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- 86 Y té céc tinh, thanh phd truc thude Trung wong;
- Céc cong ty ding ky c6 thudc duge dinh chinh.

Cuc Quan ly Dugc théng bdo didu chinh mot sé ndi dung trong céc Quyét
dinh cap s6 déng ky luu hanh nhu sau:

1. Quyet dinh sd ZO/QD -QLD ngay 12/01/2012 cta Cuc truéng Cuc Quan ly
duge v& viée cong bb 317 tén thudc san xudt trong nudc dugce luu hanh tai Viét
Nam - Pot 133:

Thudc Vién phong thép TOpphote s6 ding ky: VD-16404-12 do Cong ty
CPDP Khang Minh ding ky, trong quyét dinh cé ghl Hoat chét chinh-ham lugng
13 “Hy thiém, 14 ndt, nguu tat, thd phuc linh” nay diéu chinh thanh “Hy thiém, la
16t, nguu tat, thd phuc linh”.

2. Quyet dinh s6 224/QP-QLD ngay 24/09/2012 cta Cuc trudong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 490 thuéc san xudt tlong nuée duge cip sb
dang ky luu hanh tai Viét Nam -Dot 136:

Thubc Bromhexin, sé ding ky: VD-17463-12; Enalapril, s6 ding ky: VD-
17464-12; Glucosamin 250, sb déng ky: VD-17465-12; Glucosamin 500, s
dang ky: VD-17466-12; Kacetam sb ding ky: VD-17467-12; Kac1ﬂox s0 ding
ky: VD-17468-12; Kaflovo, so dang ky: VD-17469-12; Kamoxazol, sé déing ky
VD-17470-12 do Céng ty cb phan dugc phdm Khénh Hoa ding ky, trong Quyét
dinh ghi dia chi nha san xuit 13 “Dudng 2 thang 4, P. Phudc Vinh, TP. Nha
Trang, Khanh Hoa” nay diéu chinh thanh “Pudng 2 thang 4, P. Vinh Hoa, TP.
Nha Trang, Khanh Hoa”.

3. Quyet dinh s6 08/QLD-PK ngay 18/01/2013 cua Cuc trudng Cuc Quan ly
Dugcvé viée ban hanh danh muc 433 thudc san xuét trong nuéc duge cAp sb
déng ky luvu hanh tai Viét Nam - Dot 138

Thudc Cao linh chi Lingzhi extract, sb dang ky: VD-18321-13 do Céng ty cb
phin Dugc phdm OPC ding ky, trong quyét dinh c6 ghi Tén thuéc 13 “Cao linh
chi ngzhl nay diéu chinh thanh “Cao linh chi Lingzhi Extract”.
4, Quyet dinh s§ 437/QP-QLD ngay 12/08/2014 cua Cuc truong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 412 thubc sin xuét trong nuéc dugc cip sb
dang ky luu hanh tai Viét Nam Dot 146:

Thubc Losartan 50, sb déng ky VD-21259-14 do Cong ty ¢b phin duoc

phdm Ctru Long ding ky, trong quyét dinh c6 ghi Tén thudc 12 “Lorartan 50”
nay didu chinh thanh “Losartan 50”.



8. Quyet dinh sb 662/QD QLD ngay 17/12/2015 cua Cuc truéng Cuc Quan ly
Dugec vé viéc ban hanh danh muc 626 thudc san xuét trong nude duogc cp sb
dang ky luu hanh tai Viét Nam Dot 152:

5:1; Thuoc Meseca, sb dang ky: VD-23880-15 do Cong ty cd phan tip doan
Merap dang ky, trong quyét dinh ¢6 ghi Hoat chit chinh-ham hIO’ng 1a “Mai
0,05 ml chira: Fluticason propionat 50mcg” nay diéu chinh thanh “M3i lidu 0,05
ml chtra: Fluticason propionat 50meg (0,1%)”.

5.2. Thudc Benita, sb dang ky: VD-23879-15 do Céng ty cb phan tdp doan
Merap ding ky, trong quyét dinh c6 ghi Hoat chit chinh-ham luong 1a “Mo6i ml
chita: Budesonid 1 28mg” nay diéu chinh thinh “M3i lidu xit 0,05 ml chira:
Budesonide 64 mcg
6. Quyet dinh s 424/QP-QLD ngay 05/09/2016 cua Cuc truong Cuc Quan ly
Duoc vé vide ban hanh danh muc 452 thudc san xut trong nuéc duge cip sb
dang ky luu hanh tai Viét Nam - Dot 155:

6.1. Thuéc Dich truyén tinh mach Glucose 10% (CSNQ: B.Braun
Melsungen AG, dia chi: Carl-Braun-Strasse 1, 34212 Melsungen, Germany), sb
dang ky: VD-25441-16 do Céng ty TNHH B. Braun Viét Nam ding ky, trong
quyét dinh c6 ghi Hoat chét chinh-ham lugng 12 “Mdi chai 250ml chira: Glucose
(duéi dang glucose monohydr at) 27,5mg”va Quy cach déng g01 la “Chai 250ml,
chai 500ml dung dich tiém truyén” nay didu chinh Hoat chit chinh-ham lugng
thanh “M5bi chai 250ml chtra: Glucose monohydrat 27,5g” va Quy cach déng géi
thanh “Chai 250ml, chai SOOml”

6.2. Thubc Tydol Plus, sb dang ky VD-25249-16 do Céng ty Cb phan
Dugc phdm OPV dang ky, trong quyet dinh c6 ghi Quy cach déng géi 1a “Hop
10 vi x 10 vién; Chai 100 vién” nay diéu chinh thanh “Hop 10 vi x 10 vién; hép
1 chai 100 vién”

7. Quyet dinh sé 547/QD QLD ngay 15/11/2016 cia Cuc trudng Cuc Quan ly
Duogc vé viée ban hanh danh muc 469 thudc san xut trong nuéc duge cip sb
dang ky luu hanh tai Viét Nam - Dot 15 6

T4, Thuoc Calci clorid 0,5g/5ml, so dang ky: VD- 25784 16; Ciprofloxacin
500mg, s ding ky: VD-25785- 16; Thuéc Diclofenac, s6 ding ky: VD—25786—'
16; Thudc Erythromycin 500mg, sb déng ky: VD-25787-16; Lamivudin 100, sb
dang ky: VD 25788-16; Vitamin B1 250mg, sé ding ky VD-25789-16; Vitamin
C 500mg, s6 ding ky: VD-25790-16 do Coéng ty cb phin duoc phidm Trung
uong Vldlpha dang ky, trong quyét dinh c6 ghi Tén nha san xuét 13 “Chi nhénh
cong ty c¢b phin duge phdm trung uong Vidipha tai Binh Duong” nay diéu chinh
thanh “Chi nhénh céng ty ¢6 phan dugc phim trung wong Vidipha tinh Binh
Duong”.

7.2.Thubc Meclonate, so dang ky: VD-25904-16 do Céng ty cb phan tip
doan Melap ding ky, trong quyét dinh c6 ghi Hoat chat chinh-ham llrorng la
“Mbi 1idu 0,05 ml chita: Beclomethason dipropionat 0,05mg” nay diéu chinh
thanh “Mdi liéu 0,05 ml chita: Beclomethason dipropionat 0,05mg (0,1%)”.




8. Quyét dinh s6 41/QD-QLD ngay 06/02/2017 ciia Cuc trudng Cyc Quén Iy
Duocvé viée ban hanh danh muc 598 thudc san xuét trong nudc dugce cap sd
dang ky lIuu hanh tai Viét Nam - Dot 157

Thubc Pdc hoat tang ky sinh OPC, s6 ding ky: VD-26201-17 do Céng ty ch
phin Dugc phim OPCding ky, trong quyét dinh cé ghi Hoat chit chinh-ham
lwgng 13 “Mdi gbi 5g chita: cao dic quy vé khan (twong tGng véi Puong quy
400mg; Phong phong 400mg; Tan giao 400mg; Tang ky sinh 400mg; Can dia
hoang 400mg; P trong 400mg; Cam thao 400mg) 1000mg; Bot kép (twong tng
voi Poc hoat 600mg; Qué 400mg; Té tan 400mg; Xuyén khung 400mg; Bach
thuoc 400mg; Pang sam 400mg; Nguu tt 400mg; Phyc linh 400mg) 3400mg”,
nay didu chinh thanh “MJdi goi 5g chira: cao dic qui vé khan (twong tGng v&i 18
Puong quy 400mg; r& Phong phong 400mg; ré Tan giao 400mg; Tang ky sinh
400mg; ré.Can dia hoang 400mg; vo than D trong 400mg; ré Cam thao 400mg)
1000mg; B6t kép (tuong ting véi r& Poc hoat 600mg; vé Qué 400mg; Té tin
400mg; than ré Xuyén khung 400mg; ré Bach thugc 400mg; ré Dang sam
400mg; r& Nguu tit 400mg; thé qua ndm Phyc linh 400mg) 3400mg”.

9. Quyét dinh s6 60/QD-QLD ngay 20/02/2017 ciia Cuc trudng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 06 thudc san xuét trong nuée duoc cép sb
diing ky Iuu hanh tai Viét Nam - Dot 157 bé sung:

Thubc Alovirum, s6 ding ky: VD-26635-17 do Céng ty C phén Dugc phim
Trung uong 2 ding ky, trong Quyét dinh ghi hoat chét chinh-ham luong 1a “Mbi
lo 125ml chira Aciclovir 5 g” nay dinh chinh hoat chit chinh-ham luong 1& “Mdi
lo 125ml chtra Acyclovir g
10. Quyet dinh sb 229/QP-QLD ngay 22/06/2017 ctia Cuc trudng Cuc Quan Iy
Dugc vé viéc ban hanh danh muc 1016 thudc san xuit trong nudc duge clp sb
déng ky luu hanh tai Viét Nam - Dot 158:

10.1. Thudc Ketovital, sb ding ky: VD-26791-17 do Cong ty c¢b phan duoc
phim Gia Nguyén ding ky, trong quyét dinh c6 ghi Quy cach déng goi 1a “Hop
1 tai x 10 vién x 10 vién” nay diéu chinh thanh “Hop 1 tai x 10 vi x 10 vién”.

10.2. Thudc Urictab 300, sé ding ky: VD-26797-17 do Céng ty c¢b phén
duoc phdm Gia Nguyén ding ky, trong quyét dinh c6 ghi Hoat cht chinh 13
“Allopurinol 300 mg” nay diéu chinh thanh “Alopurinol 300 mg”.

10.3. Thuéc Claminat 500 mg/125 mg, s6 ding ky: VD-26857-17 do Cong ty
¢b phin dugc phidm Imexpharm ding ky, trong quyét dinh c6 ghi Hoat chét
chinh-ham luong 12 “MOdi géi lg chita: Amoxicilin (duéi dang Amoxicilin
trihydrat) 500 mg; Acid clavulanic (du6i dang Kali clavulanat) 125 mg” nay
didu chinh thanh “MO&i géi 1,5g chira: Amoxicilin (dudi dang Amoxicilin
trihydrat) 500 mg; Acid clavulanic (dudi dang Kali clavulanat) 125 mg”.

10.4. Thubc Fructines, s§ ding ky: VD-26858-17 do Céng ty c¢b phin dugc
phém Imexpharm déng ky, trong quyét dinh c6 ghi Tén thubc 1a “Fructines
(CSNQ Laboratoire AJC Pharma- Unisine de Forntaury, 16120, France)” nay
didu chinh thanh “Fructines (CSNQ: Laboratoire AJC Pharma- Usine de
Forntaury, 16120, Chateauneuf Sur Charente, France)”.



10.5. Thudc Ngan kidu giai doc - BVP, s ding ky: VD-26667-17 do Céng
ty C ph?m BV Pharma ding ky, trong quyét dinh cé ghi Hoat chit chinh-ham
lugng 14 “Cao khé hdn hop dugc lidu 240mg turong duong: Kim ngan hoa 40mg;
Lién kidu 400 mg; Bac ha 25mg; Cam thdo 200mg; Kinh giéi 160mg; Pam dau
xi 200mg; Nguu bang tir 240mg; Cét cdnh 240mg; Dam tric diép 160mg” nay
diéu chinh thanh “Cao khé hén hop dugc liéu 240mg twong duwong: Kim ngén
hoa 400mg; Lién kiéu 400 mg; Bac ha 25mg; Cam thao 200mg; Kinh gi6i
160mg; Pam déu xi 200mg; Nguu bang tr 240mg; Cét canh 240mg; Pam tric
diép 160mg”. :

10.6. Thudc Meyerviliptin, s§ ding ky: VD-27416-17 do Céng ty Lién
doanh Meyer — BPC ding ky, trong quyét dinh c6 ghi Dang bio ché 1a “Vién
nén bao phim” nay didu chinh thanh “Vién nén”.

10.7. Thube Meyerlukast 5, sb dang ky: VD-27414-17 do Céng ty Lién
doanh Meyer - BPC déng ky, trong quyét dinh c6 ghi Dang bao ché 13 “Vién nén
bao phim” nay diéu chinh thanh “Vién nén nhai”

10.8. Thude Deséafer 250, s§ ding ky: VD-27408-17 do Céng ty Lién
doanh Meyer - BPC ding ky, trong quyét dinh cé ghi Quy céach déng géi 1a
“Hop 1 vi x 10 vién” nay diéu chinh thanh “Hop 3 vi x 10 vién”

10.9. Thuéc Fenbrat 200M, sé dang ky: VD-27136-17 do Cong ty cb phan
dugc phiam va sinh hoc y té ding ky, trong quyét dinh c6 ghi Hoat chét chinh-
ham lugng 1a “Fenofibrat 200mg” nay diéu chinh thanh “Fenofibrat micronised
200mg”.

10.10. Thude Vipkan, sb déng ky: VD-27139-17 do Céng ty cb phan dugc
phim va sinh hoc y té ding ky, trong quyét dinh cé ghi Hoat chét chinh- ham
lugng 1a “Cao khé bach qua (tuong dwong 14 Bach qua ?_OOOmg) 40mg” nay
diéu chinh thanh “Cao khé 4 Bach qua chuén héa (twong dwong 14 Bach qua
2000mg) 40mg” | Ji

10.11. Thubc Enamigal® 10 mg, sé ding ky: VD-27508-17 do Céng ty
TNHH Hasan-Dermapharm ding ky, trong quyét dinh ghi tén thubc 1a
“Enamigal 10 mg”, nay diéu chinh thanh “Enamigal ® 10 mg”

10.12. Thuéc Predsantyl® 16 mg, sb diang ky: VD-27515-17 do Céng ty
TNHH Hasan-Dermapharm ding ky, trong i;[uyét dinh ghi tén thuéc 13
“Predsantyl 16 mg”, nay diéu chinh thanh “Predsantyl® 16 mg”

10.13. Thubc Predsantyl® 4 mg, s6 dang ky: VD-27516-17 do Céng ty
TNHH Hasan-Dermapharm ding ky, trong quyét dinh ghi tén thudc 1a
“Predsantyl 4 mg”, nay diéu chinh thanh “Predsantyl® 4 mg”

10.14. Thubc Dexamethason, sb déng ky: VD-27600-17 do Céng ty TNHH
SX-TM duoc phdm Thanh Nam ding ky, trong quyét dinh cé ghi Quy céach
dong géi la “Lo 500 vién” nay diéu chinh thanh “Lo 200 vién; lo 500 vién”.

10.15. Thudc Dexamethason, sé ding ky: VD-27604-17 do Céng ty TNHH
SX-TM dugc phidm Thanh Nam ding ky, trong quyét dinh cé ghi Quy cach
dong gbi 1a “Lo 500 vién” nay diéu chinh thanh “Lo 200 vién; lo 500 vién”.



10.16. Thuéc Merhuflu, s6 ding ky: VD-27612-17 do Céng ty TNHH SX-
TM dugc phdm Thanh Nam ding ky, trong quyét dinh c6 ghi Hoat chit chinh-
ham lugng 13 “Paracetamol 500mg” nay diéu chinh thanh “Paracetamol 500mg;
Dextromethorphan HBr 15mg; Phenylephrin HCI 5mg”

10.17. Thubc Terpincods, sé ding ky: VD-27620-17 do Coéng ty TNHH SX-
TM duogc phim Thanh Namding ky, trong quyét dinh c6 ghi Tén thudc la
“Terpincods” nay diéu chinh thanh “Tepincods”.

10.18. Thudc Mibelaxol 500, s6 ding ky: VD-27550-17 do Céng ty TNHH
Lién doanh HASAN - DERMAPHARM ding ky, trong quyét dinh cé ghi Tidu
chudn 13 “TCCS” nay diéu chinh thanh “USP 36”.

10.19. Thubc Prednic, sé ding ky: VD-27497-17 do Céng ty TNHH duoc
phim USA - NIC ding ky, trong quyét dinh c6 ghi Quy cach dong géi & “Chai
200 vién; Chai 500 vién” nay didu chinh thanh “Hop 02 vi x 10 vién; Hop 10 vi
x 10 vién; Chai 200 vién; Chai 500 vién”.

10.20. Thudc Fabamox 250 DT., s§ dang ky: VD-27072-17 do Céng ty cb
phan dugc phiam Trung wong 1 - Pharbaco ding ky, trong quyét dinh cé ghi Tén
thue 13 “Fabamox 250 DT” nay diéu chinh thanh “Fabamox 250 DT.”.

10.21. Thudc Fabamox 500 DT., sé ding ky: VD-27073-17 do Céng ty cb
phan duoc phdm Trung vong 1 - Pharbaco ding ky, trong quyét dinh c6 ghi Tén
thudc 1a “Fabamox 500 DT nay diéu chinh thanh “Fabamox 500 DT.”.

10.22. Thudc Fabapoxim 200 DT., s6 ding ky: VD-27077-17 do Cong ty cb
phan dugc phim Trung wong 1 - Pharbaco ding ky, trong quyét dinh c6 ghi Tén
thube 13 “Fabapoxim 200D T” nay diéu chinh thinh “Fabapoxim 200 DT.”

10.23. Thudc Firstlexin 250 DT., sé ding ky: VD-27079-17 do Céong ty cb
phén dugce phdm Trung wong 1 - Pharbaco ding ky, trong quyét dinh c6 ghi Tén
thudc 13 “Firstlexin 250 DT” nay diéu chinh thanh “Firstlexin 250 DT.”

10.24. Thudc Firstlexin 1000 DT., s§ dang ky: VD-27078-17 do Cong ty cd
phﬁn duoc phdm Trung wong 1 - Pharbaco ding ky, trong quyét dinh c6 ghi Tén
thudc 14 “Firstlexin 1000 DT” nay diéu chinh thanh “Firstlexin 1000 DT.”.

10.25. Thubc Cao sao vang, s6 ding ky: VD-26922-17 do Céng ty cb phin
Dugc phim OPC ding kY, trong quyét dinh cé ghi Quy cach déng géi 1a “Hop 1
hop thiéc 4g; hop 1 hop thiéc 10g; hop 1 chai 20g” nay diéu chinh thanh “Tui 1
hép thiéc 4g; hop 1 hép thiée 10g; hop 1 chai thily tinh 20g”.

10.26. Thudc B4 tr nhén, sé ding ky: VD-26918-17 do Cong ty ¢b phin
Duoc pham OPC ding ky, trong quyét dinh c6 ghi Hoat chit chinh 13 “B4 tir
nhan” nay diéu chinh thanh “B4 tir nhan (sao0)”.

10.27. Thubc Connec, s§ ding ky: VD-26924-17 do Céng ty cb phdn Duoc
phém OPC ding ky, trong quyét dinh cé ghi Hoat chit chinh-ham luong la “Cao
khé Pygeum afvicanum (tuong duong 6,5mg beta-sitosterol) 50mg” nay didu
chinh thanh “Cao khé Pygeum africanum 50mg”.

10.28. Thudc Huong Phy, sb dang ky: VD-26936-17 do Céng ty cb phin
Dugc pham OPC ding ky, trong quyét dinh c6 ghi Hoat chit chinh 14 “Huorng
phu” nay diéu chinh thanh “Huong phu (tt ché)”



10.29. Thudc Kién nhi Opsure, sb dang ky: VD-26942-17 do Céng ty ch
phin Duogc pham OPC ding ky, trong quyet dinh c6 ghi Hoat chét chinh-ham
luong 13 “M3i chai 90 ml chita dich chiét dugc lidu twong dwong véi: Hoang ky
8g; Trén bi 4g; Hoang cdm 4g; Lai phuc tir 4g; Bach truét 4g; Mach mén 8g;
Son tra 4g” nay diéu chinh thanh “Mbi chai 90 ml chira: Hoang ky 8g; Tréan bi
4g; Hoang cdm 4g; Lai phuc tir (sao) 4g; Bach truét (sao) 4g; Mach mon 8g; Son
tra (sao) 4g”. ' '

10.30. Thude Calcimax, sé ding ky: VD-26977-17 do Cong ty C6 phan
Dugc phdm OPV ding ky, trong quyét dinh cé ghi Hoat chit chinh-ham lwong
13 “Moi 5ml chira: Calci ascorbat khan (dudi dang Calci ascorbat) 250mg; Lysin
hydroclorid 141,7mg; Acid ascorbic (duéi dang Lysin ascorbat) 136,6mg” nay
diéu chinh thanh “M&i Sml chita: Calci ascorbat khan (duéi dang Calci ascorbat)
250mg; Lysin hydroclorid 141,7mg; Acid ascorbic (tuong Gmg Lysin ascorbat
250mg) 136,6mg”.

10.31. Thubc Lycalci, sé dang ky: VD-26991-17 do Cong ty C6 phan Dugc
pham OPV ding ky, trong quyét dinh c¢6 ghi Hoat chit chinh-ham lugng 13 “Moi
7,5ml siro chira: Lysin hydroclorid 150mg; Calci (du6i dang calci lactat
pentahydrat) 65,025mg; Thiamin hydroclorid 1,5mg; Riboflavin natri phosphat
1,725mg; Pyridoxin HCI 3mg; Nicotinamide 9,975mg; Dexpanthenol 5,025mg;
Cholecalciferol 200,025mg; Alpha tocopheryl acetat 7,5mg” nay didu chinh
thanh “Mdi 7,5ml sird chira: Lysin hydroclorid 150mg; Calci (duéi dang calci
lactat pentahydrat) 65,025mg; Thiamin hydroclorid 1,5mg; Riboflavin natri
phosphat 1,725mg; Pyridoxin hydroclorid 3mg; Nicotinamide 9,975mg;
Dexpanthenol 5,025mg; Cholecalciferol (duéi dang Cholecalciferol 10001U/mg)
200,0251U; Alpha tocophelyl acetat 7,5mg”. '

10.32. Thubc Metof, sb dang ky: VD-26992-17 do Céng ty Cé phin Dugc
pham OPV ding ky, trong quyét dinh c¢6 ghi Hoat chét chinh 13 “Metoclopramid
(dudi dang Metoclopramid hydroclorid) 10mg” nay diéu chinh thanh
“Metoclopramid ~ hydroclorid (duéi dang Metoclopramid hydroclorid
monohydrat) IOmg

10.33. Thubc Motalv, sb dang ky: VD-26994-17 do Céng ty C6 phan Dugc
phdm OPV ding ky, trong quyet dinh c6 ghl Hoat chét chinh 1a “Alverin (dudi
dang Alverin citrat 67,3mg) 40mg” nay dleu chinh thanh “Alverin (dudi dang
Alverin citrat 67,31 mg) 40mg”.

10.34. Thuéc Bivitelmi 40, sb déng ky: VD-26651-17 do Céng ty C6 phén
BV Pharma ding ky, trong quyét dinh c6 ghi Tudi tho cia thubc 1a “24 thang”
nay diéu chinh thanh “36 théang”.

10.35. Thubc Dau néng Quang D4, sb ding ky: VD-26677-17 do Coéng ty cb
phin dugc Danapha ding ky, trong quyét dinh c6 ghi Hoat chit chinh-ham
lugng 1& “M0i chai 10 ml chta: Menthol 2,56g; Camphor 1,43 g; Methyl
salicylat 4,08 g; Tinh dau tram 60% 0,1 g; Tinh diu qué 18,75 mg” nay didu
chinh thanh “Mobi chai 10 ml chira: Menthol 2,56g; Camphor 1,43 g; Methyl
salicylat 4,08 g; Tinh dau tram 60 0,1 g; Tinh dAu qué 18,75 mg”.



10.36. Thudc Maxxhepa urso 300 capsules, sb ding ky: VD-26732-17 do
Cong ty ¢d phan dugc phdm Ampharco U.S.A ding ky, trong quyét dinh ¢ ghi
Quy céch déng gbi 1a “Hop 1 vi, 3 vi, 10 vi x 10 vién” nay didu chinh thanh
“Hop 1 thi nhém chita 1 vi x 10 vién, Hop 1 tii nhém chira 3 vix 10 vién, Hop 1
tui nhém chira 10 vi x 10 vién”.

10.37. Thudc Usalukast 4 ODT, s6 ding ky: VD-26741-17 do Céng ty cb
phéin duoc phém Ampharco U.S.A déng ky, trong quyét dinh cé ghi Dang bao
ché 14 “Vién nén phan t4n” nay diéu chinh thanh “Vién nén phan tin trong
miéng”.

10.38. Thubc Feguline 50, sb ding ky: VD-26876-17 do Céng ty ¢ phén
dwoc phdm Me Di Sun ding ky, trong quyét dinh cé ghi Tén thubc 1a “Feguline”
nay didu.chinh thanh “Feguline 50”.

10.39. Thuéc B Complex C, sé ding ky: VD-27106-17; Brown Burk
Cefalexin 500mg, sé ding ky: VD-27107-17; Brown Burk Cefalexin 500mg, s6
ding ky: VD-27108-17; Dexamethason 0,5mg, s6 dang ky: VD-27109-17;
Douzeumin 1000, SBK: VD-27110-17; Gynapax, sé ding ky: VD-27111-17;
Ladolugel LD, s ding ky: VD-27112-17; Prednisolon 5mg, sé ding ky: VD-
27113-17; Prednisolon 5mg, s6 diang ky: VD-27114-17; UracilSBK 500, s6
ding ky: VD-27115-17; Vidlox 100, sb ding ky: VD-27116-17; Vikasfaren 20,
s6 ding ky: VD-27117-17; Vitamin B6 250mg, s6 ding ky: VD-27118-17 do
Céng ty ¢b phan duge phdm trung wong VIDIPHA ding ky, trong quyét dinh ¢6
ghi Tén nha san xudt 13 “Chi nhénh cong ty cb phan dugc phdm Trung uong
Vidipha tinh Binh Duong” nay diéu chinh thanh “Chi nhénh céng ty ¢ phan
duoe phim Trung wong Vidipha Binh Duong”.

10.40. Thubc Cetirizin, sb ding ky: VD-27222-17 do Céng ty cb phin dugc
Vacopharm déng ky, trong quyét dinh c6 ghi Hoat chét chinh-ham lwong 1a
“Cetirizin (duéi dang Cetirizin dihydroclorid) 10mg” nay diéu chinh thanh
“Cetirizin dihydroclorid 10mg”.

10.41. Thudc Glusamin, sé ding ky: VD-27309-17 do Céng ty ¢b phin
Pymepharco ding ky, trong quyét dinh c6 ghi Hoat chét chinh-him lugng 13
“MObi 4g thudc bot chira: Glucosamin sulfat (duéi dang Glusamin sulfat natri
clorid tuong tng véi 1178 mg glucosamin base) 1500 mg” nay diéu chinh thanh
“Mbi 4g thubc bdt chira: Glucosamin sulfat (dwéi dang Glucosamin sulfat natri
clorid twong tng véi 1178 mg glucosamin base) 1500 mg”.

10.42. Thubc Hoan xich huong, s6 ding ky: VD-26695-17 do Céng ty cb
phin Dugc Ha Tinh ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham
lugng la “MSi 50g hoan cing chua: Cao dac hén hop duoge ligu (tuong duong
v6i Xich dbng nam 50g, Ngdy huong 50g) 10g; Thuc dia 10g; Hoai son 10g”
nay didu chinh thanh “M3i 50g hoan cing chira: Cao dic hdn hop dugc ligu
(twong duong véi Xich dong nam 50g, Ngéy huong 50g) 10g; Thuc dia 10g;
Hoai son 10g; MAu don bi 8g; Bach linh 8g; Trach t3 8g; Mat ong 2g”.

10.43. Thubc fch mAu, sb ding ky: VD-26696-17 do Céng ty c¢b phin Dugc
Ha Tinh dang ky, trong quyét dinh c6 ghi Hoat chit chinh-ham lugng 13 “Cao



ddc hén hop duoc ligu (twong du’(mg véi: Huong phu 0,125g; fch 'mau 0,125 g,
Ngai ciu 0,5g) 0,156g” nay diéu chmh thanh “Cao dic hdn hop dugc liéu
(twong duong vaéi: Huong phu 0,313g; Ich mau 1,0g; Ngai ctru 0,25g) 0,156g”.

10.44. Thubc Mefomid 850, s ding ky: VD-27263-17 do Céng ty cb phan
Dugc-TTBYT Binh Binh' (Bidiphar) ding ky, trong quyét dinh c6 ghi Tiéu
chuén thanh phdm 14 “TCCS” nay diéu chinh thanh “USP38”.

10.45. Thudc Vinsolon, sé ding ky VD-27159-17 do Cong ty ¢b phén duoc
pham Vinh Phiic ddng ky, trong quyét dinh c6 ghi Tén thudc 1 “Vinsolon” nay
diéu chinh thanh “Vinsolon 4”.

10.46. Thudc Vinluta 900, s6 ding ky VD-27156-17 do Cong ty c6 phan
dugc pham Vinh Phuc déng ky, trong quyet dinh c6 ghi Tudi tho 1a “36
thang”nay diéu chinh c4ch ghi tu01 tho cia thudc thanh “Lo bot dong kho: 36
thang; Ong dung mdi pha tlem 48 thang”.

10.47. Thubc Predstad, sé ding ky: VD-27541-17 do Coéng ty TNHH LD
Stada-Viét Nam ding ky, trong quyét dinh c6 ghi Dang bao ché 1a “Vién nén
phéan tan” nay diéu chinh thanh “Vién nén phén tan trong nuéc”.

10.48. Thubc Aupiflox 400mg/250ml, sb ding ky: VD-26727-17 va
Avicemor 750mg/150ml, sb ding ky: VD-26728-17 do Cong ty cb phan dugc
phim Am Vi ding ky, trong quyét dinh c6 ghi Dia chi cong ty dang ky va dia
chi cong ty san xudt 1a “L6 B14-3, 16 14-4, duong N13, KCN Pong Nam, Cu
Chi, TP. H5 Chi Minh” nay diéu chinh thanh “L6 B14-3,4, duong N13, KCN
Poéng Nam, Ca Chi, TP. H5 Chi Minh”.

10.49. Thube Vida up, sé ding ky: VD-27632-17 do Céng ty TNHH United
International Pharma diing ky, trong quyét dinh cé ghi Han dung 13 “36 thang”
nay diéu chinh thanh “24 thang

10.50. Thubc Bivipear 4, s6 ding ky: VD-26650-17 do Cong ty C6 phén BV
Pharma ding ky, trong quyét dinh ¢é ghi Hoat chit chinh 13 “Perindopril (duéi
dang Permdopnl tert-butylamin) 4 mg” nay diéu chinh thanh “Perindopril tert-
butylarnm 4 mg”.
i1, Quyet dinh s6 23 5/QLD-bBK ngay 22/06/2017 cia Cuc trudong Cuc Quan ly
Duoc v& viéc ban hanh danh muc 07 thudc san xut gia cong uong nudc dugc
cap sb dang ky luu hanh tai V1et Nam-dot 158:

Thubc Acemuc 200mg, sé ding ky GC-274-17 do Céng ty CPDP Sanofi-
Synthelabo Viét Nam dét gia cong va Cong ty TNHH Sanofi-Aventis Viét Nam
nhén gia cong, trong quyét dinh c6 ghi Tén co s& dit gia cong la “Coéng ty
Medochemie Ltd” nay, dia chi la “1-10 Constantinoupoleos street, 3011
Limassol — Céng hoa Sip” va tén co s& nhén gia céng 12 “Coéng ty TNHH
Medochemie (Vién Doéng)”, dia chi la “40 VSIP II dudng sb 6, KCN Viét Nam -
Singapore II, Khu lién hgp Cong nghiép - dich vy - d6 thi Binh Duong, P. Hoa
Phu, TP.Tha Dau Mét, Binh Duong- Viét Nam”; nay diéu chinh Tén co s& dit
gia cong thanh “Cong ty CPDP Sanofi-synthelabo Viét Nam”, dia chi “15/6C
Ding Vin Bi, Thi Die, TPHCM-Viét Nam” va tén co s& nhan gia céng thanh




“Cong ty TNHH Sanofi-Aventis Viét Nam”, dia chi “123 Nguyén Kho4i, Quin
4, TPHCM-Viét Nam”.

12. Céng vin sb 2377/QLD DK ng?ay 01/03/2017 ctia Cuc Quéan ly Dugc vé
viéc gia han hiéu luc sé ding ky thude:

Thudc Tenoxicam 20mg, sb ding ky VD-16510- 12 ¢ ctia Cong ty cb phan
dugc-TTBYT Binh Dinh, trong cong vin ghi tén thude 13 “Tenoxicam 200mg™;
nay didu chinh thanh “Tenoxicam 20mg”.

13. Céng vin sb 8896/QLD bK ngay 26/06/2017 cta Cuc Quan ly Du’orc vé
viéc gia han hiéu lyc sé ding ky thube:

Thudc Ceftrividi, s6 ding ky VD-16598-12 cua Cong ty ¢b phan dugc phdm
trung wong Vidipha, trong cong vin ghi tén thudc 13 “Cafirividi”; nay diéu chinh
thanh “Ceftrividi”.

14. Cong van sé 10143/QLD-PK ngay 17/7/2017 cta Cuc Quan ly Dugc vé
viéc gia han hiéu luc sé ding ky thudc:

Thube Vitamin C 500, sé ding ky VD-11760-10 ctia Cong ty ¢b phan duoc
phadm TW 25, trong c6ng vin ghi tén thudc 13 “Vitamin C 5007; nay dinh chinh
tén thudc 13 “Vitamin C 500 mg”.

Cuc Quan 1y Duoc théng bao dé céc don vi biét./.

Noi nhin:
- Nhur trén;
- Bo ﬂu‘ong Nguyen Thi Klm Tlen (dé b/c)

Thanh tra Bo Y te Vu Trang Thiét b1 va Cong trinh Y té;
- Vién V& sinh dich t& trung wong;
- Téng cuc Hai quan - B6 Tai chinh; =\ ¥
- Website Cyc QLD, Tap chi Dugc & M§ phim — Cuc QLD; k‘\\?’((? S W . ,
- Luu: VP, Céc Phong thudc Cuc QLD, PKT (8 ban). e PTrong Quoe Cwing
Thi trwéng B Y té
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