BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY DUQC Péc lap — Ty do — Hanh phic
Sé: 1334 /QLD-PK Ha Ngi, ngay 4§ thang ( ndm 2018
V/v dinh chinh quyét dinh c4p
SBK thudc nudc ngoai
Kinh giri: - S&' Y té cac tinh, thanh phd tryc thudc Trung wong;

-Céc cong ty dang ky c6 thube duge dinh chinh.

Cuc Quan ly Dugc thdng bao diéu chinh mot sb noi dung trong céc Quyét dinh
cap sO dang ky luu hanh nhu sau:

1. Quyét dinh s6 417/QD-QLD ngay 17/12/2010 ciia Cyc truéng Cuc Quén ly
Dugc vé viéc cong bo 745 tén thude nude ngoai dugce phép luu hanh tai Viét Nam- Dot
70:

1.1. Thude Cyclo-Progynova, s6 diang ky: VN-10753-10 do Bayer (South East
Asia) Pte., Ltd. ding ky, trong quyét dinh c6 ghi hoat chét chinh 12 “Estradiol Valerate
Norgestrel” nay diéu chinh thanh “Mdi vién mau tring chira: Estradiol valerate 2mg;
Madi vién mau ndu chira: Estradiol valerate 2mg; Norgestrel 0,5mg”.

2. Quyét dinh s6 419/QD-QLD ngay 27/12/2013 ctia Cyc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 423 tén thudc nude ngoai dugce cap s6 dang ky luu
hanh tai Viét Nam- Dot 84:

2.1. Thube Trajenta, s& dang ky: VN-17273-13 do Boehringer Ingelheim
International GmbH dang ky, trong quyét dinh ¢6 ghi dang bao ché 1a “Vién bao phim”,
nay diéu chinh thanh “Vién nén bao phim”.

3. Quyét dinh sé 105/QP-QLD ngay 23/03/2016 cua Cyc truong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 02 thudc nuée ngoai (thude c6 hoat chat lan dau, phdi
hop hoat chat 1dn ddu hodc dang bao ché I1dn dau dang ky tai Viét Nam- sé dang ky c6
hiéu Iyc 03 nam) duoc cip sé ding ky Iwu hanh tai Viét Nam- Dot 93:

3.1. Céc thubc Trajenta Duo, sb ding ky: VN3-4-16 va Trajenta Duo, so dang
ky: VN3-5-16 do Boehringer Ingelheim International GmbH ding ky, trong quyét dinh
¢6 ghi dang bao ché 1a “vién bao phim”, nay diéu chinh thanh “vién nén bao phim”.

4. Quyét dinh sé 433/QP-QLD ngay 05/09/2016 cua Cyc trudong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 367 thude nude ngoai dugce cap so ding ky luu hanh
tai Viét Nam- Dot 94:

4.1. Thube Ilclor Capsule, s6 ding ky: VN-19981-16 do Ildong Pharmaceutical
Co., Ltd. dang ky, trong quyét dinh ¢6 ghi quy cach déng goi 1a “Hop 1 vi x 10 vién”,
nay diéu chinh thanh “Hop 1 vi x 10 vién. Hop 10 vi x 10 vién™.

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



~ 5.1. Cac thuoc Beatil 4mg/ 10mg, s6 ding ky: VN-20509-17; Beatil 4mg/5mg,
s6 diang ky: VN-20510-17 va Beatil 8mg/ 10mg, s6 dang ky: VN-20511-17 do Gedeon
Richter Plc. ding ky, trong quyét dinh c6 ghi dia chi nha sin xuét 1a “Ul Ks. J.
Poniatowskiego 5, 05-825 Grodzisk Mazowiecki, Poland”, nay diéu chinh thanh “35,
Graniczna Str., 05 825 Grodzisk Mazowiecki, Poland™;

5.2. Thubc Mestinon S.C, s6 ding ky: VN-20356-17 do A. Menarini Singapore
Pte. Ltd ding ky, trong quyét dinh c6 ghi dang bao ché 1a “Vién bao dudng”, nay didu
chinh thanh “Vién nén bao dudong”.

6. Quyét dinh sé 214/QD-QLD ngay 08/06/2017 ctia Cuc truéng Cuc Quan Iy
Dugc vé viéc ban hanh danh muc 23 thudc nude ngoai (thude c6 hoat chat, phdi hop cac
hoat chét 1dn diu ding ky tai Viét Nam- sé dang ky c6 hiéu luc 02 nim) duge cap sb
dang ky Ivu hanh tai Viét Nam- Pgt 97:

6.1. Cac thubc Giotrif, sé dang ky: VN2-601-17; Giotrif, s6 ding ky: VN2-602-
17; Giotrif, sé ding ky: VN2-603-17 va Giotrif, s6 ding ky: VN2-604-17 do Boehringer
Ingelheim International GmbH ding ky, trong quyét dinh c6 ghi dang bao ché 1a “Vién
bao phim”, nay diéu chinh thanh “Vién nén bao phim”.

7. Quyét dinh sé 407/QP-QLD ngay 19/09/2017 cia Cyc truong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 10 thude nudc ngoai (thudc c6 hoat chét 1an dau, phor
hop hoat chét 14n déu ding ky tai Viét Nam- sd dang ky ¢6 hiéu luc 03 nim) dugc cép
s6 dang ky lvu hanh tai Viét Nam- Dot 98:

7.1. Thube Olimel N7E, sé dang ky: VN2-646-17 do Baxter Healthcare (Asia)
Pte., Ltd. dang ky, trong quyét dinh c6 ghi quy cach déng géi 1a “Tui plastic 1000ml,
1500ml”, nay diéu chinh thanh “Tui plastic 1000ml, 1500ml. Thung carton 4 tai
1500ml. Thung carton 6 tai 1000ml.”.

8. Quyét dinh s6 412/QP-QLD ngay 19/09/2017 cia Cuc truong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 246 thudc nudc ngoai duge cip sb dang ky luu hanh
tai Viét Nam- Dot 98:

8.1. Thude Strecopase Inj. 500mg, 5O dang ky: VN-20778-17 do Il Hwa Co., Ltd.
dang ky, trong quyet dinh c6 ghi tén nha san xuat 1a “Kyongbo Pharm. Co., Ltd.”, nay
diéu chinh thanh “Kyongbo Pharmaceutical. Co., Ltd.”

9. Quyét dinh s6 173/QD-QLD ngay 27/03/2018 ctia Cuc truéng Cuc Quan ly
Duogc vé viéc ban hanh danh muc 251 thuoc nudc ngoai duge cap sO dang ky luu hanh
tai Viét Nam- Dot 99:

9.1. Thube Klonaxol, so déng ky: VN-20927-18 do Cong ty Cb phan Dugc phim
Duy Tén dang ky, trong quyét dinh c¢6 ghi quy cach dong goi 1a “Hop 1 lo, 10 1o, nay
diéu chinh thanh “Hop 1 lo, 100 10

9.2. Thudc Algotra 37 ,Smg/325mg, sb dang ky: VN-20977-18 do Cong ty TNHH
Dugc phdm Viét Phap ding ky, trong quyét dinh c6 ghi hoat chét chinh 1a “Paracetamol
325mg; Tramadol hydrochlorid 32,5mg”, nay diéu chinh thanh “Paracetamol 325mg;
Tramadol hydrochlorid 37,5mg”;

9.3. Thube Arodrec, s6 dang ky: VN-21000-18 do Cong ty TNHH TM DP Chéu
Au dang ky, trong quyet dinh c6 ghi dia chi cong ty déng ky 1a “307 nha A, khu khi
twongj Thuy Vin, ngd 95 phé Chua Boc, Trung Liét, Ddng Pa, Ha No6i”, nay diéu chinh




thanh “307 nha A, khu khi twugng Thiy Vin, ngd 95 pl}é Chua Boc, Trung Liét, Déng
DPa, Ha N§i1”; tén nha san xuat la “Lafedar S.A”, nay di€u chinh thanh “Lafedar S.A.”;

9.4. Thudc Diphereline P.R. 11.25mg, sé dang ky: VN-21034-18 do Ipsen
Pharma ding ky, trong quyét dinh c6 ghi hoat chit chinh la “Triptorelin (duéi dang
Iriptorelin pamoare) 11,25mg”, nay diéu chinh thanh “Iriptorelin (duéi dang
Triptorelin pamoate) 11,25mg”; dang bao ché 1a “B6t va dung moi pha thanh dich treo
dé tiém bip, dang phong thich kéo dai 3, nay diéu chinh thanh “Bot va dung moi pha
thanh dich treo dé tiém bép, dang phéng thich kéo dai 3 thang”; quy cach dong goi la
“Hop 1 1o bot + 1 6ng dung mdi pha tiém 2ml + 1 syrine +2 kim tiém”, nay diéu chinh
thanh “Hop 1 1o bot + 1 ong dung moi pha tiém 2ml + 1 bom tiém +2 klm tiém”;

9.5. Thudc Midorel, s6 ding ky: VN-21038-18 do Jin Yang Pharm. Co., Ltd ddng
ky, trong quyét dinh c6 ghl hoat chét chinh 13 “Clopidogrel (dudi dang Clopidogrel
besylat) 75mg”, nay didu chinh thanh “Clopidogrel (dudi dang Clopidogrel sulfat)
75mg”; tén nha san xuét 13 “Korea Drug Co., Ltd", nay diéu chinh thanh “Korean Drug
Co., Ltd”; dia chi nha san xuit 1a “69- 10 WDIl_]BOk -ro, Sindun-myeon, Icheon-si,
Gyeonggi-do, Korea”, nay diéu chinh thanh “69-10. Wonjeok-ro, Sindun-myeon,
Icheon-si, Gyeonggi-do, Republic of Korea”;

9.6. Thube Redlip 145, sb dang ky: VN-21070-18 do Mi Pharma Private Limited
ding ky, trong quyét dinh c6 ghi quy cach dong goi 1a “NSX”, nay diéu chinh thanh
“Hop 3 vi x 10 vién. Hop 10 vi x 10 vién”

9.7. Thude Parzidim 1g, sd ding ky VN-21089-18 do Novartis (Singapore) Pte
Ltd dang ky, trong quyét dinh c6 ghi tudi tho 1a “36 thang”, nay didu chinh thanh “24
thang™;

9.8. Thubc Lopid, s6 diang ky: VN-21102-18 do Pfizer (Thailand) Ltd. dang ky,
trong quyét dinh c6 ghi dia chi cong ty diang ky 1a “Floor 36, 37, 38 United Center
Building, 323 Silom Road, Silom, Bangrak, Bangkok 105007, nay diéu chinh thanh
“Floor 36, 37, United Center Building, 323 Silom Road, Silom, Bangrak, Bangkok
105007

9.9: Thube Kyongbo Ceftizoxime inj. 0.5g, s6 ding ky: VN-21 130-18 do Schnell
Biopharmaceuticals Inc. dang ky, trong quyét dinh c6 ghi tén nha san xuit 13 “Kyongbo
Pharm. Co., Ltd.”, nay diéu chinh thanh “Kyongbo Pharmaceutical Co., Ltd.”;

9.10. Thubc Ofloxacin, s6 ding ky: VN-21144-18 do Yuria-pharm Ltd dﬁng ky,
trong quyét dinh c6 ghi dia chi cong ty ding ky 1a “108, Verbovetskogo Str., Cherkassy,
108307, nay diéu chinh thanh “10, Mykoly Amosova st., 03680 Kyiv”; dia chi nha san
xuét 1a “10, Mykoly Amosova st., 03680 Kyiv, Ukrame” nay diéu chinh thanh “108,
Verbovetskogo Str., Cherkassy, 10830 Ukraine”;

9.11. Thudc Duosol without potassium solution for haemofiltration, so ding ky:
VN-20914-18 do B. Braun Medical Industries Sdn. Bhd. dang ky, trong quyét dinh c6
ghi quy cach déng géi 1a “Hop 1 tui 2 ngin gdém 1 ngin chira 4445ml dung dich
bicarbonat va 1 ngan chira 555ml dung dich dién gia”, nay diéu chinh thanh “Hop 2 tui
2 ngin- Mi ti gdm 1 ngin chira 4445ml dung dich bicarbonat va 1 ngan chtra 555ml
dung dich dién gia”;

9.12. Thude Sandimmun Neoral, s6 ding ky: VN—21091—18 do Novartis Pharma
Services AG ding ky, trong quyét dinh c6 ghi tén thude la “Sandimmun Neoral”, nay
diéu chinh thanh “Sandimmun Neoral 100mg”;



.

9.13. Thudc Aszolzoly-10, s ding ky: VN-20989-18 va thudc Aszolzoly- -20, 56
dang ky: VN-20990-18 do Cong ty TNHH MTV DP Viét Tin dang ky, trong quyét dinh
¢O ghi quy cach dong goi 1a “Hop 3 vi nhém- nhom x 10 vién”, nay diéu chinh thanh
“Hop 3 vi nhém- nhdm x 10 vién; Hop 10 vi nhém- nhdém x 10 vién”;

9.14. Thudc Zyx, tilm-coated tablets sb dang ky: VN- 20991-18 do Cong ty
TNHH Nhan Sinh ding ky, trong quyét dinh co ghi tén nha san Xuat la “Biofarm Sp.
20.0”, nay diéu chinh thanh “Biofarm Sp.z 0.0”; dia chi nha san xuét 1a “ul. Walbrzyska

13, 60-198 Pozan, Poland”, nay diéu chinh thanh “Ul. Walbrzyskal3, 60-198 Poznan,
Poland™.

10. Cong van duy tri hiéu luc sé ding ky:

10.1. Thude Loxorox, s6 dang ky: VN-14712-12 do Korea Prime. Co., Ltd dang
ky, trong cong Vé’m s6 4619/QLD-PK ngay 19/3/2018 ctia Cyc Quan ly Duo‘c vé viéc
duy tri hiéu lire sé dang ky ghi tén thube la “lLoxirox”, nay diéu chinh thanh “Loxorox”;

10.2. Thude Vii Hoang Tinh Tam, s6 dang ky: VN- 15299-12 do Cong ty TNHH
san xudt va thuong mai Nam Son dang ky, trong cong van s6 12248/QLD-DK ngay
15/8/2017 cua Cuc Quén ly Dugc vé vigc duy tri hiéu lyc s6 ding ky ghi tén thudc 1a
“Vii Hoang Vinh TAm”, nay diéu chinh thanh “Vi{i Hoang Tinh Tam”;

10.3. Thudc Growpone 10%, s6 diang ky: VN-16410-13 do Harbin
Pharmaceutical Group Co., Ltd ding ky, trong cong van s6 2228/QLD-BK ngay
31/01/2018 ctia Cuc Quan Iy Dugc vé viéc duy tri hiéu luc s6 ding ky ghi tén thudc 1a
“Gropone 10%”, nay diéu chinh thanh “Growpone 10%”.

Cuc Quan ly Dugc théng béo dé cac don vi biét./.

Noi nhgn: KT. CUC TRUONG
CUC TRUONG

- Nhu trén;

- Bo truong Nguyén Thi Kim Tién (dé b/c);

- Thir truéng Truong Qubc Cudng (dé b/c);

- CT. Vii Tuén Cudng (dé b/c);

- Vu Phap ché, Cuc Y té dy phong, Cuc Quéan ly Kham chita
bénh, Thanh tra B§ Y té, Vu Trang Thiét bj va Cong trinh Y té;
- Vién Vé sinh dich té trung wong;

- Téng cuc Hai quan — B Tai chinh;

- Website Cuc QLD,/Tap chi Dugc & M§ phdm — Cuc QLD;

- Luu: VP, Céac Phong thudce Cuc QLD, DKT(4 ban).




