N Sjps e
= W BOVYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phuc
Sé: 521 /QP-QLD Ha Ngi, ngay 08 thdng 09 ndm 2022
QUYET PINH

Vé viéc sira ddi thdng tin thude dwoc cap gidy ding ky lwu hanh tai Viét
Nam ban-hanh kém theo cac Quyét dinh cip gidy ding ky lwu hanh cia
Cuc Quén ly Dwoc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duroc 6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghj dinh s¢ 75/2017/NP-CP ngay 20/6/2017 ciia Chinh phui quy
dinh chitc ndang, nhiém vu, quyén han va co cau té chirc cia B4 Y té;

Can cir Nghj dinh s¢ 54/2017/NP-CP ngay 08/5/2017 ciia Chinh phui quy
dinh chi tiét mét sé dieu va bién phap thi hanh Ludt Duroc;

Can cir Nghi dinh sé 155/2018/NP-CP ngay 12/11/2018 cuia Chinh phu
Stra doi, bé sung mét sé quy dinh lién quan dén diéu Kién dau tw kinh doanh
thugc pham vi qudn 1y nha meéc cia Bo Y té;

Can cir Nghi dinh s¢ 30/2020/NB-CP ngay 05/3/2020 cuia Chinh phui vé
cong tac van thu;

Can cir Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 cua Bé trwong B
Y té quy dinh viéc dang ky luu hanh thuéc, nguyén lidu 1am thudc;

Can cir Théng tw sé 29/2020/TT-BYT ngay 31/12/2020 cuia Bé trieéng Bé
Y té sira doi, bé sung va bai bé mét sé van ban quy pham phéap ludt do Bé tridng
B4 Y té ban hanh, lién tich ban hanh;

Can cir Vao hé so dang ky heu hanh thuéce heu tai Cuc Qudn 1y Diroc;

Theo dé nghi ciia Trudng phong Pdng ky thuoc, Cuc Qudn 1y Duor.

QUYET PINH:

Piéu 1. Stra doi mot sb théng tin thude duoc cap gidy dang ky luu hanh
tai Viet Nam ban hanh kém theo cac Quyét dinh cap gidy dang ky luu hanh cta
Cuc Quan Iy Duoc (Phu luc kém theo Quyét dinh nay).

Céc thdng tin khéac cua thudc dugc cap gidy dang ky luu hanh tai Viét
Nam ban hanh kém theo céc Quyét dinh cip giay dang ky luu hanh thudc tai Phu
luc kém theo Quyét dinh nay khong thay doi.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.
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Piéu 3. Giam ddc So Y té céc tinh, thanh phd truc thude Trung wong va
Giam ddc co sd san xuat.va co sé dang ky c6 thudc tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Noﬁ nhgn: ; KT. CUC TRUONG
- Nhu bicu 3; - A

- QBT. DPao Hong Lan (dé b/c); EI—\I\O CUC TRUONG
- TTr. DS Xuén Tuyén (dé b/c); y, - A -

- Cuc trudng Vil Tuéin’Cuc‘rng (dé blc); ’ f;f}; / e
- Cuc Quany -‘Bo Quoc phong, Cuc Y té - Bo Cong An; (/5] Ay ‘
- Cuc Y té GTVT - B6 Giao thdng van tai; Téng Cuc Hai ||\
quan - Bo Tai chinh; \
- B4o hiém x4 hoi Viét Nam; ‘
-BoY té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
Bo;

- Vién KN thuéc TW, Vién KN thuéc TP. HCM;

- Tong Cong ty Dugc Viét Nam;

~ Cac Bénh vién, Vién c6 giwong bénh truc thuoc BYT;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD;

- Luu: VT, BKT.




Phu luc
DANH MUC CAC THONG TIN SUA POl CUA CAC THUOC PUQC CAP GIAY PANG KY LUU HANH TAIl VIET
NAM BAN HANH KEM THEO CAC'QUYET PINH CAP GIAY PANG KY LUU HANH CUA CUC QUAN LY DUQC
(Ban hanh kém theo Quyét dinh sé: ..521.../0P-OLD ngay08thdng 09mdm 2022
cua Cuc Quan Iy Duoc)

1. Quyét dinh s6-157/QD-QLD ngay 19/6/2013 cua Cuc truéng Cuc Quan Iy Duoc vé viéc ban hanh Danh muc thudc san xuat trong nudc
duoc cap GPKLH tai Viét Nam - Dot 140

STT | < Tén thube Co s diing ky Sé dangky | oI ‘;‘;?nghd‘“h Théng tin da ghi Théng tin dinh chinh
n 2 g Hoat chat . .
I Cong ty Co phan i i P . . Cefotaxim (dudi dang
1 Taxibiotic 2000 Duroe pham Tenamyd VD-19008-13 chll?li;,nt;am Cefotaxim natri 2¢g Cefotaxim natri) 2g

2. Quyét dinh sb 662/QD-QLD ngay 17/12/2015 cua Cuc truéng Cuc Quan Iy Duoc vé viéc ban hanh Danh muc thudc san xuat trong nudc
duoc cap GPKLH tai Viét Nam - Dot 152

STT | Tén thubc Co siv diing ky S6 dingky | oI ‘;‘;?nghd‘“h Théng tin da ghi Théng tin dinh chinh
A 21X Hoat chit . . Cefepim (dudi dang
2 Pimefast 500 | COn8y CophanDuge | \/p oag6n 15 | chinh, ham | Cefepim (dudi dang Cefepim HCl dém véi
pham Tenamyd Cefepim HCI) 500mg -
lugng Arginin) 500mg

3. Quyét dinh s6 297/QD-QLD ngay 15/07/2016 cua Cuc truong Cuc Quan 1y Duoc vé viéc ban hanh Danh muc thude san xuét trong nudc
dugc cip GPKLH tai Viét Nam - Dot 154

STT Tén thudc Co s¢ dang ky S6 ding ky Noi ((l:lr:?nghdmh Thong tin da ghi Thong tin dinh chinh
Cong ty TNHH Thai Quy cach don
3 |zac syrup Nakorn Patana Vidt | VD-25064-16 y 06i & | Chai 30ml; chai 60ml Hop 1 chai 30ml, 60ml
Nam




4. Quyét dinh sé 424/QD-QLD ngay 05/09/2016 ciia Cuc truéng Cuc Quan Iy Duogc vé viéc ban hanh Danh muc thubc san xuit trong nudc
duoc cip GPKLH tai Viét Nam - Dot 155

Noi dung dinh

0,65g; Glycin 0,9875¢; L-
Alanin 1,7125g; L-Prolin
1,1125g; L-Aspartic acid
0,1625g; L-
Asparagin.H20 0,465¢; L-
Glutamic acid 0,575¢; L-
Ornithin HCI 0,4g; L-Serin
0,3g; L-Tyrosin 0,075¢

STT Tén thudc Co s¢ ding ky S6 ding ky chinh Théng tin da ghi Théng tin dinh chinh
Moi 250ml chira: L- M3i 250ml chia; L-
Isoleucin 0,6375g; L- ) ] .
X ] Isoleucin 0,6375g; L-Leucin
Leucin 1,1125¢; L- ) .
) ) 1,1125g; L-Lysin.HCI
Lysin.HCI 0,875¢; L- ; -
- X 0,875¢; L-Methionin
Methionin 0,475; L- 0,475g; L-Phenylalanin
Phenylalanin 0,6375g; L- 4199, . yra
. ) 0,6375g; L-Threonin
Threonin 0,5125g; L- !
2 : Trytophan 0,225g; L-Valin 0,5125¢; L-Tr_yptophan
Aminoacid Kabi Cong ty Co phan Hoat chat 060 L-Ar i’nin H1C| 0,225¢; L-Valin 0,69; L-
4 0 Fresenius Kabi Viét | VD-25361-16 | chinh, ham l’lg’ _ L_Hgijsti i el Arginin HCI 1,15g; L-
Nam lugng 199 Histidin HCI 0,65g; Glycin

0,9875g; L-Alanin 1,7125g;
L-Prolin 1,1125g; L-
Aspartic acid 0,1625g; L-
Asparagin.H20 0,465¢; L-
Glutamic acid 0,575g; L-
Ornithin HCI 0,4g; L-Serin
0,3g; L-Tyrosin 0,075g

5. Quyét dinh sé 406/QD-QLD ngay 19/09/2017 cua Cuc truong Cuc Quan 1y Duoc Vé viéc ban hanh Danh muc thude san xuét trong nudc
duoc cap GDKLH tai Viét Nam - Dot 159

Nam

STT Tén thude Co sé dang ky S6 ding ky Noi (;E?nghdmh Thong tin da ghi Thong tin dinh chinh
Cong ty TNHH Thai Quy cach dén
5 Tiffy syrup Nakorn Patana Viét | VD-28620-17 y 06 & | Chai 30ml; chai 60ml Hop 1 chai 30ml, 60ml




MJdi 5ml siro chira:

Mdi 5ml siro chira:

Nonthaburi, Thai Lan

Cong ty TNHH Thai Hoat chat Paracetamol 120mg; Paracetamol 120mg;
6 Tiffy syrup Nakorn Patana Viét VD-28620-17 chinh, ham | Phenylephrin HCI 5mg; Phenylephrin HCI 5mg;
Nam luong Chlopheniramin maleat Chlorpheniramin maleat
1mg 1mg
. 94/7 Soi Ngamwongwan 8
Cong ty TNHH Thai Bia chicg s ?é’i;s‘r’;k'\'ogg)’“‘(’j"ﬁggwa” 8 | (Yimprakorb), duong
7 Tiffy syrup Nakorn Patana Viét VD-28620-17 e n | N nl]D N ; N & Ngamwongwan, Bangkhen,
Nam nhuong quyen gamwongwan, Mueang, tinh Nonthaburi

11000, Thai Lan.

6. Quyét dinh sé 99/QP-QLD ngay 22/02/2018 cua Cuc truong Cuc Quan 1y Duogc V& viéc ban hanh Danh muc thudc san xuét trong nudc
duoc cap GPKLH tai Viét Nam - Dot 160

Noi dung dinh

STT Tén thube Co s¢ diang ky S6 ding ky chinh Théng tin da ghi Théng tin dinh chinh
Cong ty TNHH Thai . . A , Hop 1 tuyp 15g, 25g, 30g,
8 | Neoticambalm | Nakorn Patana Vit | VD-20551-1g | Quy cachdong | Hop I tuyp 15¢, 25¢, 308, | 56, 100g Hop I6n chira 12
goi 60g, 100g A .
Nam hop nho

7. Quyét dinh s6 442/QD-QLD ngay 05/7/2018 cuia Cuc truong Cuc Quan Iy Dugc vé viéc ban hanh Danh myc thudc san xuit trong nudc
duoc cap GDKLH tai Viét Nam - Dot 162

Nam

STT Tén thudc Co sé dang ky S6 dang ky Noi ((l:;:?nghdmh Thong tin da ghi Thong tin dinh chinh
Cong ty TNHH Thai . . o , n
A i i Quy cach dong o , Hop 1 tuyp 5g, 10g. Hop
9 Canasone Nakorn Patana Viét VD-30882-18 g6i Hop 1 tuyp 5g, 10g 16n chita 12 hop nho.

8. Quyét dinh sé 108/QD-QLD ngay 27/02/2019 cua Cuc trudng Cuc Quan 1y Duoc vé viéc ban hanh Danh muc thube san xuét trong nudc
dugc cip GPKLH tai Viét Nam - Dot 164




Noi dung dinh

STT Tén thudc Co sé dang ky S6 dang ky chinh Thong tin da ghi Thong tin dinh chinh
Sunfloxacin Cong.ty TNHH Sun . £ : :
10 250mg/50ml Garden Viét Nam VD-32458-19 Tén thuoc Sunfloxacin 250ml/50ml Sunfloxacin 250mg/50ml

9. Quyét dinh s6:227/QDP-QLD ngay 28/04/2022 cua Cuc truong Cuc Quan Iy Duoc vé viéc ban hanh Danh muc thudc san xuat trong nudc
dugc cip GPKLH tai Viét Nam - Dot 174 b sung

STT Tén thubc Co siv diing ky Sé dingky | NI ‘i‘;lf‘nghd'“h Théng tin da ghi Théng tin dinh chinh
Hop 1 1o + 1 éng dung médi | Hop 1 lo + 1 dng dung moi
Cong ty C6 phan i i Quy cach déng | 5ml; Hop 1 lo + 3 dng 5ml; Hop 3 lo + 3 dng dung
1 AeNeasS | by oc pham An Thien | VD 92024-22 g6i dung moi Sml; Hop 5 lo + | moi Sml; Hop 5 1o + 5 éng
5 ong dung mbi Sml dung méi 5ml
) ~ |Hopllo+1 dng nudc cat
Hop 1 lo + 1 6ng nude cat | ti€ém 10 ml (SDK: VD - 20273
o t,iém 10ml; H@p 5lo+5 - ;|.3), Hop 5 lo + 5 dng nudce
. . Cong ty c6 phan dugc i i Quy céach dong | 6ng nudc cat ti€ém 10ml; cat ti€ém 10 ml (SBK: VD -
12 Vintanil 1g pham Vinh Phic VD-35633-22 g6i Hop 10 1o + 10 éng nude | 20273 - 13) Hop 10 Io + 10
cat ti€ém 10ml; Hop 1 lo, 5 | Odng nudc cat ti€ém 10 ml
lo, 10 lo (SbK: VD - 20273 - 13), Hop
11lo, 510, 1010
’ ~ |Hopllo+1 dng nudc cat
Hop 1lo + 1 6ng nude cat | ti€ém 5 ml (SDK: VD - 24904 -
tiém Sml; Hop S 1o + 5 16), Hop 5 lo + 5 0ng nudc cat
. . Cong ty ¢d phan duoc i i Quy cach dong | 6ng nude cit tiém Sml; tiém 5 ml (SPK: VD - 24904 -
13 Vintanil 500 pham Vinh Phiic VD-35634-22 goi Hop 10 1o + 10 éng nuée | 16) Hop 10 lo + 10 éng nuée

cat tiém 5ml; Hop 119, 5

lo, 10 lo

ct tiém 5 ml (SPK: VD -
24904 - 16), Hop 1 1o, 5 1o, 10
lo
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