BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Ty do — Hanh phiic

Sé: N3:271 /QLD-BK Ha Néi, ngay 4 thang 7 ndam 2018
Pinh chinh Quyet dinh cép sb ’ -
dang ky thubce nude ngoai

Kinh guri: - S& Y té cac tinh, thanh phé truc thude Trung wong;
-Céc cong ty ding ky c6 thubc duogc dinh chinh.

~ Cuc Quan Iy Dugc thong béo diéu chinh mot s6 ndi dung trong cac Quyét dinh
cap so dang ky Iuu hanh nhu sau:

1. Quyét dinh sé 672/QD-QLD ngay 17/12/2015 cua Cuc truong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 168 thudc nuée ngoai duge cp sé dang ky luu hanh
tai Viét Nam - Dot 92:

1.1. Thude DBL Octreotide 0.1mg/ml, sé dang ky: VN-19431-15 do Pfizer
(Thailand) Ltd ding ky, trong quyét dinh c6 ghi hoat chat chinh la “Octreotide (dudi
dang octreotid acetat) 0,1mg”, nay diéu chinh thanh “Octreotide (duéi dang octreotid
acetat) 0,1mg/ml”;

1.2. Thude Tiffyrub, sé ding ky: VN-19538-15 do Thai Nakorn Patana Viet
Nam Co. Ltd ding ky, trong quyét dinh c6 ghi hoat chét chinh 12 “Menthol 3g;
Camphor 5,2g; Eucalyptus oil 1,5g”, nay diéu chinh thanh “Mdi 100g chira: Menthol
3g; Camphor 5,2g; Eucalyptus oil 1,5g”; quy cach dong goi 1a “Hop nhua nhé 6g, 10g,
hop 16n chira 12 hop nhdé. Hop 1 chai nhya 20g, 40 g”, nay diéu chinh thanh “Hop
nhua nho 6g, 10g, hdp 16n chira 12 hép nho; Hop 1 1o nhua 20g, 40 g, hop 1on chira 12
hop nho™.

2. Quyét dinh sb 107/Qb-QLD ngay 23/03/2016 cua Cuc trudng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 18 thude nudce ngoai (thude diéu tri ung thu ding ky
lan dau- sé dang ky ¢6 hiéu luc 02 nim) duoce cip sé dang ky luu hanh tai Viét Nam-
Pot 93:

2.1. Thubc Cisplaton, sé dang ky: VN2-446-16 do Cong ty TNHH DP Hién vi
dang ky, trong quyét dinh c6 ghi dia chi nha san xuét 1a “Hill Top Industrial Estate,
Jharmajari EPIP, Phase-1 (ext), Bhatoli Kalan, Baddi, Dist. Solan (HP), India”, nay
diéu chinh thanh “Hill Top Industrial Estate, Jharmajri EPIP, Phase-I (Extn), Bhatoli
Kalan, Baddi, Distt. Solan Himachal Pradesh 173205, India™.

3 Quyét dinh s6 530/QD-QLD ngay 03/11/2016 cua Cuc truéng Cyc Quan ly
Dugc vé viéc ban hanh danh muc 99 thuoc nude ngoai dugce cap so dang ky luu hanh
tai Viét Nam- Dot 95:

3.1. Thubc Alfa- Lipogamma 600 Oral, sé ding ky: VN-20219-16 do Woerwag
Pharma GmbH & Co. KG dang ky, trong quyét dinh c6 ghi tén nha san xuit la
“Dragenopharm Apotheke Piischl GmbH”, nay didu chinh thanh “Dragenopharm
Apotheker Plischl GmbH™; dia chi nha san xuat la “Gollstr. 1, 84529 Tittmorning.,
Germany”, nay diéu chinh thanh “Géllstr. 1, 84529 Tittmoning, Germany”.




4. Quyét dinh s6 210/QP-QLD ngdy 08/06/2017 cua Cuc truong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 281 thubc nuée ngoai duge cip sé ding ky luu hanh
tai Viét Nam- Dot 97:

4.1. Thube Orolys, s6 ding ky: VN-20494-17 do Dong Sung Pharm Co., Ltd
dang ky, trong quyét dinh c6 ghi hoat chét chinh 13 “Ncomycin (duéi dang Ncom} cin
sulfat) 35000 IU; Nystatin 100000 IU; Polymycin B sulfate 35000 IU”, nay diéu chinh
thanh “Neomycin (dudi dang Neomycin sulfat) 35000 IU; Nystatin 100000 IU;
Polymyxin B sulfate 35000 IU”.

3. Quyet dinh s6 412/QP-QLD ngay 19/09/2017 cua Cuc truong Cuc Quan ly
Duoc v& viéc ban hanh danh muc 246 thude nuée ngoai duge cip s6 dang ky luu hanh
tai Viét Nam- Dot 98:

5.1. Thudc Trimafort, sé ding ky: VN-20750-17 do Daewoong Pharmaceutical
Co., Ltd. diang ky, trong quyét dinh c6 ghi hoat chét chinh 1a “M&i géi 10 ml chira: Gel
Nhom hydroxyd 3030,3mg; Magnesi hydroxyd 800,4 mg ; Simethicon nhii dich 30%
(twong (mg 80mg Simethicon) 266,7mg”, nay diéu chinh thanh “MJdi g6i 10 ml chia:
Gel Nhom hydroxyd (twong tng 400mg Al2Os, 612mg Al(OH)3) 3030,3mg; Magnesi
hydroxyd 800,4 mg ; Simethicon nhii dich 30% (twong Ung 80mg Simethicon)
266,7mg”.

6. Quyét dinh s6 173/QP-QLD ngay 27/03/2018 cua Cyc truong Cuc Quan ly
Dugc v& viée ban hanh danh muc 251 thude nuée ngoai duge cap sé ding ky luu hanh
tai Viet Nam- Dot 99:

6.1. Thube Duosol without potassium solution for haemofiltration, sb dang ky:
VN-20914-18 do B. Braun Medical Industries Sdn. Bhd. déng Ky, trong quyét dinh co
ghi hoat chét chinh 1a “555ml dung dich dién giai chira: Natri clorid 2,34g; Calciclorid
dihydrat 1,1g; Magnesi clorid hexahydrat 0,51g; Glucose anhydrous (dudi dang
glucose monohydrat) 5,0g; Acid hydrocloric 25% 0,73g- 2,19g; 4445ml dung dich
bicarbonat chira: Natri clorid 27,4”, nay diéu chinh thanh “555ml dung dich dién giai
chira: Natri clorid 2,34g; Calci clorid dihydrat 1,1g; Magnesi clorid hexahydrat 0,51g;
Glucose anhydrous (dudi dang glucose monohydrat) 5,0g; 4445ml dung dich
bicarbonat chira: Natri clorid 27,4”; dang bao che 14 “Dung dich thdm phin m4u”, nay
diéu chinh thanh “Dung dich ding dé loc mau”; quy cach déng géi 1a “Hop 2 tui 2
ngin- Mdi ti gdbm 1 ngin chta 4445ml dung dlCh bicarbonat va 1 ngan chira 555ml
dung dich dién gia”, nay diéu chinh thanh “Hop 2 tui 2 ngin- Mdi tii gdm 1 ngén chia
4445ml dung djch bicarbonat va 1 ngin chira 555ml dung djch di¢n giai”; dja chi nha
san xudt 1a “Schwarzenberger Weg 73-79, 34212 Melsungen, Germany”, nay diéu
chinh thanh “Kattenvenner Str. 32, 49219 Glandorf, Germany™;

6.2. Thubc Vancorin injection 1g (Péng gbi: CJ CheilJedang Corporatlon dia
chi: 511, Dokpyong-Ri, Majang-Myon, Ichon-Shi, Kyonggi-Do, Korea), s6 dang ky:
VN-20923-18 do CJ HealthCare Corporation ding ky, trong quyét dinh c¢6 ghi tén
thude 12 “Vancorin injection 1g (Péng goéi: CJ CheilJedang Corporation; dia chi: 511,
Dokpyong-Ri, Majang-Myon, Ichon-Shi, Kyonggi-Do, Korea)”, nay diéu chinh thanh
“Vancorin injection 1g (Péng goi: CJ HealthCare Corporation; dia chi: 811,
Deokpyeong-Ro, Majang-Myeon, Icheon-si, Gyeonggi-do, Korea)™;

6.3. Thubc Vancorin injection 500mg (Péng go6i: CJ Cheilledang Corporation;
dia chi: 811, Deokpyeong-ro, Majang-Myeon, Icheon-Si, Gyeonggi-Do, Korea), s6
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dang ky: VN-20924-18 do CJ HealthCare Corporation ddng ky, trong quyét dinh c6
ghi tén thudc la “Vancorin injection 500mg (Péng géi: CJ Cheilledang Corporation;
dia chi: 811, Deokpyeong-ro, Majang-Myeon, Icheon-Si, Gyeonggi-Do, Korea)”, nay
diéu chinh thanh “Vancorin injection 500mg (Péng goi: CJ HealthCare Corporation;
dia chi: 811, Deokpyeong-ro, Majang-Myeon, Icheon-Si, Gyeonggi-Do, Korza)”;

6.4. Thudc Rocuronium Bromide Injection, sé ding ky: VN-21088-18 do
Novartis (Singapore) Pte Ltd dang ky, trong quyét dinh c6 ghi hoat chét chinh la
“Rocuronium bromide 10 mg”, nay diéu chinh thanh “Rocuronium bromide 10
mg/ml”; dang bao ché 1a “Bot dé pha dung dich ti€m, tiém truyén”, nay diéu chinh
thanh “Dung dich tiém, tiém truyén”; tén nha san xudt 1a “Sandoz Canada
Incorporate”, nay diéu chinh thanh “Sandoz Canada Incorporated”;

6.5. Thubc Acmolrine - 20 Soft Capsule, sé dang ky: VN-21117-18 va Ceozime
Capsule, s6 ding ky: VN-21121-18 do Saint Corporation ding ky, trong quyét dinh c6
ghi dia chi cong ty dang ky la “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™.

6.6. Thubc Aluantine Tablet, sé ding ky: VN-21118-18 do Saint Corporation
dang ky, trong quyét dinh c¢6 ghi hoat chit chinh 1a “Almagate 5007, nay diéu chinh
thanh “Almagate 500 mg”; ndng 4o/ ham lugng 14 “500”, nay diéu chinh thanh “500
mg”; 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”; tén nha sin xuit la “Schnell
Biopharmaceuticals, Inc”, nay diéu chinh thanh “Aprogen Pharmaceuticals, Inc”;

6.7. Thubc Eyflox ophthalmic solution, s6 ding ky: VN-21126-18 do Samil
Pharm Co., Ltd. ding ky, trong quyét dinh c6 ghi quy cach déng géi la ‘Hop 1 tuyp
3,5g”, nay dlcu chinh thanh “Hdp 1 1o Sml”;

6.8. Thudc Eyracin ophthalmic ointment, s6 ding ky: VN-21127-18 do Samil
Pharm Co., Ltd. dang ky, trong quyet dinh c6 ghi hoat chat chinh la “Tobramycin
10,5mg/3g”, nay dieu chinh thanh “Tobramycin 3mg/g”;

6.9. Thubc Ranciphex 10mg, sb ding ky: VN-21132-18 va Ranciphex 20mg, s6
dang ky: VN-21133-18 do Sun Pharmaceutical Industries Limited. didng ky, trong
quyét dinh c6 ghi dia chi cong ty ding ky 1a “UB Ground, 5 & AMP; 6th floor, Sun
ITouse, CTS No 201, B/1. Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 40063, Maharashtra, India”, nay diéu chinh thanh “UB Ground, 5 & AMP;
6th floors, Sun House, CTS No. 201 B/l. Ram Nagar, Western ExpressiHighway,
Goregaon East, Mumbai, 400063, Maharashtra, India”; dia chi nha san xuét 1a “Village
Ganguwala, Paonta Sahib, District Sirmour, Himachal Pradesh 73025, India”, nay diéu
chinh thanh “Village Ganguwala, Paonta Sahib, District Sirmour, Himachal Pradesh
173025, India™;

6.10. Thubc Zosert 50, s& dang ky: VN-21134-18 do Sun Pharmaceutical
Industries Limited. ding ky, trong quyét dinh c6 ghi dia chi cong ty dang ky 1a “UB
Ground, 5 & AMP; 6th floor, Sun House, CTS No 201, B/1. Ram Nagar, Weste‘m
Express Highway, Goregaon East, Mumbai, 40063, Maharashtra, India”, nay diéu
chinh thanh “UB Ground, 5 & AMP; 6th floors, Sun House, CTS No. 201B/1. Ram
Nagar, Western Express Highway, Goregaon East, Mumbai, 400063, Maharashtra,
India”;



-

6.11. Thubc Majegra-50, sb ding ky: VN-21135-18 do Synmedic Laboratories
dang ky, trong quyét dinh c6 ghi tudi tho 1a “24 thang”, nay diéu chinh thanh “36
thang™;

6.12. Thudc Nebicard-2.5, sé ding ky: VN-21141-18 do Torrent
Pharmaceuticals Ltd. ding ky, trong quyét dinh c6 ghi quy cach déng géi 1a “Hop 5 vi
X vién”, nay diéu chinh thanh “Hép 5 vi x 10 vién”;

6.13. Thude Citivas 20, s6 ding ky: VN-21143-18 do U Square Lifescience
Private Ltd. dang k¥, trong quyét dinh c6 ghi tén nha san xut 1a “Unicure Remedies
Pvt. Ltd.”, nay diéu chinh thanh “M/s Unicure Remedies Pvt. Ltd.”; dia chi nha sin
xuit 1a “F/25, BIDC Estate, Grwa, Baroda-16, India”, nay diéu chinh thanh “F/25,
BIDC Estate, Gorwa, Baroda-390016, India™.

T: Quyét dinh sé 411/QP-QLD ngay 04/7/2018 cua Cuyc truong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 200 thudc nudc ngoai duge cap sd diang ky luu hanh
tai Viét Nam- Dot 100:

7.1. Thube Lichaunox, sb dang ky: VN-21245-18 do Cong ty TNHH Hoa Chét
Dugc Pham Chau Ngoc dang ky, trong quyét dinh c6 ghi quy cach dong g6bi la “Hop 1
vi x 10 dng”, nay di¢u chinh thanh “Hop 1 tii nhua 300ml; Hop 10 tai nhyra 300ml™.

8. Cong van duy tri hidu luc sé ding ky:

8.1. Thubc Trileptal, s6 ding ky: VN-15563-12 do Novartis Pharma Services
AG dang ky, trong cong van 5O 12147/QLD-DK ngay 29/6/2018 cua Cuc Quan ly

Dugc vé viée duy tri hiéu luc sb dang ky c6 ghi tén thube 1a “Trileptan”, nay dicu
chinh thanh “Trileptal”;

8.2. Thudc Otrivin, sé dang ky: VN-15561-12 do GlaxoSmithKline Pte. Ltd.
dang ky, trong cong Van s0 10151/QLD-BK ngay 17/7/2017 ctua Cuc Quan Iy Duoc vé
viéc duy tri hiéu luc sb dang ky ¢ ghi thong tin kem theo tén thube 1a ¢ ‘Dung dich
phun mu vao mili ¢é chia lidu Xylomethazolm HCl 0,05%”, nay diéu chinh thanh
“Dung dich phun mu vao miii ¢6 chia liéu Xylomethazolin hydrochlorid 0,1%”.

Cuc Quan ly Dugc thong bao d& cac don vi biét./.

Noi nhidn:

- Nhu trén;

- Thir trudng Truong Quéc Cudng (dé b/c); )
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- Bao hiém Y té Viét Nam;

- Téng cuc Hai quan — B6 Tai chinh;
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