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Kinh giri:

- S& Y t4 cac tinh, thanh phé truc thudc Trung uong;
- Céc cong ty ding ky co thudce duge dinh chinh.

Cuc Quan 1y Duge théng bio didu chinh mjt s6 ndi dung trong céc Quyét
dinh cép 50 déng ky lun hanh nhur sau:

1. Quyét dinh s6 20/QP-QLD ngay 12/01/2012 cia Cuc trudng Cuc Quan ly
dugc vé vige cong bd 317 tén thude san xuét trong nudc duge Iuu hanh tai Viét
Nam - Dot 133:

Thuée Vién phong thdp Topphote, s6 ding ky: VD-16404-12 do Céng ty
CPDP Khang Minh dang ky, trong quyét dinh c6 ghi Hoat chét chinh-ham lrong
14 “Hy thiém, 14 ndt, nguu tét, thd phyc linh” nay diéu chinh thanh “Hy thiém, 14
16t, nguu tét, thé phuc linh®.

2. Quyét dinh sd 224/QP-QLD ngay 24/09/2012 cia Cyc trudng Cuc Quan ly
Duge vé viéc ban hanh danh muc 490 thudc sin xuit trong nuéc duge cép sb
ding ky luu hanh tai Viét Nam -Dot 136:

Thudc Bromhexin, sé dang ky: VD-17463-12; Enalapril, s ding ky: VD-
17464-12; Glucosamin 250, sé ding ky: VD-17465-12; Glucosamin 500, s&
ding ky: VD-17466-12; Kacetam, s ding ky: VD-17467-12; Kaciflox, sb ding
ky: VD-17468-12; Kaflovo, s6 ding ky: VD-17469-12; Kamoxazol, s6 ding ky:
VD-17470-12 do Céng ty cb phén dugc phdm Khénh Hoa ding ky, trong Quyét
dinh ghi dia chi nha san xuit 12 “Pudmg 2 thing 4, P. Phudc Vinh, TP. Nha
Trang, Khénh Hoa” nay didu chinh thinh “Puéng 2 thang 4, P. Vinh Hba, TP.
Nha Trang, Khénh Hoa”.

3. Quyet dinh sé6 08/QLD-PK ngay 18/01/2013 cua Cuc truong Cuc Quan ly
Dugcvé viéc ban hanh danh muc 433 thudc san xuét trong nudc duge cap s6
dang ky Iuu hanh tai Viét Nam - bot 138:

Thuéc Cao linh chi Lingzhi extract, s dang ky: VD-18321-13 do Céng ty cb
phén Dugc phim OPC diing ky, trong quyét dinh cé ghi Tén thuée 13 “Cao linh
chi Lingzhi” nay didu chinh thanh “Cac linh chi Lingzhi Extract”.

4. Quyét dinh sb 437/QD-QLD ngiy 12/08/2014 cia Cyc trudmg Cuc Quan Iy
Duoc vé vide ban hanh danh muyc 412 thudc sin xudt trong nudc duge cép 56
ding ky luu hanh tai Viét Nam - Dot 146:

Thube Losartan 50, sé ding ky: VD-21259-14 do Céng ty cb phin dugc
phim Cirz Long ding ky, trong quyét dinh c6 ghi Tén thuc 1i “Lorartan 50”
nay diéu chinh thanh “Losartan 50”.



5. Quyet dinh sé 662!QD -QLD ngay 17/12/2015 cua Cuc trudng Cuc Quén ly
Duoc vé viéc ban hanh danh muc 626 thubc sén xuét trong nudc duge cap sb
dang ky luu hanh tai Viét Nam Dot 152:

5.1. Thubc Meseca, s dang ky: VD-23880-15 do Cong ty ¢ phin tip doan
Merap ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham llrUng la “Mdi
0,05 ml chira: Fluticason propionat 50mcg” nay didu chinh thanh “M&i lidu 0,05
ml chita: Fluticason proplonat 50mceg (0,1%)”.

5.2. Thubc Benita, s6 dang ky: VD-23879-15 do Céng ty cb phin tip doan
Merap ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham lugng 13 “Méi ml
chira: Budesonid 1,28mg” nay diéu chinh thanh “M3i lidu xit 0,05 ml chira:
Budesonide 64 mcg
6. Quyet dinh s6 424/QD-QLD ngay 05/09/2016 cua Cuc trudng Cuc Quan ly
Dugc vé vide ban hanh danh muc 452 thudc san xuét trong nude duge cép sb
ding ky luu hanh taj Viét Nam - Dot 155:

6.1. Thuc Dich truyén tinh mach Glucose 10% (CSNQ: B.Braun
Melsungen AG, dia chi: Carl-Braun-Strasse 1, 34212 Melsungen, Germany), sd
dang ky: VD-25441-16 do Cong ty TNHH B. Braun Vi¢t Nam ddng ky, trong
quyét dinh cé ghi Hoat chét chinh-ham hrgng 13 “M3i chai 250ml chia: Glucose
(duéi dang glucose monohydrat) 27,5mg”’va Quy céch dong goi la “Chai 250mil,
chai 500ml dung djch tiém truyén” nay diéu chinh Hoat chét chinh-ham lugng
thanh “M&i chai 250ml chita: Glucose monohydrat 27,5g” va Quy cich déng géi
thanh “Chai 250ml, chai S00ml”.

6.2. Thudc Tydol Plus, sé ding ky: VD-25249-16 do Céng ty CS phin
Duogc phim OPV ding ky, trong quyét dinh cé ghi Quy cach déng géi la “Hop
10 vi x 10 vién; Chai 100 vién” nay diéu chinh thanh “Hédp 10 vi x 10 vién; hép
1 chai 100 v1en”

7. Quyet dinh sé 547/QP-QLD ngay 15/11/2016 cua Cuc truong Cuc Quan ly
Duge v& viéc ban hanh danh muc 469 thudc san xuit trong nudc dugc cip sé
dang ky hru hanh tai Viét Nam - Dot 156

7.1. Thuoc Calci clorid 0,5g/5ml, 56 dang ky: VD-25784-16; Ciprofloxacin
500mg, sb dang ky: VD-25785- 16 Thudc Diclofenac, sé dang ky: VD- 25786-
16; Thudc Erythromycin 500mg, s6 déng ky: VD-25787-16; Lamivudin 100, sé
ding ky: VD-25788-16; Vitamin B1 250mg, sé dang ky: VDD-25789-16; Vitamin
C 500mg, sb ding ky: VD-25790-16 do Céng ty ¢b phan dugc phdm Trung
vong Vidipha ding kY, trong quyét dinh cé ghi Tén nha san xuét 1 “Chi nhaoh
cong ty ¢ phan duge phim trung wong Vidipha tai Binh Duong” nay didu chinh
thinh “Chi nhanh céng ty ¢d phin dugc phim trung wong Vidipha tinh Binh
Duong”.

7.2.Thubc Meclonate, sb ding ky: VD-25904-16 do Cong ty ¢b phén tap
doan Merap ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham lugng 13
“M3i lidu 0,05 ml chira: Beclomethason dipropionat 0,05mg” nay diéu chinh
thanh “M3i lidu 0,05 ml chita: Beclomethason dipropionat 0,05mg (0,1%)”.



8. Quyet dinh sé 41/QP-QLD ngay 06/02/2017 ctia Cuc trudng Cuc Quan Iy
Duogcvé viéc ban hanh danh muc 598 thudc san xuét trong nuée dugc cép sb
dang ky luu hanh tai Viét Nam - Dot 157:

Thude e hoat tang ky sinh OPC, s6 ding ky: VD-26201-17 do Cdng ty cb
phin Dugc pham OPCdang ky, trong quyet dinh ¢é ghi Hoat chét chinh-him
lwong 13 “Mai géi Sg chita: cao ddc quy vé khan (tuong tmg véi Puong quy
400mg; Phong phong 400mg; Tan giao 400mg; Tang ky sinh 400mg; Can dia
hoang 400mg; DS trong 400mg; Cam thao 400mg) 1000mg; Bot kép (tuong {ng
véi Pdc hoat 600mg; Qué 400mg; Té tin 400mg; Xuyén khung 400mg; Bach
thuoc 400mg; Pang sim 400mg; Nguu tit 400mg; Phyc linh 400mg) 3400mg”,
nay didu chinh thanh “Mdi géi 5g chira: cao d{:c qui vé& khan (tuong (mg v&i ré
buong quy 400mg; ré Phong phong 400mg; ré Tén giao 400mg; Tang ky sinh
400mg; r& Can dia hoang 400mg; vo than D6 trong 400mg; r& Cam théo 400mg)
1000mg; Bot kep (twong (g vé6i ré Doc ‘hoat 600mg; vo Qué 400mg, Té tan
400mg; than ré Xuyén khung 400mg; ré Bach thuge 400mg; ré Dang sim
400mg, ré Nguu tat 400mg; thé qua nédm Phuc linh 400mg) 3400mg”.

9. Quyet dinh sé 60/QD-QLD ngdy 20/02/2017 cta Cuc trudng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 06 thudc san xudt trong nude duoc cap s6
déng ky luru hanh tai Viét Nam - Dot 157 bé sung:

Thudc Alovirum, sé ding ky: VD-26635-17 do Cong ty C6 phén Dugc pham
Trung vong 2 ding ky, trong Quyét dinh ghi hoat chét chinh-ham lugng la “M&i
lo 125ml chira Aciclovir 5g” nay dinh chinh hoat chit chinh-ham legng la “M3i
lo 125ml chira Acyclowr 5g”.

10. Quyet dinh sé 229/QDP-QLD ngay 22/06/2017 cia Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh myc 1016 thubc san xuét trong nudc duge cap SO
dang ky luu hanh tai Viét Nam Dot 158:

10.1. Thubc Ketovital, sb dang ky VD-26791-17 do Céng ty cb phan duec
phdm Gia Nguyén dang ky, trong quyét dinh ¢6 ghi Quy cach déng g6i 12 “Hdp
1 tdi x 10 vién x 10 vién” nay diéu chinh thanh “Hop 1 tii x 10 vi x 10 vién”.

10.2. Thube Urictab 300, sé dang ky: VD-26797-17 do Céng ty cb phén
dugc phém Gia Nguyén ding ky, trong quyét dinh c6 ghi Hoat chét chinh 12
“Allopurinol 300 mg” nay diéu chinh thanh “Alopurinol 300 mg”.

10.3. Thubc Claminat 500 mg/125 mg, sb dang ky: VD-26857-17 do Céng ty
cb phin dugc phim Imexpharm ding ky, trong quyét dinh cé ghi Hoat chét
chinh-ham luong la “Mdi géi lg chita: Amoxicilin (duéi dang Amoxicilin
trihydrat) 500 mg; Acid clavulanic (dudi dang Kali clavulanat) 125 mg” nay
didu chinh thanh “Mdi géi 1,5g chita: Amoxicilin (dudi dang Amoxicilin
trihydrat) 500 mg; Acid clavulamc (dudi dang Kali clavulanat) 125 mg

10.4. Thudc Fructines, sé ding ky: VD-26858- 17 do Cong ty co phin dugc
phim Imexpharm ding ky, trong quyét dinh c6 ghi Tén thudc Ia “Fructines
(CSNQ: Laboratoire AJC Pharma- Unisine de Forntaury, 16120, France)” nay
diéu chinh thanh “Fructines (CSNQ: Laboratoire AJC Pharma- Usine de
Fomtaury, 16120, Chateauneuf Sur Charente, France)”.



10.5. Thubc Ngan kidu gidi ddc - BVP, s6 ding ky: VD-26667-17 do Céng
ty C phz“in BV Pharma diing ky, trong quyét dinh c6 ghi Hoat chét chinh-ham
lugng 13 “Cao khé hon hop dugc lidu 240mg tuong dwong: Kim ngin hoa 40mg;
Lién kiéu 400 mg; Bac ha 25mg; Cam théo 200mg; Kinh giéi 160mg; Dam diu
Xi 200mg; Nguu bang tir 240mg; Cét canh 240mg; Pam tric diép 160mg” nay
diéu chinh thanh “Cao khd hdn hop dugc lidu 240mg twong duwong: Kim ngén
hoa 400mg; Lién kiéu 400 mg; Bac ha 25mg; Cam thao 200mg; Kinh gidi
160mg; Pam dau xi 200mg; Nguu bang tir 240mg; Cit cinh 240mg; Dam triic
diép 160mg”.

10.6. Thudc Meyerviliptin, sb dang ky VD-27416-17 do Cong ty Lién
doanh Meyer — BPC ding k¥, trong quyét dinh c¢6 ghi Dang bao ché 1a “Vién
nén bao phim” nay diéu chinh thanh “Vién nén”.

10.7. Thudc Meyerlukast 5, sé ding ky: VD-27414-17 do Céng ty Lién
doanh Meyer - BPC dang ky, trong quyét dinh ¢6 ghi Dang bao ché 1a “Vién nén
bao phim” nay diéu chinh thanh “Vién nén nhai”

10.8. Thudc Deséafer 250, sb dang ky: VD-27408-17 do Céng ty Lién
doanh Meyer - BPC ding ky, trong quyét dinh cé ghi Quy cich déng géi la
“Hop 1 vi x 10 vién” nay diéu chinh thanh “Hép 3 vi x 10 vién”

10.9. Thubc Fenbrat 200M, sb ding ky: VD-27136-17 do Céng ty cb phén
dugc phim va sinh hoc y té ding ky, trong quyét dinh c6 ghi Hoat chét chinh-
ham lugng 13 “Fenofibrat 200mg” nay diéu chinh thanh “Fenofibrat micronised
200mg™.

10.10. Thudc Vipkan, sb ding ky: VD-27139-17 do Cdng ty cb phin dugce
pham va sinh hgc y té dang ky, trong quyet dinh c6 ghi Hoat chét chinh- ham
lugng 14 “Cao khé bach qua (tuvong duorg 12 Bach qua 2000mg) 40mg” nay
didu chinh thanh “Cao khé 14 Bach qua chuin héa (tuong ducmg 14 Bach qua
2000mg) 40mg”

10.11. Thubc Enamigal® 10 mg, s§ ding ky: VD-27508 17 do Céng ty
TNHH Hasan—Dennapharm diang ky, trong quyét dinh ghi tén thube la
“Enamigal 10 mg”, nay diéu chinh thinh “Enamigal ® 10 mg”

10.12. Thudc Predsantyl“’ 16 mg, s6 ding ky: VD-27515-17 do Cong ty
TNHH Hasan-Dermapharm ding ky, trong quyét dinh ghi tén thudc la
“Predsantyl 16 mg”, nay diéu chinh thanh “Predsantyl® 16 mg”

10.13. Thubc Predsantyl® 4 mg, s& ding ky: VD-27516-17 do Céng ty
TNHH Hasan—Dermapharm ding ky, trong quyét dinh ghi tén thudc la
“Predsantyl 4 mg”, nay diéu chinh thénh “Predsanty]® 4 mg”

10.14. Thubc Dexamethason, s& dang ky: VD-27600 17 do Céng ty TNHH
SX-TM dugc phidm Thanh Nam dang k¥, trong quyét dinh ¢ ghi Quy cédch
déng g6i 1a “Lo 500 vién” pay didu chinh thanh “Lo 200 vién; lo 500 vién”.

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



10.16. Thubc Merhuflu, s§ ding ky: VD-27612-17 do Céng ty TNHH SX-
TM duoc phdm Thanh Nam ding k¥, trong quyét dinh cé ghi Hoat chét chinh-
ham lugng [a “Paracetamol 500mg” nay didu chinh thanh “Paracetamol 500mg;
Dextromethorphan HBr 15mg; Phcnylephnn HCI 5mg”

" 10.17. Thubc Terpincods, sb ding ky: VD-27620-17 do Céng ty TNHH SX-
TM duge phim Thinh Namding ky, trong quyét dinh ¢6 ghi Tén thude la
“Terpincods” nay diéu chinh thanh “Tepincods™.

10.18. Thudc Mibelaxol 500, sé dang ky: VD-27550-17 do Céng ty TNHH
Lién doanh HASAN - DERMAPHARM ding ky, trong quyét dinh c6 ghi Tiéu
chuin 13 “TCCS” nay diéu chinh thanh “USP 36,

10.19. Thubc Prednic, sb ding ky: VD-27497-17 do Cong ty TNHH dugc
pham USA - NIC ding ky, trong quyét dinh c6 ghi Quy cach ddéng géi 1a “Chai
200 vién; Chai 500 vién” nay diéu chinh thanh “Hop 02 vi x 10 vién; Hop 10 vi
x 10 vién; Chai 200 vién; Chai 500 vién”.

10.20. Thude Fabamox 250 DT., sé dang ky: VD-27072-17 do Céng ty cd
phén deoc phém Trung wong 1 - Pharbaco ding ky, trong quyét dinh ¢6 ghi Tén
thudc 12 “Fabamox 250 DT” nay diéu chinh thanh “Fabamox 250 DT.”.

10.21. Thubc Fabamox 500 DT., s déng ky: VD-27073-17 do Céng ty cb
phéan duoc phim Trung wong 1 - Pharbaco ding ky, trong quyét dinh ¢ ghi Tén
thubc 14 “Fabamox 500 DT” nay diéu chinh thanh “Fabamox 500 DT.”.

10.22. Thubc Fabapoxim 200 DT., s6 ding ky: VD-27077-17 do Cong ty cd
phan dugc phdm Trung uong 1 - Pharbaco déing ky, trong quyét dinh 6 ghi Tén
thudc 14 “Fabapoxim 200DT” nay didu chinh thanh “Fabapoxim 200 DT.”

10.23. Thudc Firstlexin 250 DT., s6 ding ky: VD-27079-17 do Céng ty cb
phén duoc phédm Trung wong 1 - Pharbaco ding kY, trong quyét dinh c6 ghi Tén
thuéc 13 “Firstlexin 250 DT” nay diéu chinh thanh “Firstlexin 250 DT.”

10.24. Thuéc Firstlexin 1000 DT., s6 ding ky: VD-27078-17 do Céng ty cb
phén dugc phdm Trung wong 1 - Pharbaco ding ky, trong quyét dinh c6 ghi Tén
thudc 12 “Firstlexin 1000 DT” nay diéu chinh thinh “Firstlexin 1000 DT.”.

10.25. Thube Cao sao vang, sb diing ky: VD-26922-17 do Céng ty ¢d phén
Dugc phim OPC ding ky, trong quyét dinh ¢ ghi Quy céch déng géi 13 “Hép 1
hép thiéc 4g; hop 1 hop thiéc 10g; hdp 1 chal 20g” nay diéu chinh thanh “Tui 1
hép thide 4g; hop 1 hdp thie 10g; hop 1 chai thiy tinh 20g”.

10.26. Thubc B4 tir nhin, s§ ding ky: VD-26918-17 do Céng ty cb phin
Ducc phdm OPC dang k¥, trong quyét dinh c6 ghi Hoat chit chinh la “Ba tir
nhin” nay diéu chinh thinh “B4 tit nhén (sa0)”.

10.27. Thubc Connec, s6 dang ky: VD-26924-17 do Cdng ty c¢6 phin Dugc
phim OPC ding ky, trong quyét dinh c6 ghi Hoat chét chinh-hdm lugng 13 “Cao
kho Pygeum africanum (tuong duong 6,5mg beta-sitosterol) SCmg” nay diéu
chinh thanh “Cao khé Pygeum africanum 50mg”.

10.28. Thubc Huong Phuy, sb ding ky: VD-26936-17 do Cong ty ¢b phan
Dugc phim OPC ding ky, trong quyét dinh c¢6 ghi Hoat chit chinh 12 “Huong
phu” nay diéu chinh thanh “Huong phu (1 ché)”



10.29. Thudc Kién nhi Opsure, s6 ding ky: VD-26942-17 do Cong ty cb
phin Dugce phim OPC ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham
luong 12 “MB3i chai 90 ml chira djch chiét dugc liéu twong duong véi: Hoang ky
8g; Trin bi 4g; Hoang cim 4g; Lai phuc fir 4g; Bach trudt 4g; Mach mén 8g;
Son tra 4g” nay didu chinh thanh “M8i chai 90 ml chia: Hoang ky 8g; Tran bi
4g; Hoang cam 4g; Lal phuc tir (sao) 4g; Bach trudt (sao) 4g; Mach mdn 8g; Son
tra (sao) 4g”. .

10.30. Thudc Calcimax, sb ding ky: VD-26977-17 do Céng ty Cb phén
Duoc phim OPV dang ky, trong quyét dinh cé ghi Hoat chit chinh-ham lrong
12 “Mbi Sml chira: Calci ascorbat khan (dudi dang Calci ascorbat) 250mg; Lysin
hydroclorid 141,7mg; Acid ascorbic (dudi dang Lysin ascorbat) 136,6mg” nay
diéu chinh thanh “M&i 5ml chia: Calci ascorbat khan (dudi dang Calci ascorbat)
250mg; Lysin hydroclorid 141,7mg; Acid ascorbic (tuong ung Lysin ascorbat
250mg) 136,6mg”.

10.31. Thudc Lycalci, s6 ding ky: VD-26991-17 do Céng ty Cb phin Dugc
phdm OPV ding ky, trong quyét dinh cé ghi Hoat chét chinh-ham lugng la “M3i
7,5ml siro chia: Lysin hydroclorid 150mg; Calci (dudi dang calei 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 “M0bi 7,5ml sirdé 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 (dudi dang Cholecalciferol 10001U/mg)
200,0251U; Alpha tocopheryl acetat 7,5mg”.

10.32. Thubc Metof, sé ding ky: VD-26992-17 do Céng ty Cé phin Dugc
phim OPV ding ky, trong quyét dinh c6 ghi Hoat chat chinh 13 “Metoclopramid
(duéi dang Metoclopramid hydroclorid) 10mg” nay diéu chinh thanh
“Metoclopramid hydroclorid (dudi dang Metoclopramid hydroclorid

monohydrat) 10mg”.
10.33. Thudc Motalv, sb ding ky: VD- 26994-17 do Céng ty Cb phin Dugc

phdm OPV ding ky, trong quyet dinh co ghl Hoat chét chinh 13 “Alverin (dudi
dang Alverin citrat 67,3mg) 40mg” nay dleu chinh thanh “Alverin (dudi dang
Alverin citrat 67,31 mg) 40mg”.

10.34. Thubc Bivitelmi 40, sé ding ky: VD-26651-17 do Céng ty Cb phién
BV Pharma dang ky, trong quyét dinh c6 ghi Tudi tho cia thube 13 “24 thing”
nay diéu chinh thanh “36 thang”.

10.35. Thudc DAu néng Quang Pa, sé ding ky: VD-26677-17 do Céng ty cb
phin dugc Danapha ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham
lugng 13 “Méi chai 10 ml chia: Menthol 2,56g; Camphor 1,43 g; Methyl
salicylat 4,08 g; Tinh diu tram 60% 0,1 g; Tinh diu qué 18,75 mg” nay dicu
chinh thanh “M3i chai 10 ml chira: Menthol 2,56g; Camphor 1,43 g; Methyl
salicylat 4,08 g; Tinh diu tram 60 0,1 g; Tinh diu qué 18,75 mg”.



10.36. Thudc Maxxhepa urso 300 capsules, sé ding ky: VD-26732-17 do
Céng ty ¢b phan dugc phédm Ampharco U.S.A déng ky, trong quyet dinh cd ghi
Quy cach déng goéi 1a “Hop 1 vi, 3 vi, 10 vi x 10 vién” nay diéu chinh thanh
“Hop 1 tii nhém chita 1 vi x 10 vién, Hop 1 tiii nhém chita 3 vix 10 vién, Hop |
tdi nhém chira 10 vi x 10 vién”.

10.37. Thudc Usalukast 4 ODT, sb ding ky: VD-26741-17 do Céng ty ¢b
phin duoc pham Ampharco U.S.A déng ky, trong quyét dinh c6 ghi Dang bao
ché 1a “Vién nén phén tan” nay diéu chinh thanh “Vién nén phan tan trong
miéng”.

10.38. Thuébe Feguline 50, sé ding ky: VD-26876-17 do Céng ty ¢ phin
duoc phdm Me Di Sun déng ky, trong quyét dinh c¢6 ghi Tén thube 1a “Feguline”
nay diéu chinh thanh “Feguline 50",

10.39. Thuéc B Complex C, sb ding ky: VD-27106-17; Brown Burk
Cefalexin 500mg, sé ding ky: VD-27107-17; Brown Burk Cefalexin 500mg, sO
ding ky: VD-27108-17; Dexamethason 0,5mg, sé ding ky: VD-27109-17;
Douzeumin 1000, SPK: VD-27110-17; Gynapax, sé ding ky: VD-27111-17;
Ladolugel LD, sé ding ky: VD-27112-17; Prednisolon 5mg, sé ddng ky: VD-
27113-17; Prednisolon Smg, sé ding ky: VD-27114-17; UracilSBK 500, sé
dang ky: VD-27115-17; Vidlox 100, s6 dang ky: VD-27116-17; Vikasfaren 20,
sé ding ky: VD-27117-17; Vitamin B6 250mg, sé ding ky: VD-27118-17 do
Céng ty cb phan dugc phim trung vong VIDIPHA ding ky, trong quyét dinh c6
ghi Tén nha san xudt 12 “Chi nhanh céng ty cb phan dugc phim Trung wong
Vidipha tinh Binh Duong” nay didu chinh thanh “Chi nhanh céng ty ¢ phén
dugc phim Trung wong Vidipha Binh Duong”.

10.40. Thude Cetirizin, sb ding ky: VD-27222-17 do Céng ty cb phin dugc
Vacopharm dang ky, trong quyét dinh c6 ghi Hoat chét chinh-ham hrong 13
“Cetirizin (dudi dang Cetirizin dihydroclorid) 10mg” nay diéu chinh thanh
“Cetirizin dihydroclorid 10mg”.

10.41. Thudc Glusamin, sé ding ky: VD-27309-17 do Céng ty cb phin
Pymepharco ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham lwong 13
“Mbi 4g thubc bdt chira: Glucosamin sulfat (dudi dang Glusamin sulfat natri
clorid twong ¥mg voi 1178 mg glucosamin base) 1500 mg” nay diéu chinh thénh
“M3Bi 4g thudc bst chira: Glucosamin sulfat (dudi dang Glucosamin sulfat natri
clorid tuong tng véi 1178 mg glucosamin base) 1500 mg”.

10.42. Thudc Hoan xich huong, s6 ding ky: VD-26695-17 do Céng ty cb
phén Dugc Ha Tinh ding ky, trong quyét dinh cd ghi Hoat chét chinh-ham
lugng 13 “M3&i 50g hoan citng chita: Cao dic hon hop duogc lidu (twong duong
voi Xich dong nam 50g, Ngay huong 50g) 10g; Thuc dia 10g; Hoai son 10g”
nay diéu chinh thanh “Mdi 50g hoan cing chira: Cao dic hdn hop dugc liéu
(twong dwong véi Xich ddng nam 50g, Ngdy hwong 50g) 10g; Thuc dia 10g;
Hoai son 10g; Mau don bi 8g; Bach linh 8g; Trach ta 8g; Mat ong 2g”.

10.43. Thudc fch mAuy, sé ding ky: VD-26696-17 do Cong ty c6 phin Dugc
Ha Tinh diing ky, trong quyét dinh c6 ghi Hoat chit chinh-hdm lugng 13 “Cao



dic hdn hop dugc liéu (twong duong véi: Huong phu 0,125g; Ich ' miu 0,125g;
Ngai ciru 0,5g) 0,156g” nay diéu chinh thanh “Cao dic hén hop duge lidu
(tuong duong vai: Huong phu 0,313g; fch méu 1 ,0g; Ngai ciru 0,25g) 0 156g”

10.44. Thubc Mefomid 850, s6 ding ky: VD-27263-17 do Céng ty cb phin
Duoc-TTBYT Binh Pinh- (Bldlphar) ding ky, trong quyét dinh cd ghi Tiéu
chuén thanh pham la “TCCS” nay diéu chinh thanh “USP38”.

10.45. Thudc Vinsolon, sé ding ky VD-27159-17 do Cong ty ¢b phin duoc
pham Vinh Phuc déing ky, trong quyét dmh co ghl Tén thudc 14 “Vinsolon” nay
didu chinh thanh “Vinsolon 4”. .

10.46. Thube Vinluta 900, sé ding k¥ VD-27156-17 do Céng ty cb phén
duge phdm Vinh Phic ding ky, trong quyét dinh ¢6 ghi Tudi tho 14 “36
thang”nay didu chinh céch ghi tudi tho ctia thudc thanh “Lo b6t déng khé: 36
thang; Ong dung méi pha tiém: 48 théng”.

10.47. Thube Predstad, s6 ding ky: VD-27541-17 do Céng ty TNHH LD
Stada-Viét Nam ding ky, trong quyét dinh cé ghi Dang bao ché 13 “Vién nén
phan tdn” nay diéu chinh thanh “Vién nén phén tan trong nudc”.

10.48. Thubc Aupiflox 400mg/250ml, sé ding ky: VD-26727-17 va
Avicemor 750mg/150ml, s6 ding ky: VD-26728-17 do Céng ty cé phin duoc
phim Am Vi ding ky, trong quyét dinh ¢6 ghi Pia chi cong ty ding ky va dia
chi céng ty san xuét la “L6 B14-3, 16 14-4, duong N13, KCN Péng Nam, Ci
Chi, TP. H5 Chi Minh” nay diéu chinh thanh “Lé B14-3,4, duong N13, KCN
Péng Nam, Ca Chi, TP. H5 Chi Minh”.

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

10.50. Thudc Bivipear 4, s§ ding ky: VD-26650-17 do Céng ty Cb phin BV
Pharma ding ky, trong quyét dinh c¢6 ghi Hoat chét chinh 12 “Perindopril (dudi
dang Perindopril tert-butylamin) 4 mg” nay didu chinh thanh “Perindopril tert-
butylamin 4 mg”.

11. Quyét dinh s 235/QLD-PK ngay 22/06/2017 ciia Cuc trudng Cuc Quan ly
Duge vé viée ban hanh danh muc 07 thudc sin xuit gia cdng trong nude dugc
cap s6 ding k¥ luu hanh tai Viét Nam-dgt 158:

Thudc Acemuc 200mg, sé ding ky: GC-274-17 do Cong ty CPDP Sanofi-
Synthelabo Viét Nam dit gia cong va Cong ty TNHH Sanofi-Aventis Viét Nam
nhin gia céng, trong quyét dinh c6 ghi Tén co s& dit gia cong la “Cong ty
Medochemie Ltd” nay, dia chi 1la “1-10 Constantinoupoleos street, 3011
Limassol — Cong hoa Sip” va tén co s& nhdn gia céng la “Céng ty TNHH
Medochemie (Vién Dong)”, dia chi la “40 VSIP II dudng s6 6, KCN Viét Nam -
Singapore 11, Khu lién hgp Cong nghiép - dich vu - d6 thi Binh Duong, P. Hoa
Phii, TP.Thiu Diu Mét, Binh Duong- Viét Nam”; nay diéu chinh Tén co s& dat
gia cong thanh “Céng ty CPDP Sanofi-synthelabo Viét Nam”, dia chi “15/6C
Pang Van Bi, Thu Pic, TPHCM-Viét Nam” va tén co s& nhén gia céng thanh



“Céng ty TNHH Sanofi-Aventis Viét Nam”, dia chi “123 Nguy&n Khodi, Quén
4, TPHCM-Viét Nam”.

12. Cong van sé 2377/QLD-PK ngdy 01/03/2017 ciia Cyc Quén ly Duge vé
viée gia han hiéu lyc sé dang ky thude:

Thubc Tenoxicam 20mg, s ding ky VD-16510-12 ciia Céng ty cb phin
dige-TTBYT Binh Dinh, trong ¢dng vin ghi tén thubc 1 “Tenoxicam 200mg”;
nay diéu chinh thanh “Tenoxicam 20mg”.

13. Cong vin sb 8896!QLD-BK ngay 26/06/2017 ctia Cyc Quan Iy Dugc vé
viéc gia han hiéu lyc sé ding ky thube:

Thudc Cefirividi, sé ding ky VD-16598-12 ciia Cong ty ¢d phan dugc phim
trung wong Vidipha, trong cdng vén ghi tén thudc 1a “Caftrividi”; nay diéu chinh
thanh “Ceftrividi”.

14. Céng vin sé 10143/QLD-DK ngay 17/7/2017 ciia Cuc Quén Iy Dugc vé
viéc gia han hiéu lyc s8 ding ky thudc:

Thudc Vitamin C 500, sé dang ky VD-11760-10 ciia Céng ty cd phan dugc
phdm TW 25, trong cong vin ghi tén thuc 13 “Vitamin C 500”; nay dinh chinh
tén thubc 14 “Vitamin C 500 mg”.

Cuc Quén Iy Dugc théng béo dé céc don vi biét./.
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