Gentamycin sulfat
10mg; Econazol nitrat 100mg; Triamcinolon acetonid 10mg"; nay dinh chinh ho~t
ch~t chinh, ham lugng la "Gentamycin sulfat 10mg (ho~t hJc); Econazol nitrat
100mg; Triamcinolon acetonid 1Omg)".

7.S. Philmenorin, s6 dang ky: VD-211SS-14 clla Cong ty TNHH Phil Inter
Pharma, trong QuySt dinh ghi ho~t ch~t chinh, ham lugng la "Tocopheryl acetat
SOmg; Oryzanol 2,Smg; Retinyl palmitat 7SOIU"; nay dinh chinh ho~t ch~t chinh,
ham lUQ'ng la "Tocopheryl acetat 50mg; y-Oryzanol 2,Smg; Retinyl palmitat
7SOIU".

7.6. Philvolte, s6 dang ky: VD-21157-14 cua Cong ty TNHH Phil Inter
Pharma, trong QuySt dinh ghi ho~t ch~t chinh, ham lUQ'ngla "M6i 1Og chua:
Clotrimazol 1OOmg;B~tamethason dipropionat 6,4mg; Gentamycill sulfat 10mg";
nay dinh chinh ho~t chat chinh, ham lugng la "M6i 1Ogchua: Clotrimazo1 100mg;
Betametha~on dipropionat 6,4mg; Gentamycin sulfat 1Omg (ho~t hJc)".
8. Q~yet dinh so 437/QB-QLD ngay 12/8/2014 cua C\lC tru6ng C1,1CQuan ly
Du<;rcve vi~c ban hanh danh 1111,1C412 thu6c san xu~t trong nuac dUQ'cc~p s6
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dang ky liru hanh tai Viet Nam - DQt 146:
8.1. Bat vi F, s6 dang ky: VD-21485-14 cua Cong ty TNHH diroc pham Fito

Pharma, trong Quyet dinh ghi hoat chAtchinh, ham hrong la "M6i vien chua: Cao
kho dircc lieu 280mg nrong duong: Thuc dia 800mg; Hoai son 344mg; Son thu
344mg; Trach ta 300mg; Phuc linh 300mg; Mdu don bi 244mg; Qu~ 36,67mg;
PhV ill ch~ 16,67mg; BQt min duoc lieu g6m: Hoai son 56mg; Son thu 56mg;
Mau don bi 56mg; PhV tir ch~ 33,33mg; Qu~ 13,33mg"; nay dinh chinh heat chAt
chinh, ham hrong la "M6i vien chua: Cao kh6 duoc lieu 238mg tuong duong:
Thuc dia 800mg; Hoai son 344mg; Son thu 344mg; Trach ta 300mg; Phuc 1inh
300mg; Mdu don bi 244mg; Que 73,33mg; PhV tiTch~ 33,33mg; BQt min duoc
lieu g6m: Hoai son 56mg; Son thu 56mg; Mau don bi 56mg; PhV illch~ 66,67mg;
Qu~ 26,67".

8.2. Ambron, s6 dang ky: VD-21411-14 cua Cong ty C6 phan diroc
Vacopharm, trong Quyet dinh ghi dang bao ch~ la "thuoc bot"; nay dinh chinh
dang bao ch~ la "thuoc c6m".
9. Quyet dinh s6 679/QD-QLD ngay 08/12/2014 cua Cue tnrong Cvc Quan 1y
Dugc vS vi~c ban hanh danh mvc 281 thu6c san xuAt trong nuac· duQ'o cAp s6
dang kY lUllhanh t?i Vi~t Nam - DQt 148:

9.1. Petrimet MR., s6 dang ky: VD-22058-14 cua Cong ty TNHH United
International Pharma, trong Quy~t dinh ghi ho?t chfit chinh, ham luqng la
"Trimetazidin HCl 35mg"; nay dinh chinh ho?t chfit chinh, ham luqng la
"Trimetazidin 2HC135mg".
10. QuySt dinh s6 76/Qfl-QLD ngay 09/02/2015 cua Cvc truCmg Cvc Quan ly
DuQ'c vS vi~c ban hanh danh mvc 311 thu6c san xufit trong nuac duQ'c cfip s6
dang ky lUllhanh t?i Vi~t Nam - DQt 149:

10.l. Thu6c Anpemux, SE>K: VD-22142-15 cua cong- ty C6 phan duQ'C
phb Ha Tay, trong Quy~t dinh ghi ten ho?t chfit la "Carbocistein"; nay dinh
chinh ten ho?t chfit 1a"Carbocystein".
11. Quy~t dinh s6 263/QD-QLD ngay 26/5/2015 cua Cvc truCmg Cvc Quan ly
DuQ'c vS vi~c ban hanh danh mvc 325 thu6c san xufit trong nuac dugc cfip s6
dang ky lUllhanh t?i Vi~t Nam - DQt 150:

11.1. Thu6c ho Bao Thanh, s6 dang kY: VD-22646-15 cua C6ng ty TNHH
dugc ph~m Roa Linh, trong Quy~t dinh ghi ho?t chfit chinh 18."M6i 5 ml siro
chua: Dich chi~t (5:1) Xuyen b6i mau (tuang duong Xuyen b6i mdu O,4g) 0,08
ml; Cao long (2:1) cua h6n hgp dugc li~u (tuong duang Ty ba di~p 0,5g; Sa sam
O,lg; Phvc linh O,lg; Tran bi O,lg; cat canh 0,4g; Ban h? O,lg; Ngu vi tu 0,05g;
Qua lau nhan 0,2g; ViSn chi O,lg; Kh6 h?nh nhan.O,2g; GUng O,lg; 6 mai 0,5g;
Cam thao O,lg) 2,125 ml; Tinh dau b?c ha 0,1 mg; M~t ong Ig"; nay dinh chinh
ho?t chfit chinh 1a "M6i 5 ml siro chua: Dich chi~t (5:1) Xuyen b6i mau (tuong
duong Xuyen b6i mdu O,4g) 0,08 ml; Cao long (1,2:1) cua h6n hgp duQ'c li~u
(tuong duang Ty ba di~p 0,5g; Sa sam O,lg; Phvc linh O,lg; Tran bi O,lg; Cat
canh 0,4g; Ban h? O,lg; Ngu vi ttT 0,05g; Qua lau nhan 0,2g; ViSn chi O,lg; KhE>
h?nh nhan 0,2g; GUng O,lg; 6 mai 0,5g; Cam thao O,lg) 2,125 ml; Tinh dau b?c
ha 0,1 mg; M~t ong 19".

11.2. Glucosamin, s6 dang ky: VD-22705-15 cua C6ng ty TNHH SX-TM
duQ'c ph~m Thanh Nam, trong Quy~t dinh ghi ho?t chfit chinh, ham lUQ'ngla
"Glucosamin (duai d?ng Glucosamin sulfat kali clorid) 198mg"; nay dinh chinh
ho?t chfit chinh, ham lUQ'ngla "Glucosamin (duai d?ng Glucosamin sulfat kali
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clorid) 196,3 mg".

11.3. Purecare-S, s6 dang ky: VD-22704-15 cua Cong ty TNHH Phil Inter
Pharma, trong Quyet dinh ghi dia chi Cong ty dang ky la "S6 25, duong s6 8,
KCN Viet Nam - Singapore, Thuan An, Binh Duong" va hoat ch§.t chinh, ham
hrong la "Tretinoin 2,5g"; nay dinh chinh dia chi Cong ty dang ky la "S6 20, dai
19Htru Nghi, KCN Viet Nam - Singapore, Thuan An, Binh Duong" va hoat ch§.t
chinh, ham hrong la "Tretinoin 2,5mg".

11.4. Hoat huyet dirong nao:s6 dang ky: VD-22624- 15 cua Cong ty c6
phan Traphaco dang ky, Cong ty c6 ph§n cong nghe cao Traphaco san xuat, trong
Quyet dinh ghi quy each dong la "h9P 1 vi, 2 vi, 5 vi, 10 vi x 10 vien"; nay dinh
chinh quy each la "hop 1 vi, 2 vi, 5 vi, 10 vi x 20 vien" .

11.5. Amloefti, s6 dang ky: VD-22433-15 cua Cong ty c6 phan duoc pham
3/2, trong Quyet dinh ghi ten thuoc la "Amloefti"; nay dinh chinh ten thuoc la
"Amlo-Efti".

11.6. Bromhexim 8, s6 dang ky: VD-22563-15 cua Cong ty c6 ph§n dtroc
Vacopharm, trong Quyet dinh ghi dang bao chS Ia "vi en nen mau trang" va tieu
chuan la "DDNV IV"; nay dinh chinh d:;tngbao chS-la "vi en nen mau vang" va
tieu. chufin la "TCCS" ..

11.7. Vaco B-neurine, s6 dang kY: VD-22566-15 cua Cong ty C6 ph§n du<)'c
Vacopharm, trong QuySt dinh ghi ten thu6c la "Vaco B-neurine"; nay dinh chinh
ten thu6c la "VacoB-neurine".

11.8.Vacomuc 100, s6 dang kY: VD-22568-15 cua Cong ty C6 phAn du<)'c
Vacopharm, trong QuySt dinh ghi ho:;tt ch§.t, ham luqng la "M6i goi Ig chua:
Acetylcystein 1Omg"; nay dinh chinh ho:;ttchfit, ham luqng la "M6i goi 1g chua:
Acetylcystein 1OOmg".
12. QuySt dinh s6 514/QD-QLD ngay 09/9/2015 cua C\lC twang C\lc Quan ly
Du<)'cvS vi~c ban hanh danh mvc 720 thu6c san xufit trong nuac du<)'ccfip s6
dang kY lUllhanh t:;tiVi~t Nam - Dqt 151:

12.1. Flazenca 750/125, s6 dang kY: VD-23043-15 cua Cong ty c6 phAn
du<),cphfim Trung uong 2, trong QuySt dinh ghi ten thu6c la "Flazenca 750/125";
nay dinh chinh ten thu6c la "Flazenca 750.000/125".

12.2. Kim tien thao DN, s6 dang ky: VD-22986-15 cua Cong ty c6 phAn
du<)'cphfim PhuO'ng Dong, trong QuySt dinh ghi ho:;tt chfit chinh la "Cao kho la
Kim tiSn thao (tuong duO'ng 1,8g la Kim tiSn thao) 120 mg" va ten nha san xufit la
"Cong ty c6 phfin Du<)'cphfim Phuong Dong"; nay dinh ho:;tt chfit chinh la "Cao
kho Kim tiSn thao (wong duong 1,8g Kim tiSn thao) 120 mg" va ten nha san xufit
la "Cong ty c6 phfin Du<)'cphfim PhuO'ngDong - Chi nhanh I".

12.3. Kim tien thao Vinacare, s6 dang kY: VD-22987-15 cua Cong ty c6
phAn du<)'cphfim Phuong Dong, trong QuySt dinh ghi ho:;ttchfit chinh la "Cao kho
Ia Kim tiSn thao (tuO'ng duong 1,8g Ia Kim tiSn thao) 120 mg" va ten nha san xufit
Ia "Cong ty c6 phfin Du<)'cphfim Phuong Dong"; nay dinh chinh ho:;tt ch§.tchinh
la "Cao kho Kim tiSn thao (tuong duO'ng 1,8g Kim tiSn thao) 120 mg" va ten nha
san xufit la "Cong ty c6 phfin Du<)'cphfim PhuO'ng Dong - Chi nhanh I".

12.4. Bat vi hoan PIH, s6 dang kY: VD-23279-15 cua Cong ty TNHH dong
du<)'cPhuc Hung, trong QuySt dinh ghi ho:;tt ch§.t chinh 1ft "M6i vien hoan mem
chua: QuS chi 0,198g; H~c phV tu 0,198g; Thvc dia 1,584g; San thil 0,972g; M~u
dO'nbi 0,594g; Hoai sO'n0,792g; Phvc linh 0,594g; Tr:;tchta 0,594g; M~t ong vila
du 9g"; nay dinh chinh ho:;tt chfit chinh la "M6i vien hoan mem chua: QuS chi
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O,198g; H~c phu tu O,198g; Thuc dia 1,584g; San thu O,792g; M~u dan bi O,594g;
Hoai son 0,792g; Phuc linh 0,594g; Trach ta Q,594g; Mat ong vim du 9g".

12.5. Vi en ngam Bao Thanh NS, s6 dang ky: VD-23277-15 cua Cong ty
TNHH duoc pham Hoa Linh, trong Quyet dinh ghi hoat chat chinh la "Cao long
h6n hop (1:5) (tuong irng voi Xuyen b6i mftu 0,4g; Ty ba la 0,5g; Sa sam O,lg;
Phuc Linh O,lg; Tr§n bi 0,1g; Cat canh 0,4g; Ban ha O,4g; Ngii vi ill 0,05g; Qua
lau nhan 0,2g; Vien chi O,1g; Kh6 hanh nhan 0,2g; Girng O,lg; 6mai 0,5g; Cam
thao 0,1g) 590 mg; Tinh dftu bac ha 0,1 mg"; nay dinh chinh heatchat chinh la
"Cao long h6n hop (1 :5) (tuong irng voi Xuyen b6i m~uO,4g; Ty ba la 0,5g; Sa
sam 0,1g; Phuc Linh 0,1g; Tr§.n bi 0,1g; Cat canh 0,4g; Ban ha 0,1g; Ngfi vi ill
0,05g; Qua lau nhan O,2g; Vi8n chi 0,1g; Kh6 hanh nhan 0,2g; Girng ·0,1g; 6mai
0,5g; Cam thao O,lg) 590 mg; Tinh dftu bac ha 0,1 mg".

12.6. Flunarizine 5mg, s6 dang ky VD-23073-15 cua Cong ty c6 phftn
diroc pham TV. Pharm, trong Quyet dinh ghi quy each dong goi la "Hop 3 vi x 10
vien", nay dinh chinh quy cach dong goi la "H<)p3 vi, 10 vi x 10 vien" .

12.7. Thu6c Ajiteki, SDK: VD-22984-15; thu6c Doglitazon, SDK: VD-
22985-15; thu6c Sanroza, SDK: VD-22990-15; thu6c Sovigin, SDK: VD-22991-
15 cua Cong ty C6 ph§.n dugc pharo Phuong Dong, trong Quy8t dinh ghi ten nha
san xuat la "Cong ty c6 phftn Dugc pharo Phuong Dong"; nay dinh chinh nha san
xuat la "Cong ty c6 pharr Dugc pham Phuong Dong - Chi nhanh I".

12.8. Thu6c Tribetason, SDK: VD-23558-15 cua Cong·ty C6 ph§n dugc
pham Ha Tay, trong Quy8t dinh ghi ten ho~t chat la "Gentamycin"; nay dinh
chinh ten hoat chat la "Gentamicin".

12.9. Thu6c Acytomaxi, SDK: VD-22688-15 cua C6ng ty C6 ph§n dugc
pham Ha Tay, trong Quy8t dinh ghi h~ dung la "36 thang kS ill ngay san xufit";
nay dinh chinh h~ dung la "24 thang kS illngay san xu at" .

12.10. Thu6c JOINT SCAP, SDK: VD-22776-15 cua Cong ty C6 ph§.n
Dugc Minh Rai, trong Quy8t dinh ghi ham lugng ho~t chat la: "Glucosamin sulfat
(tuong duong Glucosamin 137,5 mg) (du6i d~ng Glucosamin sulfat natri clorid)
250mg"; nay dinh chinh ham lugng ho~t chat la "Glucosamin sulfat (tuong duong
Glucosamin 197,5 mg) (du6i d~ng Glucosamin sulfat natri clorid) 250mg";·

12.11. Mat gan giai d<)c - HT, s6 dang ICY: VD-22760-15 cua Cong ty c6
ph~n dugc Ha Tmh, trong Quy8t dinh ghi quy cach dong goi la "H<)p 1 19 60ml,
h<)p1 1990ml, h<)p1 19 140ml, h<)p 1 19 120ml, h<)p1 19200ml, h<)p1 19280ml";
nay dinh chinh quy cach dong goi la "H<)p 1° 6ng x 10ml, h<)p20 6ng x 10ml,
h<)p 1 19 60ml, h<)p 1 19 90ml, h<)p 1 19 140ml, h<)p 1 19 120ml, h<)p 1 19200ml,
h<)p1 19280ml".

12.12. Dan sam - Tam that, s6 dang ky: VD-23253-15 cua Cong ty c6 ph~n
XNK Y t8 Domesco, trong Quy8t dinh ghi ho~t chat chinh, ham lugng la "Dan
sam 525mg; Tam. that 60mg"; nay dinh chinh ho~t chat chinh, ham lugng la "Cao
dan sam 10/1(tuong duang 525mg dan sam) 52,5mg; Cao tam that 3/1 (tuang
duong 60mg tam that) 20mg".

12.13. Thu6~ Jasunny, s6 dang ky: VD-23259-15 cua Cong ty c6 phk dugc
pham Gia Nguy8n,- trong Quy8t dinh ghi ho~t chat chinh, ham lugng la "M6i gam
kern chua: Ketoconazol 15 mg; C1obetaso1 propionat 0,25 mg"; nay dinh chinh
ho~t chfit chinh, ham 1ugng 1a "M6i gam thanh pham chtra: Ketoconazo1 15 mg;
Clobetaso1 propionat 0,25 mgll.

12.14. Thu6c Nozeytin, s6 dang ky: VD-23262-15 cua Cong ty c6 ph~n
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dtroc pham Gia Nguyen, trong Quyet dinh ghi hoat ch~t chinh, ham hrong la
"Azelastin hydroclorid 15 mg"; nay dinh chinh hoat ch~t chinh, ham hrong la
"Azelastin hydroclorid 15 mg/15ml"
13. Quyet dinh s6 662/QD-QLD ngay 17/12/2015 cua C\lCtnrong C\lCQuan ly
Diroc vS viec ban hanh danh muc 626 thuoc san xu~t trong mroc diroc c~p s6
dang ky 1uuhanh tai Vi~t Nam - Dot 152:

13.1. F1azenca 750/125, s6 dang ky: VD-23681-15 cua Cong ty c6 phan
diroc pham Trung uong 2, trong Quyet dinh ghi ten thuoc Ia "F1azf!llca 750/125";
nay dinh chfnh ten thuoc la "Flazenca 750.000/125".

13.2. Kimleptic, s6 dang ky: VD-23682-15 cua Cong ty c6 phan duoc
pham Trung irong 2, trong Quyet dinh quy each dong goi la "HQP 3 vi x 10 vi";
nay dinh chinh quy each dong goi Ia "HQP3 vi x 10 vien".

13.3. Sa1butamol 2 mg, s6 dang ky: VD-23772-15 cua Cong ty c6 phan
diroc V?t tu y tS Nghe An, trong Quyet dinh ghi tieu chuan thanh pham la "DDVN
IV"; nay dinh chinh tieu chuan thanh pham la "TCCS".

13.4. Quy tY an th~ hoan PIH, s6 dang kY': VD-23919-15 cua Cong ty
TNIffi dong dugc Phuc. Hung, trong QuySt dinh ghi ho?t ch~t chinh 1a"M6i vien·
hoan mSm 9g chua: BQt Tao nhan 0,72g; BQt B?ch linh 0,65g; BQt B?ch·tru?t
0,65g; BQtHoang Ky 0,6g; BQtDuang quy 0,35g; BQt Dang sam 0,32g; BQtViSn
chi 0,32g; BQt Cam thao 0,26g; BQt D?i tao 0,25g; BQt MQc huang 0,16g; BQt
Long nhan 0,6g"; nay dinh chinh ho?t ch~t chinh la "M6i vien hoan mSm 9g
chua: BQt Tao nhan 0,72g; BQtB?ch linh 0,65g; BQtB?ch tru?t 0,65g; BQtHoang
Ky 0,6g; BQt Duang quy 0,35g; BQt Dang sam 0,32g; BQt ViSn chi 0,32g; BQt
Cam thao 0,26g; BQtD?i tao 0,25g; BQtMQc huang 0,16g; Long nhan 0,6g" .

. 13.5. Magnesi-B6 Glomed, s6 dang kY': VD-23544-15 cua Cong ty c6 ph~n
dugc ph~m Glomed, trong QuySt dinh ghi ten thu6c 1a "Magnesi-B6 Glomed";
nay dinh chinh ten thu6c la "Magne-B6 Glomed".

13.6. Supetrim, s6 dang kY': VD-23491-15 cua Cong ty c6 ph~n dugc ph~m
Agimexpharm, trong QuySt djnh ten thu6c la "Supetrim"; nay dinh chinh ten
thu6c la "Supertrim". . .

13.7. Lipirus, s6 dang kY': VD-23909-15 cua Cong ty Roussel Vi~t Nam,
trong QuySt dinh ghi d?llg bao chS la "Vien nen"; nay dinh chinh d?llg bao chS la
"Vi en nen bao phim".

13.8. GUng, s6 dang ky: VD-23926-15 cua Cong ty TNIffi dugc phAm
Fita Pharma, trong QuySt dinh ghi quy cach dong goi la "HQP 1° vi x 10 vien";
nay dinh chinh quy cach dong goi la "HQP 1°vi x 10 vien; Chai 40 vien".

13.9. Cledamed 300, s6 dang kY': VD-23536-15 cua Cong ty C6 ph~n dugc
ph~m Glomed, trong QuySt dinh ghi quy cach dong goi la "HQP 2 vi, 5 vi, 10 vi x
8 vien. HQP2 vi, 5 vi, 20 vi x 10 vien"; nay dinh chinh quy cach dong goi la "H9P
2 vi, 5 vi, 10 vi x 8 vien. H9P 2 vi, 5 vi, 10 vi x 10 vien".

13.10. Glocor 2.5, s6 dang ky: VD-23537-15 cua Cong ty C6 ph~n dugc
phAm Glomed, trong QuySt dinh ghi quy cach dong goi la "H9P 1 vi, 10 vi, 30 vi
x 10 vien"; nay dinh chinh quy cach dong goi la "H9P 3 vi, 10 vi, 30 vi x 10
vien".

, 13.n. Glonazol cream, s6 dang ky: VD-23539-15 cua Cong ty C6 ph~n
dUQ'cph~m Glomed, trong QuySt dinh ghi ham luQ'ngho?t ch~t la "M6i tuyp 1° g
kem chua: Ketoconazo120 mg"; nay dinh chinh ham lugng ho?t ch~t la "M6i tuyp
1 g kern chua: Ketoconazol 20 mg".
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13.12. Thu6c Ortenzio, s6 dang ky: VD-23644-15 cua Cong ty C6 phan
diroc pham Phuong Dong, trong Quyet dinh ghi ten nha san xu§.t la "Cong ty c6
phan Diroc pham Phuong Dong"; nay dinh chinh nha san xu§.t la "Cong ty c6
phan Diroc pham Phuong Dong - Chi nhanh I".

13.13. Tenafathin 1000, s6 dang ky: VD-23661-15 cua Cong ty c6 phan
diroc pham Tenamyd, trong Quyet dinh ghi quy each dong goi la "H9P 1 19+ 1
6ng mroc c§.t pha tiem 10ml; h9P 10 19+ 10 6ng mroc c§.tpha tiem 10m1", nay
dinh chinh quy each dong goi 1a "H9P 1 19 kern l'6ng mroc cftt pha tiem 10m1;
h9P 10 19kern 10 6ng mroc cftt pha tiem va h9P 10 19".

13.14. Acetate Ringer's, s6 dang ky: VD-24018-15 va Sodium Chloride
0,9%, s6 dang ky: VD-24019-15 cua Cong ty C6 phfin Otsuka OPV, trong Quyet
dinh ghi ten co sa dang kY va san xuAt la Cong ty TNHH Otsuka OPV; nay dinh
chinh ten co sa dang ky va san xuftt la "Cong ty C6 phfin Otsuka OPV".

13.15. Vien hoan cirng Hac l~p, s6 dang ky: VD-23561-15 cua Cong ty c6
phan diroc pham Hoa Vi~t, trong QuySt dinh ghi ho~t chAt chinh, ham 1ugng la
"M6i vien hoan cfmg chua: Bang sam 17mg; Th\lc dia 17mg; Hoang ky 17mg;
B~ch tru~t 17mg; Buong quy 17mg; B~ch thugc 17mg; QuS nh\lC 17mg"; nay
dinh chinh ho~t chftt chinh, ham lugng 1a "M6i vien hoan cfmg chua: Bang sam
17mg; Th\lc dia 17mg; Hoang kY 17mg; B~ch tru~t 17mg; Buong quy 17mg;
B~ch thugc 17mg; QuS nh\lC 17mg; Xuyen khung 17mg; Ph\lc 1inh 17mg; Cam
thao 17mg".

13.16. Tatanol Children, s6 dang kY: VD-23861-15 cua Cong ty c6 phftn
Pymepharco, trong QuySt dinh ghi quy cach dong goi 1a "H9P 10 vi x 10 vien, 19
200 vien, 19500 vien"; nay dinh chinh quy cach dong goi la "H9P 10 vi x 10 vien,
19200 vien, 19 500 vien, 19 1000 vien".

13.17. Cholina, s6 dang kY: VD-24021-15 Clla Cong ty TNHH Phil Inter
Pharma, trong QuySt diM chua ghi ten va dia chi nha san xuftt nhugng quySn; nay
dinh chinh ten va dia chi nha san xuAt nhugng qUYSnla "Daewon Pharm. CO.,
Ltd; Bia chi: 903-1, Sangshin-ri, Hyangnam-myun, Hwaseong-kun, Kyunggi-do,
Korea".

13.18. Metronidazo1 250, s6 dang kY: VD-23747-15 cua Cong ty c6 phfin
dugc Vacopharm, trong QuySt dinh ghi tieu chufin la "DBVN IV"; nay dinh chinh
tieu chuftn 1a"TCCS".

13.19. Sorbitol, s6 dang kY: VD-23749-15 cua Cong ty c6 phfin dugc
Vacopharm, trong QuySt dinh ghi d~ng bao ch@1a "thu6c c6m"; nay dinh chinh
d~g bao ch@la "thu6c b9t".

13.20. Tusa1ene, s6 dang ky: VD-23750-15 cua Cong ty c6 phfin dugc
Vacopharm, trong Quy@tdinh ghi tieu chufuI 1a "DBVN IV"; nay dinh chinh tieu
chufin la "TCCS".

13.21. Vaco-Pola 2, s6 dang ky: VD-23751-15 cua Cong ty c6 phfin dugc
Vacopharm, trong QuySt dinh ghi tieu chufin la "DBVN IV"; nay dinh chinh tieu
chufin la "TCCS".

13.22. Vado1 A 325, s6 dang ky: VD-23753-15 cua C6ng ty c6 ph§.n dugc
Vacopharm, trong Quy@tdinh ghi ten thu6c la "Vadol A 325" va d~ng bao ch@1a
"vi en nen (mau vang)"; nay dinh chinh ten thu6c la "Vado1325 DC" va dang bao
ch@la "vien nen (mau cam)". - .

13.23. Vadol caplet, s6 dang ky: VD-23754-15 cua C6ng ty c6 ph§.n dugc
Vacopharm, trong Quy@tdinh ghi quy cach d6ng g6i la "H9P 10 vi, 20 vi, 50 vi,
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100 vi x 10 vien; h9P 5 vi, 10 vi, 25 vi, 50 vi x 20 vien; chai 100 vien, 200 vien,
250 vien, 500 vien, 1000 vien"; nay dinh chinh quy each dong goi la "H9P 10 vi,
20 vi, 50 vi, 100 vi x 10 vien; h9P 5 vi, 10 vi, 25 vi, 50 vi x 20 vien; chai 100
vien, 200 vien, 300 vien, 500 vien, 1000 vien'',

13.24. Vadol caps, s6 dang ky: VD-23755-15 cua Cong ty cd phan duoc
Vacopharm, trong Quyet dinh ghi quy each dong goi Ia "H9P 10 vi, 20 vi, 50 ~i,
100 vi x 10 vien; h9P 5 vi, 10 vi, 25 vi, 50 vi x 15 vien; chai 100 vien, 200 vien,
258 vien, 500 vien, 1000 vien"; nay dinh chinh quy each dong goi la "H9P 10 vi,
20 vi, 50 vi, 100 vi x 10 vien; h9P 5 vi, 10 vi, 20 vi, 25 vi, 50 vi x 20 vien; chai
100 vien, 200 vien, 250 vien, 500 vien, 1000 vien".

13.25. Vitamin C 500, s6 dang ky: VD-23756-15 cua Cong ty cd phan diroc
Vacopharm, trong Quyet dinh ghi quy each dong goi la "H9P 10 vi, 20 vi, 50 vi,
100 vi x 10 vien; h9P 5 vi, 10 vi, 25 vi, 50 vi x 20 vien; chai 80 vien, 100 vien,
200 vien, 250 vien, 500 vien, 1000 vien"; nay dinh chinh quy each dong goi Ia
"HQP 10 vi, 20 vi, 50 vi, 'I 00 vi x 10 vien; h9P 5 vi, 10 vi, 20 vi, 25 vi, 50 vi x 15
vien; chai 100 vien, 200 vien, 300 vien, 500 vien, 1000 vien'',

13.26. Vitamin C 500, s6 dang ky: VD-23757-15 cua Cong ty cd phan diroc
Vacopharm, trong Quyet dinh gill quy each dong goi la "H9P 10 vi, 20 vi, 50 vi,
100 vi x 10 vien; h9P 5 vi, 10 vi, 25 vi, 50 vi x 20 vien; chai 80 vien, 100 vien,
200 vien; 250 vien, 500 vien, 1000 vien"; nay dinh chinh quy cach dong goi 1a
"H9P 10 vi, 20 vi, 50 vi, 100 vi x 10 vien; h9P 5 vi, 10 vi, 20 vi, 25 vi, 50 vi x 20
vien; chai 100 vien, 200 vien, 300 vien, 500 vien, 1000 vien".

13.27. Vitamin PP, s6 dang ky-: VD-23758-15 cua Cong ty cd phfrn dugc
Vacopharm, trong QuySt dinh ghi quy cach dong goi la "H9P 10 vi, 20 vi, 50 vi,
100 vi x 10 vien; h<)p 10 vi, 25 vi, 50 vi x 2·0 vien; chai 100 vien, 200 vien, 250
vien, 500 vien, 1000 vien"; nay dinh chinh quy cach dong goi 1a "H9P 10 vi, 20
vi, 50 vi, 100 vi x 10 vien; h9P 5 vi, 10 vi, 25 vi, 50 vi x 20 vien; chai 100 vien,
200 vien, 250 vien, 500 vien, 1000 vien".

13.28. Thu6c Tacerax 125 mg, s6 dang kY VD-24057-15 cua Cong ty
TNHH US Pharma USA, "trong QuySt dinh ghi ho?t ch~t chinh, ham 1ugng 1a
"M6i goi 3g chua: Cefuroxim (du6'i d?llg Cefuroxim axeti1) 125 mg" va quy cach
dong goi 1a "H9P 10, 14,20 goi x 3g"; nay dinh chinh ho?t ch~t chinh, ham 1ugng
la "M6i goi 1,5g chua: Cefuroxim (du6'i d?llg Cefuroxim axetil) 125 mg" va quy
cach dong goi 1a "H9P 10, 14,20 goi x 1,5g"

13.29. Thu6c Gavix, s6 dang ky VD-24012-15 do Cong ty TNHH MTV
Dugc ph~m DHG san xu~t va dang ky-, trong QuySt dinh ghi ho?t ch~t chinh, ham
1ugng 1a "C1opidogrel (du6'i d?llg C1opidogre1 besy1at) 75 mg"; nay dinh chinh
ho?t ch~t chinh, ham 1ugng la "C1opidogre1 (du6'i d?llg Clopidogrel bisulfat) 75
mg".

13.30. Cephalexin PMP 500, s6 dang kY: VD-23827-15 cua Cong ty cd
ph~n Pymepharco, trong QuySt dinh ghi d?ng bao chS 1a "Vien nang cung (vang _
xanh d?m) va quy cach dong goi 1a "H9P 10 vi (PVC/nhom) x 10 vien, hQP 10 vi
(nhom/nhom) x 10 vien, chai 200 vien"; nay dinh chinh d?ng bao chS 1a "Vi en
nang cUng (xanh - caramel) va quy cach dong goi 18."H9P 10 vi x 10 vien, 19200
vien".

13.31. Ethanol tinh lUY~ll96% (tt/tt), s6 dang ky: VD-23996-15 cua Cong ty
TNHH MTV Dugc ph~m OPC Binh Duong, trong QuySt dinh ghi dia chi Cong ty
dang ky la "Ap Hoa Nh\rt, xa Tan Vlnh Hi~p, huy~n Tan Uyen, tinh Binh DuO'ng
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- Viet Nam", dia chi nha san xuAt la "86 Q9NDDX, T6 1 ~p Tan Hoa, xii Tan
Vinh Hiep, huyen Tan Uyen, tinh Binh Duong - Vi~t Nam" va hoat ch~t chinh,
ham hrong la "M6i 1 lit Ethanol tinh luyen 96% chua: Ethanol nguyen lieu 96%
1,2 lit; Nurre an uong vd 3 lit"; nay dinh chinh dia chi cong ty dang ky va dia chi
cong ty san xuat la "S6 09AIE>X04,T6 7, ~p Tan Roa, xii Tan Vinh Ri~p, huyen
Tan Uyen, tinh Binh Duong - Vi~t Nam" va hoat ch~t chinh, ham hrong Ia
"Ethanol 960/0(ttltt)".
14. Quyet dinh s6 97/QD-QLD ngay 23/03/2016 cua C\ICtnrong C\ICQuan 1y .
Dtroc v@vi~c ban hanh danh m\IC 605 thuoc san xuAt trong mroc duoc cAp s6
dang kY luu hanh tai Vi~t Nam - Dot 153:

14.1. Noradrenalin, s6 dang ky: VD-24342-16 cua Cong ty c6 phfin duoc
pham Vinh Phuc, trong Quyet dinh ghi hoat chat chinh, ham hrong la
"Noradrenalin (duoi dang Noradrenalin tartrat) 8mg"; nay dinh chinh hoat ch~t
chinh, ham hrong la "Noradrenalin (duoi dang Noradrenalin tartrat) 4mg".

14.2. Vado1 A325, s6 dang ky: VD-24372-16 cua Cong ty c6 ph~n duQ'c
Vacopharm, trong QuySt dinh ghi ten thu6c la "Vado1 A325"; nay dinh chinh ten
thu6c 1a"Vado1 325".

14.3. Lado - Babegan, s6 dang k:Y: VD-24105-16 cua Cong ty c6 ph§n
duQ'c Lam D6ng - LADOPHAR, trong QuySt dinh ghi ten thu6c 1a "Lado -
Babegan", nay dinh chinh ten thu6c la "Lado - Bavegan".

14.4. Thu6c u6ng Actiso, s6 dang kY: VD-24106-16 cua Cong ty c6 ph§n
duQ'cLam D6ng - LADOPHAR, trong QuySt dinh ghi h~ dung 1a "36 thang",
nay dinh chinh h~ dung 1a"24 thang".

14.5. Thu6c DQc ho~t tang kY sinh - BVP, s6 dang kY: VD-24061-16 cua
Cong ty C6 ph~n BV Pharma, trong Quy@tdinh ghi ho~t ch~t chinh, ham lugng
chua d~y du, nay b6 sung d~y du ho~t ch~t chinh, ham lUQ'ngla "M6i vien chua
400 mg cao kho toan ph~n duQ'cchiSt xu~t ill2665 mg cac duQ'c1i~ukho sau: DQc
ho~t 203 mg; Tang kY sinh 320 mg; QUSchi 123 mg; T~n giao 134 mg; RB T@tan
80 mg; Phong phong 123 mg; Nguu t~t 198mg; D6 tn;mg 198 mg; Sinh dia 240
mg; Duong quy 123 mg; B~ch thuQ'c 400 mg; Xuyen khung 123 mg; Nhan sam
160 mg; Ph\Ic 1inh 160 mg; Cam thao 80 mg".

14.6. Pra1mex inj., 86 dang ky: VD-2444S-16 cua Cong ty c6 phfin
Pymepharco, trong QuySt dinh ghi ho~t ch~t chinh, ham 1ugng 1a "Metoclopramid
1Omg/2m1"; nay dinh chinh ho~t ch~t chinh, ham 1uQ'ng1a "Metoclopramid HCI
khan 1Omg/2ml".

14.7. Acyclovir Stada 200 mg, s6 dang ky: VD-24572-16 cua Cong ty
TNHH LD 8tada-Vi~t Nam, trong Quy@tdinh ghi tieu chu§.n la "TCCS"; nay dinh
chinh tieu chu~n la "BP 2012".

14.8. Cezi1 Cough, s6 dang ky: VD-24123-16 cua Cong ty c6 ph~n duQ'c
ph~m Ampharco U.S.A, trong QuySt dinh ghi ham 1ugng ho~t ch~t la "Cetirizin
(du6'i d~ng Cetirizin hydroc1orid) 5mg; Guaifenesin 100mg; Dextromethorphan
hydrobromid 15mg"; nay dinh chinh ham 1uQ'ng ho~t ch~t 1a "Cetirizin
hydroclorid 5mg; Guaifenesin 100mg; Dextromethorphan hydrobromid 15mg".

14.9. Abab 325 mg, s6 dang ky: VD-24207-16 cua Cong ty c6 ph~n dUQ'c
ph~m IMEXPHARM, trong QuySt dinh ghi quy cach dong goi la "Chai 1000
vien"; nay dinh chinh quy cach dong goi la "Chai 1000 vien, Chai 200 vien"

14.10. Duaryl 2g, s6 dang ky: VD-24213-16 cua Cong ty c6 ph~n duqc
ph~m Imexpharm, trong Quy@tdinh ghi ten thu6c la "Duaryl 2g", ho~t ch~t, ham

9



Itrong la "Glimepirid 2g", nay dinh chinh ten thuoc la "Duaryl 2mg", heat ch~t,
ham hrong la "Glimepirid 2mg".

14.11. Opxil SA 500 mg, s6 dang ky: VD-24215-16 cua Cong ty cd ph~n
duoc pham Imexpharm, trong Quyet dinh ghi ten va dia chi nha san xu~t la "Cong
ty cd ph~n diroc phfunlmexpharm - Dia chi: 04- dirong 30/4, Phuong 1, Tp. Cao
Lanh, Tinh D6ng Thap", nay dinh chinh ten va dia chi nha san xu~t la "Chi nhanh
3 - Cong ty cd phan diroc pham Imexpharm tai Binh Duong. - Dia chi: S6 22,
duong s6 2, KCN Vi~t Nam-Singapore II, Phuong Hoa Phu, TP Thu D~u M9t:
tinh Binh Duong".

14.12. Meyerverin, s6 dang ky: VD-24505-16'cua Cong ty Lien doanh
Meyer - BPC, trong Quyet dinh ghi quy each dong goi la "H9P 2 vi x 10 vien";
nay dinh chinh quy each dong goi 18. "HQP2 vi x 10 vien, H9P 10 vi x 10 vien",

14.13. Hoat huyet dtrong nao, s6 dang ky: VD-24472-16 cua Cong ty cd
phdn ™dtroc VTYT Khai Ha, trong Quyet dinh ghi quy each dong goi la "H9P
1 vi,3 vi, 5 vi x 10 vien"; nay dinh chinh quy each dong goi la "H9P 1 vi, 3 vi, 5
vi x 20 vien'',

14.14~ ,Hoan ngh~ m~t ong TP, s6 dang ky: VD-24468-16 do C6ng ty cd
ph&nthuong m~i duQ'cphfun va trang thiSt bi y tS Thu~ Phat dang kY va C6ng ty
cd ph&n dU9'CVTYT H,li Duong san xu§.t, trong QuySt dinh ghi quy cach dong
goi la "H9P 50 goi x 2g"; nay dinh chinh quy cach dong goi la " H9P 50 goi x 2g;
H9P 1 1940g".

14.15. Verucefa, s6 dang kY: VD-24538-16 cua C6ng ty TNHH dugc phfun
Shinpoong Daewoo, trong QuySt dinh ghi ten thu6c 18. "Verucefa"; nay dinh chinh
ten thu6c la "Varucefa".
15. C6ng van s6 3547/QLD-DK ngay 14/03/2016 cua C\lC Quan ly Dugc vS
vi~c gia h~n hi~u h,rcs6 dang kY thu6c:

15.1. Thu6c tri soi th~n Kim tiSn tha~, 86 dang ky: VD-1163 9-10 cua C6ng
ty Cd ph§.n dugc phfun oPc, trong Cong van ghi s6 dang kY la "VD-1163 9-09";
nay dinh chinh s6 dang ky cua thu6c la "VD-11639-10".

C\lCQuan ly Dugc thong bao dS cac don vi biSt.

No'i nlz9n:
- Nhu tren;
- BT. Nguy~nThi Kim Ti~n (d8 b/c);
- Th(rTruOngLe Quang CUOng(d8 b/c);
- C\lCQuan y - B¢ QU6cphong, C\lc Y t~ - B¢ C6ng an;
- C\lCY t~ giao thOngv~n tai - B¢ GTVT;
- T6ng C\lCHai Quan - B¢ Tai Chfnh;
- Bao hi8m xa hQiVi~tNam;
- V\l PMp ch~; C\lc Quan Iy Y, Duqc c6 truy~n; C\lCQua;""ll·n-.......rU'o,ng Qu8c Clf<rng
Kham, chG'ab~nh- B¢ Y t~; Thanh tra B¢ Y t~;
- Vi~nKN thu6c TW, VKN thu6c TP.HCM;
- T6ng C6ng ty Duqc VN;
- Cac B~nhvi~n,Vi~n co giuo'ngb~nh tn,rcthu¢c BYT;
- Website cua C\lCQLD, T~p chi Duqc & My phAm;P. QLKDD;
- Luu: VP, DKT (lOb).
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