Phu luc II
DANH MUC 14 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - POT 219
(Kém theo Quyét dinh sé /OP-QLD ngay thang nam 2025
cua Cyc Quan ly Duoc)
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1. Co sé ding ky: Cong ty c6 phan Dwge Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phd Ho Chi
Minh, Viét Nam)

1.1. Co s& san xuit: Cong ty co ph?m Dugc Apimed (bia chi: Puong N1, cum cong nghi¢p Phu Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

1 |Ladycare Alpha terpineol 1%  |Dungdich  [HOp 1 chai x 150ml; | NSX 36 893110495225 | 1
(wiv) vé sinh phu  |HOp 1 chai x 200ml (VD3-99-21)
nit

2. Co sé diing ky: Cong ty c6 phan dwoe Minh Hai (Dia chi: S6 322 duong Ly Vian Lam, phuong 1, Thanh phd Ca Mau,
Tinh Ca Mau, Viét Nam)

2.1. Co sé san xuét: Cong ty ¢ phin dwoc Minh Hai (Dia chi: S6 322 duong Ly Vin Lam, phuong 1, Thanh ph Ca Mau,
Tinh Ca Mau, Viét Nam)

2 |Cephalexin Cephalexin Thudc com  |Hop 12 gobi x 3g NSX 36 (893110495325 | 1
250mg (Cephalexin (VD-17357-12)
monohydrat) 250mg

3 |Clatexyl 250mg [Amoxicillin (duéi Thudc cdm  |Hop 20 goi x 1,5g NSX 36 893110495425 | 1
dang Amoxicillin (VD-16810-12)
trihydrate) 250mg

3. Co sé diing ky: Cong ty Co phan Dwogce pham Ciru Long (Pia chi: 150 duong 14 thang 9, Phuong 5, Thanh phd Vinh
Long, Tinh Vinh Long, Viét Nam)

3.1. Co sé san xuat: Cong ty Cé phan Dwoc phdm Ciru Long (Dia chi: 150 duong 14 thang 9, Phuong 5, Thanh phd Vinh
Long, Tinh Vinh Long, Viét Nam)

4 |Babemol Paracetamol 120mg  [Siro thuéc  [Hop 30 goi x 5ml NSX 36 893100495525 | 1
(VD-21255-14)

4. Co sé diing ky: Cong ty ¢d phan dwge phim Me Di Sun (Pia chi: S6 521, Khu phd An Loi, Phuong Hoa Loi, Thanh phd
Bén Cat, Tinh Binh Duong, Viét Nam)

4.1. Co sé san xuat: Cong ty cd phin dwec phdm Me Di Sun (Dja chi: S6 521, Khu phé An Loi, Phuong Hoa Loi, Thanh
phé Bén Cat, Tinh Binh Duong, Viét Nam)

5 |[Soyoz Acid thioctic (Acid Vién nén Hop 3 vix 10 vién NSX 36 893110495625 | 1
alpha lipoic) 200mg  [bao phim (VD-34576-20)

5. Co s¢ diang ky: Cong ty Co phan Dwoc phim Sao Kim (Pia chi: KCN Quang Minh, huyén Mé Linh - Ha Noi, Viét Nam)

5.1. Co sé san xuat: Cong ty c6 phan dwgee phdm Sao Kim (Dja chi: KCN Quang Minh, huyén Mé Linh - Ha Noi, Viét
Nam)
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6 [Colocol Flu+ Dextromethorphan Vién nén Hop 15vix 10 vién | NSX 36 893110495725 | 1
hydrobromide 15mg; |bao phim (VD-28013-17)

Loratadin 5mg;
Paracetamol 500mg

6. Co sé ding ky: Cong ty Co phan Dugc pham Trung wong 2 (Dia chi: S6 9 Tran Thanh Tong, phuong Bach Pang, quan
Hai Ba Trung, thanh phé Ha Noi, Viét Nam)

6.1. Co sé san xuit: Cong ty C6 phan Duwoc pham Trung wong 2 (Dia chi: L6 27, khu cong nghiép Quang Minh, thi trin
Quang Minh, huyén Mé Linh, thanh phé Ha Noi, Viét Nam)

7 {Ingaron 200 DST

Cefpodoxim (duédi
dang Cefpodoxim
proxetil) 200mg

Vién nén
phan tan

Hop 1 vi x 10 vién,
Hop 2 vi x 10 vién

NSX

36

893110495825
(VD-21692-14)

7. Co s¢ ding ky: Cong ty C6 phan Dwgc phim Trung wong I - Pharbaco (Pia chi: 160 Ton Puc Thing, phuong Hang
Bot, quan Déng Pa, thanh phd Ha Noi, Viét Nam)

7.1. Co s san xuit: Cong ty Cé phan Dugc phadm Trung wong I - Pharbaco (Dia chi: Thén Thach Lai, x3 Thanh Xuén,
huyén Soc Son, thanh phd Ha Noi, Viét Nam)

8 |Azithromycin Azithromycin (duéi  [Vién nén Hop 1 vi x 3 vién NSX 36 [893110495925 | 1
500mg dang Azithromycin bao phim (VD-8806-09)
dihydrat) 500mg
9 |Lovegra Sildenafil (dudi dang |Vién nén Hop 1 vi x 4 vién; NSX 36 1893110496025 | 1
Sildenafil citrat) 50mg [bao phim Hop 1 1o 30 vién; (VD-5976-08)
Hop 1 1o 10 vién
10 |Mygast Terbutalin sulfat Thudc tiém |Hop 10 ong x 1ml NSX | 36 [893115496125 | 1
0,5mg/1ml (VD-12946-10)

8. Co s¢ ding ky: Cong ty Co phan Héa-Dwoc phAm Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quan 11,

TP. H6 Chi Minh, Viét Nam)

8.1. Co s¢ san xuit: Cong ty Cé phan Héa-Duwge pham Mekophar (Bia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quén 11,
TP. H6 Chi Minh, Viét Nam)

11 [Kalecin 500 Clarithromycin 500mg [Vién nén Hop 2 vix 5 vién NSX 36 893110496225 | 1
bao phim (VD-8941-09)

12 [Mutecium-M Domperidon maleat  |Vién nén Hop 10 vix 10 vién |DDVN 36 893110496325 | 1
tuong duong V (VD-15527-11)

domperidon 10mg

9. Co s6 diing ky: Cong ty c6 phan S.P.M (Dia chi: Lo s6 51, Khu Céng Nghiép Tan Tao, Pudng s 2, Phuong Tan Tao A,
Quan Binh T4n, Thanh phd H6 Chi Minh, Viét Nam)

9.1. Co s& san xuit: Cong ty co phan S.P.M (Dia chi: L6 s6 51, Khu Cong Nghiép Tan Tao, Puong s6 2, Phuong Tan Tao
A, Quén Binh Tan, Thanh phé H6 Chi Minh, Viét Nam)

13 [Muscino

Codein phosphat
10mg; Guaifenesin
(Glyceryl guaiacolat)
100mg

Vién nang
mém

Hop 8 vix 10 vién

NSX

36

893101496425
(VD-21730-14)

10. Co sé ding ky: Cong ty TNHH Thwong mai va Tw van dau tw Tri Viét (Dia chi: S6 17A2 tap thé Dién Lyc, phuong

Bach Ding, quan Hai Ba Trung, thanh phd Ha Noi, Viét Nam)
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10.1. Co s& san xuit: Cong ty c6 phan duwgc Medipharco (Pia chi: 08 Nguyén Truong To, Phuong Phudc Vinh, Thanh phd
Hué, Tinh Thira Thién Hué, Viét Nam)

14 |Pusadin plus Acid fusidic 2% Kem bbida |Hop I tuyp x 5g; NSX 36 893110496525 | 1
(w/w); Betamethason Hop 1 tuyp x 10g; (VD-25375-16)
valerat 0,1% (w/w) Hop 1 tuyp x 20g

Ghi chu:

1. Cach ghi tiéu chudn chat luong thudc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house ¢ Y nghia twong dwong nhau,
la tiéu chudn chat lwong thudc do co sé san xudt xdy dwng va déu c6 thé dwoc ghi trén nhan thudc.

- Cach viér tdt céc tieu chudn chat heong dwoc dién: Dwoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Dugc dién My
(USP), Duoc dién Nhit Ban (JP), Dugc dién Trung Quoc (CP), Duoc dién Chdu du (EP), Dwoc dién Quoc té (IP)...

2. S6 ddang ky tai cot (8):

- S6 dang ky gia han 1 s6 ding Ky dwoc cdp theo quy dinh tai Phu luc V ban hanh kém theo Thong fir so 12/2025/TT-BYT
ngay 16/05/2025 ciia Bé truong Bé Y té quy dinh viéc dang ky lieu hanh thuoc, nguyén liéu lam thudc.

- 86 dang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp trude khi thuoe dwoc gia han theo quyét dinh nay.

3. C4c thudc tai Phu luc nay: sau khi hét han gidy dang ky lwu hanh, trong hé so gia han phai bé sung cong thirc tham chiéu
hodic dir liéu 1am sang chimg minh an toan hiéu qud ciia thuoc dé Hoi dong tw van cap gidy dang Ky luu hanh thude, nguyén
liéu 1am thudc xem xét viéc gia han GPKLH (trir s6 thir tw 08, 09, 10, 11, 12: sau khi hét han GPKLH, khong tiép tuc gia han
do hé so ding ky lan dau chiea bién soan theo mau ACTD).




