BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap — Ty do — Hanh phiic
65 /QLD-bK Ha Noi, ngay 94 thang {, nam 2018
v/v dxr{L /L.mh quyét dinh cap OZJ

SPK thubc nuée ngoai
Kinh gtri:

- 8&'Y té cac tinh, thanh phé tryc thude Trung wong;
- Céc cong ty dang ky c6 thude duge dinh chinh.

~ Cuc Quan ly Dugc thong bao diéu chinh mét s ndi dung trong céc Quyet dinh
cép s6 ddng ky lru hanh nhu sau:

1. Quyét dinh sé 92/QP- QLD ngay 15/04/2010 cua Cuc truéng Cuc Quan ly
Dugc vé viéc cong bd 471 tén thube nude ngoai duge phép lwu hanh tai Viét Nam-
Dot 68:

1.1. Thubc Luotai, sé ding ky: VN-9723-10 do Cong ty Kunming
Pharmaceutical Corp. ding ky, trong quyét dinh c6 ghi dia chi nha san xuat la
“Giongli, West Suburb, Kunming, Yunnan, China” nay diéu chinh thanh “Qigongli,
West Suburb, Kunming, Yunnan Province, P.R. China”.

2. Quyet dinh s6 419/QD-QLD ngay 27/12/2013 cua Cuyc truong Cyc Quan ly
Dugc vé viéc ban hanh danh muc 423 thudc nudce ngoai duoc cap s dang ky luu hanh
tai Viét Nam - Dot 84:

2.1. Thuéc Temodal Capsule (DPong goi: Schering-Plough Labo N.V.: d/c:
Industriepark 30, B-2220-Heist-op-den Berg, Belgium), sb dang ky: VN-17530-13 do
Merck Sharp & Dohme (Asia) Ltd. dang ky, trong quyét dinh c6 ghi dia chi nha san
xudt 1a “Tengstromin Katu 8, Turku, 20360, Finland”, nay diéu chinh thanh
“Tengstrominkatu 8, Turku, 20360, Finland”.

3. Quyét dinh s6 294/QP-QLD ngay 12/06/2014 ctia Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 323 thube nuée ngoai dugc cé‘ip s6 dang ky luu hanh
tai Viét Nam - Dot 86:

3.1. Thuée Micomedil, s6 dang ky: VN-18018-14 do Medochemie Ltd. dang
ky, trong quyét dinh c6 ghi tén nha san xudt la “Medochemie Ltd.- Factory
COGOLS”, nay diéu chinh thanh “Medochemie Ltd.- COGOLS FACILITY™.

4, Quyét dinh s 548/QD-QLD ngay 06/10/2015 cua Cuyc truong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 400 thude nudc ngoai dugc cap so dang ky luu hanh
tai Viét Nam - Dot 91:

4.1. Thuéc Vulcan Caps 150mg, s6 dang ky: VN-19075- 15 do Cong ty TNHH
DP Hién vi dang ky, trong quyét dinh ¢6 ghi dia chi nha san xuét la “6, Dervenakion
Str., 15351 Pallini, Attikis, Greece”, nay diéu chinh thanh “6, Dervenakion Str.,
15351 Pallini, Attiki, Greece”.

5. Quyét dinh sé 530/QD-QLD ngay 03/11/2016 cua Cyc truong Cuc Quan Iy
Dugc vé viéc ban hanh Danh muc 99 thudc nude ngoai duge cap s6 dang ky luu hanh
tai Viét Nam — Dot 95:

5.1. Thuéc Tienam, s6 dang ky: VN-20190-16 do Merck Sharp & Dohme
(Asia) Ltd. dang ky, trong quyét dinh c6 ghi tén thube 1a “Tienam (déng goi tai
Laboratoires Merck Sharp & Dohme- Chibret; Dia chi: Route de Marsat, Riom, F-
63963, Clermont- Ferrand Cedex 9, Phap)” nay diéu chinh thanh “Tienam (déng goi




tai Laboratoires Merck Sharp & Dohme- Chibret; Dia chi: Route de Marsat, Riom,
63963 Clermont- Ferrand, Cedex 9, France)”.

6. Quyét dinh sé 409/QD-QLD ngay 19/09/2017 cta Cuc truéng Cuc Quan ly
Duge v& viée ban Lauli danh muye 04 (hude nude ngoai (thube ¢6 hoat chit 1an dau,
ph01 hop hoat chat 1an dau ding ky tai viét nam - sd ddng ky c6 hiéu luc 03 nam) duoc
cép s6 dang ky luu hanh tai Viét Nam - Dot 98:

6.1. Thudc Dexilant 30 mg delayed release capsules, s& ding ky: VN2-654-17
do Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. ding ky, trong quyct dinh cé ghi
tén thubc 1a “Dexilant 30 mg delayed release capsules”, nay didu chinh thanh
“Dexilant 30 mg”;

6.2. Thube Dexilant 60 mg delayed release capsules, sé ding ky: VN2-655-17
do Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. ddng ky, trong quyet dinh cé ghi
tén thudc 1a “Dexilant 60 mg delayed release capsules”, nay diéu chinh thanh
“Dexilant 60 mg”.

% Quyét dinh s6 412/QD- -QLD ngay 19/09/2017 cta Cuyc trudng Cuc Quan ly
Dugc vé viée ban hanh danh muc 246 thude nude ngoai dugc cép sé dang ky luu hanh
tai Viét Nam — Dot 98:

7.1. Céc thude Nafloxin solution for infusion 200mg/100ml, so ding ky: VN-
20713-17 va thubc Nafloxin solution for infusion 400mg/200ml, so dang ky: VN-
20714-17 do Cong ty TNHH Dugc phidm Thu D6 dang ky, trong quyét dinh c¢6 ghi tén
nha sén xuat 1a “Cooper Pharmaceuticals S.A.” , nay diéu chinh thanh “Cooper S.A.
Pharmaceuticals”.

8. Quyét dinh sb 46/QD- QLD ngay 16/01/2018 cta Cuc trudng Cuc Quén ly
Duge vé viéc ban hanh danh muc 14 thudc nuée ngoai dugc cap sd dang ky luu hanh
tai Viét Nam — Dot 98 b sung:

8.1. Thubc Vitalef-50, s6 dang ky VN-20890-18 do Koea Prime Pharm. Co.,
Ltd dang ky, trong quyét dinh c6 ghi dia chi cong ty dang ky 1a “100, Wanjusudan 9—
ro, Bongdong-eup, Wanjju-Gun, Jeollabuk-do, Korea”, nay diéu chinh thanh “(Daein-
dong), 211, Jungang-ro, Dong-gu, Gwangju, Korea”; hoat chit chinh 1a “Sildenafil
(dudi dang Sidenafil citrat) 50mg”, nay diéu chinh thanh “Sildenafil (dudi dang
Sildenafil citrat) 50mg”.

2, Quyét dinh sb 170/QD-QLD ngay 27/03/2018 cta Cyc trudng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 18 thuoc nude ngoai (thube c6 hoat chét, ph01 hop
hoat chét 1an dau dang ky tai Viét Nam - s& dang ky c6 hiéu luc 03 ndm) dugc cap so
dang ky luu hanh tai Viét Nam - Dot 99:

9.1. Céc thube Bifril, s dang ky: VN3-33-18 va thuée Bifril, s6 dang ky: VN3-
34-18 do A. Menarini Singapore Pte. Ltd diang ky, trong quyét dinh c6 ghi tén thude 1a
“Bifril (co s& xuét xudng 16: Dompe' SPA, dia chi: Via Campo di Pile, 67100
L'Aquila, Italy)”, nay diéu chinh thanh “Bifril (co s& kiém soét 16: Dompe' SPA, dia
chi: Via Campo di Pile, 67100 L'Aquila, Italy)”.

10. Quyét dinh s 173/QP-QLD ngay 27/03/2018 cua Cuc trudéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 251 thuéc nuée ngoai dugc cdp s dang ky luu hanh
tai Viét Nam - Dot 99:

10.1. Thube Cinod 10, sb6 ding ky: VN-20901-18 do Ajanta Pharma Limited.
ding ky, trong quyét dinh c6 ghi dia chi nha san xuét 13 “Plot No.B-4/5/6 M.LD. C.
Paithan, Aurangabad 431 128 Maharashtra State, India”, nay diéu chinh thanh “Plot
No.B-4/5/6 M.1.D.C, Paithan, Aurangabad 431148 Maharashtra State, India™;



10.2. Thube Methylcobal Injection 500 Mg, s6 dang ky: VN-20950-18 do Cong
ty TNHH DKSH Viét Nam ding ky, trong quyét dinh c6 ghi tén thubce la “Methylcobal
Injection 500 pg”, nay diéu chinh thanh “Methycobal IIlJECElOn 500 pg”; hoat chét
chinh 12 “Mdi 1ml dung dich chua: Mcthylcobalamm 500 pg”, nay diéu chinh thanh
“Mbi 1ml dung dich chtra: Mecobalamin 500 ng”; tudi tho la “24 thang”, nay diéu
chinh thanh “36 thang™;

10.3. Thube Oxnas suspension, sb dang ky: VN-20967-18 do Cong ty TNHH
Dugc pham Nam Han ding ky, trong quyét dinh c6 ghi tén thubc 12 “Oxnas
suspension”, nay diéu chinh thanh “Oxnas Duo suspension”;

10.4. Thuée Kipel chewable tablets 4mg, s6 dang ky: VN-21064-18 do Mega
Lifesciences Public Company Limited dang ky, trong quyét dinh c6 ghi quy cach dong
goi la “Hop 4 vi x 10 vién” , nay diéu chinh thanh “Hop 4 vi x 7 vién”;

10.5. Thude Smgulalr so dang ky: VN-21065-18 do Merck Sharp & Dohme
(Asia) Ltd. dang ky, trong quyét dinh c6 ghi tén thude 1a “Singulair”, nay diéu chinh
thanh “Singulair (co s¢ déng go6i: Merck Sharp & Dohme B.V., dja chi: Waarderweg
39,2031 BN Haarlem, The thherlands)”

10.6. Thubc Renitec Smg, sO dang ky: VN-21066-18 do Merck Sharp & Dohme
(Asna) Ltd. dang ky, trong quyét dinh c6 ghi quy cach déng goi la “Hop 3 vi x 10
vién”, nay diéu chinh thanh “Hop 3 vix 10 vién, hop 2 vi X 14 vién”

10.7. Thube Clarithromycin for injection 500mg, s6 dang ky VN-21069-18 do
Mi Pharma Private Limited dang ky, trong quyét dinh c6 ghi tén nha san xut la “Agila
Specialties Pvt. Itd.”, nay diéu chinh thanh “Mylan Laboratories Limited”;

10.8. Thudc Ldml 20, s6 dang ky: VN- 21071-18 do Mi Pharma Private Limited
dang ky, trong quyét dinh ¢6 ghi tén nha san xudt 13 “MSN Laboratories Limidted”,
nay diéu chinh thanh “MSN Laboratories Private Limited”;

10.9. Thuée Bonpile soft cap, sb dang ky: VN-20788-17 do Cong ty Korea
Prime Pharm. Co., Ltd ddng ky, trong quyét dinh c6 ghi tiéu chuan 1a “USP37” nay
diéu chinh thanh “USP38”.

Cuc Quan ly Dugce thong bao dé cac don vj biét./.
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