"BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap — Tw do — Hanh phiic
4 6 0+/QLD-DK , Ha Néi, ngay,y § thang Q nam 2018
V/v dinh chinh quyét dinh cap
s6 dang ky
Kinh gui:

- S&'Y té cac tinh, thanh ph trye thude Trung vong;
- Céc cong ty dang ky cé thuoc dugce dinh chinh.

_ Cuc Quén 1y Dugc thong béo dinh chinh mét s6 noi dung trong céc Quyét

dinh cip sé dang ky luu hanh nhu sau:
1. Quyet dinh s6 97/QD-QLD ngay 23/03/2016 cua Cuc truong Cuc

Quan ly Duogc vé viéc ban hanh danh muc 605 thude san xuit trong nudce dugce
cap sé dang ky hiéu luc 05 nam - DQ’t 153:

1.1 Thudc Denatri, sé dang ky: VD-24629-16 do Cong ty TNHH Phil
Inter Pharma déng ky, trong quyét dinh c¢6 ghi tén thude 14 “Denatri”; nay dinh
chinh 13 “Denatri (SXNQ cua: Ahngook Pharmaceutical Co., Ltd.; Dia chi: 40
Jeyakgongdan 1-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-Do, Korea)”;

2 Quyct dinh s 41/QP-QLD ngay 06/02/2017 cua Cuc truong Cuc
Quan ly Dugc vé viéc ban hanh danh muc 598 thudc san xuét trong nudc dugc
cap s6 dang ky luu hanh tai Viét Nam - Dot 157:

2.1. Thube Ceftriaxon EG 1g/10ml (CSNQ: EG LABO - Laboratoires
EuroGenerics, dia chi: "Le Quintet" Bat A, 12 rue Danjou 92517 Boulogne
Billancourt cedex France), so6 ding ky: VD- 26402-17 do Cong ty cd phén
Pymepharco dang ky, trong quyét dinh c6 ghi tén thubc 1a “Ceftriaxon EG
1g/10ml”; nay dinh chinh la “Ceftriaxone EG 1g/10ml”;

2.2. Thubc Ceftriaxon EG 1g/3,5ml (CSNQ: EG LABO - Laboratoires
EuroGenerics, dia chi: "Le Quintet” Bat A, 12 rue Danjou 92517 Boulogne
Billancourt cedex France), so diang ky: VD-26403-17 do Céng ty c6 phan
Pymepharco dang ky, trong quyét dinh c6 ghi tén thudc 1a “Ceftriaxon EG
1g/3,5ml”; nay dinh chinh la “Ceftriaxone EG 1g/3,5ml”.

3. Quyét dinh sO 43/QP-QLD ngay 16/01/2018 cuia Cyc truong Cuc
Quan ly Dugc Ve viéc ban hanh danh muc 01 thubc san xudt gia cong trong
nudc dugc cap s6 dang ky hiéu lyc 03 nam - Dot 159 bo sung:

3.1. Thubc Tienam, s6 dang ky: GC3-1-18 do Cong ty Merck Sharp &
Dohme (Asia) Ltd dat gia cong va Cong ty C6 phan Dugc pham OPV nhan gia
cong, trong quyet dinh c6 ghi nha san xuat 1a “Nha san xuét: (Co s¢ nhan gia
cong dong goi cap 2): Cong ty C6 phan Dugc pham OPV”; nay dinh chinh la
“Nha san xuét: (Co sd nhan gia c¢ong dan nhan va dong goi cap 2): Cong ty Co

~ phan Duoc pham OPV”;

4. Quyet dinh s6 99/QD-QLD ngay 22/02/2018 cua Cuc truong Cuc
Quan ly Dugc vé viéc ban hanh danh muc 846 thubc san xuét trong nudc duge
cap s6 dang ky luu hanh tai Viét Nam - Dot 160:

4.1. Thubc Dich truyén tinh mach Glucose 5%, 5O dang ky: VD-29433-18
do Cong ty TNHH B. Braun Viét Nam dang ky, trong quyét dinh c6 ghi quy
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cach dong géi 1a “Chai nhya 100ml, 250ml, 500ml, 1000ml; Chai 500ml chira
250ml dung dich”; nay dinh chinh la “Thung 40 chai x 100ml, thing 20 chai x
250ml, thung 10 chai x 500ml, thing 10 chai x 1000ml; Thung 10 chai x chai
500ml chtra 250ml dung dich”;

4.2. Thubec Dich truyén tinh mach Natri Clorid 0,9% va Glucose 5%, 5O
dang ky: VD-29434-18 do Cong ty TNHH B. Braun Viét Nam déang ky, trong
quyét dinh c6 ghi quy cach dong géi 1a “Chai 500ml”; nay dinh chinh 1a “Thung
10 chai x 500ml”.

5. Quyét dinh s6 181/QP-QLD ngay 27/03/2018 cua Cuc truong Cuc
Quan 1y Duoc vé viée ban hanh danh muc 605 thubc san xuét trong nuéc duoc
cap sb dang ky luu hanh tai Viét Nam - Dot 161:

5.1. Thubc Dich truyén tinh mach Glucose 10%, s6 ding ky: VD-30055-
18 do Cong ty TNHH B. Braun Viét Nam déng ky, trong quyét dinh cé ghi quy
cach dong goi 1a “Chai 250ml, chai 500ml1”; nay dinh chinh la “Thung 20 chai x
250ml, thung 10 chai x 500ml”;

5.2. Thubc Dich truyén tinh mach Glucose 20%, sb dang ky: VD-30056-
18 do Cong ty TNHH B. Braun Viét Nam dang ky, trong quyét dinh cé ghi quy
cach déng goi 1a “Chai 250ml, chai 500ml”; nay dinh chinh la “Thung 20 chai x
250ml, thung 10 chai x 500ml”;

5.3. Thube Dich truyén tinh mach Glucose 30%, sO dang ky: VD-30057-
18 do Cong ty TNHH B. Braun Viét Nam dang ky, trong quyét dinh c6 ghi quy
cach dong goi 1a “Chai SOOml” nay dinh chinh la “Thung 10 chai x 500ml”;

5.4. Thude Dich truyén tinh mach Metronidazol (Co s& nhugng quyén:
B.Braun Melsungen AG; Dia chi: Carl-Braun-Strasse 1 34212 Melsungen,
Germany), so dang ky: VD-30058-18 do Cong ty TNHH B. Braun Viét Nam
- dang ky, trong quyét dinh ¢6 ghi quy cach déng géi la “Chai 100ml”; nay dinh
chinh la “Thung 40 chai x 100ml”;

5.5. Thubc Dich truyén tinh mach Ringer Lactat, sb6 dang ky: VD-30059-
18 do Cong ty TNHH B. Braun Viét Nam dang ky, trong quyét dinh c6 ghi quy
cach dong géi 1a “Chai 500ml”; nay dinh chinh Ia “Thang 10 chai x 500ml”;

5.6. Thudc Nudc cét pha tiém vo trung (Co s& nhuong quyén: B. Braun
Melsungen AG; Dia chi: Carl-Braun-Strasse 1 34212 Melsungen, Germany), )
dang ky: VD-30060-18 do Cong ty TNHH B. Braun Viét Nam déng ky, trong
quyét dinh ¢6 ghi quy cach dong géi 1a “Chai 100ml”; nay dinh chinh la “Thung
40 chai x 100ml”;

5.7. Thudc Amlodipine 10mg ldblct s6 dang ky: VD-30105-18 do Cong
ty TNHH LD Stada-Viét Nam déang ky, trong quyét dinh c6 ghi quy cach déng
gdbi la “Hop 3 vi, hop 5 Vi hop 6 vix 10 vién”; nay dinh chinh la “Hoép 3 vi, hop
5 vi, hop 10 vi x 10 vién”

5.8. Thubc Amlodlpme 5 mg tablet, s& déng ky: VD-30106- 18 do Cong ty
TNHH LD Stada-Viét Nam ding ky, trong quyét dinh c¢6 ghi quy cach dong goi
la “Hop 3 vi, hop 5 vi, h(’jp 6 vi x 10 vién”; nay dinh chinh la “Hop 3 vi, hop 5
vi, hop 10 vi x 10 vién”

5.9. Thubc Hoan bo trung ich khi, qo dang ky: VD-29631-18 do Cong ty
¢ phan Dugc Ha Tinh dang ky, trong quyét dinh c6 ghi hoat chét chinh - ham
lugng la “Mbi 10g chira: Bach truit 0,23g; Hoang ky 1,02g; Cam thao 0,23g;
Sai hd 0,23g; Pai tao 1,02g; Thing ma 0,23g; Dang sdm 1,28g; Tran bi 0,23g;
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Puong quy 0,23g; Gimg 0,12g”; nay dinh chinh la “M&i 5g chira: Bach truat
0,115g; Hoang ky 0,51g; Cam thao 0,115g; Sai ho 0,115g; Thing ma 0,115g;
Pang sam 0,64g; Tran bi 0,115g; Puong quy 0,115g; 0,785g cao duoc li¢u
tuong duong: Dai tdo 0,51g, Gung 0,0687;

6. Quyet dinh s 442/QP-QLD ngay 05/07/2018 ciia Cuc truong Cuc
Quan ly Duoc v& viéc ban hanh danh muc 711 thude san xuét trong nudc duge
cap s6 dang ky luu hanh tai Viét Nam - Dot 162:

6.1. Thudc Vitamin C MKP 500, s6 dang ky: VD-30693-18 do Cong ty co
phdn hoa-dugc pham Mekophar ding ky, trong quyét dinh c6 ghi quy cach dong
061 12 “Hop 10 vi x 10 vién, hop 20 vi x 20 vién, chai 100 vién”; nay dinh chinh
la “Hop 10 vi x 10 vién, hop 20 vi x 10 vién, chai 100 vién”

6.2. Thube Avoir 250, s6 ding ky: VD-30665-18 do Cong ty ¢ phan Gon
sa dang ky, trong quyét dinh c6 ghi dia chi cong ty dang ky la “S6 88, duong 52
Cao L9, phudng 4, quén 8, TP. Ho6 Chi Minh”; nay dinh chinh la “§6 88, duong
152 Cao L9, phudng 4, quan 8, TP. Ho Chi Minh”.

6.3. Thubc Devasco 5, sb dang ky: VD-30431- 18 do Cong ty ¢b phan dugc
phdm Medbolide ding ky, trong quyét dinh ¢6 ghi quy cach dong goi la “Hop 4 vi x 10
vién™; nay dinh chinh la “Hop 4 vi x 7 vién”;

7. Cong van sb 4081/QLD-DK ngay 09/03/2018 ctia Cuc Quan ly Dugc vé
viéc duy tri hiéu luc so dang ky:

7.1. Thude Desmodin Kim tién thdo, s6 ding ky: VD-18757-13 do Cong ty
C6 phan Duge pham OPC dang ky, trong cong van ghi tén thude 1a “Kim tién
thiao Desmodin”; nay dinh chinh 1a “Desmodin Kim tién thao”.

8. Cong van so 13898/QLD-DK ngay 19/7/2018 ctia Cuc Quan ly Dugc vé
viéc duy tri hiéu luc so dang ky:

8.1. Thudc Pantoprazole, s& ding ky: VD-17211-12 do Cong ty TNHH
lién doanh Stada-Viét Nam dang ky, trong cong véan ghl tén thubc la
“Pantoprazole”; nay dinh chinh la “Pantoprazole Stada 40 mg”.

Cuc Quan 1y Dugc thong béo dé cac don vi biét./.

Noi nhin: KT.CUC TRUONG
' PHO CUC TRUONG
- Nhu trén;
- BT. Nguyén Thi Kim Tién (dé ble);
- Thir Truéng Truong Quoc Cudng (dé blc);
- CT Vii Tudn Cudng (de b/c);
- Cuc Quan y-Bo Qube phong, Cuc'Y té - B§ Cong an;
- Cuc Y té giao thong van tai - Bo GTVT;
- Tong Cuc Hai Quan - B6 Tai Chinh;
- Bao hiém xa hoi Viét Nam;
- Vu Phap ché; Cuc Quan ly Y Duoc cb truycn Cuc Quan
ly Kham, chita bénh - BO Y té; Thanh tra Bo Y té;
- Vién KN thuée TW, VKN thude TP.HCM;
- Téng Céng t} Dugc VN;
- Cac Bénh vién, Vién co g/uong bénh truc thuéc BYT;
- Website ciia Cuc QLD, Tap chi Dugc & My phim; P.
QLKDD;
- Luu: VP, DKT (10b).




