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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY bUQC Poc ldp - Tw do — Hanh phic
86,94 578 IQLD-BK. Ha Néi, ngay 7 th —
V/v dinh chinh quyét dinh c4p TM_ 45‘@;{{ f
s6 dang ky CONG VAN %)
s 00T,
ﬂ-ﬂ" Kinh giri: ' —:{gi‘n/_[A(/Mm/w N
{,L o / - S¢ Y té cac tinh, thanh phé trye thude Trung uvong;
f ﬂll - Céc cong ty dang ky ¢6 thude dugce dinh chinh.

Cuc Quan ly Dugc théng bio dinh chinh mdt s6 ndi dung trong céc Quyét
dinh cfip sb dang ky luu hanh nhu sau:

1. Quyet dinh sé 576/QD-QLD ngay 14/10/2014 cua Cuc trudng Cuc Quan
Iy Dugce vé viée ban hanh danh muc 12 vic xin, sinh phim y t& duoc cap s6 ding
ky Iuu hanh tai Viét Nam — dot 25:

1.1. Thubc Reliporex® 2000IU, s& ding ky: QLSP-0811-14; thubc
Reliporex® 40001U, s dang ky: QLSP-0812-14 va thudc Reliporex® 100001U, sb
ddug ky: QLSP-0813-14 do cong ty L.B.S Laboratory Ltd. Part ding ding ky, trong
quyét dinh ¢6 ghl tiéu chuan 142 “EP 7.0”; nay dinh chinh thanh “TCCS”;

2. Quyét dinh sb 585/QP-QLD ngay 03/11/2015 cia Cuc truéng Cuc Quan
ly Dugc vé viéc ban hanh danh muc 26 véc xin, sinh phim y té dugc cip sé ding
ky luu hanh tai Viét Nam — dot 29:

2.1. Thudc Herceptin®, sé diang ky: QLSP-894-15 do cong ty F.Hoffmann-
La Roche Ltd ding ky, trong quyét dinh c6 ghi dia chi co s& déng goi la
“Wurmisweg, 4303 Kaiseraugst, Switzeland”; nay dinh chinh & “Wurmisweg,
4303 Kaiseraugst, Switzerland™;

3. Quyét dinh 56 239/QD-QLD ngay 08/6/2016 cuia Cuc trudng Cuc Quan ly
Duoc vé viée ban hanh danh muc 30 vic xin, sinh phim y té duoc clp s6 ding ky
luu Liands tai Viét Nam — dut 31:

3.1. Thudc Humira, s ding ky: QLSP-951-16 do Coéng ty Abbvie
Biopharmaceuticals GmbH dang ky, trong quyét dinh co ghi tén, dia chi co s& xuit
xuong la “AbbVie Biotechnology GmbH, Knollstr. 67061 Ludwigshafen,
Germany”; nay dinh chinh thanh “AbbVie Biotechnology Gmbll, Knollstrase
67061 Ludwigshafen, Germany™;

4. Quyét dinh sb 112/Qb-QLD ngay 27/3/2017 cua Cuc trudng Cuc Quan ly
Duoc vé viée ban hanh danh muc 42 sinh phém duge cép s6 dang ky luu hanh tai
Viét Nam — dot 32:

4.1. Thudc Zheng Chang Sheng, sb dang ky: QLSP-1038-17 do Cong ty
Yunnan Dongjun Pharmaceutical Co., Ltd ding ky, trong quyét djnh c6 ghi quy
cach dong goi la “Hop 2 vi x 6 vién, LQ 20 vién”; nay dinh chinh thanh “Hép 1 vi x
6 vién, Hop 2 vix 6 vién, T.0 ”0 vién”

4.2. Thudc Avastin, sb déng ky QLSP-1010-17; thudc Avastin sb ding ky
QLSP-1011-17; thube Herceptin, s6 dang ky: QLSP-1012-17; thudc Kadeyla, s6
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dang ky: QLSP-1013-17; thubc Kadcyla, s§ dang ky: QLSP-1014-17 do cong ty
F.Hoffmann-La Roche Ltd dang ky, trong quyét dinh cé ghi dia chi cong ty ding
ky 1a “124 — Grenzacherstrasse, CH-4070 Basel, Switzerland™; nay dinh chinh la
“Grenzacherstrasse 124, CH-4070 Basel, Switzerland”;

5. Quyét dinh s 466/QP-QLD ngay 24/10/2017 ctia Cuc trudng Cuc Quan
Iy Dugc v& viée ban hanh danh muc 09 sinh phim duoc cép s6 dang ky luu hanh tai
Viét Nam — dot 34:

5.1. Thudc Zomacton 4mg, sb ding ky: QLSP-1063-17 do céng ty Ferring
Pharmaceuticals Ltd ding ky, trong quyét dinh ¢6 ghi tén thudc la “Zomacton” va
dia chi co s& dong g6i 1a “Chemin de la Vergognausaz, CH-1162 St.Prex, Thuy
S§”; nay dinh chinhl tén thubc thanh “Zomacton 4mg” va dia chi co s& déng géi 1a
“Chemin de la Vergognausaz 50, CH-1162 St.Prex, Thuy S$”;

5.2. Thubc Paringold Injection, sb dang ky: QLSP-1064-17 do céng ty JW
Pharmaceutical Corporation dang ky, trong quyét dinh ¢6 ghi dang bao ché 1a
“Dung dich tiém truyén tinh mach”; nay dinh chinh 14 “Dung dich tiém”;

6. Quyét dinh sé 244/QP-QLD ngay 13/4/2018 ciia Cuc truéng Cuc Quan ly
Dugc vé viée ban hanh danh myc 23 sinh phﬁm duoc cép sb ding ky luu hanh tai
Viél Nam — dot 35:

6.1. Thudc Humulin 30/70 Kwikpen, s ding ky: QLSP-1089-18 do Céng
ty Eli Lilly Export S.A dang ky, trong quyét dinh c¢6 ghi dia chi co s& san xuét la
“Zone industrielle, 2 rue du colonel, Lilly, 67640 Fegersheim, Phép”; nay dinh
chinh thanh “Zone industrielle, 2 rue du colonel Lilly, 67640 Fegersheim, Phap”;

6.2. Thudc Vaxcel Heparin Sodium Injection S000IU/ml, s6 dang ky:
QLSP-1093-18 do Céng ty Kotra Pharma (M) SDN.BHD dang ky, trong quyét
dinh c6 ghi dia chi cong ty ding ky 1 “No.1, Jalan TTC 12, Cheng Industrial
Estate, 79250 Melaka, Malaysia”; nay dinh chinh thanh “No.1,2 &3, Jalan TTC 12,
Cheng Industrial Estate, 75250 Melaka, Malaysia™;

7. Quyét djnh &8 692/QP-QID ngady 03/10/2018 cia Cuce truang Cue Quan
Iy Duoc v& viéc ban hanh danh muc 04 sinh phidm dugc cip sé dang ky luu hanh tai
Viét Nam — dot 36:

7.1. Thubc Tecentriq, sé dang ky: QLSP 1103 1135 18 do F.Hoffmann La
Roche L.td ding kv, trong quyét dinh cé ghi dia chi co s& séan xuét 1a “Sandhofer
116 68305 Mannheiin — Dac™; nay dinh chinh 1a “Sandholer Strasse 116, 68305
Mannheim — BPac™;

8. Quyét dinh sb 693/QP-QLD ngay 03/10/2018 cita Cuc truéng Cuc Quan
Iy Duge vé viée ban hanh danh muc 21 sinh phdm dugc cp sé diang ky lwu hanh tai
Viét Nam — dot 36:

8.1. Thudc Elonva, sé diang ky: QLSP-1124-18 va thubc Elonva, sb ding
ky: QLSP-1125-18 do cdng ty Merck Sharp & Dohme (Asia) Ltd didng ky, trong
quyét dinh c6 ghi vai trd cia cong ty Vetter Pharma-F ertigung GmBH & Co. KG 1
“Co s san xudt”, nay dinh chinh la “Co s¢ san xudt va dong géi cép 17; vai tro cia
cdng ty N.V Organon la “Co s& dong g6i”, nay dinh chinh 13 “Co s& déng géi cép 2
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va xuit xudng”; quy cich dong géi 1a “Hop chira 01 xy lanh déng sin x 0,5ml”,
nay dinh chinh la “Hép chita 01 xy lanh déng s&n x 0,5m! + 01 kim tiém”;

8.2. Thubc Toujeo Solostar, s§ dang ky: QLSP-1113-18 do céng ty TNHH
Sanofi-Aventis Viét Nam ding ky, trong quyét dinh ghi hoat chit chinh — ham
lugng 14 “Insulin glargine 300U/ml” va dia chi nha san xudt 13 “Industriepark
Hochst, Bruningstrale 50, D-65926 Frankfurt am Main, Germany” nay dinh chinh
hoa}t chét chinh — ham lugng 14 “Insulin glargine 300 don vi/ml” va dia chi nha san
xudt 1a “Industriepark Hochst, Briiningstrafie 50, D-65926 Frankfurt am Main,
Germany”;

Cuc Quén ly Duge théng bao dé céc don vi biét./.
Noi nhin:

- Nhu trén;

- B truéng Nguyén Thi Kim Tién (48 b/c);

- This truéng Truong Quéc Cudmg (dé ble);

- Cyc trudng Vi Tudn Cudng (dé b/c);

- Vyu Phép ché, Cuc Y té dyr phdng, Cyuc Quén ly Kham
chita bénh, Thanh tra Bd Y té;

- Vién V¢ sinh djch t& trung wong;

- Téng cyc I1ai quan — B$ Tai chinh;

- Website Cyc QLD, Tap chi Drge & M§ phim — Cyc
QLD;

« Luu: VP, DKT(8 ban).

SO Y TE THANH PHO HAI PHONG SAO Y BAN CHINH

sé: @Oﬂ /SY-SYT Hdai Phong, ngayyl) thang 11 ndm 2018

Noi nhin:

-QLHN, TTra

- Trung tam KN thubc, MP, TP;

- Céc co s& KCB trong va ngoai nganh
- Céc co s& san xudt, kinh doanh duoc;
- VP; (dang tai 1én Cong TTDT SYT).
- Luu: VT, NVD.

Do Van Thang
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