BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic lip - Ty do — Hanh phiic
sé: 43469 IQLD-PK Ha Ngi, ngay Ab thang O ndm 2018
V/v dinh chinh quyét djnh cip
s ditng ky
Kinh giri:

- S& té céc tinh, thanh phé tryc thudc Trung wong;
- Céc cong ty ding ky c6 thubc duge dinh chinh,

Cuc Quﬁn 1y Dugc théng bao diéu chinh mét s6 ni dung troug céc Quyét
dinh cép s6 ding ky huu hanh nhu sau:

1. Quyét dinh s6 177/QP-QLD ngay 10/06/2011 ciia Cuc truéng Cuc Quan Iy
duge cong bd 167 tén thube san xuét trong nuéc dwgc phép hwu hinh tai Viét
" Nam- Dot 128 :

~ 1.1. Thubc Skdol Baby Fort 250/2 mg, s6 ding ky: VD-14973-11 do
Céng ty cb phin Dugc phim Phuong Péng ding ky, trong quyét dinh c6 ghi
quy cach déng géi 12 “Hop 10 gbi, 20 géi, 30 géi, 50 gbi, 100 gbi, 200 géi x 2,5
g thu6c bdt” va khéng ghi rd dang bao ché; nay dinh chinh quy cich déng géi
thanh “Hop 10 géi, 20 g6i, 30 gbi, 50 gbi, 100 gbi, 200 gbi x 2,5 g” va ghi rd
dang bao ché 1a “thudc cm”.

2. Quyét dinh s§ 08/QLD-QP ngay 18/01/2013 ciia Cyc truéng Cuc Quén ly
dugc vé& viéc ban hianh danh muc 433 thudc sin xuft trong nuéc dugc cép
s6 dang ky Iwu hanh tai Viét Nam - Dot 138:

2.1. Thudc Tvheptic, s6 ding ky: VD-18293-13 do Céng ty cb phin dugc
phim Ha T4y ding ky, trong quyét dinh c6 ghi hoat chat chinh - him luong 14
“L-Ornithin L-Aspartat”; nay dinh chinh thanh “L-Ornithin L-Aspartat 450 mg”.
3. Quyét dinh s6 147/QD-QLD ngay 06/06/2013 cua Cyc truéng Cuc Quan ly
Dugc vé viée cép sb ding ky sin xuét trong nude cho 04 thude duge phép luu
hanh tai Viét Nam:

3.1. Thudc Nuéc sic miéng T-B kid, sé ding ky: VS-4864-13 do Cong ty
cb phin Traphaco ding ky, trong quyét dinh c6 ghi tén thudc 13 “Nuéc sic
miéng T-B kid”; nay dinh chinh théanh “Nuéc sic mi¢ng tré em T-B kid”.

4. Quyét dinh sb 679/QP-QLD ngay 08/12/2014 ciia Cuc trudng Cuc Quén ly
duqc vé viéc ban hinh danh myc 281 thubc san xuat trong nudc duge cﬁp

s6 dang ky luu hanh tai Viét Nam - Dot 148:

4.1. Thuc Tytdroxyl 500, s6 ding ky: VD-21832-14 do Céng ty ¢d phin
dugc phim Glomed ding ky, trong quyét dinh c6 ghi tén thude 12 “Tytdroxyl
500”; nay dinh chinh thanh “Tytdroxil 500,



5. Quyét dinh s§ 76/QD-QLD ngly 09/02/2015 ciia Cyc truémg Cuc Quan Iy’
Dugc vé viéc ban hinh danh myc 311 thudc sin xut trong nuéc duge clp
s6 dang ky lwu hanh tai Viét Nam - Dot 149

5.1. Thuéc Vién an thin, s6 ding ky: VD-22310-15 do Céng ty cb phin
xust nhap khdu y t€ Domesco ding ky, trong quyét dinh c6 ghi hoat chét chinh
13 “Cao Lac tién 12/1 (twong dwong 1100mg Lac tién) 91,37mg”; nay dinh chinh
thanh “Cao Lac tién 12/1 (twong duong 1100mg Lac tién) 91,67mg”.

6. Quyét dinh s6 263/QP-QLD ngay 26/05/2015 ciia Cyc truéng Cuc Quén 1y
Dugc vé viéc ban hanh danh myc 325 thudc sin xuét trong nuéc dugc cip
s6 ding ky Iuu hanh tai Viét Nam - Dot 150:

6.1. Thude Maxxviton 800, sé ding ky: VD-22440-15 do Céng ty ¢b
phan duge phdm Ampharco U.S.A déing ky, trong quyét dinh c6 ghi dja chi nha
sén xuét 1a “KCN Nhon Trach 3, huyén Nhon Trach, tinh Pdng Nai, Viét Nam”;
nay dinh chinh thanh “Khu céng nghiép Nhon Trach 3, xd Hiép Phuéc, huyén
Nhon Trach, tinh Pdng Nai, Viét Nam”,

6.2. Thubc Nidal, s ding ky: VD-22441-15 do Céng ty cb phin dugc
phédm Ampharco U.S.A diing ky, trong quyét dinh ¢6 ghi dia chi nha sin xuét 1
“KCN Nhon Trach 3, huyén Nhon Trach, tinh Pong Nai, Viét Nam”; nay dinh
chinh thanh “Khu cong nghiép Nhon Trach 3, x4 Hiép Phudc, huyén Nhon
Trach, tinh Ddng Nai, Viét Nam”.

6.3. Thubc Midagentin 250/31,25, s ding ky: VD-22488-15 do Céng ty
cd phin dugc phim Minh Dén ding ky, trong quyét dinh c6 ghi hoat chit chinh
- him lugng 12 “Mbi géi chira: Amoxicillin (duéi dang Amoxicillin trihydrat)
250mg; Acid clavulanic (duéi dang Kali clavulanat) 31,25mg”; nay dinh chinh
thanh “M&i gbi chita: Amoxicilin (dudi dang Amoxicilin trihydrat) 250mg; Acid
clavulanic (duéi dang Kali clavulanat + Avicel) 31,25 mg”.

6.4. Thudc Malosic, s8 ding ky: VD-22453-15 do Céng ty cé phin Duge

phim Euvipharm ding ky, trong quyét dinh cé ghi quy céch dong géi 1a “Hop
10 g6i x 10 mI”; nay dinh chinh thanh “Hép 20 géi x 10 ml”.
7. Quyét dinh s6 662/QD-QLD ngay 17/12/2015 ciia Cuc trnrdng Cuc Quan Iy
Dugec vé viéc ban hanh danh myc 626 thuéc sin xuét trong nuéc duge cdp
s6 ding ky lwu hanh tai Viét Nam - Dot 152:

7.1. Thubc Vitamin B12 Img/ml, s dang ky: VD-23606-15 do Céng ty

'¢6 phan dugc phim Minh Dan ding ky, trong quyét dinh cé ghi hoat chét chinh
- ham lugng 13 “Vitamin B12 1mg/ml”; nay dinh chinh thanh “Vitamin B12
1mg/1ml”.

7.2. Thuéc Enalapril 10mg, sé ding ky: VD-23704-15 do Céng ty cb
phdn dugc phim Trudmg Tho ding ky, trong quyét dinh cé ghi tén thude 1a
“Enalapril 10mg”; nay dinh chinh thanh “Enalapril 10",



7.3. Thudc Enalapril Smg, s6 dng ky: VD-23705-15 do Céng ty ¢ phén
dugc phim Trudmg Tho ding ky, trong quyét dinh c6 ghi tén thudc 1a “Enalapril
5mg”; nay dinh chinh thanh “Enalapril 5.

8. Quyét dinh sé 97/QP-QLD ngdy 23/3/2016 ciia Cyc truéng Cuc Quén 1y

Dugc vé viéc ban hanh danh muc 605 thubc sén xuét trong nudc duge cép sb

ding ky Iwu hanh tai Viét Nam — Dot 153:

8.1. Thubc Phong t& thip TW3, s6 ding ky: VD-24303-16 do Cong ty cb
phén dugc phidm Trung wong 3 ding ky, trong quyét dinh c6 hoat chit chinh —
ham lugng 13 “Ha thi 6 @6 220 mg; Cao dic hdn hop céc dugce lidu (Hy thiém
1000 mg; Thd phy linh 670 mg; Thién nién kién 670 mg; Huyét giac 400 mg;
Thuong nhi tir 400 mg; Ha thi 6 d6 440 mg; Phén phong ky: 200 mg) 530 mg”;
nay dinh chinh thinh “Ha thi 6 d6 220 mg; Cao dic hén hop céc dugce ligu (Hy
thiém 1000 mg; Thd phyc linh 670 mg; Thién nién kién 670 mg; Huyét gisc
400 mg; Thuong nhi tir 400 mg; Ha thi 6 @ 440 mg; Phén phong ky: 200 mg)
530 mg”. .

9. Quyét dinh s6 297/QD-QLD ngay 15/07/2016 ciia Cuc truémg Cuc Quan Iy

Dugc v& viéc ban hanh danh myc 404 thuéc san xult trong nuéc duge clp

s6 dang ky Iwu hanh tai Viét Nam - Dot 154:

9.1. Thudc Zincap 125, s ding ky: VD-24666-16 do Céng ty Chi nhanh
cong ty cb phin Armephaco - Xi nghiép dugc phim 150 ding ky, trong quyét
dinh c6 ghi dang bao ché 12 “Bot pha hén dich uéng”; nay dinh chinh thanh
“Cém pha hdn dich ubng”.

9.2. Thuéc Di-angesic codein 30, s§ ding ky: VD-24885-16,
Glucosamine 250mg, s6 dang ky: VD-24886-16, Prednisolone Smg, sd dang ky:
VD-24887-16 va Prednisolone 5mg, sé ding ky: VD-24888-16 do Cong ty cb
phén dugc phdm TV. Pharm ding ky, trong quyét dinh c6 ghi dja chi nha sin
xuit 13 “27 Dién Bién Phu, F. 9, TP. Tra Vinh, Tinh Tra Vinh, Viét Nam”; nay
dinh chinh thanh “27 Nguyén Chi Thanh, phudng 9, TP. Tra Vinh, Tinh Tra
Vinh, Viét Nam”.

10. Quyét dinh sé 424/QP-QLD ngay 05/09/2016 clia Cuc truémg Cuc Quén
Iy Dugc vé viéc ban hanh danh muyc 452 thudc san xuat trong nuéc duge cap
s6 ding ky luu hanh tai Viét Nam - Dot 155:

10.1. Thubc Agimlisin 5, sb ding ky: VD-25118-16 do Céng ty cb phin
dugc phim Agimexpharm ding ky, trong quyét dinh c6 ghi dang bdo ché 1a
“Vién nén bao phim”; nay dinh chinh thanh “Vién nén”.

10.2. Thubc Kenmag, s6 ding ky: VD-25253-16 do Céng ty cb phén
dugc phim Phuong Péng ding ky, trong quyét dinh ¢ ghi hoat chét chinh -
ham lugng 12 “Cao Diép c4 (twong duong 0,75g 14 Diép c4) 75mg; Cao Rau ma
(twong dwong 3g Rau m4) 300mg”; nay dinh chinh thanh “Cao khd Diép c4
(twong duong 0,75g Diép c4) 75mg; Cao Rau ma (twong duong 3g Rau m4) 300
mg”.



11. Quyét dinh s6 41/QP-QLD ngay 06/02/2017 ctia Cyc truéng Cuc Quén Iy
Dugc vé viéc ban hanh danh muc 598 thudc sin xuét trong nuéc dugc cip
s6 déing ky Iuu hanh tai Viét Nam - Dot 157:

11.1. Thudc Ompral 40, s6 ding ky: VD-26268-17 do Céng ty c6 phin
dugc phim Tipharco ding ky, trong quyét dinh cé ghi hoat chat chinh - hiam
lugng 13 “Omeprazol (dudi sang Omeprazol pellets 22%) 40mg”; nay dinh chinh
thanh “Omeprazol (dudi dang Omeprazol pellets 22%) 40mg”.

11.2. Thubc Sorbitol, sé ding ky: VD-26270-17 do Céng ty cb phén
duge phim Tipharco ding ky, trong quyét dinh cé ghi hoat chit chinh - him
lugng 12 “M8i gbi 5g chita: Sortbiol 5g”; nay dinh chinh thanh “M3i géi 5g
chira; Sorbitol 5g”.

11.3. Thudc Oresol, s6 diing ky: VD-26360-17 do Céng ty ¢ phén Dugc
— VTYT Nghé An ding ky, trong quyét dinh ghi quy céch déng géi 1a “Hop 40
g6i x 27,9g”; nay dinh chinh thanh “Hop 10 goéi x 27,9g”.

12. Quyét dinh s6 229/QLD-PK ngay 22/06/2017 ciia Cuc trudng Cuc Quén Iy
Dugc vé viéc ban hanh danh myc 1016 thudc san xuét trong nuéc duge clp
s6 dang ky Iwu hanh tai Viét Nam - Dot 158:

12.1. Thu6c Lipidan, s6 ding ky: VD-26662-17 do Céng ty Cb phin BV
Pharma ding ky, trong quyét dinh c6 ghi hoat chét chinh - ham lugng la “M&i
vién chita 450mg Cao khé dugc liéu twong duong: Ban ha nam 440mg; Bach
linh 890mg; Xa tién tir 440mg; Ngii gia bi 440mg; Sinh khuong 110mg; Tran bi
chén chim 440mg; Rut 560mg; Son tra 440mg; Hiu phac nam 330mg”; nay dinh
chinh thanh “Mdi vién chira 450mg Cao khé dugc liéu twong duong: Bén ha
nam 440mg; Bach linh 890mg; Xa tién tir 440mg; Ngii gia bi chan chim 440mg;
Sinh khuong 110mg; Trin bi 440mg; Rut 560mg; Son tra 440mg; Hau phac
nam 330mg”;

12.2. Thubc Cefpivoxil, s6 ding ky: VD-26816-17 do Céng ty cb phan
dugc phédm Ha Tay ding ky, trong quyét dinh cé ghi tudi tho 13 “24 thang”; nay
dinh chinh thanh “36 thang”.

12.3. Thubc Kakama, s6 ding ky: VD-27171-17 do Céng ty ¢b phén dugc
Phiic Vinh ding ky, trong quyét dinh c¢6 ghi hoat chét chinh — ham lugng 13
“Cao diic hon hop dugc lidu (tuong dwong véi 890 mg céc duge lidu sau: Puong
quy 150 mg, Sinh dja 150 mg, Pao nhin 100 mg, Hong hoa 100 mg, Chi xac
100 mg, Xich thwge 100 mg, Sai hd 100 mg, Cét c4nh 60 mg, Cam thio 30 mg)
130 mg”; nay dinh chinh thanh “Cao dic hén hop dugc liéu (twong dwong véi
890 mg céc dugc liéu sau: Puong quy 150 mg, Sinh dja 150 mg, Pao nhan 100
mg, Hong hoa 100 mg, Chi x4c 100 mg, Xich thugc 100 mg, Sai hd 100 mg, Cat
c4nh 60 mg, Cam thao 30 mg) 130 mg, Bt Xuyén khung 82 mg”;

12.4. Thubc Efodyl, s6 dang ky: VD-27344-17 do Céng ty cd phén tip
doan Merap ding ky, trong quyét dinh c6 ghi hoat chét chinh - ham luong 14
“M&i 1,5 g chita: Cefuroxim (duéi dang Cefuroxim acetil) 125mg”; nay dinh
chinh thanh “M&i 1,5 g chira: Cefuroxim (du6i dang Cefuroxim axetil) 125mg”;
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12.5. Thuéc Cinnarizine RVN, s ding ky: VD-27427-17 do Céng ty
Roussel Viét Nam diing k¥, trong quyét dinh ¢6 ghi hoat chét chinh - ham lugng
1a “Cinnarizin 25 mg”; nay dinh chinh thanh “Cinarizin 25 mg”;

12.6. Thudc Tréng dwong kién than tinh, sb ding ky: VD-27576-17 do
Céng ty TNHH MTV dugc phim Phuéc Sanh Pharma déing kY, trong quyét dinh
c6 ghi tén thudc 1a “Tring duong kién thén tinh”; nay dinh chinh thanh “Bb
duong ich than tinh”.

12.7. Thubc Aminoleban, sé ding ky: VD-27298-17 do Céng ty C5 phin
Otsuka OPV ding ky, trong quyét dinh c6 ghi hoat chat chinh — ham luong 13
“MO6i 200ml chira: L-Arginin HCl 1,46g; L-Histidin. HCLH20 0,64g; L-
Methionin 0,2g; L-Phenylalanin 0,2g; L-Threonin 0,9g; L-Valin 1,68g; Glycin
1,8g; L-Lysin HCI 1,52g; L-Trytophan 0,14g; L-Leucine 2,2g; L-Isoleucin 1,8g;
L-Prolin 1,6g; L-Serin 1g; L-Alanin 1,5g; L-Cystein. HCL.H20 0,08g”; nay dinh
chinh thanh “M&i 200ml chita: L-Arginin HCl 1,46g; L-Histidin. HCL.H20
0,64g; L-Methionin 0,2g; L-Phenylalanin 0,2g; L-Threonin 0,9g; L-Valin 1,68g;
Glycin 1,8g; L-Lysin HCI 1,52g; L-Tryptophan 0,14g; L-Leucine 2,2g; L-
Isoleucin 1,8g; L-Prolin 1,6g; L-Serin 1g; L-Alanin 1,5g; L-Cystein. HCL.H20
0,08¢”;

12.8. Thu6c No-panes, s6 ding ky: VD-27063-17 do Cong ty cd phin
dugc phdm Tipharco ding ky, trong quyét dinh c6 ghi quy cdch déng géi 1a
“Hop 10 vi x 10 vién; hdp 01 x 100 vién”; nay dinh chinh thanh “Hgp 10 vi x 10
vién; hp 01 chai x 100 vién”.

12.9. Thubc Eprazinone, sé ding ky: VD-27135-17 do Céng ty cb phén
dugc phdm va sinh hoc y té ding ky, trong quyét dinh ghi tén thuéc la
“Eprazinone”; nay dinh chinh thanh “Eprazinone 50mg”.

12.10. Thudc Bb phé TW3 chi khai 1, sb ding ky VD-27101-17 do Céng
ty cb phin dugc phim Trung wong 3 ding ky, trong quyét dinh c6 ghi hoat chit
chinh — ham lugng 13 “MB&i chai 125ml chira Bach bd 6,25g; Ty ba diép 3,25g;
Cét canh 1,666g; Mo mudi 1,406; Thién mén dong 1,208g; Bach linh 0,9g; Ma
hoang 0,656g; Cam thao 0,591g; Phén chua 0,208g; Tinh dau Bac ha 0,05g”;
nay dinh chinh thanh “MGi chai 125ml chira Bach b 6,25g; Ty ba diép 3,25g;
Cét cénh 1,666g; Mo mudi 1,406g; Thién mén dng 1,208g; Bach linh 0,9g; Ma
hoang 0,656g; Cam thao 0,591g; Phén chua 0,208g; Tinh diu Bac ha 0,05g”.

12.11. Thu6c Bé Thén Hoan, s6 ding ky: VD-27432-17 do Céng ty
TNHH déng nam dugc Bio Long ding ky, trong quyét dinh c6 ghi dja chi cong
ty déng ky 13 “26/4, Ap 3, x4 Xuan Théi Thugng, huyén Héc Mén, TP. Hd Chi
Minh”; nay dinh chinh thinh “S6 02 dudng 430, 4p 1, x4 Phudc Vinh An, huyén
Ci Chi, TP. Ho Chi Minh”; dja chi nha san xuét 14 “26/4, Ap 3, x4 Xuan Théi
Thuong, huyén Héc Mén, TP. H6 Chi Minh, Viét Nam”; nay dinh chinh thanh
“S6 02 dwomg 430, 4p 1, x& Phudc Vinh An, huyén Ci Chi, TP. H3 Chi Minh,
Viét Nam”.



13. Quyét dinh s6 406/QD-QLD ngay 19/09/2017 ciia Cyc truéng Cuc Quén Iy’
Dugc v& viéc ban hinh danh myc 992 thudc san xuét trong nuéc duge cp
s6 dang ky luu hanh tai Viét Nam - Dot 159;

13.1. Thuée Bilclacin 300, s& ding ky: VD-27673-17 do Céng ty Cb phin
BV Pharma ding ky, trong quyét dinh c6 ghi tén thudc 1a “Bilclacin 300”; nay
dinh chinh thanh “Biclacin 300”;

13.2. Thubc Bb trung ich khi SXH, s6 ding ky: VD-27677-17 do Céng ty
C6 phin BV Pharma ding ky, trong quyét dinh c6 ghi hoat chét chinh - ham
lugng 13 “MBbi gbi chira 2,7g cao khé chiét tir cic dugc liéu: Pang sim 5,3g;
Bach trufit 4g; Trén bi 2,6g; Hoang ky tm mit 4g; Thing ma 2,6g; Cam thao
chich 2g; Puong quy 4g; Sai hd 3,3g” va dang bao ché 13 “Cém”; nay dinh
chinh hoat chit chinh-ham lurgng 13 “M3i géi chira 2,7g cao khd chiét tir 27,8
cac dugc ligu: Péng sam 5,3g; Bach truat 4g; Tréin bi 2,6g; Hoang ky tAm mét
4g; Thing ma 2,6g; Cam thdo chich 2g; Puong quy 4g; Sai hd 3,3g” va dang
bao ché thanh “Cm tan”. |

13.3. Thuéc Cao lac tién BVP, sb ding ky: VD-27679-17 do Céng ty Cé
phin BV Pharma ding ky, trong quyét dinh c6 ghi tén thudc 13 “Cao lac tién
BVP”; nay dinh chinh thanh “Cao lac tién - BVP”,

13.4. Thu6c Hoat huyét nhan hung, s6 ding ky: VD-27683-17 do Céng ty
C6 phin BV Pharma d4ng ky, trong quyét dinh c6 ghi hoat chét chinh — him
lugng 1a “Mdi vién chira 570 mg cao khé chiét tir cac duge liéu khé sau: Puong
quy 600 mg; Thuc dia 600mg; Xuyén khung 400mg; Pao nhén 400 mg; Xich
thuge 400mg; Pan sim 300mg; Hong hoa 400mg; Pja long 400mg; fch miu
200mg; Nguu tdt 100 mg”; nay dinh chinh thanh “M3i vién chtra 570 mg cao
khé hén hop dugc lidu chiét dugc tir 3800mg cac dugc liéu khd sau: Puong quy
(qui vi) 600 mg; Thyc dia 600mg; Xuyén khung 400mg; Pao nhin 400 mg;
Xich thuge 400mg; Pan sim 300mg; Hong hoa 400mg; Pia long 400mg; ich
m&u 200mg; Nguu tit 100 mg”;

13.5. Thudc Sedangen, s6 ding ky: VD-27718-17 do Céng ty cd phin
Dugc Ha Tinh ding ky, trong quyét dinh c6 ghi hoat chét chinh - ham luong 14
“Paracetamol 500mg; Codein phosphat hemihydrat 20mg”; nay dinh chinh
thanh ‘“Paracetamol 500mg; Codein phosphat (duédi dang Codein phosphat
hemihydrat) 20mg”;

13.6. Thuc Decazone 12 g/60 ml, s6 ding ky: VD-27762-17 do Céng ty
cd phin dugc phdm Am Vi ding ky, trong quyét dinh c6 ghi dja chi nha sin xuét
12 “L6 B14-3, 16 14-4, dudng N13, KCN Péng Nam, Cii Chi, TP. H3 Chi Minh,
Viét Nam”; nay dinh chinh thanh “Lé B14-3,4, dudng N13, KCN Déng Nam,
Cti Chi, TP. H5 Chi Minh, Viét Nam”;

13.7. Thubc Arthledin, s ding ky: VD-27876-17 do Céng ty cb phén
dugc phim Ha Tay ding ky, trong quyét dinh c6 ghi quy cich déng géi 12 “Hép
10 vi x 10 vién”; nay dinh chinh thanh “Hgp 06 vi x 10 vién”;



13.8. Thudc Greenramin, s6 ding ky: VD-27884-17 do Céng ty cb phén
dugc phdm Ha Tiy ding ky, trong quyét dinh c6 ghi hoat chit chinh — ham
Iugng 1& “MBi dng 15 ml chira: S&t III (duéi dang sit protein succinylat) 40
mg”; nay dinh chinh thinh “M®i lo 15 ml chita: S#t III (duéi dang sét protein
succinylat) 40 mg”;

13.9. Thudc Bonenic, s6 ding ky: VD-28327-17 do Céng ty cb phin SPM
ding ky, trong quyét dinh c6 ghi quy cdch déng gdéi 13 “Hop 1 vi x 10 vién nén
bao phim; hdp 3 vi x 10 vién nén bao phim”; nay dinh chinh thanh “Hp 1 vi x
10 vién nén; hop 3 vi x 10 vién nén”,

13.10. Thubc Pirazitam, sé ding ky: VD-28335-17 do Céng ty cd phén
SPM ding ky, trong quyét dinh c6 ghi tén thubc 13 “Pirazitam”; nay dinh chinh
thanh “Pirizatam”.

13.11. Thudc Amiparen-5, s6 ding ky: VD-28286-17 do Céng ty Cb phén
Otsuka OPV ding ky, trong quyét dinh c6 ghi hoat cht chinh — ham lugng 14
“MG6i 200ml chira: L-Tyrosin 0,05g; L-Aspartatic acid 0,1g; L-Glutamic acid
0,1g; L-Serin 0,3g; L-methionin 0,39g; L-Histidin  0,5g; L-Prolin 0,5g; L-
Threonin 0,57g; L-Phenylalanin 0,7g; L-Isoleucin 0,8g; L-Valine 0,8g; L-
Alanine 0,8g; L-Arginin 1,05g; L-Leucine 1,4g; Glycin 0,59g; L-Lysin acetat
1,48g; L-Tryptophan 0,2g; L-Cystein 0,1g”; nay dinh chinh thanh “M3i 200ml
chira: L-Tyrosin 0,05g; L-Aspartic acid 0,1g; L-Glutamic acid 0,1g; L-Serin
0,3g; L-methionin 0,39g; L-Histidin 0,5g; L-Prolin 0,5g; L-Threonin 0,57g; L-
Phenylalanin 0,7g; L-Isoleucin 0,8g; L-Valine 0,8g; L-Alanine 0,8g; L-Arginin -
1,05g; L-Leucine 1,4g; Glycin 0,59g; L-Lysin acetat 1,48g; L-Tryptophan 0,2g;
L-Cystein 0,1g".

13.12. Thubc Kidmin, s§ ding ky: VD-28287-17 do Céng ty Cb phin
Otsuka OPV ding ky, trong quyét dinh c6 ghi hoat chit chinh — ham lrong 13
“Mdi 200ml chira: L-Tyrosin 0,lg; Acid L-Aspartic 0,2g; Aicd L-Glutamic
0,2g; L-Serine 0,6g; L-Histidin 0,7g; L-Prolin 0,6g; L-Threonin 0,7g; L-
Phenylalanin 1g; L-Isoleucin 1,8g; L-Valin 2g; L-Alanin 0,5g; L-Arginin 0,9g;
L-Leucin 2,8g; L-Lysin acetat 1,42g; L-Methionin 0,6g; L-Trytophan 0,5g; L-
Cystein 0,2g”; nay dinh chinh thanh “M3i 200ml chira: L-Tyrosin 0,1g; Acid L-
Aspartic 0,2g; Aicd L-Glutamic 0,2g; L-Serine 0,6g; L-Histidin 0,7g; L-Prolin
0,6g; L-Threonin 0,7g; L-Phenylalanin 1g; L-Isoleucin 1,8g; L-Valin 2g; L-
Alanin 0,5g; L-Arginin 0,9g; L-Leucin 2,8g; L-Lysin acetat 1,42g; L-Methionin
0,6g; L-Tryptophan 0,5g; L-Cystein 0,2g”.

13.13. Thudc Bidisamin 500, s6 ding ky: VD-28226-17 do Céng ty cb
phin Dugc-TTBYT Binh Binh (Bidiphar) ding ky, trong quyét dinh c6 ghi hoat
chét chinh — ham lugng 13 “Glucosamin (duéi dang Glucosamin sulfat 2 KCl
tuong duong Glucosamin base 392,6mg) 500mg”; nay dinh chinh thanh
“Glucosamin sulfat (duéi dang D- Glucosamin sulfat.2KCl tuong duong
Glucosamin base 392,6mg) 500mg”.



13.14. Thubc Alphachymotrypsin, s ding ky: VD-28392-17 do Céng ty CP'
Dugc phim TV. Pharm ding ky, trong quyét dinh ¢ ghi quy céch déng g6i la
“Hop 3 vi (nhém-PVC) x 10 vién; Hp 5 vi (nhém-PVC) x 10 vién; Hop 3 vi
(nhém-nhdém) x 10 vién; Hép 5 vi (nhdm-nhdm) x 10 vién”; nay dinh chinh thanh
“Hép 3 vi (nh6m-PVC) x 10 vién; Hop 5 vi (nh6m-PVC) x 10 vién; Hfp 3 vi
(nh6m-nhém) x 10 vién; Hop 5 vi (nh6m-nhém) x 10 vién; Hop 10 vi (nhém-PVC)
x 10 vién; Hop 10 vi (nhém - nhém) x 10 vién”.

13.15. Thudc Cefalexin TVP 250mg, sb ding ky: VD-28393-17 do Céng ty
CP Dugc phim TV. Pharm diing ky, trong quyét dinh c6 ghi hoat chét chinh - ham
luong 12 “M3i gbi 2g thudc bt chira Cefalexin (dudi dang Cefalexin monohydrat)
250 mg”; nay dinh chinh thanh “M&i g6i 2g thudc bdt chira Cephalexin (du6i dang
Cephalexin monohydrat) 250 mg”.

13.16. Thudc Domperidone, s6 ding ky: VD-28398-17 do Céng ty CP
Dugc pham TV. Pharm déng ky, trong quyét dinh c6 ghi tudi tho 13 “36 théng”; nay
dinh chinh thanh “24 théng”.

13.17. Thudc Vitamin 3B, s6 ding ky: VD-28401-17 do Céng ty CP Dugc
phédm TV. Pharm ding ky, trong quyét dinh c6 ghi quy céch déng géi 12 “Hép 5 vi
x 10 vién; Hop 10 vi x 10 vién; Hop 20 vi x 10 vién; Chai 10 vién”; nay dinh chinh
thanh “Hép 5 vi x 10 vién; Hop 10 vi x 10 vién; Hfp 20 vi x 10 vién; Chai 100
vién”.

13.18. Thudc Tenecand HCTZ 16/12,5, sé ding ky: VD-28509-17 do Céng
ty TNHH Dugc phdm Glomed ding ky, trong quyét dinh c6 ghi tén thuéc 1
“Tenecand HCTZ 16/12,5”; nay dinh chinh thanh “Tenecand HCTZ 16/12.5”.

13.19. Thudc Thing trf Nam Dugc, sb ding ky: VD-28581-17 do Céng ty
TNHH Nam Dugc ding ky, trong quyét dinh c6 ghi quy c4ch déng géi 1a “Hép 3 vi
x 10 vién; Hop 5 vix 10 vién”; nay dinh chinh thanh “H¢p 3 vi x 10 vién; Hop 5 vi
x 10 vién, Hép 1 1o 30 vién; Hop 1 1o 50 vién”.

13.20. Thubc Rohto Levoflor, sé ding ky: VD-28601-17 do Céng ty TNHH
Rohto - Mentholatum Viét Nam ding ky, trong quyét dinh c6 ghi tén thudc 13
“Rohto Levoflor”; nay dinh chinh thanh “Rohto Levoflo R™;

13.21. Thudc Siro Atdoncam Syrup, s ding ky: VD-27693-17 do Céng ty
cé phén dugc ATM ding ky, trong Quyét dinh ghi tén thuéc 13 “Siro Atdoncam
Syrup”; nay dinh chinh thanh “Atdoncam Syrup”.

13.22. Thudc Diép ha chau TW3, s6 ding ky: VD-28107-17 do Céng ty cb
phan dugc phém Trung wong 3 ding ky, trong quyét dinh c6 ghi hoat cht chinh —
ham lugng 13 “Cao dic Diép ha chdu 500mg (twong duong 2,5g Diép ha chiu
ding); Diép ha chiu ding 200mg”; nay dinh chinh thanh “Cao d&c Diép ha chéu
ding 500mg (twong dwong 2,5g Diép ha chau déng); Diép ha chau ding 200mg”.
14. Quyét dinh sé 28/QP-QLD ngay 08/01/2018 ciia Cyc trwdng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 94 thubc sin xuft trong nuéc dugce cip sb ding
ky Iuu hanh tai Viét Nam - Dot 159 b6 sung:

14.1. Thudc Donosal extra, sb ding ky: VD-28712-18 do Céng ty cb
phin xuét nhap khéu y t& Domesco déng ky, trong quyét dinh c6 ghi hoat chét



chinh - ham lugng 12 “Cao dan sdm 10/1 (twong duong 450mg Pan sim) 45mg;
Cao Tam thét 3/1 (twong duong 141mg Tam thét) 47mg, L-Borneol 8mg ”; nay
dinh chinh thanh “Cao 16ng dan sim 10/1 (twong duong 450mg Pan sém) 45mg;
Cao 16ng Tam thit 3/1 (twong duong 141mg Tam thét) 47mg, L-Bomeol 8mg ”;

14.2. Thubc Vin-hepa 5g/10ml, sb ding ky: VD-28701-18 do Céng ty Cd
phin Dugc phim Vinh Phic ding ky, trong Quyét dinh ghi tén thuéc 12 “Vin-
hepa 5g/10ml”; nay dinh chinh thanh “Vin-hepa 5g”.

14.3. Thuéc Midagentin 0,6g, s ding ky: VD-28672-18 do Céng ty cd
phin dugc phim Minh Dan déing ky, trong quyét dinh c6 ghi quy céch déng géi
13 “Hop 1 lo loai dung tich 20 ml; Hjp 1 lo loai dung tich 15 ml”; nay dinh
chinh thanh “Hép 1 lo loai dung tich 20 ml; Hgp 10 lo loai dung tich 15 ml”.

14.4. Thubc Bb phé Nam Ha Chi khdi 13, s6 ding ky: VD-28674-18 do
Céng ty cb phin dugc phdm Nam Ha déing ky, trong quyét dinh c6 ghi hoat chét
chinh - him lugng 14 “M3i 125 ml siro chira 70 ml cao 16ng dugc lidu (twong
duong duge lidu: Bach linh 0,9 g; Cat canh 1,708 g; Ty ba digp 3,250g; Tang
bach bi 1,875g; Ma hoang 0,656g; Thién mén 1,208g; Bac ha diép 1,666g; Ban
ha 1,875g; Bach bd 6,250g; O mai 1,406g; Cam théo 0,591g; Phén chua
0,208g); Tinh diu bac ha 0,1g”; nay dinh chinh thanh “M3&i 125 ml siro chira 70
ml cao 16ng dugc liéu (trong dwong duge ligu: Bach linh 0,9 g; Cét canh 1,708
g; Ty ba diép 3,250g; Tang bach bi 1,875g; Ma hoang 0,656g; Thién mén
1,208g; Bac ha diép 1,666g; Ban ha 1,875g; Bach b 6,250g; Mo mubi 1,406g;
Cam théo 0,591g; Phén chua 0,208g); Tinh ddu bac hi 0,1g”.

15. Quyét dinh s6 93/QP-QLD ngdy 22/02/2018 ctia Cyc trudng Cyc Quén Iy
Dugc vé viéc ban hanh danh muc 05 thudc san xuét gia céng trong nudc duge
cép s6 dang ky hiéu lyc 05 nim - Dot 160:

15.1. Thubc Hapacol Codein, sb ding ky: GC-291-18 do Céng ty cd phén
Duogc Hau Giang d3t gia céng va Cdng ty TNHH MTV Duge pham DHG nhén
gia cong, trong quyét dinh c6 ghi tén thu6c 12 “Hapacol Codein”; nay dinh chinh
thanh “Hapacol Codein 30”

16. Quyét dinh sé 99/QD-QLD ngay 22/02/2018 ciia Cuc truémg Cuc Quan ly
Dugc vé viéc ban hinh danh myc 846 thudc san xult trong nuéc duge cap
s6 ding ky luu hanh tai Viét Nam - Dot 160:

16.1. Thudc Calsfull, sé ding ky: VD-28746-18 do Céng ty Chi nhénh
Cong ty cb phin dugc phdm Phong Phii - Nhi méy sin xuét dugc phim
Usarichpharm déng ky, trong quyét dinh c6 ghi cong ty ding ky 13 “Chi nhinh
Cong ty cb phin dugc phdm Phong Phu- Nha médy sin xudt dugc phdm
Usarichpharm”, dja chi “Lé s6 12 Pudng s6 8, khu céng nghiép Tén Tao,
phutmg Tan Tao A, quén Binh Tan, TP. H Chi Minh.”; nay dinh chinh cdng ty
ding ky thanh “Céng ty TNHH dugc phdm M§ Phd”, dia chi “64 dudng 152,
Cao L3, Phudng 4, quén. 8, TP. H Chi Minh.”.



16.2. Thubc Vinhistin 16mg, sé ding ky: VD-29234-18 do Céng ty cb’
phin dugc phim Vinh Phic ding k¥, trong quyét dinh c6 ghi tén thubc 12
“Vinhistin 16mg”; nay dinh chinh thanh “Vinhistin 16”.

16.3. Thude Vinhistin 8mg, sé ding ky: VD-29235-18 do Céng ty cb
phin dugc phdm Vinh Phic ding ky, trong quyét dinh cé ghi tén thude 13
“Vinhistin 8mg”; nay dinh chinh thanh “Vinhistin 8”.

16.4. Thudc Furunas, sb ding ky: VD-29227-18 do Céng ty cd phin
dugc phim Vinh Phiic ding ky, trong quyét dinh ¢é ghi hoat chét chinh — ham
lugng 1a “Flunarizin (dudi dang Flunarizin hydroclorid 5,9mg) Smg”; nay dinh
chinh thanh “Flunarizin (duéi dang Flunarizin dihydroclorid 5,9mg) Smg”.

16.5. Thudc Vitamin B1, s6 dang ky: VD-29237-18 do Céng ty cb phin
dugc phim Vinh Phiic ding ky, trong quyét dinh c6 ghi tiéu chufn 12 “TCCS”;
nay dinh chinh thanh “DDVN IV”,

16.6. Thudc Cefixim 100mg, s6 ding ky: VD-29179-18 do Céng ty cd
phan dugc phim trung wong VIDIPHA ding ky, trong quyét dinh c6 ghi dang
bao ché 1 “Thudc bt pha dung dich ubng”; nay dinh chinh-thinh “Thudc bot
pha hén djch uéng”.

16.7. Thudc Lopirator 20mg, s6 ding ky: VD-29037-18 do Céng ty cb
phin Dugc phdm OPC ding ky, trong quyét dinh ¢6 ghi hoat chat chinh — him
lugng 1a “Atorvastatin (dudi dang Atorvastatin calci trihydrat) 20mg”; nay dinh
chinh thanh “Atorvastatin (du6i dang Atorvastatin calcium trihydrat 21,64mg)
20mg”.

16.8. Thudc Thuong trujt sao qua, sé ding ky: VD-29051-18 do Céng ty
cd phin Dugc phim OPC ding ky, trong quyét dinh c6 ghi tudi tho 13 “I18
thang”; nay dinh chinh thanh “24 thang”.

16.9. Thubc Ametifen codein forte, sé ding ky: VD-29056-18 do Céng
ty Cé phin Dugc phdm OPV ding ky, trong quyét dinh ¢ ghi tén thubc 1A
“Ametifen codein forte”; nay dinh chinh thianh “Ametifen codeine forte”.

16.10. Thudc Dexamethason Kabi, sé ding ky: VD-29313-18 do Céng ty
C4 phin Fresenius Kabi Bidiphar ding ky, trong quyét dinh c6 ghi tidu chuin 14
“DPVN IV”; nay dinh chinh thanh “TCCS”.

16.11. Thubc Candesartan 4, sb ding ky: VD-28812-18, Candesartan 8,
s6 dang ky: VD-28813-18, Eulosan 50, s6 ding ky: VD-28814-18 va
Mephenesin, s6 ding ky: VD-28815-18 do Céng ty cd phin dugc phim 3/2
dang ky, trong quyét dinh c6 ghi dja chi nha sn xuét 13 “S6 930 C2, Pudng C,
KCN Cét L4i, P. Thanh My Loi, Q2, TP. H Chi Minh, Viét Nam”; nay dinh
chinh thanh “S6 930 C2, Pudng C, KCN Cét Lai, Cym II, P. Thanh M§ Loi,
Q2, TP. Hd Chi Minh, Viét Nam”;

16.12. Thudc Gifuldin 250, s6 ding ky: VD-28828-18 do Céng ty c phin
dugc phim Agimexpharm ding ky, trong quyét dinh c6 ghi hoat chit chinh-ham
lugng la “Griseofulvin 500 mg” va quy cich déng géi 14 “Hop 2 vi x 10 vién”;
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nay dinh chinh hoat chat chinh-ham lwong thanh “Griseofulvin 250 mg” va quy
cach déng g6i thanh “Hop 10 vi x 10 vién”.

16.13. Thubc Rabepagi 10, s6 ding ky: VD-28832-18 do Céng ty c6 phan
duge phim Agimexpharm ding ky, trong quyét dinh c6 ghi hoat chét chinh-ham
lrgng 12 “Rabeprazol natri 20 mg”; nay dinh chinh thanh “Rabeprazol natri 10
mg”.

16.14. Thubc Dialisis 2A, sb déing ky: VD-28834-18 va Dialisis DD1, s6
ding ky: VD-28835-18 va Thude Nepalis 4,25%, s6 ding ky: VD-28836-18 do
Céng ty cb phén dugc phdm Am Vi ding ky, trong quyét dinh c6 ghi dja chi nha
san xuét 1a “L& B14-3, 16 14-4, dudng N13, KCN Déng Nam, Ci Chi, TP. Ho
Chi Minh, Viét Nam”;; nay dinh chinh thanh “L6 B14-3,4, duong N13, KCN
Déng Nam, Cii Chi, TP. H Chi Minh, Viét Nam”.

16.15. Thuéc Evipure complete, sb ding ky: VD-28839-18 do Céng ty c6
phin dugc phdm Ampharco U.S.A ding ky, trong quyét dinh c6 ghi quy céch
dong gbi 1a “Hop 1 thi chira 1 vi, 3 vi, 10 vi x 10 vién; Hop 1 vi, 3 vi, 10 vix 10
vién”;; nay dinh chinh thanh “Hop 1 ti nhém chira 1 vi, 3 vi, 10 vi x 10 vién;
Hop 1 vi, 3 vi, 10 vi x 10 vién, Hop 1 chai 30 vién, 60 vién, 100 vién”.

16.16.Thubc Maxxdaf, s& ding ky: VD-28842-18 do Céng ty cb phin
duoc phdm Ampharco U.S.A ding ky, trong quyét dinh c6 ghi quy cach déng
goi 12 “Hép 1 thi nhém chira 1 vi, 3 vi, 10 vi x 10 vién”; nay dinh chinh thanh
“Hop 1 vi, 3 vi, 10 vix 10 vién”.

16.17. Thubc Maxxmucous-AC 200, sé ding ky: VD-28843-18 do Céng
ty cb phin dugc phdm Ampharco U.S.A ding ky, trong quyét dinh c6 ghi quy
cach déng goi 1a “Hop 10 gbi, 30 gbi x 2g”; nay dinh chinh thanh “Hép 10 géi,
30 gbi, 100 goi x 2g”.

16.18. Thubc Sosdol, sé ding ky: VD-28846-18 do Céng ty cb phan dugc
phdm Ampharco U.S.A diing kY, trong quyét dinh ¢ ghi quy céch déng goi Ia
“Hép 1 thi nhém chira 1 vé, 3 vi, 10 vi x 10 vién”; nay dinh chinh thanh “Hép 1
tii nhém (loai ¢ chit Ampharco U.S.A) chira 1 vi, 3 vi, 10 vi x 10 vién; Hjp 1
ti nhom, 3 thi nhém, 10 thi nhém (loai c6 hinh) x 1 vi x 10 vién”.

16.19. Thuéc Cefixim 200, sb déing ky: VD-28887-18 do Céng ty cb phan
duge phdm Ciru Long déing ky, trong quyét dinh c6 ghi tudi the 1a “36 théng”;
nay dinh chinh thanh “24 théng”. |

16.20. Thuéc Panagal Plus, s6 ding ky: VD-28894-18 do Céng ty c6 phin
dugc phim Ciru Long ding ky, trong quyét dinh c6 ghi tén thudc 13 “Panagal
Plus”; nay dinh chinh thanh “Panalgan Plus”.

16.21. Thuéc Euxamus 100, sé ding ky: VD-28933-18 do Cong ty cb
phin Dugc phim Euvipharm - Thanh vién tip doan F.LT ding ky, trong quyét
dinh ¢6 ghi quy cich dong géi 12 “hop 20 goi x 1,5g”; nay dinh chinh thanh
“Hop 10 goi, 12 goi, 20 goi, 24 gdi, 30 goi, 50 gbi x 1,5¢g”.

16.22. Thuéc Erythromycin, sé ding ky: VD-28973-18 do Céng ty c6
phén dugc phim Khanh Ho ding ky, trong quyét dinh cé ghi quy céch déng
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g6i 1a “Hop 1 vi x 10 vién; Hop 1 chai x 100 vién; Hop 1 chai x 200 vién”; nay
dinh chinh thanh “Hép 10 vi x 10 vién; Hp 1 chai x 100 vién; Hgp 1 chai x 200
vién”. .

16.23. Thubc Methocarbamol, s6 ding ky: VD-28974-18 do Céng ty cb
phin dugc phdm Khénh Hoa ding ky, trong quyét dinh cé ghi dang bao ché Ia
“Vién nén bao phim”; nay dinh chinh thanh “Vién nén”.

16.24. Thubc Medtorphan 30, s6 ding ky: VD-28990-18 do Céng ty cb
phin dugc phdm Me Di Sun ding ky, trong quyét dinh c6 ghi tén thudc 12
“Medtorphan 30”; nay dinh chinh thanh “Medytorphan 30”.

16.25. Thubc Codeforte, s6 ding ky: VD-29015-18 do Cong ty cb phén
dugc phim Nam Ha dang ky, trong quyét dinh c6 ghi quy cach déng géi 12 “Hop
2 vi, 3 vi, 10 vi x 5 vién”; nay dinh chinh thanh “Hop 2 vi, 3 vi, 10 vi x 10 vién”.

16.26. Thubc Vinocyclon 100, sé dang ky: VD-29071-18 do Céng ty Cb
phin dugc phim Phiic Long dang ky, trong quyét dinh c6 ghi tén thubc 13
“Vinocyclon 100”; nay dinh chinh thanh “Vinocyclin 100”.

16.27. Thuéc Quancardio, s6 ding ky: VD-29091-18 do Céng ty cb phén
duoc phim Quéng Binh ding ky, trong quyét dinh ¢6 ghi dang bao ché 13 “Hoan
cung”; nay dinh chinh thanh “Vién hoan nho giot”.

16.28. Thubc Tetracyclin 250, s6 ding ky: VD-29166-18 do Céng ty cb
phén dugc phém Trung wong 1 - Pharbaco ding ky, trong quyét dinh c6 ghi tiéu
chuén 1a “TCCS?”; nay dinh chinh thanh “DBVN IV”.

16.29. Thubc Cam théo dugc, s ding ky: VD-29191-18 do Céng ty cb
phin dugc phdm Trudng Tho ding ky, trong quyét dinh c6 ghi hoat chét chinh-
ham luong 13 “Bach chi 165 mg; Huong phu 132 mg; Cam théo bic 5 mg;
Xuyén khung 132 mg; Gimg 15 mg; Qué 6 mg”; nay dinh chinh thanh “Bach chi
165 mg; Huong phy 132 mg; Cam thao 5 mg; Xuyén khung 132 mg; Ging 15
mg; Qué nhyc 6 mg”.

16.30. Thudc Terp-Cod S, sb ding ky: VD-29289-18 do Céng ty cd phin
dugc Vacopharm ding ky, trong quyét dinh c6 ghi tén thudc 13 “Terp-Cod S”;
nay dinh chinh thanh “Terp-Cod'S”.

16.31. Thuéc Cao xuong khép hdn hop, sé ding ky: VD-29318-18 do
Céng ty cb phan Héa dugc Viét Nam ding ky, trong quyét dinh cé ghi tén thudc
la “Caoxwong khép hén hop”; nay dinh chinh thanh “Cao xwong hén hop”.

16.32. Thubc Eyefull, s ding ky: VD-29323-18 do Céng ty cb phin hoa-
dugc phim Mekophar ding ky, trong quyét dinh c6 ghi dang bao ché 1a “Thuéc
nhé mét”; nay dinh chinh thanh “Dung djch thuc nhé mé&t”.

16.33. Thuéc Nuéc vé khudn MKP, sé ding ky: VD-29329-18 do Céng
ty cb phén hoa-dugc phim Mekophar ding kY, trong quyét dinh c6 ghi hoat chét
chinh - hiam lugng 1a “Nuéc cét pha tiém 250ml”; nay dinh chinh thinh “M3i
chai 250ml chira: Nuéc c4t pha tiém 250ml”.
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16.34. Thutc Paracetamol 500, s6 ding ky: VD-29330-18 do Céng ty ¢d
phin hos-dugc phim Mekophar déng kY, trong quyét dinh cé ghi tén thube 13
“Paracetamol 500”; nay dinh chinh thanh “Paracetamol 500mg”.

16.35. Thuéc Co-Dovel 300 mg/12,5 mg, sé ding ky: VD-29393-18 do
Céng ty c6 phén xuat nhap khéu y t€ Domesco ding ky, trong quyét dinh c6 ghi
quy cach doéng géi 14 “Hop 2 vi, Hfp 10 vi x 14 vién”; nay dinh chinh thanh
“Hop 2 vi, Hop 10 vi x 14 vién; Chai 100 vién”.

16.36.Thuéc Dorotec 10 mg, sé ding ky: VD-29399-18 do Céng ty cb
phén xuét nhip khau y té Domesco diing ky, trong quyét dinh c6 ghi hoat chét
chinh 13 “Cetirizin (dudi dang Cetirizin dihydroclorid) 10mg”; nay dinh chinh
thanh “Cetirizin dihydroclorid 10mg”.

16.37. Thudc Gabapentin 300 mg, s6 ding ky: VD-29400-18 do Céng ty
cd phin xudt nhip khiu y t& Domesco ding ky, trong quyét dinh c6 ghi tén
thude 12 “Gabapentin 300 mg”; nay dinh chinh thanh “Pendo-Gabapentin 300
mg (SXNQ cia: Pendopharm, ciia Céng ty Pharmascience INC; Pia chi: 6111
Royalmount Avenue Suite 100, Montreal, Quebec, Canada, H4P2T4)".

16.38. Thubc Cefaclor 250mg, s6 ding ky: VD-29402-18 do Céng ty CP
Dugc phim TV. Pharm ding ky, trong quyét dinh cé ghi hoat chét chinh-ham
lugng 1a “Cefaclor 250 mg”; nay dinh chinh thanh “Cefaclor (duéi dang
Cefaclor monohydrat) 250 mg”; quy cdch déng géi 1a “Hop 2 vi x 10 vién”; nay
dinh chinh thanh “H¢p 2 vi x 10 vién, Chai 100 vién”.

16.39.Thuéc D-Cotatyl 250, sé ding ky: VD-29403-18 do Céng ty CP
Dugc phdm TV. Pharm ding ky, trong quyét dinh ¢6 ghi dang bao ché 13 “Vién
nén”; nay dinh chinh thanh “Vién bao dudng”.

16.40.Thudc Simethicone 80mg, s6 ding ky: VD-29408-18 do Céng ty
CP Dugc phim TV. Pharm ding ky, trong quyét dinh c6 ghi dang bao ché 1a
“Vién nén”; nay dinh chinh thanh “Vién nén nhai”.

16.41. Thuéc Vitamin B6 250 mg, s6 ding ky: VD-29412-18 do Céng ty
CP Dugc pham TV. Pharm ding ky, trong quyét dinh cé ghi hoat chét chinh-
ham luong 1a “Pyridoxin hydroclorid 250 mg”; nay dinh chinh thinh “Vitamin
B6 (Pyridoxin hydroclorid) 250 mg”.

16.42. Thube Ceftizoxim 500, s6 ding ky: VD-29450-18 do Céng ty
TNHH Dugc phim Glomed ding ky, trong quyét dinh c6 ghi dia chi nha san
xuit 1a “S6 35 Pai L§ Ty Do, Khu cong nghiép Viét Nam-Singapore, thj x4
Thuén An, tinh Binh Duong, Viét Nam”;; nay dinh chinh thanh “Sé 29A Dai L§
Ty Do, Khu cong nghip Viét Nam-Singapore, thi x& Thuin An, tinh Binh
Duong, Viét Nam”.

16.43. Thube Gloversin 8, sb ding ky: VD-29454-18 do Cong ty TNHH
Dugc phim Glomed ding ky, trong quyét dinh c6 ghi quy cich déng géi Ia
“Hop 1 thi nhém x 1 vi, 10 vi x 30 vién; Hép 3 vi xé x 10 vién (vi nhom-nhém);
Hop 1 chai 30 vién, 60 vién (chai HDPE)”; nay dinh chinh thanh “Hép 1 tii
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nhém x 1 vi, 10 vi x 30 vién (vi nhém-PVC/PVAC); Hop 3 vi xé x 10 vién (vi
nhém-nh6m); Hop 1 chai 30 vién, 60 vién (chai HDPE)”. _

16.44. Thudc Telbock, sé ding ky: VD-29547-18 do Céng ty TNHH sinh
dugc phim Hera ding ky, trong quyét dinh c6 ghi tén thude 12 “Telbock”; nay
dinh chinh thanh “Telblock”.

16.45. Thudc Mecam 7,5, s6 ding ky: VD-29587-18 do Céng ty Sanofi-
aventis Singapore Pte. Ltd. ding ky, trong quyét dinh c6 ghi tén thudc 1a
“Mecam 7,5”; nay dinh chinh thanh “Mecam 7.5.

16.46. Thudc Dobameron, sé ding ky: VD-29177-18 do Céng ty cb phéin
duge phdm Trung wong 3 ding ky, trong quyét dinh cé ghi tén thubc 1
“Dobameron”; nay dinh chinh thanh “Dobamedron”.

16.47. Thudc Enervon, sb ding ky: VD-29557-18 do Céng ty TNHH
United International Pharma ding ky, trong quyét dinh c6 ghi hoat chét chinh —
ham lugng la “Vitamin C 500mg; Vitamin Bl 50mg; Riboflavin 20mg;
Niacinamide 50mg; Pyridoxin  hydroclorid 5mg; Vitamin BI2
(Cyanocobalamin) Smeg” va ghi tudi tho 14 “24 thang”; nay dinh chinh hoat chat
chinh — ham lugng 1a “Vitamin C 500mg; Vitamin B1 50mg; Riboflavin 20mg;
Niacinamide 50mg; Pyridoxine hydrocloride 5Smg; Calcium Pantothenate 20mg;
Vitamin B12 (Cyanocobalamin) 5mcg” va tudi tho 13 “Hop 01 chai 30, 100 vién:
24 thang; Hop 10 vi x 10 vién: 36 thang”.

16.48.Thudc Carsantin 6,25mg, s6 ding ky: VD-29481-18 do Céng ty
TNHH Hasan-Dermapharm ding ky, trong quyét dinh chua ghi théng tin co s&
nhugng quyén; nay bb sung tén va dia chi co s& nhugng quyén 13 “Céng ty Mibe
GmbH Arzneimittel, dja chi: S8 15, duomg Miichener, D-06796 Brehna, CHLB
bic”;

16.49. Thuéc Harotin 40, sé ding ky: VD-29485-18 do Céng ty TNHH
Hasan-Dermapharm diing ky, trong quyét dinh c6 ghi quy céch déng géi 1a “Hop
03 vi x 10 vién; Hop 05 vi x 10 vién; Hop 10 vi x 10 vién”; nay dinh chinh quy
céch dong gdéi 1a “Hop 02 vi x 14 vién; Hp 05 vi x 14 vién; Hop 10 vi x 14
vién”.

16.50. Thuéc Hasadolac 300, s6 ding ky: VD-29508-18 do Céng ty
TNHH lién doanh Hasan-Dermapharm dang ky, trong quyét dinh ghi tiéu chuén
1a “TCCS”; nay dinh chinh thanh “USP 36”.

16.51.Thuéc Hasadolac 400, s§ ding ky: VD-29509-18 do Céng ty
TNHH lién doanh Hasan-Dermapharm dang ky, trong quyét dinh ghi tiéu chuén
1a “TCCS”; nay dinh chinh thanh “USP 36”;

16.52.Thudc Lezinsan 5, s6 dang ky: VD-29510-18 do Céng ty TNHH
lién doanh Hasan-Dermapharm ding ky, trong quyét dinh ghi hoat chét chinh —
ham lugng 1& “Levocetirizin dihydrochlorid 5mg” nay dinh chinh hoat chét
chinh — ham lugng 1 “Levocetirizin dihydroclorid Smg”.
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16.53.Thuc Mibeserc 24mg, s§ ding ky: VD-29513-18 do Céng ty
TNHH lién doanh Hasan-Dermapharm ding ky, trong quyét dinh ghi hoat chét
chinh — hdm lugng 12 “Betahistin dihydrochlorid 24mg” va ghi quy cich déng
g6i 1a “Hop 03 vi x 10 vién; Hop 05 vi x 10 vién; Hop 10 vi x 10 vién”; nay dinh
chinh hoat chét chinh — ham hrong 13 “Betahistin dihydroclorid 24mg” va quy
cich déng géi 13 “Hop 03 vi x 20 vién; Hop 05 vi x 20 vién; Hop 10 vi x 20
vién”.

16.54.Thudc Ibucine 600, s ding ky: VD-29471-18 do Céng ty TNHH
dugc pham USA-NIC ding kY, trong quyét dinh ghi quy cich déng géi 12 “Hop
10 vi x 10 vién”; nay dinh chinh thanh “Hop 10 vi x 10 vién; Chai 100 vién”.

17. Quyét dinh s6 181/QD-QLD ngay 27/03/2018 ciia Cyc truéng Cyc Quan Iy
Dugc vé viéc ban hanh danh myc 605 thuéc san xuét trong nudc duge clp
s ding ky hru hanh tai Viét Nam - Dot 161

17.1. Thuc Fordia MR, sé ding ky: VD-30178-18 va Fordia MR, sb
diing ky: VD-30179-18 do Céng ty TNHH United International Pharma dng ky,
trong quyét dinh ghi dang bao ché 13 “Vién nén bao phim”; nay dinh chinh thinh
“Vién nén bao phim phéng thich cé kiém soét”.

17.2. Thuée Tydol 250, s6 ding ky: VD-29818-18 do Céng ty C4 phin
Dugc phim OPV ding ky, trong quyét dinh c6 ghi hoat chat chinh — ham luwong
la “Mdi géi 1,5g chira: Acetaminophen (Dwéi dang micorencapsulated
Acetaminophen) 250mg” va dang bao ché 1a “Thuéc bst pha dung dich uéng”;
nay dinh chinh hoat chét chinh — him lugng 12 “M3i géi 1,5g chira:
Acetaminophen (Dudi dang microencapsulated Acetaminophen) 250mg” va
dang bio ché thanh “Thuéc bdt pha hén dich uéng".

17.3. Thubc Arcatamin, s6 ding ky: VD-29625-18 do Cong ty cb phin
dugc Danapha ding ky, trong quyét dinh c6 ghi hoat chit chinh 14
“Sulbutiamine 200 mg”; nay dinh chinh thanh “Sulbutiamin 200 mg”

17.4. Thubc Neupopyl, sé ding ky: VD-29628-18 do Céng ty cd phin
duge Danapha ding ky, trong quyét dinh c6 ghi tén thudc 13 “Neupopyl”; nay
dinh chinh thanh “Neuropyl”;

17.5. Thudc Glubet, s6 ding ky: VD-29780-18 do Céng ty cb phin dugc
phim Me Di Sun déing kY, trong quyét dinh c6 ghi hoat chét chinh — him lugng
12 “Desmopressin (dudi dang Desmopressin acetate trihydrat 0,2096 mg) 0,2
mg”; nay dinh chinh thinh “Desmopressin acetat (duéi dang Desmopressin
acetate trihydrat 0,2096 mg) 0,2 mg”;

17.6. Thudc Vinocyclon 50, sé ding ky: VD-29820-18 do Céng ty Cd
phan dugc phdm Phic Long ding ky, trong quyét dinh c6 ghi tén thudc 1a
“Vinocyclon 50”; nay dinh chinh thinh “Vinocyclin 50”;

17.7. Thube Maxxmucous-AC 600, s§ ding ky: VD-29677-18 do.Céng
ty c6 phén dugc phdm Ampharco U.S.A ding ky, trong quyét dinh cé ghi dang
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bao ché 12 “Vién nang cimg (Pen-Tring)”; nay dinh chinh thanh “Vién nang
cimg (Tréng-Tréng)”;

17.8. Thubc Usalukast 5 ODT, sb dang ky: VD-29680-18 do Céng ty cb
phin dugc phim Ampharco U.S.A ding ky, trong quyét dinh c6 ghi dang bao
ché 12 “Vién nén phan tdn”; nay dinh chinh thanh “Vién nén phan tén trong
mi¢ng”;

17.9. Thudc Typcin 500, sé ding ky: VD-30081-18 do Céng ty TNHH
Dugc phim Glomed ding ky, trong quyét dinh cé ghi quy cdch déng géi 1a
“Hop 1 vi, 2 vi, 5 vi x 10 vién (vi nh6m-PVC hoéc vi nhém-nhém)”; nay dinh
chinh thanh “Hop 1 vi, 2 vi, 5 vi, 10 vi x 10 vién (vi nhém-PVC hogc vi nhom-
nh6ém)”;

17.10. Thubc Deslox, sé ding ky: VD-29595-18 do Chi nhénh céng ty
TNHH sn xuét - kinh doanh dugc phim Pam San ding ky, trong quyét dinh c6
ghi quy céch déng g6i 1a “Hop 03 vi x 10 vién; Hop 10 vi x 10 vién”; nay dinh
chinh thanh “Hép 03 vi x 10 vién; Hop 10 vi x 10 vién; Chai 200 vién”;

17.11. Thudc. Tbucine 200, sé ding ky: VD-29596-18 do Chi nhénh cong
ty TNHH san xuét - kinh doanh dugc phdm Pam San dang ky, trong quyét dinh
¢6 ghi tiéu chuén 13 “DDVN IV”; nay dinh chinh thanh “TCCS”;

17.12.ThuSc Phaanedol cim ciim, s§ ding ky: VD-29598-18 do Chi
nhénh céng ty TNHH san xuét - kinh doanh dwoc phdm Pam San ding ky, trong
quyét dinh c6 ghi dang bao ché 1 “vién nang cimg” va quy cdch déng goi Ia
“Hop 10 vi x 10 vién; Chai 100 vién”; nay dinh chinh dang bao ché 14 “vién nén
bao phim” va quy cach dong géi 1a “Hop 10 vi x 10 vién; Hop 15 vi x 12 vién,
Chai 100 vién”;

17.13.Thudc Lezatadil, sé ding ky: VD-30067-18 do Cong ty TNHH
duge phim Anh Thy ding ky, trong quyét dinh c6 ghi hoat chét chinh — ham
luong 12 “M3i 100ml chira: Desloratadin 50mg”; nay dinh chinh thanh “M&i 1ml
chira: Desloratadin 0,5mg”;

17.14.Thuéc Rutantop, s6 ding ky: VD-30068-18 do Cong ty TNHH
dugc phidm Anh Thy ding ky, trong quyét dinh c6 ghi hoat chit chinh — ham
lugng 1a “MSi Sml chita: Fexofenadin hydrochlorid 30mg”; nay dinh chinh
thanh “M&i 5ml chira: Fexofenadin hydroclorid 30mg”;

17.15.Thudc Solonic 10mg, sé ding ky: VD-30089-18 do Céng ty TNHH
dugc phdm USA - NIC ding ky, trong quyét dinh c6 ghi quy cich déng géi 1
“Hop 10 vi x 10 vién; Chai 60 vién; Chai 100 vién”; nay dinh chinh thanh “Hgp
01 vi x 10 vién; Chai 60 vién; Chai 100 vién”;

17.16.Thudc Ribomin, s6 ding ky: VD-30101-18 do Céng ty TNHH
Hasan-Dermapharm ding ky, trong quyét dinh c6 ghi hoat chét chinh — ham
lwgng 14 “Mbi géi 2g chira: Retinol (Vitamin A) 2000IU; Thiamin hydrochlorid
(Vitamin B1) 1,2mg; Riboflavin natri phosphat (Vitamin B2) 1,2mg;
Niacinamid (Vitamin B3) 12mg; Calci D-pantothenat (Vitamin BS5) 5mg;
Pyridoxin hydroclorid (Vitamin B6) 1,4mg; Acid ascorbic (vitamin C) 70mg;
Cholecalciferol (Vitamin D3) 400IU; Alpha tocopheryl acetat (Vitamin E)
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8mg”; nay dinh chinh thinh “M3i g6i 2g chira: Retinol (Vitamin A) 2000IU;
Thiamin hydroclorid (Vitamin B1) 1,2mg; Riboflavin natri phosphat (Vitamin
B2) 1,2mg; Niacinamid (Vitamin B3) 12mg; Calci D-pantothenat (Vitamin B5)
5mg; Pyridoxin hydroclorid (Vitamin B6) 1,4mg; Cyanocobalamin (Vitamin
B12) 0,002mg; Acid ascorbic (vitamin C) 70mg; Cholecalciferol (Vitamin D3)
400IU; Alpha tocopheryl acetat (Vitamin E) 8mg”;

17.17.Thudc Hasanprovel 150, s6 ding ky: VD-30111-18 do Céng ty
TNHH Lién doanh HASAN - DERMAPHARM ding ky, trong quyét dinh c6
ghi hoat chét chinh — him Iwong 13 “Irbersartan 150mg”; nay dinh chinh thanh
“Irbesartan 150mg”; tiéu chuén 13 “TCCS”; nay dinh chinh thanh “USP38”;

17.18.Thubc Simrotes 10mg, s6 ding ky: VD-30116-18 do Cong ty
TNHH Lién doanh HASAN - DERMAPHARM ding kY, trong quyét dinh thiéu
théng tin co s& nhugng quyén, nay b sung théng tin co s& nhugng quyén la
“Céng ty nhugng quyén Mibe GmbH Arzneimittel; dja chi: S6 15, dudmg
Miinchener, D-06796 Brehna, CHLB Pic”; :

17.19. Thubc Usamuc, sb ding ky: VD-29593-18 do Chi nhanh Céng ty
cd phan duge phim Phong Phi- Nha méy sin xuét duge phim Usarichpharm
ding ky, trong quyét dinh c6 ghi tén thubc 1a “Usamuc”; nay dinh chinh thanh
“Usarmuc”;

17.20. Thudc Ceftazidime 1g, s6 ding ky: VD-29795-18 do Céng ty cb
phén dugc phim Minh Dén ding ky, trong quyét dinh c6 ghi quy cich déng géi
1a “Hop 1 lo loai dung tich 20 ml”; nay dinh chinh thanh “Hép 1 lo loai dung
tich 20 ml; Hop 10 lo loai dung tich 15 ml”;

17.21. Thude Cepemid 0,25/0,25, sé ding ky: VD-29796-18 do Céng ty
¢ phén dugc phim Minh Dén ding ky, trong quyét dinh c6 ghi hoat chét chinh-
ham lugng 14 “Imipenem 0,25g; Cilastin 0,25 g (duéi dang HOn hop bdt
Imipenem monohydrat va Cilastatin sodium trdn Natri bicarbonat);”; nay dinh
chinh thanh “Imipenem 0,25g; Cilastatin 0,25 g (duéi dang HOn hop bt
Imipenem monohydrat va Cilastatin natri trn Natri bicarbonat)”;

17.22. Thu6e Midapezon 1g/1g, s6 ding ky: VD-29799-18 do Céng ty cb
phén dugc phim Minh Dén ding ky, trong quyét dinh c6 ghi hoat chit chinh-
him luong 13 “Cefoperazol 1g; Sulbactam 1g (duéi dang hdn hep bot
Cefoperazol natri va Sulbactam natri);”; nay dinh chinh thinh “Cefoperazon 1g;
Sulbactam 1g (dué6i dang hén hgp bt Cefoperazon natri va Sulbactam natri)”; -

17.23. Thube Phong thép Nam Ha, s6 ding ky: VD-29804-18 do Céng ty
¢d phin duge phim Nam Ha ding ky, trong quyét dinh c6 ghi hoat chit chinh 1
“Mi vién chita 117 mg cao dugc ligu trong dwong: Hy thiém 350,83 mg; Ngwu
tit 300 mg; Ngii gia bi chén chim 196,67 mg; Cdu tich 250 mg; Sinh dja 74,17
mg;”; nay dinh chinh thanh “M&i vién chira 117 mg cao dugc lidu (twong
duong: Hy thiém 350,83 mg; Ngwu tit 300 mg; Ngii gia bi chan chim 196,67
mg; Cau tich 250 mg; Sinh dja 74,17 mg); Qué nhyc 70 mg”;
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17.24. Thubc Thién nién kign, s6 ding ky: VD-29886-18 do Céng ty ¢
phin dwgc phim Trudng Tho ding ky, trong quyét dinh c6 ghi tén thubc 1a
“Thién nién ki¢n”; nay dinh chinh thinh “Thién nién kién phién”;

17.25. Thubc Tovagal Ef 150, s6 dang ky: VD-29887-18 do Céng ty cb
phin duge phim Trudmg Tho ding ky, trong quyét dinh cé ghi tén thubc 1a
“Tovagal Ef 150”; nay dinh chinh thanh “Tovalgan Ef 150”;

17.26. Thuéc Bromhexin 4, s6 ding ky: VD-29890-18 do Céng ty cb
phén dugc phém TV. Pharm ding ky, trong quyét dinh cé ghi quy cich déng géi
1a “Hép 3 vi x 10 vién; Chai 500 vién”; nay dinh chinh thanh “Hép 3 vi x 10
vién; Chai 200 vién”;

17.27. Thuée Utrupin 400, s6 dang ky: VD-29928-18 do Céng ty ¢é phin
dugc S.Pharm ding ky, trong quyét dinh c6 ghi quy c4ch déng géi 1a “Hop 10 vi
x 10 vién; Hp 50 vi x 100 vién; Chai 100 vién; Chai 500 vién”; nay dinh chinh
thanh “Hép 10 vi x 10 vién; Hop 50 vi x 10 vién; Chai 100 vién; Chai 500 vién”;
18. Cong vén s6 124/QLD-DK ngay 08/01/2018 ciia Cyc Quén 1 Duge vé viée
duy tri hiéu Iyc s6 ding ky thudc:

18.1. Thudc Celesmine, s& ding ky: VD-18011-12 do Céng ty C4 phin
Dugc Trung uvong Mediplantex ding ky, trong cong vin cé ghi tén thuéc la:
“Clesmine”; nay dinh chinh thanh “Celesmine”.

18.2. Thu6c Prednison, sé ding ky: VD-18021-12 do Céng ty Cb phin
Dugc Trung uong Mediplantex déng ky, trong céng vin cé ghi tén thude 1a;
“Prednisolon Smg”; nay dinh chinh thanh “Prednison”.

19. Céng vin s6 79/QLD-DK ngay 08/01/2018 ctia Cyc Quan Iy Dugc vé vide
duy tri higu lyc s6 ding ky thudc:

19.1. Thudc Dextromethophan 15mg, sé dang ky: VD-17870-12 do Céng
ty C phén Dugc phim 3/2 ding ky, trong cong vin c6 ghi sé ding ky 13: “VD-
17870-11"; nay dinh chinh thanh “VD-17870-12".

19.2. Thudc Spifuca, s6 ding ky: VD-17877-12 do Céng ty C$ phin
Dugc phim 3/2 ding ky, trong cdng vin c6 ghi sb ding ky la: “VD-17877-11"
nay dinh chinh thinh “VD-17877-12".

19.3. Thube Spifuca Plus, s ding ky: VD-17878-12 do Céng ty C&
phan Dugc phim 3/2 ding ky, trong cdng vin c6 ghi sb ding ky 13: “VD-17878-
11”; nay dinh chinh thanh “VD-17878-12".

19.4. Thubc Eftisucral, s6 ding ky: VD-17873-12 do Céng ty C phin
Dugc pham 3/2 ding kY, trong céng vin c6 ghi sb dang ky 1a: “VD-17873-11";
nay dinh chinh thanh “VD-17873-12”.

19.5. Thuéc Efticol 0,9%, sé ding ky: VD-17871-12 do Céng ty Cb
phin Dugc phdm 3/2 ding ky, trong céng vin cé ghi sb déng ky 1a: “VD-17871-
11”; nay dinh chinh thanh “VD-17871-12",
20. Céng van s6 578/QLD-PK ngdy 15/1/2018 ciia Cyc Quén 1y Dugc vé
viéc duy tri higu lyc s6 ding ky dbi véi 20 thudc do Céng ty cb phin héa-dugc
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phdm Mekophar dang ky va san xuét: Trong danh muc ghi s6 dng ky cia thude
Alphachymotrypsin 14 “VD13550-10”; nay dinh chinh thanh “VD-13550-10".
21. Cong vin s6 2183/QLD-DK ngdy 30/01/2018 cia Cyc Quén Iy Dugc v&
viéc duy tri hidu lye s déing ky dbi véi 17 thudc do Cong ty cd phin héa-duge
phdm Mekophar ding ky vi sin xudt: Trong danh myc ghi tén thudc 13
“Ethambutol”, sé ding ky: VD-15517-11; nay dinh chinh thanh “Ethambutol
400mg”, s6 ding ky: VD-15517-11.

22. Cbng vin sb 3322/QLD-PK ngay 13/02/2018 ciia Cuc Quan 1y Dugc vé&
viéc duy tri hiéu lyc sé ding ky ddi véi 08 thubc do Cong ty TNHH B.Braun
Viét Nam ding ky vi sin xuit: Trong danh muc dinh kém Céng vin sb
3322/QLD-BXK ghi “Danh myc 08 thudc san xudt trong nuéc duge duy tri hiéu
Iyc s6 ding ky 12 thang ké tir ngdy ky cong vin”; nay dinh chinh thanh “Danh
muc 08 thudc san xuét trong nudc duge duy tri hidu Ivc sé ding ky 12 thing k&
tir ngay hét han hiéu Iyc sb dang ky (ngiy 01/3/2018)".

23. Céng vin s6 22820/QLD-DK ngay 29/12/2017 ciia Cuc Quén Iy Dugc vé
viéc duy tri hidu lyc s6 ding ky d5i véi 13 thubc do Cong ty cb phin duge
Danapha ding ky va san xuat: Trong Danh muc c4c thudc sin xuét trong nuéc
duoc duy tri hidu lyc sé ding ky 12 thing ké tir ngay 20/12/2017 ghi tén thudc
1a “Amitryptylin 25 mg”, s§ ding ky: VD-17829-12; nay dinh chinh tén thuéc
thanh “Amitriptylin 25mg”, s6 ding ky: VD-17829-12.

24. Cong vin s6 22859/QLD-PK ngay 29/12/2017 clia Cyc Quén Iy Dugc vé
viéc duy tri hiéu lyc s6 déng ky dbi véi 01 thubc do Céng ty cd phén duge
Danapha ding ky va san xuét: Trong cong vin ghi tén thubc 13 “Thube nhé -
miii Natri clorid 0,9%”, sé ding ky: VD-17833-12; nay dinh chinh tén thuéc
thanh “Thudc nhé mét — miii Natri clorid 0,9%”, s6 ding ky: VD-17833-12.

25. Céng vin s 4457/QLD-PK ngay 16/3/2018 ciia Cuc Quén ly Dugc vé viée
duy tri hiéu lyrc s6 ding ky ddi véi 04 thubc do Céng ty cb phén dugc Phiic Vinh
ding ky va san xult: Trong cong vin ghi dja chi cong ty 1a “Sé 22/183 phé
Hoang Van Théi, phudng Khwong Trung, quin Thanh Xudn, thanh phé Ha
N§i”; nay dinh chinh dia chi céng ty thanh “Lo CN4-6.2 Khu Cong nghiép
Thach Thét — Quéc Oai, x& Phiing X4, huyén Thach Thét, Tp. Ha N¢i”.

26. Céng vin s6 4613/QLD-PK ngay 19/3/2018 ciia Cuc Quan Iy Dugc vé vide
duy tri hiéu lyc s6 ding ky dbi véi 01 thudc do Alfa Intes Industria Terapeutica
Splendore SR.L ding ky va Cong ty TNHH san xudt dugc phdm Medlac
pharma Italy san xuét: Trong cong vin ghi sb ding ky cia thudc Dodevifort 12
“GC-217-13"; nay dinh chinh sd ding ky cia thuéc Dodevifort 13 “GC-0217-
13~

27. Cong vin sb 3881/QLD-DK ngdy 06/3/2018 ciia Cuc Quén ly Dugc vé viéc
duy tri hiéu lyc s6 ding ky dbi véi 01 thuoc do Cong ty lién doanh Duqc phém
Meblphar-Austraphaxm déng ky va sén xuét: trong cdng vin ghi ‘ngay hét lnéu
lyc s6 ding ky (ngay 19/06/2013)”; nay dinh chinh thanh ‘ngay hét hiéu lyc sb
ding ky (ngay 19/06/2018)”.
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28. Cong vin s6 2874/QLD-DK ngay 08/02/2018 ciia Cuc Quéan Iy Duge vé&
viéc duy tri hiéu lyc s ding ky d6i véi 06 thube do Cong ty TNHH lién doanh
Hasan-Dermapharm ding ky va san xudt: trong cong vin ghi tén thudc 13
“Miberivu 800mg” (SPK: VD-18119-12), nay dinh chinh thanh “Mibeviru
800mg”; trong cong vin ghi tén thudc 14 “Miberivu cream” (SPK: VD-18120-
12) nay dinh chinh thanh “Mibeviru cream”.

29. Cong vin sé 3156/QLD-PK ngay 12/02/2018 ctia Cuc Quan ly Dugc vé
viéc duy tri hiéu luc sé ding ky d6i véi 03 thude do ciia Cong ty TNHH Hasan-
Dermapharm déng ky va san xult: trong cong vin ghi tén thudc 12 “Lodivas
5mg”; nay dinh chinh thanh “Lordivas Smg”.

30. Céng vin sé 2602/QLD-PK ngay 05/02/2018 ciia Cuc Quan ly Dugc vé
viéc duy tri hiéu luc sb ding ky d6i véi 09 thudc do ciia Cong ty TNHH lién
doanh Hasan-Dermapharm diing ky va san xuét: trong cong vin ghi tén thudc 1a
“Mianlugel”; nay dinh chinh thanh “Misanlugel”.

31. Cong vian sb 2705/QLD-DK ngay 07/02/2018 ciia Cuc Quén ly Duogc vé
viéc duy tri hidu hyc s6 ding ky d6i véi 02 thue do Cong ty TNHH Hasan-
Dermapharm ding ky va san xuit: trong cong vin ghi tén va dia chi Céng ty 1a
“Céng ty TNHH lién doanh Hasan-Dermapharm, dja chi: L6 B, Pudng s 2,
KCN Pdng An, P. Binh Hoa, Huyén Thuin An, Tinh Binh Duong”; nay dinh
chinh thanh “Céng ty TNHH Hasan-Dermapharm, dia chi: Pudng s 2, KCN
Ddng An, Phudmg Binh Hda, Thi x& Thuin An, Tinh Binh Dwong”.

32. Cong van s6 2216/QLD-PK ngay 31/01/2018 ctia Cyc Quan ly Dugc vé
viéc duy tri hiéu lyc sb ding ky d6i véi 03 thudc do Cong ty TNHH lién doanh
Hasan-Dermapharm d#ng ky va san xuét: trong c6ng van ghi tén va dja chi Cong
ty 1a “Céng ty TNHH Hasan-Dermapharm, dja chi: Pudng s6 2, KCN Déng An,
P. Binh Hoa, Huyén Thuan An, Tinh Binh Duong”; nay dinh chinh thanh “Céng
ty TNHH lién doanh Hasan-Dermapharm, dja chi: L6 B, Duong sé 2, KCN
Pdng An, Phudmg Binh Hoa, Thi x4 Thuin An, Tinh Binh Duong”; trong quyét
dinh ghi sé ding ky ciia thudc Ozonbiotic extra 13 “VD-17769-12"; nay dinh
chinh thanh “QLPB-383-13".

33. Céng vin sb 21312/QLD-BK ngiy 15/12/2017 ciia Cyc Quan ly Dugc vé
viéc duy tri hiéu luc sé ding ky d6i véi 01 thubc do Céng ty TNHH Hasan-
Dermapharm ding ky va san xuét: trong c6ng vin ghi tén va dja chi Cong ty 13
“Céng ty TNHH lién doanh Hasan-Dermapharm, dja chi: L6 B, Pudng sé 2,
KCN Béng An, P. Binh Hoa, Huyén Thuén An, Tinh Binh Duong”; nay dinh
chinh thanh “Céng ty TNHH Hasan-Dermapharm, dia chi: Pudng s6 2, KCN
Pdng An, Phudng Binh Hoa, Thj x& Thuin An, Tinh Binh Duong”.

34. Cong vin s6 5288/QLD-DPK ngay 27/3/2018 ciia Cyc Quan Iy Dugc vé viée
duy tri hiéu Iyc s6 déng ky dbi véi 02 thude do Céng ty ¢d phéan dugc Phic Vinh
ding kY va san xudt: Trong cdng vin ghi dia chi cong ty la “S6 22/183 phé
Hoang Vin Thdi, phuomg Khuong Trung, quin Thanh Xuén, thanh phé Ha
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N§i”; nay dinh chinh dja chi céng ty thanh “Lé CN4-6.2 Khu Coéng nghiép
Thach Thét — Qudc Oai, xi Phiing X4, huyén Thach Thét, Tp. Ha Néi”.

35. Quyét dinh s6 179/QD-QLD ngay 27/03/2018 v& viéc ban hanh danh myc
08 thudc sin xuét trong nudc duge cip sb ding ky hiéu lyc 03 nam (thudc chira
hoat chét khing Virus ding ky 1in d4u) — Dot 161:

35.1. Thudc Tenogis 300, sé ding ky: QLDB-674-18 do Céng ty cb phin
duge pham va sinh hoc y t€ déing ky, trong quyét dinh cé ghi hoat chit chinh —
ham lugng 1a “Tenofovir disoprosil fumarat 300mg”; nay dinh chinh thinh
“Tenofovir disoproxil fumarat 300mg”.

Cuc Quin 1y Dugc théng béo dé cac don vi biét./.

Noi nhin: KT.CUC TRUOGNG
- Nhu trén; PHO CUC TRUONG
- BT. Nguyén Thi Kim Tién g:é ble); :

- TT Truong Quéc Cutmg (dé bic);

-CT Vi Tuanubn dégh.*’c);

- Cuc Quény - B§ phong, Cyc Y té - B§ Céng an;

- Cuc Y té giao thong vén tai - B GTVT;

- Tong Cuc Hai Quan - B Tai Chinh;

- Béo hiém x hoi Viét Nam;

- Vi Phép ché; Cyc Quan Iy Y, Duge ¢d truyén; Cyc Quan Iy Khém,
chita bénh - B Y té; Thanh tra B§ Y té;

- Vién KN thude TW, VKN thubc TP.HCM;

- Téng Cong ty Duge VN;

- Céc Bénh vién, Vién c6 giwdmg bénh tryc thudc BYT;

- Website ciia Cyc QLD, Tap chi Duge & M§ phim; P. QLKDD;
- Lwu: VT, PKT (10b).
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