BOYTE CQNG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc 19p - Ty do - Hanh phie
86:63(4 /QLD-BK_ Ha Noi, ngayihng 5 neim 2017
V/v dinh chinh quyét dinh cdp
SPK thudc nurde ngodi
Kinhgui: -S¢Y té cac tinh, thanh phé truc thuge Trung uong;

_Cac cong ty ding ky c6 thude duge dinh chinh.

. Cuc Quan ly Dugc thong bio didu chinh mdt s6 ndi dung trong cac Quyét dinh
cap so dang ky luu hanh nhu sau: '

. 1 Quyét dinh sé 07/Qb-QLD ngay 07/01/2010 cia Cuc trudng Cyuc Quan ly Duge
vé viéc cong bo 782 tén thudc nude ngoai duge phép luu hanh tai Viét Nam- Dot 67:
1:l1. T!luéc Tobradex, SDK: VN-4954-!0 do Alcon Pharmaceuticals Ltd dang ky,
trongguyét dinh c6 ghi Dia chi nha san xuat 1 “Rijksweg 14 2870 Puurs - Belgium”,
nay diéu chinh thanh “Rijksweg 14, 2870 Puurs- Belgium”.

2 Quyét dinh s 92/QD-QLD ngay 15/04/2010 ciia Cyc truémg Cuc Quan ly Duge
vé viéc cong bd 471 tén thudc nudce ngoai duge phép luu hanh tai Viét Nam- Dot 68:
2.1. Thude Xorimax 500mg, SPK: VN-9850-10 do Sandoz GmbH dang ky, trons
quyet. dinh c6 ghi Dia chi nha san xuat 1a “S6 10 Biochemiestrasse, A-6250 Kundl,
Austria”, nay diéu chinh thanh “Biochemiestrasse 10, A-6250 Kundl, Austria”;

2.2, T@uéc Cellcept , SDK: VN-9657-10 do F.Hoffmann-La Roche Ltd. ding ky,
trong quyét dinh c6 ghi Dang bao ché 1a “Vién nang”, nay dicu chinh thanh “Vién

nang cung’.

3 Quyét dinh s ’240/QD-QLD, ngdy 20/08/2010 ciia Cuc trudng Cuc Quan ly
Dugc vé viéc cong bo 780 tén thudc nude ngoai dugc phép luu hanh tai Viét Nam-

Pot 69:

3.1. Thudc Erylik, SPK: VN-10603-10 do Tedis S.A. ding ky, trong quyét dinh c6
ghi Pia chi nha san xuat 12 “93 route de Monnaie-37210 Vouvrey- France”, nay di€u

chinh thanh “93 route de Monnaie, 37210 Vouvray- France”;

3.2. Thuc Tobradex, SDK: VN-9922-10 do Alcon Pharmaceuticals Ltd ding ky,
trong guyét dinh c6 ghi Pja chi nha san xuat 1a “Rijksweg 14 2870 Puurs - Belgium”,
nay diéu chinh thanh “Rijksweg 14, 2870 Puurs - Belgium”.

4. Quyét dinh sb 417/QP-QLD ngdy 17/12/2010 cia Cuc truong Cuc Quan 1y

Dugc vé viéc cong bd 745 tén thudc nudc ngoai duge phép luu hanh tai Viét Nam-

Pot 70:

4.1. Thuéc Betoptic S, SDK: VN-10718-10 va thude Ciloxan, SDK: VN-10719-10
do Alcon Pharmaceuticals Ltd dang ky, trong quyét dinh c6 ghi Dia chi nha sin xuat 1a
“Rijksweg 14 2870 Puurs - Belgium”, nay diéu chinh thanh “Rijksweg 14, 2870 Puurs

- Belgium”; _

4.2. Thubc Maxitrol, SPK: VN-10720-10 do Alcon Pharmaceuticals Ltd ding ky,
trong quyét dinh c6 ghi Dia chi nha sin xudt 1a “Rijksweg 14 2870 Puurs - Belgium”,
nay diéu chinh thanh “Rijksweg 14, 2870 Puurs - Belgium”; ghi thanh phéan chinh,
ham lugng la “Dexamethasone sulfate; Neomycin sulfate; Polymycin B sulfate, 0,1%
Dexamethasone; 35001U/ml Neomycin sulfate; 6000IU/ml Polymycin B sulfate”, nay
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diéu chinh thanh “Dexamethasone: Neomycin sulfate; Polymycir_l B sulfate, 0,19 . <
Dexamethasone; 350010 /m] Nconr:;;in sulfa}t,c; 6000IU/ml Polymycin B sulfate”.

5. Quyét dinh s4 ) )11 ctia Cuc tredng Cuc Quén 1y Duge
, O Quyct dinh 56 40/QD-QLD ngay 10/02/2011 ci e Mo Bt
Ve vice cong bo 461 én thudc nuée ngoai duge phép hru a1 Vg

5.1. Thudc Azitromicina Farmoz, SPK: VN-11797-11 do Cong ty TNHP Dugc
phdm Vigt Phép ding ky, trong quyét dinh c6 ghi co sc’): déng gb6i la Farm.oz
Sociedade Tecnico Medicinal, S.A. Rua Pro. Henr. Barros Edi. Sa. 30A268533§ I.’ré(.)r
Velho, Portugal)”, nay diéu chinh thanh “Reig Jofré S.A (Fab. Sant Joan Despi); dia
chi: Gran Capitan, 10 E- 08970 Sant Joan Despi, Barcelona-Spain™;

5-2. Thude Navadiab, SPK: VN-11676-11 do Alfa Intes Industria Terapeutica
Splendore ding ky, trong quyét dinh c6 ghi Tén nhi sin T - Industt'rla
Farmaceutica Nova Argentia SRL”, nay diéu chinh thanh “Industria Farmaceutica
Nova Argentia S.p.A™;

3.3. T}luc")c Bloza, SDK: VN-11918-11 do Jeil Pharmaceutical. Co., Ltd.kdél_mg ky,
trong quyet dinh c6 ghi Tén nha san xuét 1a “Bluepharma- Industria F arglaceutlcal,
§.A., nay diéu chinh thanh “Bluepharma- Indstria Farmacéutica, S.A.”.

6. Quyét dinh sb 127/QD-QLD nly 20/04/2011 ciia Cyc truéng Cyc Quin 1y
Dugc vé viéc cong bb 697 tén thude mrge ngoai dugc phép luu hanh tai Viét Nam-
Dot 72:

6.1. Thuc“')c Maxitrol, SDK: VN-12147-11 do Alcon Pharmaceuticals Ltd. da'm'g ky,
trong quyét dinh c6 ghi Pia chi nha san xut 12 “Rijksweg 14 2870 Puurs - Belgium”,
nay dicu chinh thanh “Rijksweg 14, 2870 Puurs - Belgium”; hoat chét chinh, him
lugng 13 “Dexamethasone, Neomycin sulfate, Polymycin B sulfate, 1%; 3500IU/g;
6000IU/g”, nay diéu chinh thanh “Dexamethasone, Neomycin sulfate, Polymycin B
sulfate, 0,1%; 3500IU/g; 6000IU/g”;

6.2. Thudc Vigadexa, SDK: VN-12146-11 do Alcon Pharmaceuticals Ltd ding ky,
trong quyét dinh c6 ghi Hoat chét chinh, him lugng 12 “Moxifloxacin hydrochloride,
Dexamethasone phosphate; 0,5%; 0,1% *, nay diéu chinh thanh “Moxifloxacin (du6i
dang moxifloxacin hydrochloride) 0,5%; Dexamethasone phosphate (duéi dang
dexamathasone disodium phosphate) 0,1%”.

7. Quyét dinh sb ’230/QD-QLD' ngay 12/07/2011 cua Cuc truéng Cuc Quén ly
Dugc vé viéc cong bo 639 tén thude nudc ngoai dugc phép luu hanh tai Viét Nam-
Dot 73:

7.1. Thudc Lipanthyl Supra NT 145mg, SDK: VN-13224-11 do Laboratoires
Fournier SA. dang ky, trong quyét dinh c6 ghi Tén nha san xuit Iz “Fournjer
Laboratoires Ireland Limited”, nay diéu chinh thanh “F ournier Laboratories Ireland
Limited”; Dia chi nha sin xuat 12 “Angrove, Carigtwohill, Co. Cork, Ireland”, nay diéu
chinh thanh “Anngrove, Carrigtwohill, Co. Cork, Ireland”;

7.2. Thubc Hidrasec 100mg, SPK: VN-13225-11 do Laboratoires Fournier SA.
ding ky, trong quyét dinh c6 ghi Dang bao ché 1a “Vién nang”, nay diéu chinh thinh
“Vién nang cimg”; Pija chi nha sin xuit 13 “21, rue de Pressoir, 28500, Vernouillet,
France”, nay diéu chinh thanh “21, rue du Pressoir, 28500, Vernouillet, France”;

7.3. Thubc Hidrasec 10mg Infants, SPK: VN-13226-11 ; Thudc Hidrasec 30mg
Children, SPK: VN-13227-11 do Laboratoires Fournier SA. ding ky, trong quyét dinh
¢6 ghi Dia chi nha san xuét 13 “21, rue de Pressoir, 28500, Vernouillet, France”, nay
di€u chinh thanh “21, rue du Pressoir, 28500, Vernouillet, France”.
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8. Quyét dinh sé 338/QD-QLD, ngdy 07/09/2011 cia Cye trugng Cyc Quan Iy
Dugec vé viéc cong bd 498 tén thubc nuée ngodi duge phép Iwy hanh tai Vidt Nam,
bt 74:

8.1. Thubc Alcaine, SDK: VN-13473-11 va thudc Poly Tears, SDK: VN-13474-11
do Alcon Pharmaceuticals Ltd ding kY, trongkquyét dinh ¢6 ghi Dia chi nha sin xuét 13
“Rijksweg 14 2870 Puurs - Belgium”, nay dicu chinh thanh “Rijksweg 14, 2870 Puurs
- Belgium”;

8.2. Thubc Sanbelevocin, SDK: VN-13529-11 do Céng ty ¢b phin Duge phim
Duy Tan ding ky, trong quyét dinh c6 ghi Dia chi cong ty dang ky 13 “72/17 Trin
Quéc Toan, quan 3, TP. HO Chi Minh”, nay diéu chinh thanh “22 H$ Bidu Chénh,
Phuong 11, Quan Phu Nhuan, TP. Ho Chi Minh”;

8.3. Thubc Azee-500, SPK: VN-8647-09 do Cipla Ltd. ding ky, trong quyét dinh
c6 ghi Dang thudc ham lugng 13 “Dung dich tiém Azithromycin 500mg”, nay diéu
chinh thanh “Bot dong kho pha tiém Azithromycin 500mg”; Quy céch dong goi 1a
“Hép 1 éng 10ml + éng nudce cét pha tiém Sml”, nay diéu chinh thanh “Hop 1 lo bdt
(dung tich lo 10ml) + 1 éng nuréc cat pha tiém Sml”.

9. Quyét dinh sb 441/Qb-QLD ngdy 08/11/2011 cia Cuc truong Cuc Quan ly
Dugc vé viée cong bd 452 tén thudc nuéc ngoai dwgc phép luu hanh tai Viét Nam-
Dot 75:

9.1 T}}uéc Mianifax, SPK: VN-14186-11 do Hana Pharm. Co., Ltd. ding ky,
trong quyét dinh c6 ghi Dia chi nha sin xult 1a “# 904-3, Sangshin-Ri, Hyangnam-
Myun, Hwangsung-Si, Kyunggi-Do, Korea”, nay didu chinh thanh “# 904-3,
Sangshin-Ri, Hyangnam-Myun, Hwasung-Si, Kyunggi-Do, Korea”;

9.2. Thudc Timolol Maleate Eye Drops 0.5%, SDK: VN-13978-11 do Alcon
Pharmaceuticals Ltd ding ky, trong quyét dinh c6 ghi Dja chi nha sin xuat la
“Rijksweg 14 2870 Puurs”, nay diéu chinh thanh “Rijksweg 14, 2870 Puurs”;

10. Quyét dinh sé 21/QD-QLD ngay 12/01/2012 ciia Cyc truéng Cuc Quin ly
Dugc vé viéc cong bd 463 tén thude nurée ngoai duge phép luu hanh tai Viét Nam-
Dgt 76:

10.1. Thubc Dachanmodifin inj., SPK: VN-14691-12 do Hana Pharm. Co., Ltd.
ding ky, trong quyét dinh c6 ghi Dia chi nha san xuft 1a “# 904-3, Sangshin-Ri,
Hyangnam-Myun, Hwangsung-Si, Kyunggi-Do, Korea”, nay didu chinh thanh “# 904-
3, Sangshin-Ri, Hyangnam-Myun, Hwasung-Si, Kyunggi-Do, Korea™;

10.2. Thudc Trimafort, SDK: VN-14658-12 do Daewoong Pharm. Co., Ltd. ddng
ky, trong quyét dinh c6 ghi Hoat chit chinh 13 “Gel Nhém Hydroxyd; Magnesium
hydroxide, Simethicone”, nay didu chinh thanh “Mbi géi 10ml chira: (Aluminum
hydroxide 3030,3mg (twong duong Aluminum oxide 400mg); Magnesium hydroxide
800,4mg; Simethicone 30% emulsion 266,7mg (trong duong Simethicone 80mg).

11. Quyét dinh sé 92/QP-QLD ngay 22/03/2012 cta Cuc truong Cuc Quan ly
Dugc vé viéc cong b6 297 tén thubc nudc ngoai duge phép lru hanh tai Vit Nam-
Dot 77:

11.1. Thubc Pepsane, SDK: VN-15148-12 do Tedis ding ky, trong quyét dinh c6
ghi Quy cach déng gbi 12 “hop 30 vién”, nay diéu chinh thanh “hdp 30 vién nang mém
dong vi (PVC/nhom)”; Tén nha san xuat 1a “Laboratories ROSA Phytopharma”, nay
diéu chinh thanh “Laboratoires ROSA Phytopharma”;
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11.2. Thudc Dachanpama inj., SDK: VN-15058-12 do Hana Pharm. Co., Ltd. ding
ky, trong quyét dinh ¢6 ghi Dja chi nha san xut 1a “904-3, Sangshin-ri, Hyangnam.
myun, Hwasung-si, Kyonggi-do, Korea”, nay diéu chinh thanh “904-3, Sangshin-r,
Hyangnam-myun, Hwasung-si, Kyunggi-do, Korea”.

12. Quyét dinh s6 164/QD-QLD ngay 22/06/2012 clia Cuc truéng Cuc Quén Iy
Dugc ve viéc ban hanh danh muc 517 thuéc nuéc ngoai dugc cép sO ding ky luu hanh
tai Vit Nam- Dgt 78: :

12.1. Thubc Gamalate B6, SPK: VN-15642-12 do Tedis déng ky, trong quyét dinh
c6 ghi Ham lugng hoat chat 13 “Magnesium glutamate HBr 0,075mg; _ACld gama
amino butyric 0,075mg; Acid gama amino beta hydroxy butyric 0,037g;
Pyridoxin HCI 0,037g”, nay diéu chinh thanh “Magnesium glutamate HBr
0,075g; Acid gama amino butyric 0,075g; Acid gama amino beta hydroxy
butyric 0,037g; Pyridoxin HCI 0,037g”;

13. Quyét dinh s6 241/QP-QLD ngay 10/10/2012 ciia Cuc truéng Cuc Quén 1y
Dugc vé viéc ban hanh danh muc 401 thudc nuée ngoai dugc cip s6 ding ky luu hanh
tai Viét Nam- Dot 79;

13.1. Thubc Minoxidil 2% Bailleul, SDK: VN-15898-12 va thubc Minoxidil 5%
Bailleul, SPK: YN-15899-12 do Galien Pharma ding ky, trong quyét dinh c6 ghi bia
chi nha san xuat 12 “36-42 Avenue Marc Sargnier 92390 Villeneuve La Garenne —

France”, nay diéu chinh thanh “36-42 Avenue Marc Sangnier 92390 Villeneuve La
Garenne — France”,

13.2. Thudc Tonicalcium Adults, SPK: VN-16073-12 do Tedis ding ky, trong
quyét dinh c6 ghi Tén nha san xuét 13 “Bouchara — Recordati”, nay diéu chinh thanh
“Sophartex”; Dja chi nha san xuét 1a “68 rue Marjolin 92 300 Levallois - Perret.-
France”, nay diéu chinh thanh “21 rue du Pressoir, 28500 Vernouillet- France”; Bd
sung “Chu s& hitu va xudt xuéng 16 san phdm 1a: Bouchara - Recordati, 68 rue
Marjolin 92 300 Levallois - Perret, France”;

13.3. Thudc Tonicalcium Children, SDK: VN-16074-12 do Tedis ding ky, trong
quyét dinh c6 ghi Hoat chét chinh Ia “Acid Ascorbic; DI-Lysin monohydrat”, nay diéu
chinh thanh “Acid ascorbic; Calcium ca}rbonat; DI-Lysin monohydrat”; Tén nha sin
xuét 13 “Bouchara — Recordati”, nay di€u chinh thanh “Sophartex”; Dia chi nha san
xudt 12 “68 rue Marjolin 92 300 Levallois - Perrg:t.- France”, nay diéu chinh thanh “21
rue du Pressoir, 28500 Vernouillet- France”; Bo sung “Chu s& hitu va xuat xuéng 16
san phém 1a: Bouchara - Recordati, 68 rue Marjolin 92 300 Levallois - Perret, France”;

13.4. Thudc Salbutamol, SPK: VN-16083-12 dp Warsaw Pharmaceutical Worl‘cs
Polfa S.A. ding ky, trong quyét dinh c6 ghi Hoat chét chinh 13 “Salbutamol”, nay diéu
chinh thanh “Salbutamol (dudi dang Salbutamol sulfat)”;

13.5. Thubc Succipres 25mg, SPK: VN-15927-12; Succipres 50mg, SDK: VN-
15928-12 do Hexal AG. ding ky, trong quyét dinh c6 ghi Dja chi nha san xuat 1
“Otto-von-Guericke-Allee 1, D-39179 Barleben, Germany”, nay diéu chinh thanh
“Otto-von-Guericke-Allee 1, 39179 Barleben, Germany”;

13.6. Thuéc Chemodox, SPK: VN-16059-12 do cong ty Sun Pharmaceutical
Industries Ltd. dang ky, trong quyét dinh ghi dang bao ché 1a “Hén djch liposome pha
truyén tinh mach”, nay didu chinh thanh “Thudc tiém liposome pha truyén tinh mach”.
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5 4 ¥ ay 18/01/2013 ¢y
14. Quyét dinh s6 13/QD-QLD ngdy 013 cita Cyc trugng Cyc Quan Iy

4
Duge vé viéc ban hanh danh muc 330 thuoc nuéce ngoai duge cép i ot ey
tai Vi¢t Nam- Dot 80: g Ky luu hanh

14.1.1Thuc‘)c Pamid'ia 30mg/2n}1, SDK: VN"16.185-13 do Cong ty Thuong mai va
Dugc phdm Phuong Linh ding ky, trong quyct dinh c6 ghi Tén cong ty dang ky 1a
Cong ty Thuong mgi va Dugc pham Phuong Linh nay didu chinh thanh Cong ty
TNHH Thuong mai Dugc pham Phuong Linh;

14.2. Thubc Tafurex inj., SPK: VN-16276-13 do Hana Pharm. Co., Ltd. dang k,
trong quyét dinh c6 ghi Dia chi nha san xuat 1a “# 904-3, Sangshin-Ri, Hyangnam-
myun, Hwasong-si, Kyunggi-Do, Korea”, nay di€u chinh thanh “# 904-3, Sangshin-Ri,
Hyangnam-myun, Hwasung-si, Kyunggi-Do, Korea”,

14.3, Thudc Gitako, SDK: VN-16275-13 do Hana Pharm. Co., Ltd. d4ng ky, trong
quyét dinh c6 ghi Dia chi nha san xuat 1a “# 904-3, Sangshin-Ri, Hyangnam-Myun,
Hwangsung-Si, Kyunggi-Do, Korea”, nay didu chinh thanh “# 904-3, Sangshin-Ri,
Hyangnam-Myun, Hwasung-Si, Kyunggi-Do, Korea”.

15. Quyét dinh s6 66/QD-QLD ngay 01/04/2013 ctia Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 121 thudc nuéc ngoai dugc cip sb dang ky luu hanh
tai Viét Nam- Dot 81:

15.1. Thuéc Harbin Ampicillin, SPK: VN-16546-13 do Wuhan Grand
Pharmaceutical Group Co., Ltd dang ky, trong quyét dinh c6 ghi Hoat chat chinh la
“Ampicillin (dudi dang Ampiccillin Sodium) 1g”, nay diéu chinh thanh “Ampicillin
(dudi dang Ampicillin Sodium) 1g”;

15.2.'Thuc“'>c Pamidia 90mg/6ml, SDK: VN-16459-13 do Cong ty Thuong mai va
Dugc pham Phuong Linh déng ky, trong quyét dinh c6 ghi Tén cong ty ding ky la
“Cong ty Thuong mai va Dugc phdm Phuong Linh”, nay diéu chinh thanh “Céng ty
TNHH Thuong mai Dugc phdm Phuong Linh”;

15.3. Thuf)c Calibin Soft cap., SPK: VN-16492-13 do Hana Pharm. Co., Ltd. dang
ky, trong quyét dinh c6 ghi Dia chi nha san xuét 1a “# 904-3, Sangshin-Ri, Hyangnam-
Myun, Hwangsung-Si, Kyunggi-Do, Korea”, nay didu chinh thanh ‘“# 904-3,
Sangshin-Ri, Hyangnam-Myun, Hwasung-Si, Kyunggi-Do, Korea”.

16. Quyét dinh s& 184/QP-QLD ngay 05/07/2013 ciia Cyc truong Cuc Quén ly
Dugc vé viéc ban hinh danh muc 382 thudc nuéc ngoai duge cép sb ding ky luu hanh
tai Viét Nam- Dot 82:

16.1. Thuéc Dloe 4, SDK: VN-16668-13 va thudc Dloe 4, SDK: VN-16669-13 do
Cong ty TNHH Dugc phém DO HA ding ky, trong quyét dinh c6 ghi Dia chi nha san
xuit 13 “Avda. Barcelona 69-08970 Sant Joan Despi, Barcelona, Spain”, nay diéu
chinh thanh “Avda. Barcelona 69 08970 Sant Joan Despi (Barcelona), Spain”;

16.2. Thubc Cetrotide, SPK: VN-16831-13 do Merck KGaA déng ky, trong quyét
dinh c6 ghi Dang bao ché 1a “Bot pha dung dich ti€ém”, nay diéu‘ chinh thanh “Bot va
dung mdi dé pha dung dich tiém”; Quy cach dQng g6i 12 “Hop gom 7 khay, mdi khay
chira 1 lo bot + 1 éng dung méi 1 ml”, nay di€u chinh thanh “Hop gom 7 khay, moi
khay chira: 1 1o bot dé pha dung dich tiém + 1 6pg tiém chira 1 ml dung méi + 1 kim
tiém (c& 20) + 1 kim tiém dudi da (¢ 27) + 2 miéng gac tam con”.

17. Quyét dinh s6 261/QP-QLD ngay 01/10/2013 cua Cuc trqéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 244 thudc nude ngodi dugc cap o ding ky luu hanh
tai Viét Nam- Dot 83:
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17.1. Thudc Neworadox caps, SDK: VN-17133-13 do Pharmaul?g Rl(':oﬁ Ltd. dang
ky, trong quyét dinh c6 ghi ia chi nha san xult 1a “# 903, Sa?ghs thanhy %4 “583";‘
Myun, Hwangsung-i, Kyunggi-Do, Korea”, nay didu ch n” -3,
Sangshin-Ri, Hyangnam-Myun, Hwasung-Si, Kyunggi-Do, Korea™.

A
17.2. Thude Dloe 8, SDK: VN-17006-13 do Cong ty TNHH Duge Pgal’g’ DPODI‘,IA
(Dia chi: S6 30, T4p thé Trin Pha, ng5 105 dudng Nguyln Phong Sic, (0 16, P. Dich
Vong Hu, Q. Cau Gidy, Ha Noi, Viat Nam) dang ky, trong quyet dinh c6 gh.lé Dja chi
nha sén xudt 1d Avda. Barcelona 69-08970 Sant Joan Despi, Barcelona nay diéu chinh
thanh Avda. Barcelona 69 08970 Sant Joan Despi (Barcelona), Spain.

18. Quyét dinh sb 419/Qb-QLD ngay 27/12/2013 ciia Cyc truéng Cuc Quén Iy

. X A ,
Dugc vé viéc ban hanh danh muyc 423 t&n thude nuée ngoai dugc cap so ding ky luu
hanh tai Viét Nam- Dot 84:

18.1. Thuée Biclamos Bid 1000mg, SPK: VN-17475-13 do KHS S,},'nchem}ga
Corp. déing ky, trong quyét dinh c6 ghi Tén thuéc 13 “Biclamos Bid 1000mg”, nay diéu
chinh thanh “Bilclamos Bid 1000mg”; Tén cong ty ding ky 1A “KHS_ Synchf:mlca
Corp.”, nay didu chinh thanh “Céng ty TNHH Héa Dugc Hop Téc”; Pia chi cong ty
dang ky 13 “7F, No. 324, Sec. 1, Neuhu Road, Neihu Dist., Taipei city-ll493A’ , nay
diéu chinh thanh “LAu 4, s§ 261-263 Phan Xich Long, phudng 2, quan Phti Nhuan, Tp.
Hb Chi Minh”; Nuéc dang ky 1 “Taiwan, R.0.C”, nay diéu chinh thanh “Viét Nam”;

18.2. Thuée LP.Cyl Forte, SDK: VN-17342-13 do Cong ty TNHH DP Quang Anh
dang ky, trong quyét dinh c6 ghi Co s¢ xudt xudng 1a “West Pharma-Producoes de
Especialidades Farmaceuticas, S.A (Fab.Venda Nova)- Portugal”, nay diéu chinh
thanh “West Pharma- Produgdes de Especialidades Farmacéuticas, S.A (Fab.Venda
Nova)- Portugal”; Tén nha san xu'c"}t 1a “Atlantic Pharma- Producoes Farmaceuticas

S.A (Fab. Abrunheira)”, nay di€u chinh thanh “Atlantic Pharma- Produgdes
Farmacéuticas S.A (Fab. Abrunheira)”;

_18.3. Thuée Cefepime Gerda 2g, SDK: VN-17367-13 do Coéng ty TNHH Dugc
phim Huy Cuong ding ky, trong quyét dinh ¢ ghi Dang bao ché 13 “Bot pha tiém”,
nay di€u chinh thanh “B0t pha tiém/truyén tinh mach”;

18.4. Thubc Pamejon tablet, S})K: VN-17453-13 do Il Hwa Co., Ltd. ding ky,
trong quyét dinh c6 ghi Hoat chit chinh 12 “Calci lactat 271,8mg; Calci gluconat

240mg; Pricipitated Calci carbonat 240mg; Dried Ergocalcipherol Granule 0,118mg”,
nay diéu chinh thanh “Calci lactat 271,8mg;

; Calci gluconat 240mg; Precipitated Calcj
carbonat 240mg; Dried Ergocalcipherol Granule 0,118mg”;

18.5. Thucf»c Metapron Tab., SPK: VN-17446-13 do Hana Pharm. Co., Ltd. ding
ky, trong quyét dinh c6 ghi Tén nha san xuit 1 “Dae Han Pharm Co., Ltd”, nay didu
chinh thanh “Dae Han New Pharm Co., Ltd”; Dia chi nha san xuét 1a “# 904-3,
Sangshin-Ri, Hyangnam-myun, Hwasong-si, Kyunggi-Do, Korea”, nay didu chinh
thanh “# 904-3, Sangshin-Ri, Hyangnam-myun, Hwasung-si, Kyunggi-Do, Korea”,

19. Quyét dinh s 135/QP-QLD ngdy 04/03/2014 ctia Cyc truéng Cyc Quan ly

Dugc vé viéc ban hanh danh muc 175 thudc nuée ngodi dugc cép sb dang ky Ivu hanh
tai Viét Nam- Dot 85:

19.1. Thude Medoxicam 7,5mg, SPK: VN-17742-14 do Medochem
ky, trong quyét dinh 6 ghi Tén thubc 13 “Medoxicam 7,5mg?”,
“Medoxicam 7.5mg”;

ie Ltd. ding
nay diéu chinh thanh
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19.2. Thubc Levothyrox (Péng g6i va Xudt Xuéng: Merck S A de C.V. dia chi:
Calle 5 No. 7, Fraccionamiento Industrial Alce Blanco, C.p. 53379 Nauc’al;;an &
Juarez, Mexico), SPK: VN-17750-14 do Merck KGaA ding Ky, trong quyét qiah cs
ghi Tén thubc 12 “Levothyrox (Péng g6i va Xuat xuéng: Merck S.A de C.V. dia chi:
Calle 5 No. 7, Fraccionamiento Industrial Alce Blanco, C.P. 53370, Nauc’alp'an de
Juarez, Mexico)”, nay diéu chinh thanh “Levothyrox (Béng géi va xuét xuéme: Merck
S.A de C.V, dia chi: Calle 5 No. 7, Fraccionamiento Industrial Alce B]ar;:co, C.P.
53370, Naucalpan de Juarez, Edo. de Mexico, Mexico)”;

19.3. Thudc Levothyrox (Péng goi va Xuat xuong: Merck S.A de C.V, dia chi:
Calle 5 No. 7, Fraccionamiento Industrial Alce Blanco, C.P. 53370, Naucalpan de
JU&I‘CZ, I\’ICX}'CO), SDK: VN-17749-14 do Merck' KGaA déng k)", trong quyét dinh c6
ghi Tén thudc 1a “Levothyrox (Pong gdi va xuat xudng: Merck S.A de C.V, dia chi:
Calle 5 No. 7, Fraccionamiento Industrial Alce Blanco, C.P. 53370, Naucalpan de
Juarez, Mexico)”, nay diéu chinh thinh “Levothyrox (Péng géi va xuét xuéng: Merck
S.A de C.V, dia chi: Calle 5 No. 7, Fraccionamiento Industrial Alce Blanco, C.P.
53370, Naucalpan de Juarez, Edo. de Mexico, Mexico)™;

19.4. Thudc 1-AL, SDK: VN-17635-14 do Amtec Healthcare Pvt., Ltd. dang ky,
trong quyét dinh c6 ghi Hoat chit chinh 14 “Levocetirizine (dudi dang Levocetirizine
dihydrochloride) Smg”, nay diéu chinh thinh “Levocetirizine dihydrochloride Smg”.

20. Quyét dinh sb 294/QD-QLD ngay 12/06/2014 ciia Cuc truéng Cuc Quén ly
Duogc vé viéc ban hanh danh muc 322 thudc nuée ngoai duge cdp s6 ding ky luu hanh
tai Viét Nam- Dot 86:

_20.1. Thubc Ceftazidime Gerda 2g, SDK: VN-17905-14 do Cong ty TNHH Dugc
pham Huy Cudng ding ky, trong quyét dinh c6 ghi Dang bao che 1a “Bot pha tiém”,
nay di€u chinh thanh “Bot pha tiém/truyén tinh mach™;

20.2. Thudc Dloe 8, SDK: VN-17898-14 do Cong ty TNHH Duge phdm DO HA
dang ky, trong quyét dinh c6 ghi Dia chi nha sén xuat 1 “Avda, Barcelona 69-08970
Saint Joan Despi (Barcelona), Spain”, nay diéu chinh thanh “Avda, Barcelona, 69
08970 Joan Despi (Barcelona), Spain™;

20.3. Thuéc Zanedip 20mg, SPK: VN-18107-14 do Tedis dang ky, trong quyét
dinh c6 ghi Dia chi nha san xuat 1a Via.M.Civitali, 1-20148 Milano, Italy, nay dicu
chinh thanh Via Matteo Civitali, 1-20148 Milano, Italy.

20.4. Thubc Estor 40mg, SPK: VN-18081-14 do Sandoz GmbH dang ky, trong
quyét dinh c6 ghi Dia chi nha san xut 1a “Otto-von-Guericke-Allee 1, D-39179
Barleben, Germany”, nay di€u chinh thanh “Otto-von-Guericke-Allee 1, 39179
Barleben, Germany.

21. Quyét dinh s6 536/QP-QLD ngay 19/09/2014 cua Cuc truéng Cuc Quan ly
Duoc vé viéc ban hanh danh muyc 363 thudc nuéc ngoai duge cip s6 ding ky luu hanh
tai Viét Nam- Dot 87:

21.1. Thuéc Tiepanem lg, SDK: VN-18440-14 do Rotexmedica GmbH
Arzneimittelwerk ding ky, trong quyét dinh c6 ghi Dia chi nha san xuat 13 Nucleo
Industriale S. Atto, S. Nicolo a Tordino, 64020 Teramo, Italy, nay dicu chinh thanh
“Nucleo Industriale S. Atto, S. Nicolo a Tordino, 64100 Teramo, Italy”;

21.2. Thude Ardineclav 500/125, SPK: VN-18455-14 do SM Biomed Sdp. Bhd:
dang ky, trong quyét dinh c6 ghi Dia chi cng ty dang ky 1a “26 Lot 90, Sungal P?‘tam
Industrial Estate, 08000, Sungai Petani, Kedah, Malaysia”, nay di€u chinh thanh “Lot
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90, Sungai Petani Industrial Estate, 08000, Sungai Petani, Keda};g\::l?;laB; ?;h c}}}
nha sin xuét 1a “Gran Capitdn 10- 08970 Sant Joan, Despf, Barcelona, Tay a”,

3.

nay dicu chinh thinh “Jarama, 111 45007 Toledo, Tay Ban Nha”;

21.3. Céc thude Nutriflex plus, SDK: VN-18158-14 va Nutriflex special, SPK:
VN-18159-14 do B.Braun Medical Industries Sdn. Bhd. ding ky, trong quyet dl,?h co
ghi Dja chi nha sdn xuft 1a “Route de Sorge, 9 CH- 1023 Cnss,zer.- Switzerland”, nay
diéu chinh thanh “Route de Sorge 9, 1023 Crissier- Switzerland”;

21.4. Thudc Rowject inj, SDK: VN-18184-14 do Celltrion Pharm Inc dang ky,
trong quyét dinh c6 ghi Dja chi nha san xuft 1a “No. 276 Zhongshan West Road,
Shijiazhuang, Heibei Province- China”, nay diéu chinh thanh “No. 276 Zhongshan
West Road, Shijiazhuang, Hebei Province- China®.

22. Quyét dinh s8 678/QD-QLD ngay 08/12/2014 ciia Cye trudng Cyc Quén Iy
Dugc vé vige ban hanh danh myc 100 thubc nuéc ngoai dugc clp sé ding ky hru hanh
tai Viét Nam- Dot 88:

22.1. Thude Tetraspan 6% solution for infiision, SPK: VN-18497-14 do B.Braun
Medical Industries S/B dang ky, trong quyét dinh c6 ghi Dia chi nha san xuat la
“Route de Sorge, 9 CH- 1023 Crissier - Switzerland”, nay di€u chinh thanh “Route de
Sorge 9, 1023 Crissier- Switzerland™;

222, Thuc:')c Valcyte, SPK: VN-18533-14 do F. Hoffmann-La Roche: L.td. diang
ky, trong quyét dinh c6 ghi Dia chi nha san xut 1a “2100 Syntex Court Mississsauga,

Ontario, LSN7K9, Canada”, nay didu chinh thinh “2100 Syntex Court Misissauga,
Ontario, L5N7K9, Canada®.

23. Quyét dinh s 82/QDb-QLD ngz‘iy' 09/02/2015 cua Cuc:. tru;é‘ng Cuc Quan ly
Dugc vé viéc ban hanh danh muyc 213 thude nude ngoai duge cip sb ding ky Iwu hanh
tai Viét Nam- Dot 89:

23.1. Thubc Alembic Moxoft, SPK: VN-18591-15 do Alembic Pharmaceuticals
Limited dang ky, trong quyét dinh c6 ghi Hoat chét chinh 1a “Moxifloxacin (duéi dang
Moxifloxacin hydroclorid) 5,4mg/ml”, nay diéu chinh thanh “Moxifloxacin (dudi dang
Moxifloxacin hydroclorid) Smg/ml”; Pia chi nha san xuit 13 “876, NH No. 8, Vill.
Hariyala, Tal. Matar, Dist. Kheda-387411, Guarat, India”, nay diéu chinh thanh “876,
NH No. 8, Vill. Hariyala, Tal. Matar, Dist. Kheda-3 87411, Gujarat, India™;

23.2. Thuc Levotop 500, SPK: VN-18684-15 do Ajanta Pharma Ltd. ding ky,
trong quyét dinh c6 ghi Quy céch déng goi 13 “Hop 10 vi x 10 vién; Hop 16m chira 10
hop nhé, mbi hop nhé chira 10 vi x 10 vién”, nay didu chinh thanh “Hgp 10 vi x 10
vién; Hop 16n chira 10 hgp nhd, m&i hop nhé chira 1 vi x 10 vién™;

23.3. Thubc Nucleo CMP forte, SDK: VN-18720-15 do Tedis ding ky, trong
quyét dinh cé ghi Hoat chit chinh la “Cytidine-S'-monophosphate disodium (CMP,
mudbi dinatri) 10mg; Uridine-S'-triphgsphate trisodium (UTP, mudi natri)+ Uridine-5'-
diphosphatq disodium (UDP, mudi natri) + Uridine-S'-monophosphate disodium
(UMP, mudi natri) 6mg; (twong duong Uridine 2,660mg)”, nay diéu chinh thanh
“Cytidine-5'-monophosphate  disodium (CMP, muéi dinatri) 10mg; Uridine-5'-
triphosphate trisodium (UTP, mubi natri)+ Uridine-S'-diphospha'te disodium (UDP,
mudi dinatri) + Uridine-5'-monophosphate disodium (UMP, mudi dinatri) tdng cong
6mg; tuong duong Uridine 2,660mg”;
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23.4. Thubc Ticevis, SPK: \{N-18781-15 do Medoc
quyét dinh c6 ghi Tén nha sin xuat 12 “Medochemie L.
diéu chinh thanh “Medochemie Ltd.- Central Factory”;

23.5. Thubc Monast 10, SDK: VN-18704-15 do Hetero Labs Limited dang ky

& di i Dia chi nha san xuat la “Unjt- ’

trong quyet dinh c6 ghi Dia c nit-V, Sy. No. 410, 41 1, APIICSEZ,

Polepally Village, Jadcherla Mandal Mahaboognagar Dict-509301, India”, nay diéu

chinh thanh “Unit-V, Sy. No. 410& 411, APIICSEZ, Polepally Village, Jadcherla
Mandal, Mahaboobnagar Dict-509301, India”;

23.6. Thudc Zanedip 10mg, SDK: VN-18798-15 do Tedis ding ky, trong quyét
dinh c6 ghi Tén nha sin xuat 1a “Recordati Industria Chemica ¢ Farmaceutica S.p.A.”,
nay di€u chinh thanh “Recordati Industria Chimica e Farmaceutica S.p.A.”; Dja chi
nhd sdn xuét 1a “Via.M.Civitali, 1-20148 Milano, Italy”, nay diéu chinh thanh “Via
Matteo Civitali, 1-20148 Milano, Italy™,

24. Quyét dinh s6 270/QD-QLD ngdy 26/5/2015 ciia Cuc truéng Cuc Quén ly
Dugc vé viéc ban hanh danh muc 178 thubc nuéec ngodi dugc cdp s6 dang ky luu hanh
tai Viét Nam- Dot 90: '

24.1. Thubc Ametine, SDK: VN-18931-15 do Medochemie Ltd. dang ky, trong
quyét dinh c6 ghi Tén nha sén xuit 13 “Medochemie Ltd- nha méy thudc tiém ong”,
nay dicu chinh thanh “Medochemie Ltd - Ampoule Injectable Facility”;

24.2. Thude Mixipem 500mg/500mg, SDK: VN-18957-15 do Rotexmedica GmbH
Arzneimittelwerk ding ky, trong quyét dinh c6 ghi Dja chi nha sén xuét 12 “Nucleo
Industriale S. Atto, S. Nicolo a Tordino, 64020 Teramo, Italy”, nay diéu chinh thanh
“Nucleo Industriale S. Atto (loc. S. Nicolo’ a Tordino) - 64100 Teramo (TE), Italy”;

243, 'I"hu(‘)c Teromox, SPK: VN-18907-15 do Hetero Labs Limited dang ky,
trong quyét dinh c¢6 ghi Pia chi nha san xuit 13 “Unit-V, Survey No. 410, 411,
APIICSEZ, Polepally Village, Jadcherla Mandal Mahaboognagar District-509301,
India”, nay di€u chinh thanh “Unit-V, Survey No. 410& 411, APIICSEZ, Polepally

Village, Jadcherla Mandal, Mahaboobnagar District-509301, India”;

24.4.Thudc Combiwave SF 50, SPK: VN-18899-15 do Glenmark
Pharmaceuticals Ltd. ding ky, trong quyét dinh c6 ghi Hoat chét chinh Ia “Salmeterol
Xinafoate 5,808mg; Fluticasone propionate 8mg; (twong duong 120 liu hit x 25mcg
salmeterol +50mg fluticason propionat)”, nay diéu chinh thanh “Salmeterol xinafoate
5,808mg; Fluticasone propionate 8mg; (twong duong 120 lidu hit x 25mcg salmeterol
+50mcg fluticason propionat)”;

24.5. Thudc Phlebodia, SDK: VN-18867-15 do Céng ty TNHH Dugc phim Thuin
Gia ding ky, trong quyét dinh c6 ghi Tén cong ty dang ky 1 “Cong ty TNHH Dugc phim
Thuan Gia”, nay diéu chinh thanh “Cong ty TNHH Thuong mai Dugc Thusn Gia”;

24.6. Thudc Extraneal Peritoneal dialysis solution with 7.5% Icodextrin, SPK:
VN-18814-15 do Baxter Healthcare (Asia) Pte., Ltd dang ky, trong quyét dinh c6 ghi
Hoat chét chinh 1a “M&i 100 ml chira: Icodextrin 7,5 mg; Natri clorid 538 mg; Natri
lactat 448 mg; Calci clorid.2H20 25,7 mg; Magie clorid hexahydrat 5,08 mg”, nay
diéu chinh thanh “M3i 100 ml chira: Icodextrin 7,5 g; Natri clorid 538 mg; Natri lactat
448 mg; Calci clorid.2H20 25,7 mg; Magie clorid hexahydrat 5,08 mg”;

24.7. Thubc Plavix, SPK: VN-18879-15 do Céng ty TNHH Sanofi-Aventis Viét
Nam dang ky, trong quyét dinh c6 ghi Tén nha san xuft 13 “Sanofi Winthrop
Industries”, nay diéu chinh thanh “Sanofi Winthrop Industrie”; Pia chi nha sin xuat 1a

hemie Ltd. ding ky, trong
Nh& may Trung Tam”, nay
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“l rue de la Vierge, Ambares et Lagrave, 33565 Carbon BLa:c33565x’Ca22? éIDAy
diéu chinh thanh “1 rue de la Vierge, Ambarés et Lagrave, °on Blan
Cedex, France”.

25. Quyét dinh s& 548/QD-QLD ngay 06/10/2015 cta Cyc tr:gr:’in C;ul; %xié% il?'t
Duge vé vige ban hanh danh muyc 400 thudc nuéc ngodi duge cap = vie
Nam- D¢t 91:

25.1. Thudc Seobtopen, SPK: VN-19196-15 do Il Hwa Co., L(t;d. .dﬁlrllig Iléy,o;ron.g
quyeét dinh c6 ghi Dia chi cong ty ding ky 12 “437, Sutaek-dong, Guri-shi, Kyonggi-

do- Korea”, nay diéu chinh thanh "(Sutaek-dong), 25, Angol-ro 56 beon-gil, Guri-si,
Gyeonggi-do- Korea™;

25.2. Thuéc Galvus Met 50mg/1000mg, SPK: VN-19291-15 do Novartis Pharmaf
Services AG diing ky, trong quyét dinh ¢6 ghi Hoat chat chinh la ‘Vl}giagllp}m SOIflg,
Metformin (duéi dang Metformin hydrochlorid) 1000mg”, nay di€u chinh thanh
“Vildagliptin 50mg; Metformin hydrochlorid 1000mg™;

25.3. Thudc Galvus Met 50mg/500mg, SPK: VN-19292-15 va thudc Galvus Met
S0mg/500mg, SPK: VN-19295-15 do Novartis Pharma Services AG ding ky, trong
quyet dinh c6 ghi Hoat chét chinh 1a “Vildagliptin 50mg; Metformin (dudi dang
Metformin hydrochlorid) 500mg”, nay didu chinh thanh “Vildagliptin 50mg;
Metformin hydrochlorid 500mg™; ~

25.4. Thudc Galvus Met 50mg/850mg, SPK: VN-19293-15 do Novartis Pharma
Services AG dang ky, trong quyét dinh c6 ghi Hoat chét chinh 1a “Vildagliptin 50mg;
Metformin (du6i dang Metformin hydrochlorid) 850mg”, nay diéu chinh thanh
“Vildagliptin 50mg; Metformin hydrochlorid 850mg™;

25.5. Thudc Elitan, SDK: VN-19239-15 do Medochemie Ltd. dang ky, trong quyét
dinh c6 ghi Tén nha sén xuit 1 “Medochemie Ltd- nhi may thudc tiém 6ng”, nay didu
chinh thanh “Medochemie I.td - Ampoule Injectable Facility™;

25.6. I’huc")c Ipolipid 300, SPK: VN-19245-15 do Medochemie Ltd. dang ky,
trong quyét dinh c6 ghi Tén nha san xuit 1a “Medochemie Ltd. - Nha may AZ”, nay
diéu chinh thanh “Medochemie Ltd. - Factory AZ”;

25.7. Thube Ipolipid 600, SPK: VN-19247-15 do Medochemie Itd. dang ky,
trong quyét dinh c6 ghi Tén nha sin xult 12 “Medochemie Ltd - Nha may Trung TAm”,
nay diéu chinh thanh “Medochemie Ltd. - Central Factory”;

25.8. Thubc Burometam 2g, SPK: VN-19328-15 do Rotexmedica GmbH
Arzneimittelwerk dang ky, trong quyét dinh cé ghi Dia chi nha san xuit 13 “Z1. dqu

Clairay - Luitré, 35 300 Fougeres., France”, nay diéu chinh thanh “Z.1. du Clairay -
35133 Luitré, France”;

25.9. Thubc Peronate Injection, SDK: VN-19197-15 do Il Hwa Co., Ltd. dang ky,
trong quyét dinh c6 ghi Hoat chat chinh 13 “Pentoxifyllin 10mg/5ml”, nay dieu chmh
thanh “Pentoxifyllin 100mg/5ml”; Quy cach déng goi la “Hop 10 dng 1ml”, nay diéu
chinh thanh “Hép 10 éng 5ml”;

25.10. Thube Qapanto, SPK: VN-19076-15 do Cong ty TNHH DP Quang Anh
dang ky, trong quyét dinh c6 ghi Tén nha sin xuat 1a “Atlantic Pharma- Producoes
Farmaceuticas S.A (Fab. Abrunheira)”, nay didu chinh thanh “Atlantic Pharma-
Produgdes Farmacéuticas, S.A (Fab. Abrunheira)”;
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25.11. Thuéc Zafular, SDK: YN'I‘?M'IS do Medochemie Ltd. dang ky, trong
quyet dinh c6 ghi Tén nha san xuét 12 “Medochemie Ltd.- Nha may Trung Tam”, nay
didu chinh thanh “Medochemie Ltd. - Central Factory”;

25.12. Thubc Tetraspan 10% solution for infusion, SPK: VN-19008-15 do
B.Braun Medical Industries Sdn. Bhd. déng k}'/, trong quyét dinh c6 chi Dia chi nha
san xuat 1a “Route de Sorge, 9 CH- 1023 Crissier.- Switzerland”, nay didu ohinh thanh
“Route de Sorge 9, 1023 Crissier- Switzerland”;

25.13. Thuée Newgenneolacin Capsule, SPK: VN-19177-15 do Harbin
Pharmaceutical Group Co., Ltd. General Farm. Factory déng ky, trong quyét dinh c6
ghi Tén cong ty ding ky la “Harbin Pharmaceutical Group Co., Ltd. General Farm.
Factory”, nay diéu chinh thanh “Harbin Pharmaceutical Group Co., Ltd General

Pharm. Factory”;

25.14. Thuéc Cipromax 2mg/ml solution for infusion, SPK: VN-19374-15 do
Yuria-pharm Ltd déng ky, trong quyét dinh c6 ghi Dang bao ché 12 “Dung dich tiém”,
nay diéu chinh thanh “Dung dich tiém truyén”;

25,15 Thuﬁc Digoxin-Richter, SDK: VN-19155-15 do Gedeon Richter Plc dang
ky, trong quyét dinh c6 ghi Dang bao ché 1a “Vién nén bao phim”, nay di€u chinh
thanh “Vién nén”; :

25.16. Thube Tothema, SDK: VN-19096-15 do Céng ty TNHH Dugc pham
Thuén Gia dang ky, trong quyét dinh c6 ghi Tén cong ty ding ky 1a “Cong ty TNHH
Dugc pham Thuin Gia”, nay didu chinh thanh “Céng ty TNHH Thuong mai Dugc
Thuén Gia”;

25.17. Thubc Losartan/Hydrochlorothiazide Bluefish, SPK: VN-19104-15 do
Céng ty TNHH Dugc phdm Viét Phdp ding ky, trong quyét dinh c6 ghi Dia chi nha
san xuit 13 “Plot No 4, Hinjewadi, Phase II, International Park Pune, 411 057
Maharastra- India”, nay didu chinh thanh “Plot No 4, Hinjewadi, Phase II,
International Biotech Park Pune, 411 057 Maharastra- India”;

25.18. Thubc Telzartan 40, SPK: VN-19237-15 do Macleods Pharmaceuticals
Ltd. ding ky, trong quyét dinh co ghi Dia chi nha san xuét 12 “Village Theda, PO
Lodhimajra, Tehsil Nalagarh, Distt. Solan (HP), India”, nay didu chinh thanh “Block
N-2, Vill. Theda, P.O. Lodhimajra, Baddi, Distt. Solan (H.P.) India”;

25.19. Thubc Telzartan 80, SDPK: VN-19238-15 do Macleods Pharmaceuticals
Ltd. ding ky, trong quyét dinh c6 ghi Dia chi nha sin xuét 13 “Village Theda, PO
Lodhimajra, Tehsil Nalagarh, Distt. Solan (HP), India”, nay didu chinh thanh “Block
N-2, Vill. Theda, P.O. Lodhimajra, Baddi, Distt. Solan (H.P.), India”.

26. Quyét dinh sé 552/QD-QLD ngay 06/10/2015 ciia Cuc truong Cuc Quan 1y
Dugc vé viéc ban hanh danh myc 21 thude nudc ngoai (thuéc c6 hoat chét lan dau,
phéi hop hoat chét 1in du hoic dang bao ché 14n déu dang ky tai Viét Nam- s6 dang
ky hiéu lyc 02 ném) dugc cép s6 dang ky Iuu hanh tai Viét Nam- Dot 91:

26.1. Thubc OxyContin 10mg, SPK: VN2-416-15; thubc OxyContin 15mg, SDK:
VN2-417-15; thubc OxyContin 20mg, SPK: VN2-418-15; thuéc OxyContin 30mg,
SPK: VN2-419-15; thubc OxyContin 40mg, SPK: VN2-420-15; thuéc OxyContin
60mg, SDK: VN2-421-15 va thudc OxyContin 80mg, SDK: VN2-422-15 do

Mundipharma Pharmaceuticals Pte. Ltd. dang ky, trong quyét dinh c6 ghi Dia chi cong
ty dang ky 1a “10 Hoe Chiang Road #20-04/05 Keppel Towers Singapore 089315
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T . ia Square T
(Singapore)”, nay didu chinh thanh “12 Marina View, #22-01 Asia Sq ower .
Singapore 018961- Singapore”,
27. Quyét dinh s§ 672/QP-QLD ngdy 17/12/2015 cia Cyc t;g%nﬁi gCl'?; 18::5:; ;}3:
Duoc vé viéc ban hanh danh myc 168 thudc néc ngodi duge cap
tai Viét Nam - Dot 92: ,
27.1. Thude DBL Octreodtide 0.1mg/ml, SPK: VN-19431-15 do Céng ty TNHH

. a A
Dugc phim & Hoa chit Nam Linh ding ky, trong quyét dinh c6 gh:i Tf(:)nlthuoclz’é
“DBL Octreodtide 0.1mg/mI”, nay diéu chinh thinh “DBL Octre,?tl € d {Ilg/}r:ln};
Hoat chit chinh I3 “Octreotide (duéi dang octreotid acetat) Q,Smg’ , nay 1‘61‘1‘ cA1 _
thanh “Octreotide (duéi dang octreotid acetat) 0,1mg”; Quy cach déng g6i 1a “Hop 5

lo x Sml”, nay diéu chinh thanh “H¢p 5 Io x Iml”™;

A ¢
27.2. Thude Alvostat, SDK: VN-19433-15 do Céng ty TNHH Duge pham Bich
Vi€t dang ky, trong quyét dinh c4 ghi Hoat chét chinh 13 “Rosuvastatin Calcium 10,4
mg; Rosuvastatin 10mg”, nay diéu chinh thinh “Rosuvastatin Calcium 10,4 mg tuong
duong Rosuvastatin 10mg”; Bé sung "Co s dong géi va xuat xudng: Pabianickie
Zaklady Farmaceutyczne Polfa S.A.: d/c: Marszalka J, Pilsudskiego 5, 95-200
Pabianice, Poland";

27.3. ThuGe Alvostat, SDK: VN-19434-15 do Céng ty TNHH Duoc phim Bach
Viét dang ky, trong quyét dinh c6 ghi Hogt chét chinh Ia “Rosuvastatin Calcium
20,8mg; Rosuvastatin 20mg”, nay diéu chinh thanh “Rosuvastatin Calcium 20,8mg
trong duong Rosuvastatin 20mg”; B sung: "Co s& déng go6i va xuat xudng:

Panbianickie Zaklady Farmaceutyczne Polfa S.A.; d/c: Marszalka J. Pilsudskiego 5,
95-200 Pabianice, Poland";

274, Thu(f)c Bloktiene 4mg, SPK: VN-19520-15 do PT Actavis Indonesia dang
ky, trong quyét dinh c6 ghi Tén cong ty ding ky 1a “PT Actavis Indonesia”, nay diéu
chinh thanh “Actavis International Ltd.”; dia chi ding ky 1a “Jalan Raya Borgor Km.

28 13710, Indonesia”, nay diéu chinh thanh “BLB 016 Bulebel Industrial Estate,
Zejtun ZTN 3000, Malta™;

27.5. Thubc Cefotaxim Stragen 2g, SDK: VN-19451-15 do Coéng ty TNHH Dugc
phim Viét Phap ding ky, trong quyét dinh c6 ghi Pia chi nha san xudt 1a “Via
Cacciamali, 36/38, Brescia, Italy”, nay didu chinh thanh “Via Cacciamali, 34-38,
25125 Brescia, Italy”;

27.6. Thuéc  Cinnarizin actavis 25mg, SPK: VN-'19378-15 do Actavis
International Ltd déng ky, trong quyét dinh co ghi hoat chit chinh — ham lugng 13
“Cinnarizin 25mg”, nay dinh chinh thanh “Cinnarizine 25mg”;

27.7. Thubc qusamic 500mg/5ml, SPK: VN-19493-15 do Medochemie Litd.
déng ky, trong quyet dinh c6 ghi Tén nha sin xuét 13 “Medochemie Ltd- nha may

thuoc tiém Ong”, nay didu chinh thanh “Medochemie Ltd - Ampoule Injectable
Facility”;

27.8. Thuéc Medsamic 500mg, SBK: VN-19497-15 do Medochemie Ltd. ding ky,
trong quyét dinh c6 ghi Tén nha sin xuft 13 “Medochemie Ltd.- Nha may Trung TAm”,
nay di€u chinh thianh “Medochemie Ltd. Central Factory”;

27.9. Thuéc Seroflo-50 (CFC free), SDK: VN-19401-1§ do Cipla Ltd. ding ky,
trong quyeét dinh c6 ghi Hoat chét chinh- Ham lugng 13 “Mai lidu xit chira Fluticason
Propionat 50mcg; Salmeterol (dang Salmeterol xinafoat) 25mg”, nay diéu chinh thanh
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“M3i lidu xit chira Fluticason propion®t 50meg; Salmeterol (dang Salmeterol xinafoat)

25meg”.

28. Quyét djnh s6 103/QP
Dugc vé viée ban hanh danh muc 2
tai Vi¢t Nam- Dot 93: 6 V1059206 & - T

2 orin Injection, SPK: VN-19572-16 do Celltrion pharm, Inc dang
. t;‘(Sml ?:egtcd};;lclfzgngmlﬂin chi nha san xufit !zl 901-1, Shangshin-Ri, Hyangnam-
E'u,p H\%ﬁgec}mg-Si Gyeonggi-Do, Korea”, nay diéu chinh thanh “901-1, Sangshin-Ri,
Hya,ngnam-Eup, Hwaseong-Si, Gyeonggi-Do, Korea”; o

: - - i i tschlan

282 Thubc Voluven 6%, SPK: VN 19651-16 do Fresenius Kabi Deu

B &t dinh co ghi Pia chi nha san xuat 1a “FreseniusstraBe 1,

H. ding ky, trong quye , : . .
g{gg Friedlll)gerg) Gemgm?y”, nay diéu chinh thanh “FreseniusstraBe 1, 61 169 Friedberg,

_QLD ngdy 23/03/2016 ctia Cyc truéng Cuc Quan ly
09 thudc nude ngodi duge céip sé ding ky Iuu hanh

Germany”’; ;

28.3. Thudc Niftclar DT-100, SDK: VN-19609-16 do Cong ty TNHH Dugc phdm
Réng Vang ding ky, trong quyét dinh c6 ghi Dia chi nha se’}n x\?ét 1a “Survey Nol. 5124(;1
&146, Jarod Samlaya Road City, Haripura, Taluka Savli, Dist. Vadodara-39 20,
India”, nay diéu chinh thanh “Survey No. 144 &146, Jarod Samlaya Road City,

Haripura, Taluka Savli, Dist. Vadodara-391520, Gujarat, India”;

28.4. Thubc Rosepire, SDK: VN-19694-16 do Laboratorios Liconsa, S.A. da{ng
ky, trong quyét dinh c6 ghi Dia chi nha sén xuat 1a “C/La Vallina, s/n - PI Navatereja,
24008 Navatejera (Leon), Spain”, nay di€éu chinh thanh “C/La Vallina, s/n - P.I
Navatejera, 24008 Navatejera (Leon), Spain”;

28.5. Thudc Differin Cream 0,1%, SPK: VN-19652-16 do Galderma Intejl;natiopal
ding ky, trong quyét dinh c6 ghi Quy céch dong géi 1a “Tuyp 30g”, nay diéu chinh
thanh “Hop 1 tuyp 30g”;

28.6. Thuc Seoprae Tablet, SDK: VN-19740-16 do Schnell Biopharmaceutical
Inc. ding ky, trong quyét dinh c6 ghi Dia chi nha san xuét la “16, Dumeori-gil,
Yanggang-myeon, Hwaseong-si, Gyeonggi-do, Korea”, nay diéu chinh thanh “16,
Dumeori-gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do, Korea”.

29. Quyét dinh sb 433/QD-QLD ngay 05/09/2016 cia Cuc truong Cuc Quén ly
Dugec v& viéc ban hinh danh muc 367 thudc nuéc ngoai dugc cap so dang ky luu hanh
tai Viét Nam- Dot 94:

29.1. Thubc Rohcerine, SDK: VN-19829-16 do Céng ty Cb phin Dugc pham
Khénh Hoa dang ky, trong quyét dinh c6 ghi Dia chi cong ty dang ky la “82 dudng
Théng Nhét, P. Van Thing, TP. Nha Trang, tinh Khdnh Hoa- Viét Nam”, nay dieu
chinh thanh “74 dudng Thong Nhit, P. Van Thing, TP. Nha Trang, tinh Khanh Hoa-
Viét Nam”; Dia chi nha sén xuét 12 “40/1, Mohabewala Industrial Area SBI Road,
Dehradun-248110, Uttralkhan- India”, nay didu chinh thanh “40/1, Mohabewala
Industrial Area, Dehradun-248110, Uttarakhand- India”;

29.2. Thude Aerrane, SDK: VN-19793-16 do Baxter Healthcare (Asia) Pte., Ltd.
ding ky, trong quyeét dinh c6 ghi Dia chi nha san xudt 14 “Guayama, Puerto Rico
00784- USA”, nay dieu chinh thanh “Route 3 Km 142.5, Guayama, Puerto Rico
00784- USA”,

29.3. Thudc Newcilotal Tablet, SDK: VN-19996-16 do Kyongbo Pharmaceutical
Co., Ltd. ding ky, trong quyét dinh c6 ghi Dia chi cong ty dang ky 1a “174, Silok-Ro,
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i34 chinh thanh “174, Sirok-Ro, Asay,

Asan-Si, Chungcheongnam-Do- Korea”, nay d X

Si, Chungcheongnam-Do, 336-020- Korea”;

29.4. Thudc Lorabay, SDK: VN-19830-16 p
Hoa ding ky, trong quzl'ét dinh c6 ghi Dja chi nha sin Xl(;{fn]lx?dia‘io/ Il]’tl ;ﬂgllg:})cc\l\:;::,
Industrial Area, SBI Road, Dehradun-248110, Uttarak;llﬂfo Uttarakimnd- s \
thanh “40/1, Mohabewala Industrial Area, Dehradun-248110, ;

29.5. Thubc Ambac Injection 1.5g, SDK: VN-19798-16 do ‘mchicli’ll;srégﬁxtgxc:l
(PVT) L. dang Ky, rong quyét dinh  ghi Hoat cht chinh 12 "Ampieiin (Gt dyng
ampicilin natri) 1g; Sulbactam (du6i dang sulbactam natri) 0,58 ana)’ sulbactam natri)
“Ampicillin (du6i dang ampicillin natri) 1g; Sulbactam (du6i dang
0,5¢”;

29.6. Céc thudc Mebaal 1500, SPK: VN-20019-16 va Mebaal 500, SDKé: XN‘
20020-16 do Mega Lifesciences Public Company Limited déing kY, trong quyzf;g 1"11 (;
c6 ghi Dia chi nha san xuét 1 “40/1, Mohabewala Industrial Area, Dehradrun-
(Uttarakhand)- India”, nay diéu chinh thanh “40/1, Mohabewala Industrial Area,
Dehradun-248110 Uttarakhand- India”;

29.7. Thubc Lamivudine 150mg, Zidovudine 300mg & Nevirapine 200m‘g
Tablets, SDK: VN2-495-16 do Macleods Pharmaceuticals Ltd. dang ky, trong quyét
dinh ¢6 ghi Dia chi nha san xuit 13 “Atlanta Arcade, 3th floor, Marol Church Road,
Near Leela Hotel, Andheri (East) Mumbai - 400 059, India”, nay di€u chinh thanh

“Plot No. 25-27, Survey No. 366, Premier Industrial Estate, Kachigam, Daman -
396210 (U.T.), India”;

29.8. Thuée Macdin 600, SDK: VN-20015-16 do Macleods Pharmaceuticals Ltd.
dang ky, trong quyét dinh c6 ghi Dia chi nha sin xuit 12 “Atlanta Arcade, 3th floor,
Mgrol Church Road, Near Leela Hotel, Andheri (East) Mumbai - 400 059, India”, nay
diéu chinh thanh “Village Theda, PO Lodhimajra, Tehsil Nalagarh, Distt. Solan (HP),
India”;

29.9. Thuébc Regabin 75, SDK: VN-20016-16 do ‘Macleods Pharmaceuticals Ltd.
dang ky, trong quyét dinh c6 ghi Dia chi nha san xuét 13 “Atlanta Arcade, 3th floor,
Marol Church Road, Near Leela Hotel, Andheri (East) Mumbai - 400 059, India”, nay

didu chinh thanh “Village Theda, PO Lodhimajra, Tehsil Nalagarh, Distt. Solan (HP),
India”;

29.10. Thubc Vexfin 1, SPK: VN-19862-16 do Céng ty TNHH Dugc phim Hong
Ha ding ky, trong quyét dinh c6 ghi Hoat chét chinh Ia “Finasterid 1mg; ; ; ;”, nay
diéu chinh thanh “Finasterid 1mg”; Tudi tho 1a “36 thang”, nay didu chinh thanh “24
thang”;

29.11. Thudc Oncecef 0.5g, SPK: VN-19898-16 do Céng ty TNHH MTV DP
Altus ding ky, trong quyét dinh c6 ghi Tiéu chudn la “NSX”, nay diéu chinh thanh
“EP 8”;

29.12. Thube Glucovance 500mg/2,5mg, SPK: VN-20022-16 do Merck Sante
s.a.s ding ky, trong quyét dinh c6 ghi Hoat chét chinh Ia “Metformin (duéi dang
Metformin hydrochlorid) 500mg; Glibenclamid 2,5mg” nay diéu chinh thanh
“Metformin hydrochlorid 500mg (twong duong véi metformin 390mg); Glibenclamid
2,5mg”;

29.13. Thuéc Glucovance 500mg/5mg, SPK: VN-20023-16 do Merck Sante s.a.s
dang ky, trong quyét dinh ¢6 ghi Hoat chit chinh 13 “Metformin (duéi dang Metformin
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hydrochlorid) 500m ) 4 5me” i
. . g Glibenclamid Smg  nay diéu chinh ) ’
hydrochlorid 500mg (twong duong véi metformin 390mg); Glil;]cncll:,i?g Smhg’?'tfomm

_ 29.14. Thuéc Sevorane, SPK: VN-19755-16 do AbbVie £

dink ¢ ghi Dang bao ché 1a “Dung dich hit”, nay diéu chin:lnf};::}? %gﬂ’ tror;‘g‘ tqlu 6y kL
nguyén chat ding dé hit”; Dia chi nha san xuat la “North road Quccnbou?:u;h a : ntg
ME11 SEL,United Kingdom”, nay diéu chinh thanh “North road Queenbc;mue;h’
Kent, ME 11 5EL, United Kingdom”; ’ ,

s Thuéc Revole, SDK: VN-19771-16 do APC Pharmaceuticals & Chemical
Limited dang ky, trong quyét dinh c6 ghi Dang bio ché 1a “Vién nén khang dich da
day”, nay diéu chinh thanh “Vién nang cimg’; '

29.16. Thuéc Invanz (dong géi tai PT Merck Sharp Dohme Pharma Tbk. Dja chi:

JI. Raya Pandaan Km 48, Pandaan, Pasuruan, Jawa Timur, Indonesia), SPK: VN-

20025-16 do Merck Sharp & Dohme (Asia) Ltd. dang ky, trong quyét dinh c6 ghi Pia

chi nha sn xuat 1a “Rout de Marsat, F-63963 Clermont - Ferrand Cedex 9, France”,

;ay didu chinh thanh “Route de Marsat, Riom, F-63963 Clermont - Ferrand Cedex 9,
rance”;

29.17. Thubc Cozaar (Co s& déng géi va xudt xuéng: Merck Sharp & Dohme Ltd,
d/c: 54-68 Ferndell Street, South Granville, N.S.W. 2142, Australia), SPK: VN-
20026-16 do Merck Sharp & Dohme (Asia) Ltd. dang kY, trong quyét dinh c6 ghi Tén
thudc 13 “Cozaar (Co s& déng gbi va xuét xudng: Merck Sharp & Dohme Ltd, d/c: 54-
68 Ferndell Street, South Granville, N.S.W. 2142, Australia)”, nay didu chinh thanh
“Cozaar (Co s& dong g6i va xuét xudng: Merck Sharp & Dohme (Australia) Pty. Ltd,
d/c: 54-68 Ferndell Street, South Granville, N.S.W. 2142, Australia)”;

29.18. Thudc Cozaar 100mg (déng g6i tai PT Merck Sharp Dohme Pharma Tbk.
Dia chi: JI. Raya Pandaan Km 48, Pandaan, Pasuruan, Jawa Timur, Indonesia), SDK:
VN-20027-16 do Merck Sharp & Dohme (Asia) Ltd. dang ky, trong quyét dinh c6 ghi
Tudi tho 13 “24 thang”, nay diéu chinh thanh “36 thang™;

29.19. Thudc Glucovance 1000mg/5mg, SPK: VN2-508-16 do Merck Sante s.a.s
dang kY, trong quyét dinh c6 ghi Hoat chét chinh 12 «“Metformin (duéi dang Metformin
hydrochlorid) 1000mg; Glibenclamid Smg”, nay didu chinh thanh “Metformin
hydrochlorid 1000mg; Glibenclamid Smg”;

29.20. Thuéc Eupicom Soft Capsule, SDK: VN-20086-1
ding ky, trong quyét dinh c6 ghi Dia chi cong ty ding ky 1a “Academy Tower, Rm
#718,719 - 118 Seongsui-ro, Seongdong-ro, Seoul, Korea”, nay diéu chinh thanh
“Academy Tower, Rm #718,719 - 118 Seongsui-ro, Seongdong-gu, Seoul, Korea”;

29.21. Thubc Ambolyt Syrup, SPK: VN-19872-16 do Céng ty TNHH Dugc phdm
va Thiét bi Y té Phuong Lé dang ky, trong quyét dinh co ghi Dia chi nha sén xuat Ia
“4(), Shahid Tajuddin Ahmed Sarani, Tejgaon I/A, Dhaka-1208, Bangladesh”, nay
diéu chinh thanh “Dewan Idris Road, Zirabo, Savar, Dhaka, Bangladesh™;

29.22. Thubc Harnal Ocas 0,4mg, SPK: VN-19849-16 do Cong ty TNHH DKSH
Viét Nam ding ky, trong quyeét dinh c6 ghi Hoat chét chinh 13 “Tamsulosin
» nay diéu chinh thanh «Tamsulosin hydroclorid 0,4 mg”; Dang

hydrocloride 0,4 mg”, r
bio ché 1a “Vién nén phong thich chdm”, nay diéu chinh thanh “Vién nén bao phim

phong thich cham”;
29.23. Thubc Risperdal, SDK: VN-19987-16 do Janssen - Cilag Ltd dang kY,
trong quyét dinh c6 ghi Tén nha san xuat 1a “Janssen - Cilag S.p.A.”, nay dieu chinh
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«Via C. Janssen, Loc. Borgo §.

¢ 1 », I 5t la
thanh “Janssen Cilag S.P.A.”; Dja chi nha san Xu wyia C. Janssen (Loc. Borgo S,

Michele, 04010 Latina, Italy”, nay diéu chinh thanh
Michele)- 04100 Latina, Italy”; ot

29.24. Thubc Puvivid, SDK: VN-19847-16 do Cong ty TNHH Bi“hdy}‘l‘?t l’?.“c_
dang ky, trong quyét dinh c6 ghi Hoat chét chinh 1a “1 ml dun%i 10250 {ra
Bupivacaine hydrochlorid (duéi dang Bupivacaine hydrochlorid monoh)-/ ra(tl) - gng 4
nay didu chinh thanh “5 ml dung djch chira: Bupivacaine hydrochlorid (duéi dang
Bupivacaine hydrochlorid monohydrat) 25 mg”;

£ §
29.25. Thubc Sandostatin Lar 10 mg, SDK: VN-20046-16 va thuoc Sandostatin
Lar 30 mg, SDK: VN-20048-16 do Novartis Pharma Services AG dang ky, trong
quyét dinh c6 ghi dja chi co s& déng g6i va xuit xudng: “Schaffhauserstrasse, 43;’,2
Stein, Switzeland”, nay diu chinh thanh “Schaffhauserstrasse, .4332 _§te1n,
Switzerland”; trong Quyét dinh ghi dia chi co s& sin xuit dung mdi pha Elem 1a
"Veersweg 12, 8121AA Olst, Netherland", nay dinh chinh dja chi co s& san xuat dung
moi pha tiém 13 "Veersweg 12, 8121AA Olst, The Netherlands";

29.26. Thqéc Navelbine, SDK: VN-20070-16 do Pierre Fabre Mi:dicamc?nt ding
ky, trong quyét dinh ¢6 ghi Dang bao ché 13 “Dung dich ddm dic dé pha dA;ch tiém
truyén”, nay dicu chinh thanh “Dung dich d4m dic dé pha dung dich tiém truyén”;

29.27. Thubc Hoa da tai tao hoan, SDK: VN-19844-16 do Céng ty THHH TM DP
Dong A dang ky, trong quyét dinh cé ghi Hoat chét chinh 13 “Mai g6i 4g chira cao kho
dugc li¢u twong duong véi duge liéu séng: Xuyén Khung 1,2g; 495 mg cao khd tuong
duong véi: Tan giao 1,2g; Bach chi 1,2g; Puong qui 1,2g; Mach mén 0,8g; Hong
sam 1,2g; Ngé thii du 0,8g; Bang phién 0,04g; Ngii vi tir 1,2g”, nay diéu chinh
thanh “Mdi géi 4g chira cao khé duge liu tuong duong véi dugce liéu séng: Xuyén
Khung 1,2g; T4n giao 1,2g; Bach chi 1,2g; Puong qui 1,2g; Mach mén 0,8g; Hong
sdm 1,2g; Ngd thu du 0,8¢; Bing phién 0,04g; Ngii vi tir 1,2g”;

29.28. Thuéc Padolcure, SDK: VN-19968-16 do Gracure Pharmaceuticals Ltd.
ding ky, trong quyét dinh c6 ghi Hoat chdt chinh 13 “Tramadol HCI 37,5g;
Paracetamol 325mg”, nay diéu chinh thanh “Tramadol HCI 37,5mg; Paracetamol
325mg”;

29.29. Thudc Granisetron-hameln Img/ml injection, SPK: VN-19846-16 do Céng
ty TNHH Binh Viét Dirc ding ky, trong quyét dinh c6 ghi Dja chi nha san xuit 1a
“Langes Feld 13 Hameln 31789, Pirc”, nay didu chinh thanh “Langes Feld 13, 31789
Hameln, Dirc”;

29.30. Thuéc Asumate 20, SPK: VN-20004-16 do Laboratorios Liconsa, S.A.
ding ky, trong quyét dinh c6 ghi Dja chi nha san xuit 13 “C/La Vallina s/n, Poligono
Industrial Navatejera, Villaquilambre, 24008 Leén, Spain”, nay didu chinh thanh
“C/La Vallina s/n-P.I. Navatejera 24008 Villaquilambre (Leon), Spain”; '

29.31. Thuéc Emla, SPK: VN-19787-16 do AstraZeneca Singapore Pte., Ltd.
dang ky, trong quyét dinh c6 ghi Dang bao ché 13 “Kem boi da”, nay didu chinh thanh
“Kem bdi”; Quy céch déng géi 1a “Hoép 1 tuyp 5g”, nay diéu chinh thanh “Hop 5 tuyp
Sg”;

29.32. Thubc Ama Power, SDK: VN-19857-16 do Céng ty TNHH Dugc phim
DO HA ding ky, trong quyét djnh c6 ghi Tén thuéc 1a “Ama Power”, nay didu chinh
thanh “Ama — Power”; Nuéc san xuit 1a “Romani”, nay diéu chinh thanh “Rumani”;
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29.33.,Thuéc Levin-250, SPK: VN-19974-16 do Hetero Labs Limited ding ky
trong quyet dinh ¢6 ghi Hoat chét chinh 12 “Levocetirizine (dué6i dang Levocetinizine
dihydrochloride) 250mg”, nay didu chinh thanh “Levofloxacin (dudi dang
Levofloxacin hemihydrate) 250mg”; |

29.34.’Thu6c Trionstrep, SPK: VN-19809-16 do Celltrion pharm, Inc ding ky,
trong quyet dinh c6 ghi Tén nha san xuét 13 “Bluepharma Genericos-Comercio De
Medicamenos, S.A.”, nay diéu chinh thanh “Bluepharma- Indastria Farmacéutica, S.A.
(Fab. Coimbra)”;

29.35. Thudc Fosfomycin Invagen 1g, SPK: VN-19880-16 va thu6c Fosfomycin
Invagen 4g, SDK: VN-19881-16 do Céng ty TNHH Dugc phdm Viét Phap ding kY,
trong quyét dinh c6 ghi Tudi tho 1a “48 thing”, nay diéu chinh thanh “24 thing”; Dia
chi cong ty dang ky 1a “11B, phé Hoa Bing, P. Yén Hoa, Q. CAu Gidy, Ha Noi”, nay
diéu chinh thanh “Ting 20, toa nha ICON 4, 243A Dé La Thanh, phudng Lang
Thuong, Quén Dong Pa, HA N6i™;

29.36. Thubc Proctolog, SPK: VN2-471-16 do Pfizer (Thailand) Ltd. déng ky,
trong quyét dinh c6 ghi Tén nha san xuit la “Pfizer”, nay dicu chinh thanh “Farmea”;

29.37.’Thuéc Rupafin, SPK: VN2-504-16 do Hyphens Pharma Pte. Ltd déng ky,
trong quyét dinh c6 ghi Quy céch déng goi 1a “Hop 1 chia 120ml”, nay diéu chinh
thanh “Hgp 1 chai 120ml”; Nha sin xuét 13 “Healthcare Pharmaceuticals Ltd.”, Dia chi
nha san xuét 13 “Rajendrapur, Gazipur Bangladesh”, nay didu chinh Nha san xuat 1a
“Ttalfarmaco, S.A.”; dia chi nhad san xubt 1a “San Rafael, 3, 28108 Alcobendas
(Madrid), Tay Ban Nha”;

29.38. Thubc Epiduo 0.1%/2.5% gel, SPK: VN2-499-16 do Galderma
International dang ky, trong quyét dinh c6 ghi Quy cdch déng g6i 1a “Hop 1 tuyp 15g,
30g”, nay diéu chinh thanh “Hép 1 tuyp 30g”;

29.39. Thubc Pentasa 1g, SPK: VN-19948-16 do Ferring Pharmaceuticals Ltd
ding ky, trong quyét dinh c6 ghi Pia chi nha san xuét 12 “K Rybniku 475, 252 42
Jesennice u Prahy, Czech”, nay didu chinh thanh “K Rybniku 475, 252 42 Jesenice u
Prahy, Czech”;

29.40. Thubc Tiger Balm Plaster-RD, SDK: VN-19971-16 do Haw Par Healthcare
Limited dang ky, trong quyét dinh c6 ghi Dia chi nha san xuét 13 “2 Chia Ping Road
#05-00, #06-00, #07-00 Haw Par Tiger Balm Building Singapore 619968, Singapore”,
nay diéu chinh thanh “2 Chia Ping Road #05-00, #06-00 Haw Par Tiger Balm Building
Singapore 619968, Singapore”;

29.41. Thubc Jintra Tablet, SPK: VN-19901-16 do Coéng ty TNHH san xXuit
thuong mai dugc Unipha dang ky, trong quyét dinh cé ghi Dia chi cong ty dang ky 1a
“38/10 Nguyén Thanh Gian, Phuong 15, Quan 10, Tp. HO Chi Minh”, nay diéu chinh
thanh “38/10 Nguyén Gian Thanh, Phudng 15, Quan 10, Tp. Hb Chi Minh”;

29 42. Thubc Methylprednisolon Sopharma, SDK: VN-19812-16 do Chi nhdnh
cong ty cb phin duge pham TW Codupha Ha Noi ddng ky, trong quyét dinh c6 ghi
Tén thubc 1a “Methylprednisolon Sopharma”, nay di€u chinh thanh
“Methylprednisolone Sopharma”;

29.43. Thudc Oxaliplatin Hospira 100mg/20ml, SBK: VN2-476-16 do Cong ty
TNHH Dugc phém va Hoa chit Nam Linh ding ky, trong quyét dinh ¢6 ghi Dia chi
nha san xuét 1a “Plot No.3, Phamez-Special Economic Zone, Sarkkhej Bavla Highway,
(N.H.No.8A), Matoda, Aluka-Sanand, District Ahmedabad-382213, Gujarat, India”,
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nay didu chinh thanh “Phamez-Special Economic Zone, Plpt No.3, ga;kge% g];awa
Road, N.H.No.8A, Village: Matoda, Taluka: Sanand, District Ahmedabad-382213,
Gujarat, India”;

29.44. Thuc Oxaliplatin Hospira S0mg/10ml, SDK: VN2-477-16 do Cdng ty
TNHH Duge phdm va Hoa chit Nam Linh déng kY, trong quyét dinh c6 ghi Bja chi
nha sin xudt 1 “Plot No.3, Phamez-Special Economic Zone, Sarkkhej Bavla ngh“fa?: g
(N.H.No.8A), Matoda, Aluka-Sanand, District Ahmedabad-382213, Gu_]arat,_Indm )
nay diéu chinh thanh “Phamez-Special Economic Zone, Plot No.3, Sarkhej Bavla
Road, N.H.No.8A, Village: Matoda, Taluka: Sanand, District Ahmedabad-382213,
Gujarat, India”;

29.45. Thu’éc: Zylene nanogel, SPK: VN-19807-16 do Cadila Heal!.lgcare 'Ltd. dang
ky, trong quyét dinh cé ghi Tén thubc 1a “Zylene nanogel”, nay diéu chinh thinh
“Zylene™;

29.46. Thube T lianes, SDK: VN-19997-16 do Kyongbo PharmaceuticalACo., Lt’d.
déng ky, trong quyét dinh cé ghi Quy c4ch déng goi 1a “Hop 1 tuyp Sg; hQAP 1 ‘t‘“YP
10g”, nay diéu chinh thanh “Hop 1 tuyp 5g; hop 10 tuyp Sg”; Tén nha sin xuit la “Tai
Guk Pharm. Ind. Co., Ltd.”, nay didu chinh thanh “Tai Guk Pharm. Co., Ltd.”; D{a chi
nha sin xuat 13 “907-4, Sangsin-Ri, Hyangnam-Myun, Hwasung-Si, Kyunggi-Do,
Korea”, nay diéu chinh thanh “123, Jeyakgongdan 3-gil, Hyangnam-eup, Hwaseong-
si, Gyeonggi-do, Korea”;

29.47. Thubc Fenafex, SPK: VN-20096-16 do Synmedic Laboratories ding kY,
trong quyét dinh c6 ghi Tén thubc 12 “Fenafex”, nay diéu chinh thanh “Fenafex-180";
Tiéu chuan 12 “Nha sin xust”, nay didu chinh thanh “USP38”; Tudi tho 1 “24 théng”,
nay di€u chinh thanh “36 thang”;

29.48. Thude Toxaxin 500mg Inj, SDK: VN-20059-16 do Pharmaunity Co., Ltd
didng ky, trong quyét dinh cé ghi Tén thudc 13 “Toxaxin 500mg Inj”, nay diéu chinh
thanh “Toxaxine 500mg Inj”;

29.49, Thube Anozeol, SDK: VN-20039-16 do Novartis (Singapore) Pte Ltd diang
ky, trong quyét dinh cé ghi Tén thudc 12 “Anozeol”, nay diéu chinh thanh “Anozeol
Img”; Pia chi nha san xuit 1a “Otto-von-Guericke-Allee 1, D-39179 Barleben,
Germany”, nay didu chinh thanh “Otto-von-Guericke-Allee 1, 39179 Barleben,
Germany”;

29.50. Thudc Salbutamol Renaudin 0,5mg/lml, SDK: VN-20115-16 do céng ty
Vipharco ding ky, trong quyét dinh ¢6 ghi Tiéu chuan 13 “EP 5”, nay diéu chinh thanh
“NSX”; Tudi tho 1a “36 thang”, nay diéu chinh thanh “24 thang”; Quy cach déng géi
1a “Hop 100 6ng, 10 éng/vi, éng 10ml”, nay didu chinh thanh “Hoép 100 éng, 10
béng/vi, bng 1ml”;

29.51. Thuc Panfor SR-500, SPK: VN-20018-16 do Mega Lifesciences Public
Company Limited ding ky, trong quyét dinh c6 ghi Hoat chit chinh 1a “Metformin
(dudi dang Metformin hydrochlorid) 500 mg”, nay diéu chinh thanh “Metformin
hydrochlorid 500 mg”; -

29.52. Thube Progendo 400 mg, SPK: VN-20006-16 do Laboratorios Recalcine
S.A. ding ky, trong quyét dinh cé ghi “Pja chi co s dong gbi: “No 5670 Carranscal
Avenue, Quinta Normal, Santiago, Chile”, nay diéu chinh thanh*”’No 5670 Carrascal
Avenue, Quinta Normal, Santiago, Chile”; Dja chi nha sin xuft 12 “80 Calle No 78B-
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201, Alantico, Brranquilla, Colombia”, nay diéu chinh thanh “Calle 80 No. 78B
Barranquilla, CO-201, Colombia”;

29.53. Thudc Sandostatin Lar 20 mg (Co s& déng géi va xuit xudng: Novatis
Pharma Stein AG, dja chi: Schaffhauserstrasse, 4332 Stein, Switzeland), SPK: VN-

20047-16 do Novanis Pharma Services AG ding ky, trong quyét dinh c6 ghi Co s&
déng gbi va xuit xudng l:}.“Novatls Pharma Stein AG, dia chi: Schaffhauserstrasse,
4332 Stein, Switzeland”, nay didu chinh thinh “Novartis Pharma Stein AG, dia chi:

Schafﬂlauserstrassc 4332 Stein, Switzerland”; trong Quyét dinh ghi dia chi co s& san
xuft dung mai pha tiém 1a "Veersweg 12, 8121AA Olst, Netherland”, nay diéu chinh

thanh "Veersweg 12, 8121AA Olst, The Netherlands";

29.54. Thude ACC 200 mg, SDK: VN-19978-16 do Hexal AG ding ky, trong
quyét dinh c6 ghi Tén thuéc 12 “ACC 200 mg”, nay diéu chinh thinh “ACC 2007;

29.55. Thudc Lomac, SPK: VN-19814-16 do Cipla Ltd. ding ky, trong quyét dinh
c6 ghi Tudi tho 13 “36 thang”, nay diéu chinh thinh “24 thing”;

29.56. Thudc Alembic Azithral, SDK: VN-19765-16 do Alembic Pharmaceuticals
Limited déng ky, trong quyét dinh c6 ghi Dang bao ché 1a “Bot dong kho pha tiém”,
nay diéu chinh thanh “Bot dong kho pha tiém truyén tinh mach”;

29.57. Thudc Targosid, SDK VN-19906-16 do Cong ty TNHH Sanofi-Aventis
Viét Nam dang ky, trong quyét dinh c6 ghi Tén nhd san xuét la “Sanoﬁ-Avenns
S.p.A”, nay diéu chinh thanh “Sanofi S.p.A”; Dia chi nha san xuét 12 “Localita
Valcanello-03012, Anagni (Frosinone), Italy”, nay diéu chinh thanh “Localita
Valcanello-03012, Anagni (Frosinone), Italy;

29.58. Thubc S-Cort Tablet, SDK: VN-19864- 16 do Cong ty TNHH Dugc phim
Minh Tri ding ky, trong quyét dinh c6 ghi Pia chi nha sin xuét 12 “16, Dumeori-gil,
Yanggang-myeon, Hwaseong-si, Gyeonggi-do, Korea”, nay didu chinh thanh “16,
Dumeori-gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do, Korea”;

29.59. Thubc Furect 1.V, SPK: VN-19848-16 do Céng ty TNHH Binh Viét Dic
ding ky, trong quyét dinh c6 ghi Dia chi nha sin xuét 1a “Industriestrasse 3, 34212
Melsungen, Germany”, nay diéu chinh thanh “IndustriestraBe 3, 34212 Melsungen,
Germany”;

29.60. Thuc Eloxatin, SPK: VN-19902-16; Eloxatin, SPK: VN-19903-16;
Tavanic, SDK: VN-19904-16 va Tavanic, SDK: VN-19905-16 do Céng ty TNHH

Sanofi-Aventis Viét Nam ding ky, trong quyét dinh c6 ghi Dja chi nha san xuit 1a
“Bruningstrasse 50, D-65926 Frankfurt am Main, Germany”, nay diéu chinh thanh

“Briiningstrasse 50, D-65926 Frankfurt am Main, Germany”;

29.61. Thuéc Combivent, SPK: VN-19797-16 do Boehringer Ingelheim
International GmbH dang ky, trong quyet dinh c6 ghi Hoat chit chinh 13 “Ipratropium
bromide anhydrous (duéi dang Ipratropium bmide monohydrate) 0,5mg; Salbutamol
(du6i dang Salbutamol Sulfate) 2,5mg”, nay diéu chinh thanh “Ipratropium bromide
anhydrous (dudi dang Ipratropium bromide monohydrate) 0,5mg; Salbutamol (dudi
dang Salbutamol Sulfate) 2,5mg”;

29.62. Thudc Sakarpim, SPK: VN-20087-16 do Sakar Healthcare Pvt. Ltd. ding
ky, trong quyét dinh c6 ghi Tén thuéc 1a “Sakaprim”, nay diéu chinh thinh
“Sakarpim”.

30. Quyet dinh sé 526/QP-QLD ngdy 03/11/2016 cua Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 03 thudc nudce ngoai (thudce diéu tri ung thu ding ky
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¢ £ gane ky luu hinh tai Viét Nag,.
lan ddu- 56 dang ky c6 hiéu lyc 02 nim) dugc cap sO dang ky

SR lution for infusio

30.1. Thube Oxaliplatin Onkovis Sme/ml Concentrate for 0 * %, . Hvsion,
SDK: VN2-516-16 do Cong ty TNHH Binh Vit Diic dang ky’;.r?“gcgm{] e
Dang béo ché 14 “Dung dich dgm djc ¢é pha dich truyen”, nay ‘.e‘fl long:te, Diartedk:
dich d3m dic dé pha tiém truyén”; Dja chi nh sin xuat 13 “79, Sini e; é;{ o 306,230
gu, Daejeon, Korea”, nay diéu chinh thanh “79, Sinildong-ro, Daedeok-gu,
Daejeon, Korea”;

30.2. Thude Alvotinib, SDK: VN2-517-16 do cong ty TNHH Duge pt}:JmES\tfatct
Phép dang ky, trong Quyét dinh ghi dja chi nha sin xuét 12 “Limassol Industrial tt;
P.O Box 52706 3508 Limassol- Cyprus”, nay diéu chinh 13 “Aharnon Street, Limasso
Industrial Estate 3056 Limassol- Cyprus”.

31. Quyet dinh s6 528/QD-QLD ngay 03/11/2016 ciia Cyc truéng Cuc Quén ly
Dugc vé viéc ban hanh danh muc 17 thude nuéc ngodi (thuoc co hoat c?at, phoi hop
cée hoat chét 14n du ding ky tai Viét Nam- sb dang ksy c6 hiéu lyc 02 nam) dugc cap
s0 déng ky Iuu hanh tai Vigt Nam- Dot 95:

31.1. Thuéc Revolade 25mg, SPK: VN2-526-16 va thude Revolade 50mg, SBK:
VN2-527-16 do GlaxoSmithKline Pte., Ltd. dang ky, trong quyét dinh chua ghi €O s¢
ddng géi , nay bd sung co s¢ déng gbi 13 “Glaxo Wellcome, S.A.; dia chi: Avenida
Extremadura, 3, 09400-Aranda de Duero (Burgos), Spain”;

31.2. Thubc Zepatier, SPK: VN2-533-16 do Merck Sharp & Dohme (Asia) Ltd.
ding ky, trong quyét dinh c6 ghi co s déng géi 1a “Schering Plough Labo NV™, nay
diéu chinh thanh co s¢ déng g6i va xuit xuong 1a “Schering Plough Labo NV™; Dja
chi nha san xuit 12 “Kisheelan, Clonmel, Co. Tipperary, Ireland”, nay diéu chinh thinh
“Kilsheelan, Clonmel, Co. Tipperary, Ireland” ;

31.3. 'I:lluéc Duodart, SDK: VN2-525-16 do GlaxoSmithKline Pte., Ltd. dang ky,
trong quyét dinh c¢6 ghi “NSX sin phdm trung gian Tamsulosin HCI: Rottendorf
Pharma GmbH- d/c: Ostenfel StraBe 51-61, 59320 Ennigerloh, Germany™, nay diéu
chinh thinh “NSX sin pham trung gian Tamsulosin HCI: Rottendorf Pharma GmbH-
d/c: Ostenfelder StraPe 51-61, 59320 Ennigerloh, Germany”.

32. Quyét dinh s 529/QD-QLD ngay 03/11/2016 ctia Cyc tnréng Cuc Quin Iy
Dugc vé viéc ban hanh danh muc 04 thudc nuéce ngoai (thudc tranh thai- s§ dang ky co
hi€u luc 02 nim) dugc cép s6 dang ky luu hinh tai Viét Nam- Dot 95:

32.1. Thudc Asumate 20, SPK: VN2-521-16 do Laboratorios Liconsa, S.A. ding

ky, trong quyét dinh c6 ghi Tén thuéc 12 “Asumate 20” nay diéu chinh thinh “Asumate
Plus”.

33. Quyét dinh s6 530/QD-QLD ngdy 03/11/2016 ciia Cuc truéng Cuc Quin Iy

Dugc vé viéc ban hanh danh myc 99 thubc nuéc ngodi dugc cAp sé ding ky hru hanh
tai Viét Nam- Dot 95:

33.1. Thue Mycophenolate mofetil Teva, SDK: VN-20136-16 do Cong ty C
phén Dugc phim Duy Tan dang ky, trong quyét dinh ¢6 ghi Dia chi nha san xuit Iz
“13 Pallagi Street, H-4042 Debrecen - Hungary”, nay diéu chinh thanh “Pallagi ut 13,
Debrecen, H-4042 — Hungary”;

33.2. Thuéc Celofen 100, SDK: VN-20176-16 do Hetero Labs Limited dang ky,
trong quyét dinh c6 ghi Pia chi nha san xuit 1a “Unit-V, Survey No. 410, 411, APIIC
Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboognagar District,
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Islgiéa nay didu chinh thanh “Unit-V, Sy. No. 439, 440, 441&458, TSIIC Formulation
Indi?;”.Po]epally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana,

33.3. Thube Ramipril GP, SPK: VN-20201-16 do Pharmaunity Co., Ltd ding k¥,
trong quyét dinh c6 ghi Tui the 12 “36 thang”, nay diéu chinh thanh “24 thang”;

33.4. Thudc Tirokoon tablet, SPK: VN-20174-16 do Harbin Pharmaceutical
G}'OUP 90-, Ltd. General Pharm. Factory dang ky, trong quyét dinh c6 ghi Dja chi nha
San xgat la “99, Jeyakgongdan 3-gil, Hyangnam-eup, Hwaseng-si, Gyeonggi-do,
Korea”, nay didu chinh thanh “99, Jeyakgongdan 3-gil, Hyangnam-eup, Hwaseong-si,
Gyeonggi-do, Korea”;

33.5. Thude Kernhistine 8mg Tablet, SDK: VN-20143-16 do Céng ty TNHH
?uoc phﬁm Nhit Anh ding ky, trong quyét dinh c6 ghi Hoat chit chinh 1a
Betahistidine  dihydrochloride 8mg”, nay diéu chinh thanh “Betahistine
dihydrochloride 8mg”; -

) 33.6. Thudc Kogimag, SPK: VN-20140-16 do Cdng ty TNHH DKSH Viét Nam
dang ky, trong quyét dinh c6 ghi Pia chi nha san xuit 1a “Desa Sanggarahan, Kec.
Grogol, Sukohatjo, Indonesia”, nay didu chinh thanh “Desa Sanggrahan, Kec. Grogol,
Sukoharjo, Indonesia”; |

33.7. Thubc Panfor SR-1000, SDK: VN-20187-16 do Mega Lifesciences Public
Company Limited ding ky, trong quyét dinh c6 ghi Hoat chit chinh 12 “Metformin
hydroclorid 1000mg”, nay didu chinh thanh “Metformin hydrochlorid 1000mg”; Dia
chi nha sin xuét 13 “F1-F1/1, Additional Ambernath M.LD.C.. Ambernath (East),
Thane 421 506 - India”, nay didu chinh thanh “F1-F1/1, Additional Ambernath
M.LD.C.. Ambernath (East), Thane 421 506 Maharashtra State - India”;

33.8. Thubc Panfor SR-750, SPK: VN-20188-16 do Mega Lifesciences Public
Company Limited ding ky, trong quyét dinh c6 ghi Dja chi nha san xuit 12 “F1-F1/1,
Additional Ambernath M.I.D.C.. Ambernath (East), Thane 421 506 - India”, nay didu
chinh thanh “F1-F1/1, Additional Ambernath M.I.D.C.. Ambernath (East), Thane 421
506 Maharashtra State - India”;

33.9. Thudc Augmentin 625mg, SPK: VN-20169-16 do GIaxoSmithKline Pte Ltd
dang ky, trong Quyét dinh ghi tén thudc la “Augmentin 625mg”, nay diéu chinh tén
thudc 12 “Augmentin 625mg tablets™;

33.10. Thube Onderp-MD 8 mg, SPK: VN-20181-16 do M/s. Alkem Laboratories
Ltd.dang ky, trong Quyét dinh co ghi dang bao ché 1a “vién nén”, nay diu chinh thanh
“yién nén tan trong miéng”.

34. Quyét dinh sé 63/QD-QLD ngay 20/02/2017 cta Cuc truéng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 13 thudc nude ngoai (thuoc c6 hoat chat, phéi hop
hoat chét 14n dau dang ky tai Viét Nam- so dang ky c6 hiéu lyc 02 ndm) dugc clp s6
ding ky luu hanh tai Viét Nam- Dot 96:

34.1. Thubc Ribomustin, SPK: VN2-566-17 do Janssen - Cilag Ltd dang ky, trong
quyét dinh co6 ghi C& s& dan nhan, déng go6i thir cap va xudt xuéng la “Janssen
Pharmaceutical NV?”, nay diéu chinh thanh “Janssen Pharmaceutica NV”’; Hpat chat
chinh 12 “Bendamustin (dudi dang Bendamustin hydroclorid) 22,7mg”, nay diéu chinh
thanh “Bendamustin hydrochlorid 25mg (twong dwong 22,7mg Bendamustin)”;

34.2, Thudc Ribomustin, SBPK: VN2-567-17 do Janssen - Cilag Ltd ding ky, trong
quyét dinh c6 ghi Co s& dan nhén, déng gbi thir cap va xuat xuong la “Janssen
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Pharmaceutical Ny, nay didu chinh thanh “Janssen Phat_'macel;;tica”l\lv ;;I;)ft ;h;l:
chinh 1a “Bendamustin (dudi dang Bendamustin hydroclorid) 90, mg > na);_ )i ; chi
thanh “Bendamustin hydrochlorid 100mg (twong duong 90,8mg Bendamustin)”;

34.3. Thudc Periolimel N4E, SDK: VN2-564-17 do Baxter Hca]EP_lcare (Asm) Pte.,
Ld dang ky, trong quyét dinh co ghi Quy céch déng gdi 12 “Tiii pastic 1000ml,
1500ml, 2000ml. Thing 4 t4i x 1000ml, 1500ml. Thing 6 tGi x 2000ml”, nay dieu
chinh thanh “Ti pastic 1000ml, 1500ml. Thing carton 4 tai x 1500ml. Thing carton 6
thi x 1000ml1”;

34.4. Thubc Ribomustin, SDK: VN2-569-17 do Janssen - Cilag Ltd déng 1‘(‘)?, trong
quyét dinh c6 ghi Co s& dan nhin, déng go6i thir cap va xudt xudng la Janssegl
Pharmaceutical NV”, nay diéu chinh thanh “Janssen Pharmaceutica NV”; H?at CPat
chinh 13 “Bendamustin (du6i dang Bendamustin hydroclorid) 22,7mg”, nay dicu chinh
thanh “Bendamustin hydrochlorid 25 mg (tuong duong 22,7mg Bendamustin)”;

34.5. Thude Ribomustin, SDK: VN2-570-17 do Janssen - Cil;lg Ltd ding ky, trong
quyét dinh c6 ghi C& s¢ dén nhan, déng gbi thir cép va xuat xudng la “Janssep
Pharmaceutical NV”, nay didu chinh thanh “Janssen Pharmaceutica NV”; Hoat chat
chinh 13 “Bendamustin (du6i dang Bendamustin hydroclorid) 90,8mg”, nay di€u chinh

thanh “Bendamustin hydrochlorid 100mg (twong duong 90,8mg Bendamustin)”.

35. Quyét dinh s6 64/QD-QLD ngay 20/02/2017 cta Cuc truéng Cuc Quan Iy
Duge vé viéc ban hanh danh muc 18 thudc nuée ngodi (thude diéu tri ung thr ding ky

lan diu- sé dang ky c6 hiéu lyc 02 nim) dugc cép sé ding ky Iuu hanh tai Viét Nam-
Dot 96:

35.1. Thuéc Rofiptil Tablet, SDK: VN2-543-17 do Céng ty TNHH Dugc phim
Quang Anh ding ky, trong quyét dinh cé ghi Dja chi cong ty ding ky 1a “83A Hoa
Hung, phutmg 2, quén 10, Tp. H3 Chi Minh”, nay diéu chinh thanh “83A Hoa Hung,
phudng 12, quén 10, Tp. Hé Chi Minh”;

35.2. Thubc Oxaliplatin Hospira 200mg/40ml, SPK: VN2-553-17 do Pfizer
(Thailand) Ltd. ding ky, trong quyét dinh c6 ghi Dia chi nha san xuét 13 “Phamez-
Special Economic Zone, Plot No.3, Sarkkhej Bavla Highway, (N.H.No.8A), Matoda,
Aluka-Sanand, District Ahmedabad-382213, Gujarat, India”, nay didu chinh thanh
“Phamez-Special Economic Zone, Plot No.3, Sarkhej Bavla Road, N.H.No.8A,
Village: Matoda, Taluka: Sanand, District Ahmedabad-3 82213, Gujarat, India”.

36. _Quyét dinh sé 65/Qb-QLD ngay 20/02/2017 ctia Cug truéng Cuc Quén ly
Dugc v€ viéc ban hanh danh muc 135 thuée nuéc ngoai dugc cap s ding ky Iuu hanh
tai Viét Nam- Dot 96:

36.1. Thuc Utrazo 20, SPK: VN-20353-17 do Yeva Therapeutics Pvt., Ltd. dang
ky, trong quyét dinh c6 ghi Hoat chit chinh 1a “Pantoprazol natri 20mg”, nay didu
chinh thanh “Rabeprazol natri 20mg”;

36.2. Thuéc Invanz, SPK: VN-20315-17 do Merck Sharp & Dohme (Asia) Ltd.

ding ky, trong quyét dinh c6 ghi Tén nha san xudt 1 “Laboratoire Merck Sharp &
Dohme — Chibret”, nay diéu chinh thanh “Laboratoires Merck Sharp & Dohme —
Chibret”;

36.3. Thude Singulair 4mg (déng gbi tai Merck Sharp & Dohme B.V. Dia chi:
Waarderweg 39, 2031 BN Haarlem- Netherlan_ds)), SDK: VN-20318-17 do Merck
Sharp & Dohme (Asia) Ltd. ding ky, trong quyét dinh c6 ghi Tén thudc 1a “Singulair
4mg (d6ng gbi tai Merck Sharp & Dohme B.V. Dja chi: Waarderweg 39, 2031 BN
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Haarlem- Netherlands))”, nay diéu chinh thinh “Singulair 4mg (dong gdi tai Merck
Sharp & Dohme B.V. Dja chi: Waarderweg 39, 2031 BN Haarlem - The
Netherlands)”; :

36.4. Thubc Singulair 5mg (déng goi tai Merck Sharp & Dohme B.V. Dja chi:
Waarderweg 39, 2031 BN Haarlem- Netherlaqu)), SPK: VN-20319-17 do Merck
Sharp & Dohme (Asia) Ltd. dang ky, trong quyét dinh cé ghi Tén thuoc 1a “Singulair
5mg (déng goi tai Merck Sharp & Dohme B.V. Dia chi: Waarderweg 39, 2031 BN
Haarlem- Netherlands))”, nay diéu chinh thanh “Singulair Smg (déng goi tai Merck
Sharp & Dohme B.V. Dia chi: Waarderweg 39, 2031 BN Haarlem - The
Netherlands)”; Quy cach déng géi 1a “Hop 4 vi x 7 vién” nay di€u chinh thanh “Hop 4
vi X 7 vién, hQp 2 vi x 14 vién”;

36.5. Thubc Medaxetine 750g, SDK: VN-20312-17 do Medochemie Ltd. ding ky,
trong quyét dinh ¢6 ghi Tén thuéc 1a “Medaxetine 750g”, nay diéu chinh thanh
“Medaxetine 750mg”;

36.6. Thudc Dolargan 100mg/2ml, SDK: VN-20264-17 do Cong ty INEHI_S‘E‘HOﬁ'
Aventis Viét Nam ding kY, trong quyét dinh c6 ghi Dja chi nha sin xuat 1a “3510
Miskole, Csanyikvolgy, Hungary”, nay diéu chinh 1a “3510 Miskolc, Csanyikvdlgy,

Hungary”;

36.7. Thude Taxotere, SDK: VN-20265-17 do Céng ty TNHH Sanofi-Aventis
Viét Nam ding ky, trong quyét dinh c6 ghi Dja chi nha sén xuat la “Industriepark
Hoechst 65926 Frankfurt am Main Allemagne, Germany”, nay diéu chinh thanh
“Industriepark Hochst 65926 Frankfurt am Main, Germany”;

36.8. Thudc Taxotere, SDK: VN-20266-17 do Coéng ty TNHH Sanofi-Aventis
Viét Nam dang ky, trong quyét dinh c6 ghi Dija chi nha san xuat 1& “Industriepark
Hoechst 65926 Frankfurt am Main Allemagne, Germany”, nay diéu chinh thanh
“Industriepark Hoéchst 65926 Frankfurt am Main, Germany”;

36.9. Thubc Meglucon 850, SPK: VN-20290-17 do Hexal AG ding ky, trong
quyét dinh c6 ghi “Co s& déng géi: Lek S.A, d/c: 50C, Doxpaniewska str., 02-672
Warsaw, Poland”, nay diéu chinh thanh “Co s& d6ng g6i, xuat xudng: Lek S.A, d/c:
50C, Domaniewska str., 02-672 Warsaw, Poland”;

36.10. Thubc Fortipred, SPK: VN-20344-17 do Remington Pharmaceutical
Industries (Pvt.) Ltd dang ky, trong quyét dinh c6 ghi Hoat chat chinh 13 “Methyl
prednisolon 10mg/ml”, nay di€u chinh thanh “Prednisolon acetat 10mg/ml”;

36.11. Thyéc Fasran inj 350, SDK: VN-20338-17 do Pharmaunity Co., Ltd ding
ky, trong quyé‘t dinh c6 ghi Hoat chat chinh la “lod (duéi dang Iohexol 37,75g/100m1)
17,5g”, nay diéu chinh thanh “Iod (duéi dang Iohexol 37,75g/50ml) 17,5g”;

36.12. Thudc Nataplex, SDK: VN-20252-17 do Céng ty TNHH DP Chau A - Théi
Binh Duong dang ky, trong quyét dinh cé ghi Hoat chét chinh 1a “Dextrose 25g; D-
Pantothenol 250mg; Acid ascorbic 500mg; Thiamin hydroclorid 125mg; Riboflavin
25mg; Niacinamide 625mg; Pyridoxin hydroclorid 25mg”, nay diéu chinh thanh “Mai
chai 500ml ch(ra: Dextrose 25g; D-Pantothenol 250mg; Acid ascorbic 500mg;
Thiamin hydroclorid 125mg; Riboflavin25mg; Niacinamide 625mg; Pyridoxin
hydroclorid 25mg”;

36.13. Thqéc Cefetil - 100, SDK: VN-20349-17 do Synmedic Laboratories ding
ky, trong quyét dinh c6 ghi Dia chi cong ty ding ky la “10§-107, HSIDC Industria.l
Estate, Sec-31, Faridabad- 121 003, Haryana, India”, nay diéu chinh thanh “202, Sai
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i

Plaza, 187-188, Sant Nagar, East of Kailash, New Delhi 11910613, Il\;lec:;,a I);cli)}mi? lt::ﬂ nhy
sdn x;Jét 14 “202 Sai Plaza, 187-188 Sant Nagar, East of Kai ast, ot F:- ‘dOOGS’
India”, nay didu chinh thanh “106-107, HSIDC Industrial Estate, » Faridabagq.
121 003, Haryana, India™; .

36.14. Thudc Sotretran 20mg, SPK: VN-20348-17 do Sun Pg a?:?&?%tlcal
Industries Ltd. dﬁng ky, trong quyét dinh co ghi Dia chi nha Szns qudt- » llda- ¥
Ganguwala, Paonta Sahib, District Sirmour, Himachal I.’r ade.sh 730 > 0 l; ’1 nl? Y d u
chinh thanh “Village Ganguwala, Paonta Sahib, District Sirmour, Himachal Pradesh
173025, India”;

36.15. Thudc Sotretran 10mg, SDK: VN-20347-1;/ do Sun Pharmac?}mcal
Industries Ltd. ding ky, trong quyét dinh ¢6 ghi Tén thuoc 1a “Sot'retran 20mg”, nay
diéu chinh thanh “Sotretran 10mg”; Pja chi nha san xuit 1 “Vllla,_gxc Ganguwala,
Paonta Sahib, District Sirmour, Himachal Pradesh 73025, India”, nay didu chinh thanh

“Village Ganguwala, Paonta Sahib, District Sirmour, Himachal Pradesh 173025,
India”;

36.16. Thu6e Apolets, SDK: VN-20329-17 do cdng ty Apotex Inc ding ky, trong
Quyét dinh chua ghi nha déng g6i, nay didu chinh nha déng g6i 1a “Apotex Inc, dja
chi: 4100 Weston Road, Weston, Ontario, ML 2Y6- Canada”;

36.17. Thube Citopcin Injection 100mg/50ml, SPK: VN-20240-17 do CJ
HealthCare Corporation déng ky, trong quyét dinh c6 ghi Han dung 13 “24 thang”, nay
di€u chinh thanh «18 thang™; :

36.18. Thube Ondem-MD 4 mg, SPK: VN-20308-17 do Mjs. Alkem Laboratories
Ltd. dang ky, trong Quyét dinh c4 ghi dang bao ché 12 “vién nén”, nay didu chinh
thanh “vién nén tan trong miéng”;

36.19. Thudc Capezen Sanofi 150mg, SPK: VN-VN2-548-17 do cong ty TNHH
Sanofi-Aventis Vigt Nam ding ky, trong Quyét dinh ghi tén thudc 13 “Capezen
150mg”, nay diéu chinh tén thude 13 “Capezen Sanofi 150mg”; dia chi nha san xuit 13
“P.0O. Box 1706 Abarnon Street Industrial, Estate Lomassol-Cyprus”, nay diéu chinh

»

dia chi nha sin xuit 1a “Aharnon Street, Limassol Industrial Estate 3056, Limassol-
Cypus” dja chi hop thu “P.0.Box 51706 3508 Limassol-Cyprus”,

37, ‘Quyét dinh sé 13030'/QLD-D§( ngay 08/7/201§ cia Cyc truéng Cuyc Quan ly
Duoc vé viéc dinh chinh quy€t dinh cip s6 ding ky thubc nude ngoai:

(37.1. Thudc Betahistine Bluepharma, SPK: VN-1?442-15 do cong ty TNHH dugc
pham Quang Anh ding ky, trong quyét dinh da didu chinh tn co s déng go6i 1a
“Bluepharma- Industria Farmacéutica, S.A. (Fab)”, nay didu chinh lai thanh
“Bluepharma- Indastria Farmacéutica, S.A. (Fab. Coimbra)”.

38. Cong van gia han hiéu lyc s ding ky:

38.1. Thude PM Procare, SDK: VN-13573-11 do cong ty TNHH dugc phim Dong
D6 ding ky, trong cong vin s0 26253/QLD-PK ngiy 30/12/2016 ciia Cuc Quan ly
dugc vé viéc gia han hiéu Iyc sé ding ky ghi tén céng ty 13 “Céng ty TNHH thuong
mai dugc phém béng D67, nay diéu chinh thanh “Cong ty TNHH dugc phim Déng
Po”.

38.2. Thuéc RB. Tone Syrup, SPK: YN-3683-07 do cong ty Medley
Pharmaceuticals Ltd. ding ky, trong cong van s6 13288/QLD-PK ngay 12/7/2016 cia
Cuc Quén Iy Dugc vé viéc gia han hiéu Iyc s§ ding ky ghi 56 dang ky thuéc dugc gia
han 12 “VN-3086-07”, nay diéu chinh thinh “VN-3683.07".
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38.3. Thuéc R.B. Tone Haematinic Caps, SDK: VN-3086-07 do cdng ty Medley
Pharmaceuticals Ltd. diing ky, trong cong vin sé 13288/QLD-PK ngdy 12/7/2016 cua
Cyc Quan ly Dugc vé viéc gia han higu lyc s§ ding ky ghi tén thude 12 “R.B. Tone
Capsules”, s ding ky thudc dugc gia han 1a “VN-3683-07”, nay diéu chinh tén thudc
g};:?h “R.B. Tone Haematinic Caps”, s dang ky thuéc dugc gia han thanh “VN-3086-

38.4. Thudc Triamvirgi, SDK: VN-11457-10 do Cong ty Pharmatex Italia s.r.l.
dang ky, trong cong van s 11906/QLD-PK ngay 27/6/2016 ctia Cyc Quén ly dugc vé
viéc gia han hidu lyc sé ding ky ghi tén thudc 12 “Triamvirgri”, nay dinh chinh tén
thudc 12 “Triamvirgi”.

38.5. Thudc Ednyt Smg, SDK: VN-8704-09 do Gedeon Richter Ple dang ky, trong
cong vin sb 11424/QLD-PK ngay 21/6/2016 ciia Cuc Quan ly dugc veé viéc gia han
hiéu lyc s6 dang ky ghi tén thudc 13 “Ednyl 5mg”, nay dinh chinh tén thuoc 12 “Ednyt
Smg”.

38.6. Thudc Axcel Promethzine-5 syrup, SPK: VN-10864-10 do Koltra Pharma
(M) Sdn. Bhd dang ky, trong cong van sb 11721/QLD-PK ngay 23/6/2016 cua Cuc
Quan ly dugc vé viéc gia han hiéu luc s6 ding ky ghi tén thude 1a “Axcel
Promethzine-5 syrup”, nay dinh chinh tén thuéc 12 “Axcel Promethazine-5 syrup”.

38.7. Thubc Axcel Dextromethorphan-60 syrup, SPK: V"N-9066-09 do Cdng ty
TNHH dugc phim Binh Chiu ding ky, trong cong vén s6 11423/QLD-PK ngay
21/6/2016 ciia Cuc Quan 1y dugc vé viéc gia han higu luc sb ding ky ghi tén thudc la
“Axcel Dextromethorphan-60 syrup”, nay dinh chinh tén thudc la “Axcel
Dextromethorphan-30 syrup”.

38.8. Thudc Axcel Eviline Fort Suspesion, SDK: VN-9517-10 do Cong ty TNHH
duoc phdm Binh Chdu ding ky, trong cong van sé 11423/QLD-BK ngay 21/6/2016
cita Cuc Quan ly dugc vé viéc gia han higu luc sb ding ky ghi tén thudc 1a “Axcel
Eviline Fort Suspesion”, nay dinh chinh tén thuéc 13 “Axcel Eviline Forte
Suspension”. |

38.9. Thubc Kbtaxim Injection, SDK: VN-10343-10 do Kyongbo Pharmaceutical
Co., Ltd ding ky, trong cong van sb 17853/QLD-PK ngay 13/9/2016 ciia Cuc Quan ly
dugc vé viéc gia han hiéu luc s6 ding ky ghi tén thudc 1a “Kbcetaxim Injection”, nay
dinh chinh tén thudc 12 “Kbtaxim Injection”.

38.10. Thuéc Chirocaine (d6ng géi tai Abbott SRL - Italy), SPK: VN-12139-11
do céng ty AbbVie Inc ding ky, trong cong vin s 8597/QLD-PK ngay 26/5/2016 cia
Cuc Quan ly Dugc vé viéc gia han hiéu luc sb ding ky ghi nha déng goéi 1a “Abbott
SRL - Italy”, nay dinh chinh nha déng gdi la “AbbVie SRL — Italy”.

38.11. Thudc Suntab, SPK: VN-10271-10 do céng ty Hana Pharm Co., Ltd ding
ky, trong c6ng van s6 11987/QLD-DK ngay 27/6/2016 ctia Cuc Quén ly Duogc vé viée
gia han hiéu luc sb dang ky ghi s6 dng ky la “VN-10217-10”, nay diéu chinh 1a “VN-
10271-10”

38.12. Thubéc Taviluci, SPK: VN-10976-10 do cong ty China National
Pharmaceutical Foreign Trade Corporation (Sino-Pharm) dang ky, trong cong vin )
16176/QLD-DK ngay 23/8/2016 ctia Cuc Quan ly Dugc vé vi¢e gia han hi¢u luc s6
ding ky ghi tén thudc 1a “Tarviluci”, nay diéu chinh 1a “Taviluci”.

38.13. '!“huc“')c Colchicine Capel, SDK: VN-5789-08 do Tedis S.A. dang ky, trong
cong vin sé 15809/QLD-DK ngay 17/8/2016 ciia Cuc Quén Iy Dugc vé viéc gia han
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hi¢u Iyc s6 ding ky ghi tén nha san xuft thubc 12 “Aventis Intercontinental- France”,
nay di€u chinh 12 “Sanofi Winthrop Industrie”.

38.14. Thude Sodium chloride injection 500ml:4,5g, SPK: VN-14562-12 do cdng
ty TNHH Dugc phim Chiu A- Théi Binh Duong déng ky, trong cdng vin sb
17768/QLD-DK ngdy 16/11/2012 clia Cyc Quén Iy Dugc v& viéc tang han ding ghi
tén thude 1 “0,9% Sodium chloride injection 500ml:4,5g”, nay diéu chinh 12 “Sodium
chloride injection 500ml:4,5g”.

38.15. Thudc Sodium chloride injection 500ml:4,5g, SDK: VN-14563-12 do cong
ty TNHH Dugc phdm Chdu A- Théi Binh Duong ding ky, trong cong van sb
17769/QLD-PK ngay 16/11/2012 ciia Cuc Quéan 1y Dugc vé viéc ting han dung ghi
tén thude 12 “0,9% Sodium chloride injection 500ml:4,5g”, nay diéu chinh Ia “Sodium
chloride injection 500ml:4,5g”.

_38.16. Thubc AMK 625, SDK: VN-10135-10 do cong ty TNHH thuong mai duge
pham Uc Chéu ding ky, trong cdng van sé 5217/QLD-DK ngay 20/4/2017 clia Cuc
Quén ly dugc vé viée gia han hiéu luc sb ding ky ghi “Pdng ¥ gia han hiéu luc sb
dang ky 12 thing ké tir ngay s6 ding ky thuéc hét higu luc (ngy 28/6/2016)”, nay
diéu chinh thanh “Péng y gia han hiéu huc sé ding ky 12 thang ké tir ngay sb dang ky
thudc hét higu luc (ngay 28/6/2017)”.

39. Cong van cho phép thay dbi/ bd sung déi véi thubc da duge cép sé dang ky:
39.1._Thu6c Glucose Injection 500ml:25g, SPK: VN-14561-12 do cong ty TNHH

A

Duge pham Chéu A- Thai Binh Duong ding ky, trong cdng van sé 9031/QLD-DK

ngiy 10/6/2013 cia Cyc Quan ly Dugc vé viéc ting han dung ghi tén thubc 1a

“5%Glucose Injection 500mI:25g”, nay diéu chinh 13 “Glucose Injection 500ml:25g”.
Cuc Quin ly Dugc théng béo dé céc don vi biét./.

Nai nhin:

- Nhu trén;

- B{ truéng Nguyén Thj Kim Tién (dé b/c);

- Thi truéng Trwong Quéc Cudng (dé bic);

- Cyc Quén y - BY Quéc phong, Cuc Y té - B Cong an;

- Cuc Y té Giao théng vin tii - B Giao thong vén tii;

- Téng cyc Hai quan - By Tai chinh;

- Bio hiém X3 hi Viét Nam; T

- Vu Phip ché, Cuc Quin 1y Y, Dugc cd truyén, Cuc Quin

ly Kham, chita bénh - B Y té, Thanh tra By Y té;

- Vién KN thuéc TW, Vién KN thuéc TP. HCM;

- Téng Céng ty Dugc VN;

- Cac Bénh vién & Vién c6 givdng bénh tryc thudc B Y té;

- Website Cuc QLD, Tap chi Dugc & MP, P. QLKD Dugc;

- Lwu: VT, PKT (12).
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