BOYTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DuQcC Doc l1ap - Tw do - Hanh phuc

SO:/QLD-PbK | Ha Noi, ngay~d thang g nam 2019
NIn dinh chinh Quyét dinh cép
SBK thubc nuéc ngoai

Kinh gui: - S& Y té cac tinh, thanh ph6é tryc thudc Trung wong;
-Céc cong ty dang ky c6 thudc dwoc dinh chinh.

Cuc Quan ly Duoc théng bao diéu chinh mét sé ndi dung trong cac Quyét dinh
cap s6 dang ky lwvu hanh nhu sau:

1. Quyét dinh s6 240/QB-QLD ngay 20/8/2010 cua Cuc truéng Cuc Quan ly
Dugc cong bd 780 thube nwéc ngoai duoc phép luu hanh tai Viét Nam- Dot 69:

1.1. Thudc Holoxan, s6 dang ky: VN-9945-10 do Baxter Healthcare (Asia) Pte.,
Ltd. dang ky, trong quyét dinh ghi dia chi nha san xuat la “Kanstrasse 2, 33790 Halle,
Germany”, nay diéu chinh thanh “Kantstrasse 2, 33790 Halle, Germany”.

2. Quyét dinh s6 536/QD-QLD ngay 19/09/2014 cliia Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 363 thuéc nwéc ngoai duoc cap s6 dang ky luvu hanh
tai Viét Nam- Bot 87:

2.1. Thubc Prazone-S 1.0g, s6 dang ky: VN-18287-14 va thuéc Prazone-S 2.0g,
s6 dang ky: VN-18288-14 do Cong ty TNHH xuat nhap khau Thurong mai Dugc pham
NMN dang ky, trong quyét dinh ghi dia chi nha sadn xuat la “Hill Top Industrial
Estate, Jharmajari EPIP, Phase-1 (ext), Bhatoli Kalan, Baddi (HP), India”, nay diéu
chinh thanh “Hill Top Industrial Estate, Jharmajri EPIP, Phase-l (ext), Bhatoli Kalan,
Baddi (HP), India”.

| 3. Quyét dinh s6 678/QD-QLD ngay 08/12/2014 cla Cuc trwdng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 100 thudc nwéc ngoai dugc clp s6 dang ky lwu hanh
tai Viét Nam- Dot 88:

3.1. Thu6c Valcyte, s6 dang ky: VN-18533-14 do F. Hoffmann-La Roche Ltd.
dang ky, trong quyét dinh ghi dia chi nha san xuat la “2100 Syntex Court
Mississsauga, Ontario, L5N7K9, Canada”, nay diéu chinh thanh “2100 Syntex Court
Mississauga, Ontario, L5N7K9, Canada”.

4. Quyét dinh s6 103/QB-QLD ngay 23/3/2016 cla Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 209 thudc nwéc ngoai dwgc cdp sé dang ky lvu hanh
tai Viét Nam- ot 93:

4.1. Thuéc Telma 80, s6 dang ky: VN-19666-16 do Glenmark Pharmaceuticals
Ltd. dang ky, trong quyét dinh ghi quy cach déng géi la “Hop 1 vi X 10 vién”, nay diéu
chinh thanh “Hop nhé X 1 vi X 10 vién. Hop 16n chra 10 hép nho”.

5. Quyét dinh s6 530/QD-QLD ngay 03/11/2016 cla Cuc trvdng Cuc Quan ly
Duogc vé viéc ban hanh danh muc 99 thudc nuéc ngoai dwgc cap s6 dang ky lvu hanh
tai Viét Nam- ot 95:

5.1. Thuéc Augmentin 625mg tablets, s6 dang ky: VN-20169-16 do

GlaxoSmithKline Pte., Ltd. dang ky, trong quyét dinh ghi nha san xuét la “SmithKline
Beecham Pharmaceuticals”, nay diéu chinh thanh “SmithKline Beecham Limited”.

6. Quyét dinh s6 172/QDB-QLD ngay 27/3/2018 cua Cuc trwdng Cuc Quan ly
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Dugc veé viéc ban hanh danh muc 14 thuéc nuéc ngoai (thudc diéu tri ung thu dang ky
lan dau- s6 dang ky hiéu Iyvc 03 nam) dwgc cdp s6 dang ky lwu hanh tai Viét Nam- Dot
99:

6.1. Thuéc Sunpexitaz 100, s6 dang ky: VN3-25-18 do Sun Pharmaceutical
Industries Limited. dang ky, trong quyét dinh ghi dia chi cong ty dang ky la “Acme
Plaza, Andheri - Kurla Road., Andheri (East) Mumbai 400 059, India”, nay diéu chinh
thanh “UB Ground, 5 & AMP; 6th iloors, Sun House, CTS No. 201, B/l. Ram Nagar,

Westem Express Highway, Goregaon East, Mumbai, 400063, Maharashtra, India”;
hoat chat la “Pemetrexed (dwéi dang dinatri hemipentahydrat)”, nay diéu chinh thanh

“Pemetrexed (du@i dang dinatri heptahydrat)”.

7. Quyét dinh s6 173/QB-QLD ngay 27/3/2018 clia Cuc trwédng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 251 thuéc nuéc ngoai duoc cap s6 dang ky lwu hanh
tai Viét Nam- Dot 99:

7.1. Thuéc Aussamin, s6 dang ky: VN-20995-18 do Coéng ty TNHHiTan burc
dang ky, trong quyét dinh ghi dang bao ché la “vién nang”, nay diéu chinh thanh
“vién nang cirng”;

7.2. Thudc Orgalutran, s6 dang ky: VN-21068-18 do Merck Sharp & Dohme
(Asia) Ltd. dang ky, trong quyét dinh ghi dia chi nha san xuat la “Schutzen strasse 87
and 99-101, 88212 Ravensburg, Germany”, nay diéu chinh thanh “Schiitzenstrasse 87

and 99-101, 88212 Ravensburg, Germany”; co s&¢ dong goéi la “N.v. Organon, dia chi:
Kloosterstraat 6, 5349 AB Oss, The Netherlands”, nay diéu chinh thanh “co s& déng

goi cdp 2: N.v. Organon, dia chi: Kloosterstraat 6, 5349 AB Oss, The Netherlands”.

8. Quyét dinh s6 411/QB-QLD ngay 04/07/2018 cla Cuc trwdng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 200 thudc nuéc ngoai duoc cap s6 dang ky Iwvu hanh
tai Viét Nam- ot 100:

8.1. Thudc Shinacin, sd dang ky: VN-21395-18 do Cong ty TNHH Duwoc pham
Shinpoong Daewoo dang ky, trong quyét dinh ghi hoat chat chinh-ham luong la
“Amoxicilin (dwdi dang Amoxcilin trihydrat) 500 mg; Acid clavulanic (du¢i dang
clavulanat potassium) 125 mg”, nay diéu chinh thanh “Amoxicilin (dwéi dang
Amoxicilin trihydrat) 500 mg; Acid clavulanic (dwéi dang clavulanat potassium) 125
mg

8.2. Thudc Granisetron Kabi Img/Iml, s6 dang ky: VN-21199-18 do Cong ty co
phan Fresenius Kabi Bidiphar dang ky, trong quyét dinh ghi dia chi nha san xuét la
“Lagedo, 3465-157 Santiago de Bestelros, Portugal”, nay diéu chinh thanh “Zona
Industrial do Lagedo, 3465-157 Santiago de Besteiros, Portugal”;

8.3. Thudc Metliie, s6 dang ky: VN-21240-18 do Cong ty TNHH Duwgc Pham Y-
Med dang Ky, trong quyét dinh cé ghi tiéu chuan la “NSX”, nay diéu chinh thanh “BP
2015”;

8.4. Thudc Hypolip-10, s6 dang ky: VN-21293-18 va thudc Hypolip-20, sé dang

ky: VN-21294-18 do Hetero Labs Limited dang ky, trong quyét dinh ghi dia chi nha
san xuat la “Unit-V, Sy. No. 439,440, 441 & 458, TSIIC Forinulation SEZ, Polepally

Village, Jadcherla Mandal, Mahaboognagar District, Telangana, India”, nay diéu chinh
thanh “Unit-V, Sy. No. 439,440, 441 & 458, TSIIC Formulation SEZ, Polepally
Village, Jadcherla Mandal, Mahaboobnagar District, Telangana, India”. i
9. Quyét dinh sb 748/1/QB-QLD ngay 29/10/2018 cla Cuc truédng Cuc Quan ly
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Dugc vé viéc ban hanh danh muc 94 thu6c nuwéc ngoai dugc cdp sé dang ky lwu hanh
tai Viét Nam- bot 101:

9.1. Thuéc Newmytoba 0,1%, s6 dang ky: VN-21442-18 do Pharmaunity Co.,
Ltd dang ky, trong quyét dinh ghi dia chi nha san xuat la “69-10, Hansam-ro, Duksan-
myun, Jinchun-gun, Chungbuk, Korea”, nay diéu chinh thanh “69-10, Hansam-ro,
Deoksan-myeon, Jincheon-gun, Chungcheongbuk-do, Korea™;

9.2. Thu6c Creao Inj., s6 dang ky: VN-21439-18 do Pharmaunity Co., Ltd dang
ky, trong quyét dinh ghi dia chi nha san xuat la “872-23, Yeojunam-ro, Ganam-myeon,
Yeoju-gun, Gyeonggi-do- Korea”, nay diéu chinh thanh “872-23, Yeojunam-ro,
Ganam-eup, Yeoju-si, Gyeonggi-do- Korea”.

10; Quyét dinh s6 748/6/QB-QLD ngay 29/10/2018 cuia Cuc trwdng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 75 thu6c nuéc ngoai dwgc cdp s6 dang ky Iwvu hanh
tai Viét Nam- Dot 101 (bd sung):

10.1. Thudc Gurocal cap. 250mg, s6 dang ky: VN-21635-18; thuéc Kesude, so
dang ky: VN-21642-18 va thudc Vik 1 Inj, s6 dang ky: VN-21634-34 do Pharmaunity
Co., Ltd dang ky, trong quyét dinh ghi dia chi cdng ty dang ky la “69-5 Taepyeongno,
2-Ga, Jung-Gu, Seoul, Korea”, nay diéu chinh thanh “74, Sejong-daero, Jung-gu,
Seoul, Korea”,

10.2. Thuéc Daenase Ophthalmic Solution, s6 dang ky: VN-21638-18 va thuéc
Newpicetam Ophthalmic, s6 dang ky: VN-21641-18 do Pharmaunity Co., Ltd dang
ky, trong quyét dinh ghi dia chi cong ty dang ky la “69-5 Taepyeongno, 2-Ga, Jung-
Gu, Seoul, Korea”, nay diéu chinh thanh “74, Sejong-daero, Jung-gu, Seoul, Korea™:;
dia chi nha san xuét la “69-10, Hansam-ro, Duksan-myun, Jinchun-gun, Chungbuk,
Korea”, nay diéu chinh thanh “69-10, Hansam-ro, Deoksan-myeon, Jincheon-gun,
Chungcheongbuk-do, Korea™; ghi tén thudc la “Newpicetam ophthalmic” nay diéu
chinh thanh “Newpicetam Ophthalmic Solution”.

10.3. Thuéc Hwabra Ophthalmic Solution, s6 dang ky: VN-21638-18 va thudc
Marilase ophthalmic solution, s6 dang ky: VN-21640-18 do Pharmaunity Co., Ltd
dang ky, trong quyét dinh ghi dia chi nha s&n xuét la “69-10, Hansam-ro, Duksan-
myun, Jinchun-gun, Chungbuk, Korea”, nay diéu chinh thanh “69-10, Hansam-ro,
Deoksan-myeon, Jincheon-gun, Chungcheongbuk-do, Korea”;

10.4. Thubc Atadyn, s6 dang ky: VN-21578-18; thu6c Ereciil 100, s6 dang ky:
VN-21579-18 va thu6c Staga-50, s6 dang ky: VN-21580-18 do Ambica Intemational
Corporation dang ky, trong quyét dinh ghi tén cong ty dang ky la “Ambica
Intemational Corporational”, nay diéu chinh thanh “Ambica Intemational
Corporation™;

10.5. Thuéc Mefira Inj.,, s6 dang ky: VN-21637-18 do Pharmaunity Co., Ltd
dang.ky, trong quyét dinh ghi dia chi cong ty dang ky la “69-5 Taepyeongno, 2-Ga,
Jung-Gu, Seoul, Korea”, nay diéu chinh thanh “74, Sejong-daero, Jung-Gu, Seoul,
Korea™; tiéu chuéan la “USP 38", nay diéu chinh thanh “ U'SP 40;

10.6. Thudc Tricovivax, s6 dang ky: VN-21636-18 do Pharmaunity Co., Ltd
dang ky, trong quyét dinh ghi dia chi cong ty dang ky la “69-5 Taepyeongno, 2-Ga,
Jung-Gu, Seoul, Korea”, nay diéu chinh thanh “74, Sejong-daero, Jung-gu, Seoul,
Korea”.

11. Quyét dinh s6 161/QLD-BK ngay 20/3/2019 cla Cuc trwdng Cuc Quan ly
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Duoc vé viéc ban hanh danh muc 27 thu6c nwéc ngoai - thube diéu tri ung thw dang ky
lan dau tai Viét Nam - Dot 102:

11.1. Thu6c Gemhope, s6 dang ky: VN3-124-19 do Glenmark Pharmaceuticals
Ltd. dang ky, trong quyét dinh ghi dia chi nha s&dn xuat la “Calle 9 Ing Meyer Oks
No593-Parque Industrial Pilar, Provincia de Buenos Aires, Argentina”, nay diéu chinh
thanh “Calle 9 No0593 (B1629MAX) Parque Industrial Pilar, Provincia de Buenos
Alres, Argentina”;

11.2. Thuéc Pemexed 500, s6 dang ky:'VN3-128-19 do Mega Lifesciences
Public Company Limited dang ky, trong quyét dinh ghi hoat chat, ham luwgng la
“Pemetrexed (duwéi dang pemetrexed natri) 500mg”, nay diéu chinh thanh “Pemetrexed
(dwtéi dang pemetrexed dinatri) 500mg”; dia chi nha san xuat la “Sy. No. 143 to 148,
150&151, Near Gandimaisama, Cross Roads, D.p Pally, Dundigal Post, Dundigal-

Gandimaisamma Mandal, Medchal - Malkajgiri District, Hyderabad- 500 043,
Telangana, India”, nay diéu chinh thanh “Unit -Il, Block c, Phase I, Visakhapatnam

special Economics Zone (VSEZ), Duvvada, Visakhapatnam-530049, Andhra Pradesh,
India”.

12. Quyét dinh s6 162/QLD-BK ngay 20/3/2019 cua Cuc trwdng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 37 thu6c cé hoat chat, ph6i hgp hoat chat lan dau
dang ky tai Viét Nam- bot 102:

12.1. Thuéc Fycompa 2 mg, s6 dang ky: VN3-150-19 do Eisai (Thailand)
Marketing Co., Ltd. dang ky, trong quyét dinh ghi quy cach déng géi la “Hop 2 vi X 14
vién”, nay diéu chinh thanh “Hop 1 vi, 4 vi X 7 vién”; dia chi cong ty dang ky la “No.
93/1, Unit 603-604, 6th Floor, GPF Withayu Tower A, Wtreless Road, Lumphini Sub-
district, Pathum Wan District, Bangkok Metropolis, Thailand”, nay diéu chinh thanh
“No. 93/1, Unit 603-604, 6th Floor, GPF W.itthayu Tower A, Wtreless Road,
Lumphini Sub-district, Pathum Wan District, Bangkok Metropolis”;

12.2. Thu6c Fycompa 4 mg, s6 dang ky: VN3-151-19 va thu6c Fycompa 8 mg,
s6 dang ky VN3-152-19 do Eisai (Thailand) Marketing Co., Ltd. dang ky, trong quyét
dinh ghi dia chi cong ty dang ky la “No. 93/1, Unit 603-604, 6th Floor, GPF Withayu

Tower A, Wtureless Road, Lumphini Sub-district, Pathum Wan District, Bangkok
Metropolis”, nay diéu chinh thanh “No. 93/1, Unit 603-604, 6th Floor, GPF Witthayu

Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District, Bangkok
Metropolis”.

13. Quyét dinh s6 164/QB-QLD ngay 20/3/2019 cla Cuc trwéng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 326 thudc nwdc ngoai dwoc cap sé dang ky lwu hanh
tai Viét Nam- Dot 102:

13.1. Thu6c Polygynax, s6 dang ky: VN-21788-19 do Coéng ty TNHH Thuong
mai Dwgc Thuan Gia dang ky, trong quyét dinh thiéu thdng tin vé co s& déng goi,
kiém soat chat lvong va xuat xwdng, nay bd sung thong tin: “Co s& dong goi, kiém
soat chat lvgng va xuat xwdng: Innothera Chouzy, dia chi: LTsle Vert, Rue René
Chantereau 41150 CHOUZY SUR CISSE- France”;

13.2. Thu6c Efferalgan, s6 dang ky: VN-21849-19 do Diethelm & Co., Ltd dang
ky, trong quyét dinh ghi han dung la “24 thang”, nay diéu chinh thanh “36 thang™;

13.3. Thubéc Rhinovent nasal spray, s6 dang ky: VN-21950-19 do Phil
Intemational Co., Ltd. dang ky, trong quyét dinh ghi tén thudc la “ Rhinovent nasal
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spray”, nay diéu chinh thanh “Rhinovent”; hoat chat, ham lugng la “Ipratropium
bromid 4,5mg/15ml", nay diéu chinh thanh 'Tpratropium bromid khan 4,5mg/15ml
(m6i liéu xit 0,13g dung dich chtra Ipratropium bromid khan 42 mcg (twong duong
Ipratropium bromid khan 40mcg

13.4. Thudc Gemita 200mg, s6 dang ky: VN-21730-19 do Céng ty cO phan
Fresenius Kabi Bidiphar dang ky, trong quyét dinh ghi dia chi nha san xuat la “Village
Kishanpura, p.o. Guru Majra, Tehsil-Nalagarh, Distt. Solan (H.p.) 174101, India”,
nay diéu chinh thanh “Village Kishanpura, Baddi, Tehsil-Nalagarh, District Solan,
Himachal Pradesh, IN-174101, India”;

13.5. Thudc Intaxel, s6 dang ky: VN-21731-19 do Cong ty cO phan Fresenius
Kabi Bidiphar dang ky, trong quyét dinh c6 ghi dia chi nha san xuat la “Village
Kishanpura, p.o. Guru Majra, Tehsil-Nalagarh, Distt. Solan (H.p.) 174101, India”,
nay diéu chinh thanh “Village Kishanpura, Baddi,' Tehsil-Nalagarh, District Solan,
Himachal Pradesh, IN-174101, India”; dang bao ché la “B6t dong khd pha dung dich
tiém truyén”, nay diéu chinh thanh “Dung dich tiém truyén’;

13.6. Thudc Nitro-G, s6 ding ky: VN-21940-19 do PT. Dexa Medica ding ky,
trong quyét dinh ghi quy cach déng goéi la “Hop 5 6ng X IOmI”, nay diéu chinh thanh
“Hop 10 6ng X 10OmI”;

13.7. Thuéc G-Xtil 500, s6 dang ky: VN-21841-19 do Cbng ty TNHH Thuwong
mai Dwgc pham Trwong Thinh dang ky, trong quyét dinh ghi tiéu chuan la “USP 397,
nay diéu chinh thanh “NSX”’; '

13.8. Thudc Aloxi, so6 dang ky: VN-21795-19 do Céng ty TNHH Dugc pham
Viét Phap dang ky, trong quyét dinh ghi thdng tin nha san xuat la “Nha san, xuat:
Pierre Fabre Medicament Production”, nay diéu chinh thanh “Nha san xuat, kiém tra
chat lvgng va déng goi so cap: Pierre Fabre Medicament Production”,

13.9. Thuéc Losacure-50, s6 dang ky: VN-21870-19 do Gracure Pharmaceuticals
Ltd. dang ky, trong quyét dinh ghi tiéu chuan la “NSX”, nay diéu chinh thanh “USP
417,

13.10. Thudc Grabulcure, s6 dang ky: VN-21867-19 do Gracure Pharmaceuticals
Ltd. dang ky, trong quyét dinh ghi dang bao ché la “vién nén bao phim”, nay diéu
chinh thanh “vién nang ctrng”;

13.11. Thuéc Paclihope, s6 ddng Kky: VN-21864-19 do Glenmark
Pharmaceuticals Ltd. dang ky, trong quyét dinh ghi dia chi nha san xuat la “Calle 9 Ing
Meyer Oks No593-Parque Industrial Pilar, Provincia de Buenos Atres, Argentina”, nay

diéu chinh thanh “Calle 9 No593 (B1629MAX) Parque Industrial Pilar, Provincia de
Buenos Aires, Republica, Argentina”;

13.12. Thudéc Glentidine, s6 dang ky: VN-21863-19 do Glenmark
Pharmaceuticals Ltd. dang ky, trong quyét dinh ghi tén va dia chi nha san xuét la
“Glenmark Generics Ltd; dia chi: Plot No. S-7, Colvale Industrial Estate, Colvale,
Bardez, Goa 40513, India”, nay diéu chinh thanh “Glenmark Pharmaceuticals Ltd; dia
chi: PlotNo. S-7, Colvale Industrial Estate, Colvale, Bardez, Goa - 403 513, India”;

13.13. Thuéc Belidipine, s0 dang ky: VN-21744-19 do Céng ty CP duoc pham
Pha No dang ky, trong quyét dinh ghi tén nha san xuat la “Atlantic Pharma- Producoes

Farmaceuticas S.A.”, nay diéu chinh thanh “Atlantic Pharma- Producoes
Farmaceuticas, S.A.”, quy cach déng g6i la “Hop 1 vi X 4 vién”, nay diéu chinh thanh
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“Hop 6 vi X 10 vién”;

13.14. Thuéc Lilonton, s6 dang ky: VN-21961-19'do Siu Guan Chemical
Industrial Co., Ltd. dang ky, trong quyét dinh ghi tén thuéc la “Lilonton”, nay diéu
chinh tén thudc la “Lilonton Injection 1000mg/5ml”.

14. Quyét dinh s6 220/QD-QLD ngay 16/4/2019 cla Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 24 thuéc nwéc ngoai dwgc cdp s6 dang ky lvu hanh
tai Viét Nam- Dot 102 b6 sung:

14.1. Thu6c Phileo Tab, s6 dang ky: VN-21985-19 do Céng ty TNHH Philavida
dang ky, trong quyét dinh ghi dia chi cong ty dang ky la “Lau 2, s6 770-770A dudng
Sv Van Hanh (néi dai), Phuong 10, Thanh phé H6 Chi Minh Viét Nam”, nay diéu
chinh thanh “Lau 2, s6 770-770A dudng Suv Van Hanh (néi dai), Phuwdng 12, Quan 10,
Thanh phé H6 Chi Minh Viét Nam”; nha san xuét la “Samchundang Pharm Co., Ltd.”,
nay diéu chinh thanh “Samchundang Pharm. Co., Ltd.” ; tén thudc la “ Phileo Tab”,
nay diéu chinh thanh “Phileo Tab.”;

14.2. Thu6c Atira Injection, s6 dang ky: VN-21995-19 do Pharmaunity Co., Ltd
dang ky, trong quyét dinh ghi dia chi cong ty ddng ky la “69-5 Taepyeongno, 2-Ga,
Jung-Gu, Seoul, Korea”, nay diéu chinh thanh “74, Sejong-daero, Jung-gu, Seoul,
Korea”.

15. Quyét dinh s6 435/QD-QLD ngay 24/7/2019 cla Cuc trydng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 35 thu6c nuéc ngoai duoc cdp s6 dang ky lwu hanh
tai Viét Nam- Dot 102 b6 sung lan 2:

15.1 Thubc Vihacaps 600, s6 dang ky: VN-22016-19; thuéc Gynocaps, s6 dang
ky: VN-22017-19 va thudc Esserose 450, s6 dang ky: VN-22018-19 do Cong ty
TNHH M6t thanh vién Vimepharco dang ky, trong quyét dinh ghi tén nha san xuat la
“Minskinterrcaps U.V”, nay diéu chinh thanh “Minskintercaps U.V”,

16. Quyét dinh s6 437/QD-QLD ngay 24/7/2019 cta Cuc trwéng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 177 thudc nwéc ngoai duwgc cap sé dang ky lvu hanh
tai Viét Nam- Bot 103:

16.1. Thudc Ivaswfi 5, s dang ky: VN-22118-19 do Coéng ty TNHH M6t thanh
vién An Phat dang ky, trong quyét dinh ghi tén thubc 1a “Ivaswfi 5 nay diéu chinh
thanh “lvaswifi 5”;

16.2. Thu6c Ivaswft 7.5, s6 dang ky: VN-22119-19 do Cbéng ty TNHH M0t thanh
vién An Phat dang ky, trong quyét dinh ghi tén thuéc 1a “Ivaswfi 5 nay diéu chinh
thanh “lvaswift 7.5”;

16.3. Thu6c Methylcobalamin Capsules 1500mcg, s6 dang ky: VN-22120-19 do
Cong ty TNHH MTV An Phat ding ky, trong quyét dinh ghi tén thubc la
“Methylcobalamin Capsules 150mcg”, nay diéu chinh thanh “Methylcobalamin
Capsules 1500mcg™; dia chi nha san xudt la “Survey No. 20/1, Vandalur-

Kelambakkam Road, Pudupakkam Village, Kancheenpuram Dist., Tamilnadu-603
103, India”, nay diéu chinh thanh “Survey No. 20/1, Vandalur-Kelambakkam Road,
Pudupakkam Village, Kanchee puram Dist., Tamilnadu-603 103, India”.

17. COng van veé viéc duy tri hiéu luc s6 dang ky:
17.1. Cong vén s6 11926/QLD-DK ngay 17/7/2019 cta Cuc Quan ly Dugc vé
viéc duy tri hiéu luc giay dang ky lwvu hanh va thay doi cong ty dang ky co ghi tén
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thuéc duoc ti€p tuc duy tri hiéu lyc gidy dang ky luvu hanh la “Epokin Preiilled
injection 2000 Units/0,5ml”, nay diéu chinh thanh “Epokine Preiilled ¢yection 2000
Units/0,5ml”;

17.2. Cong van s6 11688/QLD-BK ngay 16/7/2019 clia Cuc Quan ly Duwoc vé
viéc duy tri hiéu lyc giay dang ky luvu hanh c6 ghi tén cong ty nhan céng van la “Céng
ty ¢6 phan Dugc & TTBYT T.N.T”, nay diéu chinh thanh “Céng ty c¢6 phan Dugc va
thiétbiy té T.N.T”,

17.3. Thubc Advagraf, s6 dang ky: VN-16498-13 do Astellas Pharma Singapore
Pte. Ltd. dang ky, trong cong van s6 5646/QLD-BDK ngay 16/4/2019 cta Cuc Quan ly
Duwoc Ve viéc duy tri hiéu lyc gidy dang ky luvu hanh c6 ghi thoi han hiéu lvc duy tri s6
dang ky la “12 thang ké ngay hét hiéu luc gidy dang ky lwu hanh (ngay 01/4/2018)”,
nay diéu chinh thanh “12 thang ké ngay hét hiéu luc gidy dang ky lwu hanh (ngay
01/4/2019)”;

17.4. Thuéc PM Remem, SDK: VN-11788-11 do Cong ty CPTM DP &TTBYT
Thuén Phat dang ky, trong cong van s6 6472/QLD-DK ngay 03/5/2019 cla Cuc Quan
ly Duwoc vé viéc duy tri hiéu luc gidy dang ky luu hanh cé ghi tén thudc la “PM
Renem”, nay diéu chinh thanh “PM Remem?”;

17.5. Thu6c Flucort, s6 dang ky: VN-16771-13 do Glenmark Pharmaceuticals
Ltd. dang ky, trong cong van s 10809/QLD-BK ngay 01/7/2019 cla Cuc Quan ly
Duwoc veé viéc duy tri hiéu luc gidy dang ky Iwu hanh cé ghi thoi han cho phép duy tri
hiéu lyc gidy dang ky Iwvu hanh la “12 ké tir ngay héthiéu lyc gidy dang ky lwu hanh
(ngay 05/7/2019)”, nay diéu chinh thanh “12 thang ké tir ngay hét hiéu lyc gidy dang
ky Ivu hanh (ngay 05/7/2019)”.

17.6. Cong van sb 5386/QLD-DK ngay 12/4/2019 cua Cuc Quéan ly Duoc vé
viéc cap nhat thong tin sau khi duoc cap gidy dang ky lvu hanh cé ghi “Can cti¢ Quyét
dinh so 748/11/QB-QLD ngay 29/9/2019 cla Cuc quan ly Duwgc vé viéc ban hanh
danh muc 17 thuéc nwéc ngoai duoc cdp s6 dang ky lwu hanh tai Viét Nam- Dot 101
(b6 sung)”, nay diéu chinh thanh “Can clr Quyét dinh s0 748/11/QDB-QLD ngay
29/10/2018 cua Cuc quan ly Dugc vé viéc ban hanh danh muc 17 thuéc nwéc ngoai
duoc cap sd dang ky lwu hanh tai Viét Nam- Dot 101 (bd sung)™;

17.7. Cong van sb6 7507/QLD-BK ngay 21/5/2019 cua Cuc Quéan ly Duoc vé
viéc duy tri hiéu lyc gidy dang ky lvu hanh c6 ghi tén thuéc duwoc ti€p tuc duy tri hiéu
lwvc gidy dang ky lwvu hanh la “Flagril”, nay diéu chinh thanh “Plagril’;

17.8. Cong van sb 8972/QLD-bBK ngay 25/2/2018 cua Cuc Quan ly puoc vé
viéc duy tri hiéu luc s6 dang ky lwu hanh, trong cong vén c6 ghi “Dong y dé cong ty
ti€p tuc duy tri hiéu lwc s6 dang ky trong thoi gian 12 thang ké tir ngay s6 dang ky hét
hiéu luc (ngay 17/12/2018) d6i véi thube: Riosart 300 mg, SBK: VN-17573-13”, nay
diéu chinh thanh “Dong y dé cong ty tiép tuc duy tri hiéu luc sé dang ky trong thoi
gian 12 thang ké tlr ngay s6 dang ky hét hiéu luc (ngay 27/12/2018) d6i voi thudc:
Riosart 300 mg, SBK: VN-17573-13";

17.9. Cong van sb 4428/QLD-bBK ngay 29/3/2019 cua Cuc Quan ly Duoc vé
viéc duy tri hiéu luc s6 dang ky cé ghi tén thudc duoc ti€p tuc duy tri hiéu lwc sé dang
ky la “Dasbarain”, nay diéu chinh thanh “Dasbrain”.

18.Cdng van veé viéc thay ddi, bd sung sau khi thubéc duoc cap gidy dang ky lwu
hanh:



18.1. Thu6c Unioncolin Injection Ig, s6 dang ky: VN-20180-16 do Kyongbo
Pharmaceutical Co., Ltd dang ky, trong cong van s6 10251/QLD-BPK ngay 05/6/2018
clia Cuc Quan ly Duwgc vé viéc thay doi cach ghi dia chi nha san xuat c6 ghi dia chi
nha san xuat thay doi la “246, Munmakgongdan-gil, Munmak-gil, Munmak-eup,
Wonju-si, Gangwon-do, Republic of Korea”, nay diéu chinh thanh *“246,
Munmakgongdan-gil, Munmak-eup, Wonju-si, Gangwon-do, Republic of Korea”;

18.2. Thu6c Graiort, s6 dang ky: VN-18887-15 do Daewoong Pharmaceutical
Co., Ltd dang ky, trong cdng van s6 5972,/QLD-BK ngay 22/4/2019 clia Cuc Quéan ly
Duoc Vvé viéc thay d6i chd s& hiru sdn pham va co s& nhugng quyén ghi trén nhan cé
ghi “Daewoong Bio Inc. Bia chi: 69, Gondan 1-ro, Anseong-si, Gyeonggi-do, Korea”,
nay diéu chinh thanh “Daewoong Bio Inc. Pia chi: 69, Gongdan 1-ro, Anseong-si,
Gyeonggi-do, Korea™;

18.3. Thu6c Amiyu Granules, s6 dang ky: VN-16560-13 do cong ty TNHH
DKSH Pharma Viét Nam dang ky, trong cong van s6 6846/QLD-BK ngay 09/5/2019
cla Cuc Quan ly Duoc vé viéc thay d6i cong ty dang ky co ghi cong ty dang ky thay
doi la “DKSH Pharma Vietnam Co., Ltd”, nay diéu chinh thanh “Cong ty TNHH
DKSH Pharma Viét Nam™;

18.4. Thudc Cefepim Fresenius Kabi 2g, s6 dang ky: VN-20139-16 do c6ng ty
cO0 phan Fresenius Kabi Viét Nam dang ky, trong cong van s0 7745/QLD-DK ngay
22/5/2019 cla Cuc Quan ly Dugc veé viéc thay doi tén nha san xuat ghi “Dong y thay
doi tén nha san xudt san pham trung gian (khdng thay doi dia chi)”, nay diéu chinh
thanh “Déng y thay déi tén nha san xuat san pham trung gian va tén nha san xuat dwoc
chét (khong thay doi dia chi)”; “Tén nha san xuét san pham trung gian da duoc duyét”
nay diéu chinh thanh “Tén nha san xuat san pham trung gian va tén nha san xuat dwoc
chat da duoc duyét”;

18.5. Thu6c Efexor XR, s6 dang ky: VN-18976-15 va thu6c Efexor XR, sb
dang ky: VN-18975-15 do Pfizer (Thailand) Ltd. dang ky, trong cong van s6
7378/QLD-BK ngay 20/5/2019 cta Cuc Quan ly Duoc vé viéc thay doi tiéu chuan va
quy trinh phan tich thu6c thanh pham, thay doi trong kiém soat qua trinh san xuét cla
thudc thanh pham c6 ghi tén thuéc la “Efexor”, nay diéu chinh thanh “Eiexor XR™;
céng van da ghi “Dong y dé cong ty duoc thay déi tiéu chuan va quy trinh phan tich
cla thudc thanh pham, thay doéi trong kiém soat qua trinh san xuét cla thudc thanh
pham cla thu6c” va “Bang so sanh thay doi tiéu chuan va quy trinh phan tich cla
thudc thanh pham, thay doi trong kiém soat qué trinh san xuat cla thudc thanh pham”
nay diéu chinh thanh “Dong y dé cong ty dwoc thay doi tiéu chuan va quy trinh phan
tich cla thudc thanh pham, thay déi trong kiém soat quéa trinh san xuéat clia thuéc thanh
pham va thay ddi tiéu chuan va quy trinh phan tich hoat chét cla thudc” va “Bang so
sanh thay doi tiéu chuan va quy trinh phan tich cltia thuéc thanh pham, thay ddi trong
kiém soat qud trinh sdn xudt cla thu6c thanh pham, thay doi tiéu chuén va quy trinh
phan tich hoat chat”;

18.6. Thudc Lipitor, s6 dang ky: VN-17767-14; thudc Lipitor, s6 dang ky: VN-
17768-14 va thu6c Lipitor, s6 dang ky: VN-17769-14 do Pfizer (Thailand) Ltd. dang
ky, trong cong van s6 1692/QLD-DK ngay 02/02/2016 ctia Cuc Quan ly Dugc vé viéc
thay d6i dia chi cong ty dang ky c6 ghi “Dia chi da dwgc duyét: Floor 36, 37, 38,
United Center Building, 323 Silom Road, Silom, Bangrak, Bangkok 10500, Thailand”,
nay diéu chinh thanh “Bia chi da dugc duyét: Floor 36, 37, 38 and 42, United Center
Building, 323 Silom Road, Silom, Bangrak, Bangkok 10500, Thailand”;
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18.7. Thubc Dianeal Low Calcium (2.5mEq/l) Peritoneal Dialysis Solution with
1.5% Dextrose, s0 dang ky: VN-21178-18; thu6c Dianeal Low Calcium (2.5mEqg/l)
Peritoneal Dialysis Solution with 4.25% Dextrose, s6 dang ky: VN-21179-18 va thu6c
Dianeal Low Calcium (2.5mEq/l) Peritoneal Dialysis Solution with 2.5% Dextrose, s6
dang ky: VN-21180-18 do Baxter Healthcare (Asia) Pte Ltd dang ky, trong cong van
s0 10103/QLD-DK ngay 25/6/2019 cla Cuc Quan ly Dwgc vé viéc thay doi quy céch
déng goi cé ghi tén thudc la “Dianeal Low Cacium (2.5mEq/l) Peritoneal Dialysis
Solution with 1.5% Dextrose; Dianeal Low Cacium (2.5mEq/l) Peritoneal Dialysis
Solution with 4.25% Dextrose va Dianeal Low Cacium (2.5mEg/l) Peritoneal Dialysis
Solution with 2.5% Dextrose” nay diéu chinh thanh “Dianeal Low Calcium (2.5mEq/I)
Peritoneal Dialysis Solution with 1.5% Dextrose; Dianeal Low Calcium (2.5mEq/l)
Peritoneal Dialysis Solution with 4.25% Dextrose va Dianeal Low Calcium (2.5mEq/I)
Peritoneal Dialysis Solution with 2.5% Dextrose”;

18.8. Thuéc Tormeg-10, s6 dang ky: VN-18558-14 do Mega Lifesciences
Public Company Limited, trong céng van s6 10135/QLD-BK ngay 25/6/2019 cla Cuc
Quan ly Duoc vé viéc thay déi phwong phap kiém nghiém thudc thanh pham cé ghi
“Bang so sanh thay ddi ndi dung t& hwéng dan st dung clia thudc dugc dong dau xac
nhan cda Cuc Quan ly Dugc va dinh kém cong van nay” nay diéu chinh thanh “Béang
so sanh thay déi tiéu chuan thanh pham, thay doi phwong phéap kiém nghiém cua thudc
thanh pham duoc dong ddu xac nhan clia Cuc Quan ly Dugc va dinh kém cbng van
nay”;

18.9. Thudc Tensira 300, s6 dang ky: VN-19612-16 do PT. Pertiwi Agung dang
ky, trong cong van s6 8142/QLD-BK ngay 29/5/2019 cla Cuc Quéan ly Dugc vé viéc
thay doi cong ty dang ky co ghi “Coéng ty dang ky da dwoc duyét: Cong ty TNHH
Duoc pham Viét Lam. Dia chi: To 16 Lam Du, phuvong B6 Dé, quan Long Bién, Ha
NOi, Viét Nam”, nay diéu chinh thanh “Cong ty ding ky da duoc duyét: Cong ty cO
phan Duwgc pham Vipharco. Dia chi: s6 67, ngd 68, dwong Ngoc Thuy, quin Long
Bién, Ha Noi, Viét Nam™;

18.10. Thu6c CKDCipol-N 100mg, s6 dang ky: VN-18192-14 do Chong Kun
Dang Pharmaceutical Corp dang ky, trong cong van s6 4675/QLD-DK ngay 02/4/2019
cla Cuc Quéan ly Duoc vé viéc thay doi tén va dia chi nha san xuat c6 ghi “Tén va dia
chi nha san xuéat da duoc duyét: Sehyung Capsule Pharmaceutical Co., Ltd. Bia chi:
Osongsaengmyeong-ro 61, Osong-eup, Cheongwon-gun, Chungcheongbuk-do,
Korea”, nay diéu chinh thanh “Tén va dia chi nha san xuat dd duoc duyét: Suheung
Capsule Pharmaceutical Co., Ltd. Bia chi: Osongsaengmyeong-ro 61, Osong-eup,
Cheongwon-gun, Chungcheongbuk-do, Korea”; cong van da ghi “Tén va dia chi nha
san xudt thay doi: Seheung Co., Ltd. Dia chi: 61, Osongsaengmyeong-ro, Osong-eup,
Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, Republic of Korea”, nay diéu
chinh thanh “Tén va dia chi nha san xuét thay doi: Suheung Co., Ltd. Dia chi: 61,
Osongsaengmyeong-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-
do, Republic of Korea”;

18.11. Thubc Optive up, s6 dang ky: VN-17634-14 do Allergan Singapore Ptd.
Ltd déng ky, trong céng van s6 9268/QLD-DK ngay 14/6/2019 clia Cuc Quéan ly Dugc
Ve viéc bo sung quy cach déng gdi cé ghi cong ty dang ky la “Allergan Inc. Dia chi:
2525 Dupont Drive, Irvine, Caliidmia 92612-1599, USA” nay diéu chinh thanh
“Allergan Singapore Ptd. Ltd. Bia chi: 8 Marina Boulevard #05-02, Marina Bay
Financial Centre, Singapore”;



18.12. Thub6c Philacetonal, s6 dang ky: VN-20156-16 do cong ty TNHH' -
Philavida dédng ky, trong céng van s6 6836/QLD-DK ngay 09/5/2019 ctia Cuc Quan ly
Duwoc vé viéc thay doi cong ty dang ky cé ghi tén cong ty dang ky da dwoc duyét la
“Daewon Pharm. Co., Ltd”, nay diéu chinh thanh “Daewoo Pharm. Co., Ltd”;

Cuc Quan ly Duoc thong bao dé cac don vi biét./.

Noi nhan: TRUQNG
c TRUONG

- Nhw trén; )

- B0 tredng Nguyén Thi Kim Tién (dé b/c);

- Thi trvdng Trwong Qudc Cudng (dé blc);

- CT. Vi Tuén Cuong (dé blc);

- Cuc Quan Y- B6 Qudc Phong; Cu Y té- B6 Cong An;

- Cuc Y té Giao thdéng van tai- Bo GTVT;

-Vu Phap ché, Cuc Quan ly Y, Duoc c6 truyén, Cuc Quan ly
Kham chta bénh- B Y t&, Thanh wa B0 Y té;

- Cac bénh vién, Vién c6 giuvdong bénh tric thuéc Bo Y t€;

- Bao hiém X& hoi Viét Nam;

- T6ng cuc Hai quan - B0 Tai chinh;

- Vién KN thudc TU; Vien KN thudc TP. HCM;

- Téng cong ty dwgc Viét Nam;

- Céc cong ty XNK duwgc pham;

- Website Cuc QLD, Tap chi Dugc & M¥ pham - Cuc QLD;
- Luu: VP, BKT(10 ban).

guyén T&t.Pat
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