BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Ty do - Hanh phiic

SE:04006 / QLD-bK Ha Ngi, ngayozghang,{o nam 2016
V/v Pinh chinh quyét dinh cdp SPK

Kinh gui: , ;
- S¢ Y té cac tinh, thanh phd truc thudc trung wong;
- Cac cong ty dang ky c6 thudc dugce dinh chinh.

Cuc Quén 1y Dugc - B§ Y té thong bao diéu chinh mot s6 ndi dung trong cac
Quyét dinh cép sb dang ky thudc san xuét trong nuée nhu sau:

1 Quyet dinh s0 288/QD-QLD ngay 08/11/2013 cta Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 323 thudc san xuét trong nuéc duge cip sb
ddng ky luu hanh tai Viét Nam — Dot 142

Thubc Cholapan Vién mét nghé, sé dang ky: VD-19911-13 ciia Cong ty C
phan Duoc phim OPC, trong Quyét dinh ghi hoat chét chinh, ham luong 13 “Cao
cdn nghé 75mg; Tran bi 139mg; Cao mat heo 60mg”; nay dinh chinh hoat chat

chinh, ham Twong 13 “Cao cdn nghé 75mg (twong tng Nghé 540,35mg); Tran bi

139mg; Cao mat heo 60mg

2. Quyet dinh s6 134/QD-QLD ngay 04/03/2014 cua Cuc truong Cuc Quan
ly Dugc vé viéc ban hanh danh muc 204 thubc san xuét trong nude duge cap sb
déng ky luu hanh tai Viét Nam Dot 144:

Thubc Midazoxim 1 g sé dang ky: VD-20452-14 cua Cong ty cb phan duoc
phim Minh Dén, trong Quyét dinh ghi dia chi nha san xuét 1a “Lo E2, duong N4,
- KCN Hoa X4, TP Nam Dinh, Viét Nam”; nay dinh chinh dia chi nha sén xut 1a

“L6 N8, dudng N5, khu cdng nghiép Hoa X4, thanh phb Nam DPinh, Viét Nam”.

3. Quyet dinh s6 296/QLD-QP ngay 12/6/2014 cia Cuc truong Cyc Quan ly
Dugc vé viéc ban hanh danh muc 582 thuc sian xuit trong nuée duge cp so
dang ky luu hanh tai Viét Nam Dot 145:

Thudc Sibalyn tab, s§ ding ky: VD- 20831-14 cua Cong ty ¢ phén dugc
phdm Trung wong I - Pharbaco, trong Quyét dinh ghi tén hoat chét, ham lugng 12
“Acid thioctic 600mg”; nay dinh chinh hoat chit, him lugng 14 “Acid alpha lipoic
600mg”.

4. Quyet dinh s6 437/QLD-QP ngay 12/8/2014 cla ' Cuc truéng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 412 thudc san xut trong nuéc duge cap so
dang ky luu hanh tai Viét Nam - Dot 146:

4.1. Thubc Usccefpo 100, sb ding ky: VD-21599-14 ctia Cong ty TNHH US
Pharma USA, trong Quyét dinh ghi tén thudc 13 “Uscefpo 100”: nay dinh chinh
tén thubc 13 “Usccefpo 1007,

4.2. Thubc Ausmezol-D, s6 dang ky: VD-21208-14 cua Cong ty c¢b phéan
Dugc Ha Tinh, trong Quyét dinh ghi tén hoat chét — ham lugng 14 “Esomeprazol
‘(dang vi hat bao tan trong rudt) 20mg; Domperidon 15mg”; nay dinh chinh hoat
chéit — ham luong 14 “Esomeprazol (duéi dang vi hat Esomeprazol 8,5%) 20mg;
Domperidon (duéi dang Domperidol maleat) 15mg”. ;




5. Quyet dinh s6 679/QP-QLD ngay 8/12/2014 cua Cuc trudng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 281 thudc san xuét trong nudc dugc cap sd
dang ky Iuu hanh tai Viét Nam - Dot 148:

Thubc Cebraton liquid, sb _dang ky: VD-21980-14 ctia Cong ty co phan
Traphaco dang ky va Cong ty c¢b phan céng nghé cao Traphaco san xuét, trong
Quy ét dinh ghi hoat chét chinh, ham lugng 1a “Cao dic ré dinh lang 9g; Cao khd
bach quéa 0,8g; Cao ddc co ngot 0,001g”; nay dinh chinh hoat chit chinh, ham
lugng 12 “Cao dic ré dinh ling (twong duong 45g ré cdy dinh ling) 9g; Cao kho
bach qua (ham lugng flavonoid toan phén > 24%) 0,8g; Cao dic cd ngot 0,001g>.

6..Quyét dinh sb 662/QD-QLD ngay 17/12/2015 cia Cuc trudng Cuc Quan
ly Dugc ve viéc ban hanh danh muc 626 thudc san xuat trong nudc duge cap sd
dang ky luu hanh tai Viét Nam - Dot 152:

6.1. Thubc Supertrim, sb dang ky: VD-23491-15 cia Céng ty cb phin dugc
phim Agimexpharm, trong Quyét dinh ghi tén thudc la “Supetrim”; nay dinh

_chinh tén thubc 12 “Supertnm” ;

6.2. Thubc Sinuflex, s0 ding ky VD 23912 15 cua Cong ty Roussel Vlet
Nam, trong Quyét dinh ghi hoat chét chinh, ham lugng 1a “Phenylephrin
hydroclorid 10mg; Clorpheniramin maleat 2mg” nay dinh chinh hoat chét chinh,
ham lugng la “Phenylephrm 10mg; Clorpheniramin maleat 2mg”.

6.3. Thubc Usarinate, s dang ky: VD-23511-15 cua Cong ty cb phan duoc
phdm Ampharco U.S.A, trong Quyét dinh ghi quy cach doéng géi 1a “Hop 1 vi
kep, 2 vi kep, 3 vi kf;p x vi 4 vién”; nay dinh chinh quy cach déng géi la “Hop 1
vi kep, 2 vi kep, 3vi kep, 6 vi kep x vi 4 vién ( vi nhdm - nhém) /vi kep”.

T Quyet dinh sb 102/QDb-QLD ngay 23/03/2016 cua Cyc trudng Cuc Quan
ly Duge vé viéc ban hanh danh muc 11 thudc tir dugc liéu san Xuét trong nudc
duoc clp sb ding ky lwu hanh tai Viét Nam - Dot 153:

Thubc Abivina, sb ding ky: V53-H12-16 cta Vién Dugc liéu, trong Quyét
dinh ghi quy cach déng g61 1a “Hop 1 lg 60 vién”; nay dinh chmh quy céach dong
g611a “Hop 1 1o 60 v1en hop 01 thi x 3 vi x 20 vién”.

8. Quyct dinh s6 297/QP-QLD ngay 15{07/2016 cua Cuc trudéng Cuc Quan
ly Dugc vé viéc ban hanh danh muc 404 thudc san xuat trong nudc duge cap so
dang ky luu hanh tai Viét Nam - Do’t 154:

8.1. Thubc Gadoxime 200, s6 ding ky: VD-24893-16 ciia Cong ty cd phan
dugc phdm va sinh hoc y té, trong Quyét dinh ghi dang bao ché 12 “vién nén”; nay
dinh chinh dang bao ché 1a “vién nén phéan tan”.

8.2. Thuéc Miprotone-F, s6 dang ky: VD-25002- 16 cua Cong ty TNHH
Dugc pham Dat Vi Phi, trong Quyét dinh ghi hoat chit chinh, ham lugng 1a
“Progesteron (dang vi hat) 200mg”; nay dinh chinh hoat chét chinh, ham luong 1a
“Progesteron micronized 200mg”.

8.3. Thudc Meko Brand, s6 ding ky: VD-24951-16 cita Céng ty cd phén
Héa — Dugc phim Mekophar trong Quyét dinh ghi tén thudc 1a “Meko Brand”;
nay dinh chinh tén thudc 1a “Meko Brand ®”.

8.4. Thubc Hadozyl, s6 ding ky: VD-24769-16 cua Cong ty c¢b phén duoc
phim Ha Téay, trong Quyét dinh ghi tudi tho cua thubc 1a “24 thang”; nay dinh
chinh tudi tho ctia thubc 1a “36 thang”.



9. Quyet dinh s6 424/QP-QLD ngay 05/9/2016 cua Cyc trudng Cuc Quan ly
Duge vé viéc ban hanh danh muc 452 thubc san xuét trong nude duge clp sb
ddng ky luu hanh tai Viét Nam - Do’t 155:

9.1. Thudc Cefotaxim lg, sb ding ky: VD-25289-16 cia Cong ty cb phan
dugc phdm Trung wong I - Pharbaco, trong Quyet dinh ghi quy cach dong gdi la
"Hop 1 lo thubc + 1 éng nude cit Sml (SPK ong nudce cat VD-23675-15)"; nay
dinh chinh quy cach déng goi la "Hop 10 lo thuoc bot pha tiém; Hop 1 lo thudc +
1 ong nuéc cat pha tiém Sml (SPK 6 ong nude cit: VD-23675- 155",

9.2. Thudc Visulin lg/O 5g, s6 ding ky: VD-25322-16 ctia Cong ty c¢b phén
dugc phidm VCP, trong Quyét dinh ghi tén thudc 12 “Vinsulin 1g/0,5g”, nay dinh
chinh tén thubc 1 “Visulin 1g/0,5 g”.

9.3. Thubc Maxxcefnir 300, s6 dang ky: VD-25133-16 cua Cong ty ) phan
dugc phdm Ampharco U.S.A, trong Quyét dinh ghi tén va dia chi nha san xuit 1a
"Cong ty cb phan dugc phdm Ampharco U.S.A - Pja chi: KCN Nhon Trach, x4
Hiép Phuéc, huyén Nhon Trach, tinh Pdng Nai"; nay dinh chinh tén va dia chi
nha san xuét 1a "Céng ty TNHH US Pharma USA - Dia chi: L6 B1-10, dudng D2,
KCN Tay Béc Cu Chi, huyén Cu Chi, TP. H6 Chi Minh",

9.4. Thudc Tiotrazole, sé diang ky: VD- 25413-16 cua Cong ty c¢b phan dugc

“phém Traphaco, trong Quyét dinh ghi hoat chat ham Trong 12 "Mdi fuyp 10mg

chita: Tioconazole 100mg"; nay dinh chinh hoat chit ham lwong 14 "M3i tuyp 10g
chira: Tioconazole 100mg".

9.5. Thudc Agi-cotrim F, sb déng ky: VD-25116-16 cua Cong ty cd phan
dugc phim Agimexpharm (nha san xuat: Ch1 nhénh cong ty ¢d phin dugc phim
Agimexpharm- Nha mdy san xuét dugc pham Agimexpharm), trong Quyét dinh
ghi tudi tho 1a “24 théng”; nay dinh chmh tudi tho cia thudc 13 “36 théang”.

9.6. Thudc Midantin 875/125, sb ding ky: VD-25214-16 cia Cong ty cb
phén dwgc phdm Minh Dan, trong Quyét dinh ghi quy cach déng goi 1a “Hop 1 tui
X 2 vix 10 vién”; nay dinh chinh quy céch déng goi 1a “Hop 1 thix 2 vix 7 vién”,

9.7. Thudc Vitamin PP 50mg, sb ding ky: VD- 25218-16 clia Cong ty cb
phén dugc phdm Minh Dén, trong Quyét dinh ghi tiéu chuin 14 “DPVN IV”; nay
dinh chinh tiéu chuén la “TCCS”.

9.8. Thudc Piracetam Kabi 1g/5ml, s6 déng ky: VD-25362-16 cia Cong ty
C6 phén Fresenius Kabi Bidiphar, trong Quyét dinh ghi tén thudc 1 “Piracetam
Kabi”; nay dinh chinh tén thudc la “Piracetam Kabi 1g/5ml”.

9.9. Thudc Vitamin B1, sb dang ky: VD-25328-16 cia Cong ty C6 phan
Dugc phidm Vinh Phic, trong Quyét dinh ghl quy cach dong géi 1a “Hop 100 Ong
X 1ml”; nay dinh chinh quy céch déng géi 1a “Hop 100 ong x 1ml; hdp 2 vix 10
éng x 1ml”.

9.10. Thudc Erxib 90, s ding ky: VD-25403-16 ciia Cong ty Cb phan SPM,
trong Quyét dinh ghi tén thudc 1 “Erxib”; nay dinh chinh tén thudc 14 “Erxib 90",

9.11. C4c thude Atorvastatine EG 10mg, sé ding ky” VD-25379-16; thubc
Atorvastatine EG 20mg, sb ding ky: VD-25380-16; thude Atorvastatine EG
40mg, sb ding ky: VD-25381-16; thude Cefadroxil EG 500mg, s6 ding ky: VD-
25382-16; thubc Ceftazidime EG 1g, sé ding ky: VD-25383-16; thubc
Ceftazidime EG 2g, s dang ky: VD-25384-16; thude Ceftazidime EG Enfants et
Nourrissons 0,5g, sé ding ky: VD-25385-16 ctia Cong ty cd phin Pymepharco,
trong Quyét dinh ghi co s& nhuwong quyén 14 “EG LABO - Laboratoires

3



EuroGenerics va dia chi 12 "Le Quintet" Bat A, 12 rue Danjou 92517 Boulegne
Billancourt cedex France”; nay dinh chinh co s& nhuong quyén 1a “EG LABO -
Laboratoires EuroGenerics va dia chi 1a "Le Quintet" Bat A, 12 rue Danjou 92517
Boulogne Billancourt cedex France”,

9.12. Thudc Lincomycin 500mg, s dang ky: VD-25390-16 ciia Cong ty cb
phén Pymepharco, trong Quyét dinh ghi dang bao ché 12 “Vién nang cing”; nay
dinh chinh dang bao ché 12 “Vién nang cung (vang — vang)”.

9.13. Thubc Thevirol, s§ ding ky: VD-25357-16 cta Céng ty cb phan dugc-
vét tu y té Thanh Ho4, trong Quyét dinh ghi hoat chét — ham lugng 1a “Vitamin
B1 (Thiamin nitrat) 125mg; Vitamin B6 (Pyridoxin hydroclorid) 125mg; Vitamin
B12 (Cyanocobalamin) 125mg”; nay dinh chinh hoat chit — ham lugng 1a
“Vitamin B1 (Thiamin nitrat) 125mg; Vitamin B6 (Pyridoxin hydroclorid)
125mg; Vitamin B12 (Cyanocobalamin) 125mcg”.

9.14. Thudc Thudc hen P/H, s6 dang ky: VD-25449-16 cita Cong ty TNHH

- - - Dong dugc Phiic Hung, trong Quyét dinh ghi hoat chat — ham lugng l1a “M&i vien

chira: Bt Ban ha ché 39mg; Bot Xuyén béi miu 25mg; Bét Trin bi 20mg; Bot
Ngii vi tir 20mg; Bot Té tan 11mg; Cao dic dugc liéu 90mg (tuong duong véi: Ty
ba diép 160mg; Ma hoang 100mg; Hanh nhin 100mg; Cam thio 80mg; Can
khuong 30mg)”; nay dinh chinh hoat chit — ham lurong 13 “Mdi vién chira: Bot
Bén ha ché 39mg; Bot Xuyén bbi mAu 25mg; Bot Trin bi 20mg; Bot Nai vi tir
20mg; Cao déc duogc liéu 91mg (tuong duong véi: T ba diép 160mg; Ma hoang
100mg; Hanh nhén déng 100mg; Cam thio 80mg; Can khuong 30mg; Té tin
11mg)”. _ -

9.15. Thubc Maxxtriptan 25, s6 ding ky: VD-25135-16 ciia Cong ty cé phin
dugc phim Ampharco U.S.A, trong Quyét dinh ghi tén thuéc 1a “Maxxtriptan
35”; nay dinh chinh tén thubc 13 “Maxxtriptan 25”. ‘

9.16. Thubc Vinpocetin TP, sb ding ky: VD-25182-16 cita Cong ty ¢b phin

dugc pham Ha Tay, trong Quyét dinh ghi tudi tho ciia thubc 12 “36 thing”: nay
dinh chinh tudi tho ctia thudc 13 “24 théng”. _
: 9.17. Thudc Fenofibrat 200 mg, sb ding ky: VD-25429-16 ciia Cong ty cb
phén xuét nhip khdu Y té Domesco, trong Quyét dinh’ ghi hoat chét chinh, ham
lugng 1a “Fenofibrat micronised 200mg”; nay dinh chinh hoat chit chinh, ham
luong 1a “Fenofibrat micronized 200mg?”.

9.18. Thubc Newtiam, s dang ky: VD-25506-16 clia Cong ty TNHH Phil
Inter Pharma, trong Quyét dinh ghi hoat chét chinh, ham lugng 1a “Cefotiam
(dudi dang hdn hgp Cefotiam hydroclorid va Natri carbonat) 1g”; nay dinh chinh
hoat chét chinh, ham lugng 13 “Cefotiam (duéi dang hdn hop vo tring ciia
Cefotiam hydroclorid va Natri carbonat) 1g”.

9.19. Thubc fch mau, sé ding ky: VD-25079-16 ctia Céng ty ¢b phin cong
ngh¢ cao Traphaco, trong Quyét dinh ghi hoat chét chinh, ham lugng 1a “Cao ich
méu (twong tng 4,2g ich mAu) 0,4g; Cao huong phu (tvong Ung 1,312g hwong
phu) 125mg; Cao ngai ctru (twong tmg 1,050g ngai ctru) 100mg”; nay dinh chinh
hoat chét chinh, ham lugng 14 “Cao dic ich miu (trong tmg 4,2g ich mau) 0,4g;
Cao ddc huong phu (twong ung 1,312g huong phy) 125mg; Cao dic ngéi clu
(twong g 1,050g ngéi ctru) 100mg”.



10. Quyet dinh s6 425/QP-QLD ngay 05/9/2016 cia Cuc truéng Cuc Quan
Iy Dugc vé viéc ban hanh danh muc 46 thudc san Xlldt trong nudc duge cap so
ddng ky luu hanh tai Viét Nam - Dot 155 bd sung:

10.1. Thuéc Elacox 200, sb dang ky: VD-25537-16 cia Coéng ty cd phan
Pymepharco, trong Quyét dinh ghi quy cach dong goi la "Vién nang cing"; nay
dinh chinh quy cach dong g01 1a “Hop 10 vix 10 vién™."

10.2. Thuéc Degas, sb dang ky: VD-25534-16 cua Cong ty Cd phan Duogc
phdm Vinh Phc, trong Quyét dinh ghi hoat chit chinh, ham luong 1a
“Ondansetron (duéi dang Ondansetron HCI) 10mg/4ml”; nay dinh chinh hoat chit
chinh, ham luong 1a “M3i dng 4ml chira: Ondansetron hydroclorid 10mg (twong
duong 8mg Ondansctron)”

10.3. Thudc tri s6i mét Solvella, so dang ky: VD-25544-16 cua Cong ty co
phan Traphaco déng ky va Cong ty cb phan cong nghé cao Traphaco san xuét,
trong Quyét dinh ghi hoat chit chinh, ham luong 1a “Cao khd dugc ligu (twong
duong: Kim tién thao 400mg, Nhén trin 400mg; Hoang cAm 120mg; Binh lang
130mg; Hau phac 80mg) 130mg; Bt Moc huong 100mg; B4t Dai hoang 130mg;
Bot Uit kim 30mg; Bot chi thuc 70mg; Natri sulfat 15mg”; nay dinh chinh hoat
chét chinh, ham luong 14 “Cao khd hdn hop (twong duong: Kim tién thao 400mg;

~Nhan trin— 400mg; Hoang~ Cﬁm 120mg, “Binh Tang 130mg; Hau phéac 80mg)~

130mg; Bot Moc huong 100mg; Bot Pai hoang 130mg; Bot Ut kim 130mg; Bot
chi thuc 70mg, Natri sulfat ISmg”

11. Quyet dinh s6 704/QB-QLD ngay 31/ 12f2015 cua Cuc trudng Cuc Quéan
Iy Duge vé€ vige ban hanh danh muc 10 thubc diing ngodi séan xuét trong nudc
duoc cip sb dang ky luu hanh tai Viét Nam:

Thudc Povidine, sb ding ky: VS-4911-15 cua Cong ty ch phan Dugc pham
Dugc liéu Pharmedic, trong Quyét dinh ghi hoat chét chinh, ham lugng 1a “Mobi
90 ml chira: Povidon iod 9mg”; nay dmh chinh hoat chit chinh, ham lwong 14
“Mbi 90 ml chira: Povidon iod 9g”. -

12. Cong vin s6 16789/QLD- PK ngay 30/8/2016 ctia Cuc Quan ly Dugc vé

gia han hiéu luc s ding ky thubc:
| Thubc Metoran, sb dang ky: VD-9978-10 cta Cong ty cb phan Dugc
Danapha, trong Cong vin ghi s6 ding ky cua thuoc 14 “VD-9979-107; nay dinh
chinh s6 dang ky ciia thudc 14 “VD-9978-10”.
Cuc Quan Iy Duogc thong bo dé cac don vi biét. ' /

Noi nhidn:
- Nhu trén;
- BT. Nguyén Thj Kim Tién (dé b/c);
- Thir Trudng Lé Quang Cudng (4 blc);
- Cuc Quény - B Quéc phong, Cuc Y té - B Céng an;
- Cuc Y té giao théng vén tai - B6 GTVT;
- Téng Cuc Hai Quan - B Tai Chinh;
- Béo hiém x& hoi Viét Nam; ' X i
- Vu Phép ché; Cuc Quén Iy Y, Dugc cd truyen Cuc Quan Iy 1rwong Quoc Cuong
Khém, chita bénh - B§ Y té; Thanh tra Bd Y té; : e '
- Vién KN thuéc TW, VKN thudc TP.HCM;
- Téng Céng ty Dugc VN;
- Céac Bénh vién, Vién c6 giudng bénh truc thuoc BYT;
- Website ciia Cuc QLD, Tap chi Dugc & My phdm; P. QLKDD;
- Luu: VP, BKT (10b).




