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CONG TY TNHH DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM
PpUC VIET Pjc lap — Tw do — Hanh phic
Sé: 200/CV-BV Thanh pho Hé Chi Minh, ngay 30 thdng 07 ndm 2025

V/v: Cap nhit thong tin thudc tring thiu
Mibelet

Kinh giri: S&' Y té An Giang

- Can it Quyét dinh s6 1630/QD-SYT ngay 27/06/2024 ciia S& Y t€ tinh Kién Giang vé viéc
phé duyét két qua lua chon nha thau go6i thau Goi s6 2: Goi thau thude generic thong thuong
thudc du toan mua sam: K€ hoach luya chon nha thau géi thau cung cap thudce tip trung tinh Kién
Giang, giai doan 2023 — 2025 (dot 3);

- Can cir Quyét dinh sb 401/QD-QLD ngay 18 thang 06 nam 2024 ctia Cuc Quan Iy Dugc vé
viéc ban hanh Danh muc 512 thubc san xut trong nuéc dugc gia han gidy ding ky luu hanh tai
Viét Nam — Dot 200;

- Pé thuan tién trong viéc 4nh xa va thanh toan bao hiém y té. Chung t6i, Cong ty TNHH
Dugc phdm Duc Viét kinh @ nghi S& Y té An Giang cho chiing t6i cap nhat sé dang ky va quy
cach thubc Mibelet, cu thé thu sau:

Théng tin thudc tai quyét

STT Tén thuoc Nha san xuat dinh 1630/QD-SYT

Thong tin cap nhat

Ma thube: 2210220015298, Nhém 3

Céng ty TNHH lién doanh VD-32411-19 893110461124

Hasan-Dermapharm

1 Mibelet

Hop 3 vix 14 vién Hop 5 vi x 14 vién

Chung t6i rit mong nhan dugc su ddng y ctia Quy S& y té cho phép ching t6i dugce cung
Urng mat hang trén theo théng tin cip nhéat véi céac ti€u chuan khac khong doi so véi ho so du
thau.

Trén trong ./.
Noi nhdn:

- Nhu trén;
- Luu: VT.

DUGC PHAM
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% 5 2'52’4‘ Wit BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM
“CUC QUAN LY DUQC Pic lap - Tw do - Hanh phiic

: 401 /QD-QLD Ha Néi, ngay 18 thdng 06 ndm 2024

‘ QUYET DINH ,
Veé viéc ban hanh Danh myc 512 thudc sén xuét trong nuéc
dwgc gia han giay dang ky luvu hanh tai Viét Nam - Dot 200

CUC TRUGNG CUC QUAN LY DUGC

Can cir Lugt Dugc so' 105/2016/QH13 ngay 06/4/2016;
Can cur Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phii quy dinh
chuec nang, nhiém vu, quyen han va co cdu 6 chirc ciia B Y té;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia Bé trucng Bo Y té quy
dinh clgl?c ndng, nhiém vu, quyén han va co cau 16 chike ciia Cuc Quan Iy Dupe thudc
B Yre;

Céin cir Thong tw 56 08/2022/TT-BYT ngay 05/09/2022 cua Bo trucng Bo Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thubc;

Can cir két ludn cua Hopi déng tur van cap gidy ding ky lwu hanh thuéc, nguyén
liéu lam thubc - B3 Y té dot 200 1ai Cong van so 43/HDTV-VPHD ngay 15/5/2024 cua
Van phong Hoi dong tu van cap GPKLH thuéc, nguyén liéu lam thubc;

Theo dé nghi ciia Trucng phong Ding ky thuée, Cuc Quan by Dugc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 512 thudc san xuét trong
nuée duge gia han gidy ding ky Iuu hanh tai Viét Nam - Dot 200, cu the

1. Danh muc 418 thudc san xuét trong nuéc dugc gia han gidy ding ky luu
hanh hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 89 thudc san xuét trong nuéc duoc gia han gidy ding ky luru hanh
hi¢u lyc 03 ndm (Phy luc II kém theo).

3. Danh muc 05 thudc san xuét trong nudc dwoc gia han gidy dang ky luu hanh
hiéu luc d&én 31/12/2025 (Phy luc III kém theo).

Diéu 2. Co s6 san Xuit va co s& dang ky thudc c6 trach nhiém:

1. San xuét thude theo ding cac ho s0, tai liéu da ding ky v6i B Y té va phai
in s§ dang ky dugc Bo Y te Viét Nam c4p 1én nhén thuée.

2. Chi duge san xuit, dua ra lwu hanh cic thude kiém soat dic biét khi c6 Gidy
chimg nhén du diéu kién kinh doanh duge pham vi kinh doanh thudc phai kiém soét
ddc biét phu hop v6i pham vi hoat dong ca co s& dép ung quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phit quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Lu4t Dugec.

3. Thyc hién vi€c cép nhat tiéu chuén chét luong cia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta B truong B6 Y té quy dinh vé
chét lwong thudc, nguyén liéu lam thudc.

4. Thubc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
nop hd so cap nhit ndi dung nhin thudc, t& huéng dan sir dung thudc theo quy dinh
cua Théng tu 01/2018/TT-BYT ngay 18/01/2018 cia Bg trudng B Y té thi phai thuc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Piéu 37 Théong tur s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngdy dugc gia han gidy ddng ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
gidy déng ky Iuu hanh theo Quyet dinh nay c6 thay dbi vé ndi dung hanh chinh phai
san xuét va luru hanh véi cac ndi dung da duoc phé duyét thay dbi trong hd so gia han.

6. Co sé dang ky thudce phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cia gidy ding ky luu hanh thudc, nguyén liéu 1am thuéc. Trong trudng hop
khong con dap tmg du diéu kién hoat dong, co s& dang ky phai ¢ trach nhiém thuc
hién thay di co s& ding ky theo quy dinh tai Théng tur s 08/2022/TT-BYT trong thdi
han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

7. Co s& san xuét thube pha1 bao dam cac diéu kién hoat dong ciia co s san
xuét trong thdi han hiéu luc cta gidy ding ky Iuu hanh thudc, nguyén liéu lam thudc.

8. Cac thudc duoc gia han gidy ding Ky luu hanh tai Quyét dinh nay duoc tiép
tuc str dung so déng ky da cép trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap s6 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Phéi hop véi cic co s& diéu tri dé thuc hién theo dung cic quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hi€u qua, tac dung khéng mong mudn cua
thudc trén ngudi Viét Nam va tdng hop, bao cdo theo quy dinh tai Piéu 5 Théng tir s6
08/2022/TT-BYT ddi v6i cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dc S& Y t€ cac tinh, thanh phé truc thudc Trung wong va Gidm
dbc co s& san xuit va co s& ding ky cé thude tai Diéu 1 chiu trich nhiém thi hanh
Quyét dinh nay./.

Noi nhin: — CUC TRUONG
- Nhu Diéu 4; i w AH.C 4%
- BT. Dao Hong Lan (d¢ b/c);

- TT. B6 Xuén Tuyén (dé b/c); : 5]
- Cuc Quan y - B6 Quoc phong, Cuc Y te - Bo Cong an; | “|
-Cuc Y te GTVT -Bo Giao thong van tai; \

- Tong Cuc Hai quan - B§ Tai chinh; 53 =
- Bao hiém x4 hdi Viét Nam; gy £ .
-B4 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cwong
B9, Van phong HDTV cap GBKLH thude, NLLT;

- Vién KN thudc TU,, Vién KN thuéc TP. HCM;

- Téng Cong ty Dugc Viét Nam - Céng ty CP;

- Céc Bénh vién, Vién c6 giudng bénh tryc thugc Bo Y té;

- Trung tam mua sém tap trung thUOC qUOC gla

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luu: VT, BKT (C.H) (02b).
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DANH MUC 418 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc I

TAI VIET NAM HIEU LUC 05 NAM - DOT 200

(Kem theo Quyé't dinh s6 401

/OD-QLD ngay 18

cua Cyc Quan ly Dugc)

thang 06 nam 2024

STT Tén thudc Hoat chat chinh - Dang bao ché | Quy cich déng g6i| Tiéu | Tudi S6 dang ky S6
Ham lugng chuin | tho gia han lin

(thang)| (S6 dingky | gia
da cip) han

@ 2 3 “ ) (6) ) 8 )

1. Co sé ding ky: Cong ty c6 phan Durgc - Vit tir y té Nghé An (Dia chi: S5 68 duong Nguyén Sy Sach, Phirdng Hung

Phic, thanh phé Vinh, tinh Nghé An, Viét Nam)
1.1. Co s6 san xuét: Cong ty ¢b phin Dugc - Vit tu y té Nghé An (Dia chi: S 68 duong Nguyén Sy Sach, Phuong Hung
Phuc, thanh phd Vinh, tinh Nghé An, Viét Nam)

1 [CinatamDNA Cinarizin 25mg; Vién nang Hop 6 vi x 10 vién; | NSX 36 893110425424 | 1
Piracetam 400mg cung Hop 10 vi x 10 vién (VD-26359-17)
2 |Piracetam - DNA |Piracetam 400mg Vién nang Hoép 5 vix 10 vién; | DDVN 36 | 893110425524 | 1
cung Hop 10 vi x 10 vién A" (VD-26362-17)
3 |Tetracyclin Tetracyclin Vién nén Lo 450 vién, Lo DbVN 24 1893110425624 | 1
250mg hydroclorid 250mg 400 vién, Lo 200 v (VD-20928-14 )
vién, Lo 100 vién

2. Co s& diing ky: Cong ty cb phan dugc Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quén 11, Thanh phd H6 Chi
Minh, Viét Nam)
2.1. Co sé san xuét: Cong ty cb phin dwrgc Apimed (Dia chi: Pudng N1, cum cong nghiép Phti Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

| 4 |Misopato 5 Bisoprolol fumarat |Viénnénbao |HOp3vix 10vién |[USP38| 24 |893110425724 | 1
| Smg phim (VD-31034-18)
I 5 |Nooapi 400 Piracetam 400mg Vién nén bao |Hop 10 vix 10 vién | NSX 24 1893110425824 | 1
phim (VD-31036-18)
6 [Nooapi 800 Piracetam 800mg Vién nén bao |Hop 10 vix 10 vién | NSX 24 1893110425924 | 1
phim (VD-30220-18)
7 |Sucrapi Sucralfat-1000mg Hon dich udng |Hop 20 géi x Sml; NSX 24 | 893100426024 | 1
Hop 50 gdi x 5ml (VD-30914-18)

3. Co sé ding ky: Céng ty cb phan dirge Danapha (Dia chi: 253 Diing Si Thanh Khé, phudng Thanh Khé T4y, quin Thanh
Khé, thanh phé Pa Ning, Viét Nam)

3.1. Co sé sin xuét: Cong ty cb phin dwrge Danapha (Dia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé T4y, quan

Thanh Khé, thanh phé Pa Ning, Viét Nam)

8 |Disidana Nefopam Dung dich Hop 10 ng x 2ml NSX 36 1893110426124 | 1
hydroclorid tiém (VD-31518-19)
20mg/2ml
9 |Furosol Furosemid 20mg/2ml |Dung dich Hop 10 6ng x 2ml NSX 24 1893110426224 | 1
tiém (VD-24683-16)

10 |Garnotal Phenobarbital 100mg |Vién nén Hop 10 vix 10 vién | NSX 36 893112426324 | 1
(VD-24084-16)

11 [Haloperidol 2 mg [Haloperidol 2mg Vién nén Hop 1 l9x 200 vién | NSX 36 |893110426424 | 1
(VD-18188-13)

12 |Meloxicam 15mg [Meloxicam 15mg Vién nén Hop3vix 10vién | NSX 36 |893110426524 | 1
(VD-31520-19)

13 [Neuropyl 400 Piracetam 400mg Vién nang Hop5vix 10vién | NSX 36 |893110426624 | 1
cimg (VD-25094-16)
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STT| Tén thude Hoat chit chinh - | Dang bao ché|Quy c4ch déng géi| Tiéu | Tudi | Sédiangky | S6
Ham lrgng chuin tho gia han lin
(thang)| (S6 dangky | gia
da cip) han
(1)) 2 3 @ ) 6 () ® (&)
348 |Telminic-80 Telmisartan 80mg  [Vién nén Hop3vi,5vi, 10 | NSX | 36 [893110460124 | 1

vi x 10 vién; Chai
30 vién

(VD-32383-19)

77. Co sé diing ky: Cong ty TNHH dugc phidm Vinh Twong Phat (Dia chi: 28 Pudng 266, Phuong 6, Quén 8, Thanh Phd
Ho Chi Minh, Viét Nam)
77.1. Co s& san xuat: Cong ty 6 phan Dirgc phim Phong Phi - Chi nhénh nha mdy Usarichpharm (Bia chi: L6 s6 12,
dudong s6 8, Khu cong nghiép Tan Tao, Phudng Tan Tao A, Quan Binh Tan, Thanh Phd H3 Chi Minh, Viét Nam)

349 |Bichivi Linezolid 600mg Vién nén bao |Hop 03 vix 10 NSX 24 1893110460224 | 1
phim vién; Hop 05 vi x (VD-32385-19)
10 vién; Hop 10 vi
x 10 vién
350 |Lioked Lercanidipine HCl ~ |Vién nén bao |HOp 03 vix 10 vién| NSX 36 |893110460324 | 1
20mg phim (VD-32386-19)

78. Co'sé diing ky: Cong ty TNHH Dwrgc phim VNP (Bia chi: O 54, F3, khu d6 thi Pai Kim, phuong Pai Kim, quan Hoang

Mai, thanh phd Ha Noi, Viét Nam)

78.1. Co s& san xuét: Céng ty cé phin dugc phim CPC1 Ha Néi (Dia chi: Cum céng nghiép Ha Binh Phuong, x4 Vin

Binh, huyén Thudng Tin, thanh phé Ha Ngi, Viét Nam)

351

Mucome drop

Xylometazolin
hydrochlorid
0,5mg/ml

Dung dich
nhd mii

Hép 1 6ng x Sml,
Hop 1 éng x 10m!

NSX

36

893100460424
(VD-24552-16)

79. Co sé ding ky: Céng ty TNHH Lién doanh Hasan - Dermapharm (Bia chi: L6 B, dudng s6 2, khu cong nghiép Pdng
An, phudng Binh Hoa, thanh phd Thuan An, tinh Binh Duong, Viét Nam)

79.1. Co s& san xuét: Cong ty TNHH Lién doanh Hasan - Dermapharm (Pia chi: L6 B, duong s6 2, khu cong nghiép

Pdng An, phudng Binh Hoa, thanh phd Thuan An, tinh Binh Duong, Viét Nam)

352 |Blocadip 10 Lercanidipin Vién nén bao |Hop 02 vix 15 NSX 36 |893110460524 | 1
hydroclorid 10mg phim vién, Hop 04 vi x (VD-32404-19)
15 vién, Hop 08 vi
x 15 vién
353 |Blocadip 20 Lercanidipin Vién nén bao |Hop 03 vix 10 NSX 36 1893110460624 | 1
hydroclorid 20mg phim vién, Hop 05 vi x (VD-32405-19)
10 vién, Hop 10 vi
x 10 vién
354 |Brocizin 20 Hyoscin butylbromid |Vién nén bao |H{p 03 vix 10 NSX 36 1893100460724 1
20mg phim vién, Hop 05 vi x (VD-32406-19)
10 vién, Hop 10 vi
x 10 vién
355 |Hasanbin 200 Trimebutin maleat  |Vién nén bao |Hop 03 vi x 10 NSX 36 1893110460824 | 1
200mg phim vién, Hop 05 vi x (VD-25989-16)
10 vién, Hop 10 vi
x 10 vién
356 |Levetacis 1000  |Levetiracetam Vién nén bao |Hop 03 vix 10 NSX 36 |893110460924 | 1
1000mg phim vién, Hop 05 vi x (VD-30843-18)

10 vién, Hop 10 vi
x 10 vién

< 2
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STT| Tén thudc Hoat chit chinh - | Dang bao ché|Quy cich d6ng g6i| Tieu | Tudi | Sédangky | S6
Ham lugng chuin | tho gia han lin
(thang)| (S6 dangky | gia
da cép) han
@ 2 &) @ &) () ) ® ®
357 |Levetacis 750 Levetiracetam 750mg |Vién nén bao |HOp 03 vix 10 NSX 36 [893110461024 | 1
phim vién, Hop 05 vi x (VD-30845-18)
10 vién, Hop 10 vi
x 10 vién
358 [Mibelet Nebivolol (du6i Vién nén Hop 03 vix 14 NSX 36 |893110461124 | 1
dang Nebivolol vién, Hop 05 vi x (VD-32411-19)
hydroclorid) Smg 14 vién, Hop 10 vi
x 14 vién
359 [Micosalderm Miconazol nitrat Thudc kem Hop 01 tuyp x 10g | NSX 36 1893100461224 1
200mg (VD-32414-19)
360 |Mitizen 200 Albendazol 200mg  |Vién nén nhai [Hop 01 vix 02 vién| NSX 36 893100461324 | 1
(VD-32416-19)
361 |Mitizen 400 Albendazol 400mg  |Vién nén nhai |Hop 01 vix 01 vién | NSX 36 1893100461424 | 1
(VD-32417-19)
362 |Tazeurin 15 Mirtazapin 15mg Vién nén bao |Hop 03 vix 10 NSX 36 |893110461524 | 1
phim vién, Hop 05 vi x (VD-32421-19)
10 vién, Hop 10 vi
x 10 vién
363 |Tazeurin 30 Mirtazapin 30mg Vién nén bao |Hop 02 vix 14 NSX 36 893110461624 | 1
phim vién, Hop 05 vi x (VD-32422-19)
14 vién, Hop 10 vi
x 14 vién \
Z

80. Co sé& diing ky: Cong Ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, Xa 3

Théi Pong, Huyén Héc Mén, Tp. H6 Chi Minh, Viét Nam)

80.1. Co s& san xuat: Cong ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Séc, Ap Mgy Hoa 2, X&

Théi Pong, Huyén Héc Mén, Tp. H Chi Minh, Viét Nam)

364 |Acyclovir 400 mg |Acyclovir 400mg Vién nén Hoép 7 vi x 5 vién; BP 36 |893110461724 | 1
Hop 10vix Svién | 2020 (VD-27536-17)

365 |Meclopstad Metoclopramide Vién-nén Hop3vix 10vién |USP43) 36 |893110461824 | 1
(dudi dang (VD-25988-16)
metoclopramide
hydrochloride) 10mg

366 |Atenstad 50 Atenolol 50mg Viénnénbao [Hop 10 vix 10 vién | NSX 24 1893110461924 | 1

phim (VD-25980-16)
367 |Bisoprolol 2.5 mg |Bisoprolol fumarat |Vién nén Hop 3 vix 10 vién; | NSX 24 893110462024 | 1
Tablets 2,5mg Hop 10 vi x 10 vién (VD-32399-19)
368 |Citalopram Citalopram (dudi Viénnénbao |Hop3vix10vién |USP43( 24 |893110462124 | 1
STELLA 20 mg |dang citalopram phim (VD-27521-17)
hydrobromid) 20mg

369 |Efavirenz Efavirenz 600mg Viénnén bao |Hop 3 vix 10 vién, | NSX 48 |893110462224 | 1

STELLA 600 mg phim Hop 1 chai x 30 (VD-26560-17)
vién

370 |Fluconazole Fluconazol 150mg  |Vién nang Hop 1 vix 1 vién; BP 36 893110462324 1

STELLA 150 mg clmg Hop1vix 10vién | 2022 (VD-32401-19)
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Ngay ky: 31-10-
2024 17:52:38
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap — Tw do — Hanh phiic
S6: 732 /QP-QLD Ha Néi, ngay 31thdng 10ndm 2024

QUYE‘:T PINH
bo Danh muc thude c6 chlrng minh twong dwong sinh hoc
ay dbi, bd sung thong tin thudc Pot 9 - Nim 2024

| S
/e wmgc cq
DUOC PHAM ¢

Can cu Nghz dmh s6 95/2022/NP- -CP ngay 15 thdng 11 nam 2022 cua Chinh
phu quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chirc ciia B6 Y té;

Can cir Thong tu s0 } 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cia Bj truong
B¢ Y té quy dinh viéc dang k}5 luu hanh thuéc, nguyén liéu lam thuoc;
Can cir Quyét dinh sé 1 969/0b-BYT ngay 26/04/2024 cua B¢ truong Bo Y té

quy dinh chirc ndng, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy duwoc
thuéc Bo Y té;

Theo dé nghi ciia Trudng phong Pding ky thuéc - Cuc Quan Iy Dugec.

QUYET PINH:

Piéu 1. Cong bd kém theo Quyé} dinh nay Danh muc thl:léc co tai liéu chung
minh tuong duong sinh hoc ¢6 thay doi, bo sung thong tin thudc Dot 9 - Nam 2024
gom 143 thudc.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam dbc S Y té céc tinh, thanh phd truc thudc Trung wong, cic co s&
kinh doanh duoc va Giam dbc co s& c¢6 thudc néu tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

i o KT. CUC TRUONG
- Nhu biéu 3; 4 A

- BT. Dao Hong Lan (dé b/c); PHO CYC TRUONG
- TT. D4 Xuan Tuyén (dé b/c); ' .
- CT. Vii Tuan Cudng (de b/c); 7
- Cuc Quany - B6 Qudc phong; Cuc Y té - B4 Cong an; 5] e 4 \
-CucY Pe GTVT - B3 Giao thong V4n tai; \ | QUAN ¢ Ly 28 AN
- Bao hiém x4 hoi Viét Nam,; g
-Bo Y té: VuPC, Cuc QLYDCT, Cuc QLKCB, Thanh tra \G
B§; Vin ph(‘)ng HDTV cap GPKLH thudc, NLLT; e
- Vién KN thuc TW, Vién KN thubc TP. HCM; Nguyen Thanh LAm
- Téng Cong ty Dugc Viét Nam — CTCP;

- Cac Bénh vién, Vién co giudng bénh truc thuéc By Y té;

- Trung tAm mua sim tip trung thudc quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website.

- Luu: VT, BKT (DM).
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CONG TY CPDP MINH DAN CONG HOA XA HOI CHU NGHIA VIET NAM
S6: 618/CV-MD Doc 1ap - Tw do - Hanh phuc
(V/v: B6 sung sé ddng ky thuéc) ---000---

Ninh Binh, ngay 25 thdng 07 ndm 2025

Kinh givi: SOY TE AN GIANG

Truéc tién, Cong ty C6 phin Dugc pham Minh Dén, chan thanh cdm on su
tin nhiém va quan tdm ctia Quy S& Y Té cho Cong ty trong thoi gian qua.

Cén ctir Quyét dinh s6 1630/QP-SYT ngay 27/6/2024 ctia S& Y t& vi viéc phé
duyét két qua lua chon nha thau Géi sé 2: Géi thiu thude generic thong thuong thude ké
hoach lya chon nha thau cung cép thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot
3);

Can cir Quyét dinh s 851/QD-QLD ngay 19/12/2024 v& viéc ban hanh Danh muc 869
thudc, nguyén liéu lam thubc san xudt trong nuéce dugce gia han gidy ding ky luu hanh tai Viét
Nam — Dot 214, trong d6 san phim Ceframid 1000 duoc gia han Iin 1 véi s dang ky moi: Ve
893110218400;

fi
|
‘! A

Cén cir Quyét dinh s 853/QP-QLD ngay 19/12/2024 vé viéc ban hanh Danh myc 373\3\
thude, nguyén ligu lam thudc san xuét trong nudc duge gia han gidy dang ky luu hanh tai Viét :
Nam - Dot 215, trong d6 san phdim CEFUROXIME 500mg duoc gia han lan 1 véi sé dang
ky méi: 893110291900:

Can ctr Quyét dinh s6 402/QP-QLD ngay 18/06/2024 vé viéc ban hanh Danh muc 394
thuée san xuét trong nude duge gia han gidy dang ky luu hanh tai Viét Nam - Dot 201, trong d6
san pham Midaclo 500 dugc gia han 1an 1 véi sb ding ky mai: 893110485624:

Nha thiu ching tdi xin bé sung thong tin cic mit hang thude da tring thiu

nhu sau:
STT Tén thude SDK theo QDTT SPK bd sung 1
893110218400
1 Ceframid 1000 VD-22938-15

(VD-22938-15)

893110291900
(VD-22940-15)

2 CEFUROXIME 500mg VD-22940-15

89310485624
(VD-19900-13)

3 Midaclo 500 VD-19900-13




Céac ndi dung khac cua thude khong thay déi. (Tai liéu dinh kem)
Béng vin ban nay, Nha thdu chung t6i kinh trinh Quy S& xem xét.

Xin chén thanh cam on!

Noi nhan: DAI DIEN HQP PHAP NHA THAU
- Nhu trén PHO TONG GIAM POC
- Luu VT.
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T > Ky boi: CUC QUAN
LY DUG

RS povre CONG HOA XA HOI CHU NS:ALﬁA{ VY @HIW\}

CUC QUAN LY DUQC Poc 1ap - Tu do - Hnih phiie nam. .
Sé: 851 /QP-QLD Ha Néi, ngay 19 thdang 12 ndm 2024
QUYLT PINH P

V¢ viéc ban hanh Danh muc 869 thudc, nguyén ligu lam thuoc

trong nuwéc dugce gia han gidy ding ky luu hanh tai Vlet/N‘ mi s B
~,f Ci A

Can cu Nghz dznh 50 95/2022/ND-CP ngay 1 5/1 ]/2022 cua~€k+nﬁ/phu quy
dinh chirc nang, nhiém vu, quyen han va co cau to chirc cua Bo Ym,qo TONG e M oo

Cén cit Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua Bo tryrong Bo
quy dinh chirc nang, nhiém vy, quyen han va co cdu t6 chitc ciia BSL/%@M“ @%@@W
thugc Bo Y té;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 cua Bj truong By Y té
quy dinh viéc dang ky lwu hanh thuéc, nguyeén lieu lam thuoc

Can cir két ludgn cia Hoi d‘ono ne van cap gidy dang ky luu hanh thuéc,
nguyén liéu lam thuéc - BoY té c}‘a[ 214 fgz Cpno van so 99/HDTV- VPHD ngay Vi
21/11/2024 cua Van phong Hoi dong tw van cap GPKLH thuoc, nguyén liéu lam /S
thuéc, ,

Theo dé nghi ciia Truong phong Bang ky thuée, Cuc Qudn 1y Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 369 thudc, nguyén
ligu lam thudc san xudt trong nude duge gia han gidy ding ky luu hanh tai Viét
Nam - Dot 214, cu thé:

1. Danh muc 626 thude, nguyén liéu lam thudc san xuét trong nude duoc gia
han gidy dang ky hru hanh hidu lyc 05 ndm (Phu luc I kém theo).

2. Danh muyc 208 thudc san xudt trong nudc dugc gia han gidy dang ky luu
hanh hiéu luc 03 nam (Phu luc II kém theo).

3. Danh myc 35 thudc san xuét trong nudc duge gia han gidy dang ky luu
hanh hiéu luc dén 3 1/12/2025 (Phy luc Ill kém theo).

Picu 2. Co s0 séan XUuét va co so dang ky thudc ¢6 trach nhiém:

I. San xuat thude theo dung céc ho s0, tai ligu da dang ky voi B Y té va
phdi in hodc dan s6 ding ky dugc BO Y té Viét Nam cap 1én nhin thude.

2. Chi dugc san xuat, dua ra luu hanh cac thude kiém soat dic biét khi c¢6
Glay chimg nhan du diéu kién kinh doanh duoc pham vi kinh doanh thudc phai
kiém so4t dac biét phu hop voi pham vi hoat dong cua co s¢ dap tng quy dinh tai
khoan 5 Piéu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu
quy dinh chi tiét mot s6 diéu va bién phdp thi hanh Luat Duoc.

3. Thue hién vigc cap nhat tiéu chuén chét lugng ctia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngdy 04/5/2018 cua B¢ truong Bo Y té quy dinh vé
chat luong thudc, nguyén liéu lam thude.
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4. Thube duge gia han gidy déng ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhén thudc, to hudng dan st dung thudc theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta Bo truong Bo Y té thi phai
thuc hién cép nhéat theo quy dinh tai diém b Khoan 1 DPiéu 37 Thoéng tu s6
01/2018/TT-BYT trong thoi han 12 thang ké tir ngay dugc gia han gidy dang ky luu
hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc duoc gia
han gidy déng ky luu hanh theo Quyet dinh nay co thay dbi vé noi dung hanh chinh
phai san xuat va luu hanh véi cac ndi dung da dugce phé duyét thay ddi trong ho so
gia han.

6. Co s¢ dang ky thudc phai bdo dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy ding ky huu hanh thudc, nguyén ligu lam thubc. Trong
truong hop khong con dap tmg du diéu kién hoat dong, co sé ding ky phai c6 trach
nhiém thwe hién thay déi co so ding ky theo quy dinh tai Thong tu s6 08/2022/TT-
BYT trong thdi han 30 ngay ké tir ngdy co s¢ ding ky khong con di diéu kién hoat
dong.

7. Co so san xuit thube phai bdo dam céc diéu kién hoat dong ctia co sd san
xudt trong thoi han higu luc ctia gidy ding ky luu hanh thudc, nguyén lidu lam
thude. ’

8. Cac thuéc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay duoc
tlep tuc sur dung so dang ky da cap trude khi gia han trong thoi han tbi da 12 thang
ké tir ngay duoc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém
theo Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi cac co so diéu tri dé thue hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo di an toan, hi€u qua, tac dung khong mong mudn cua
thuoc trén nguoi Viét Nam va tong hop, bao cédo theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT ddi véi cac thude trong Phu Iuc II ban hanh kém theo Quyét
dinh nay.

Dleu 3. Quyét dinh nay co hiéu lyc ké tir ngay ky ban hanh.

Pidu 4. Giam doc S& Y té cac tinh, thanh phd truc thude Trung wong va
Giam ddc co s¢ san xudt va co so ding ky c6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
Noi nhin: ___ CUC TRUONG
- Nhu Diéu 4; B B
- BT. Do Hong Lan (dé blc);

- TT. D6 Xuan Tuyén (de b/c); [
- Cuc Quany - Bo Qubc phong, Cuc Y té - Bj Cong ani
-Cuc Y t¢ GTVT - Bo Giao thong van tai; \

- Téng Cuc Hai quan - B Tai chinh; :
- Bao hiém xa hdi Viét Nam; N .

- B3 Y t&: Vu PC, Cyc QLYDCT, Cyc QLKCB, Thanh tra Vii Tuan Cuong
B9, Van phong HDTV cap GDKLH thude, NLLT;

- Vién KN thudc TU, Vién KN thuéc TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién ¢6 giuong bénh tryc thue BO Y té;

- Trung tdm mua sim tap trung thudc quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P. QLGT;
Website;

- Luu: VT, BKT (C.H) (02b).




PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - DOQT 214

Phu luc I
DANH MUC 626 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY

(Kém theo Quyét dinh sé 851 /OP-QOLD ngay 19  thang 12 nam 2024
cua Cuc Quan ly Duoc)
STT Tén thude Hoat chit chinh - |Dang bao ché| Quy cach dong goi Tiél} Tudi S6 ding ky Sé
Ham lugng chuan | tho gia han lan
(thang)| (SO0 ddngky | gia
da cip) han
) () 3) “) ) (6) () (8) )

1. Co s& diing ky: Chi nhanh Resantis Viét Nam - Cong ty TNHH mot thanh vién Duge Sai Gon (Dia chi: 702 Truong
Sa, phuodng 14, quan 3, Thanh phé H6 Chi Minh, Viét Nam)
1.1. Co 50' sin xuat: Chi nhanh Resantis Viét Nam—Cong ty TNHH mt thanh vién Dugc Sai Gon (Dia chi: S6 01 VSIP,

dudng s 3, khu céng nghiép Viét Nam — Singapore, phuong Binh Hoa, thanh phd Thuan An, tinh Binh Duong, Vi¢t Nam)

1 |Cinnarizine RVN |Cinarizin 25mg Vién nén Hop 3 vi x 10 vién NSX 36 | 893100197800 | 1
(VD-27427-17)
2 |Lifextend Clopidogrel (dudi Vién nén bao |Hop 2 vi x 10 vién NSX 36 | 893110197900 | |
dang Clopidogrel phim (VD-22314-15)
bisulfat) 75mg
3 |Mecasel 15 Meloxicam 15mg Vién nén Hop 2 vix 10 vién NSX 36 893110198000 | 1
(VD-25546-16)

4 |Mecasel 7,5 Meloxicam 7,5mg Vién nén Hop 2 vix 10 vién NSX 36 893110198100 1
(VD-25547-16)

5 |Repamax 650 Paracetamol 650mg  |Vién nén bao |Hop 10 vix 10 vién |DBVN | 48 | 893100198200 | 1
phim I\Y% (VD-27428-17)

2. Co si diing ky: Cong ty ¢6 phin 23 thang 9 (Pia chi: 11 Tan Hoa, Phudng 14, Quan 6, Tp. Ho Chi Minh, Viét Nam)

2.1. Co s6' san xuéit: Cong ty ¢6 phin 23 thang 9 (Dia chi: 11 Tan Hoa, Phuong 14, Quan 6, Tp. H& Chi Minh, Viét Nam)

6 |Ibulivi Ibuprofen 100mg/5ml |Hén dich udng|Hdp 10 gbi x 5ml; NSX 36 893100198300 | 1
Hop 20 goi x Sml; (VD-32601-19)
Hop 30 gdi x Sml
7 |Ironagan M3di 10ml chira: Pong |Dung dich ~ [Hop 10 6ng, 20 ong, | NSX | 36 [ 893100198400 | |
(dudi dang dong udng 30 6ng x 10ml (VD-32602-19)

gluconat) 0,7mg;
Mangan (dudi dang
mangan gluconat)
1,33mg; Sit (dudi
dang sit gluconat)

50mg

3. Co sir diing ky: Cong ty ¢ phan DTS Viét Nam (Dia chi: S6 18, t6 51, phuong Quan Hoa, quan Cau Giéy, thanh ph6 Ha
Noi, Viét Nam)

3.1. Co s¢ sén xuat: Cong ty ¢d phan dwoe pham Nam Ha (Dia chi: S6 415, duong Han Thuyén, phudng Vi Xuyén, thanh
pho Nam Dinh, tinh Nam Dinh, Viét Nam)

8 |[Benfoheal 150 Benfotiamine 150mg |Vién nén bao [Hop 3 vix 10 vién; | NSX 36 | 893110198500 | 1
phim Hop 6 vix 10 vién (VD-32604-19)
9 |Demensyn Donepezil HCl Smg  |Vién nén Hop 3 vix 10 vién; | NSX 36 | 893110198600 | |
Hop 5 vix 10 vién (VD-18670-13)
10 [Dusodril 300 Thioctic acid 300mg |Vién nang Hop 3 vix 10 vién; | USP 36 | 893110198700 | 1
cing Hop 6 vi x 10 vién hién (VD-28774-18)
hanh

4. (,30' s¢ ding ky: Cong ty ¢d phan Duge - Vit tw y t&é Thanh Héa (Bia chi: S6 232, Tran Phé, phuong Lam Son, Thanh
pho Thanh Hoéa, tinh Thanh Hod, Vi¢t Nam)
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A r . 7 oA ) A - ;. A
STT|  Tén thude Hoat chat chinh - | Dang bao ché] Quy cdch dong goi | Tieu | Tudi | SO fiang Ky §0
‘ ilz‘lm lugng chuan | tho gia han lan
(thang)| (SO dingky | gia
da cip) han
5) © ) ® ®
€9) 2) 3) “@ O
196 |Hypedalat Lacidipin 4mg Vién nén bao [Hop 3 vi, 10vix 10 | NSX 36 893110217300 1
phim vién (VD-34192-20)
197 |Amedtonin 2 Risperidon 2mg Vién nén bao |Hop 3 vix 10 vién; | NSX 36 893110217400 | I
phim Hop 10 vi x 10 vién; (VD-34189-20)
chai 100 vién

35. Co so diang ky: Cong ty ¢ phan duge phiam Me Di Sun (Dja chi: S6 521, Khu pho An Loi, Phuong Hoa Lo, Thi xa
Bén Cat, Tinh Binh Duong, Viét Nam)

35.1. Co ' s6 sin xudt: Cong ty ¢6 phin duge phdm Me Di Sun (Dia chi: 521 Khu phd An Loi, Phuong Hoa Loi, Thi xa Bén
Cat, Tinh Binh Duong, Viét Nam)

198 |Gucanat Mdi 10ml chira: Bong [Dung dich Hop 20 ong x 10ml | NSX 36 | 893110217500 | 1
(dwdi dang dong ubng (VD-31762-19)
gluconat) 0,7mg;

Mangan (dudi dang
mangan gluconat)
1,33mg; Sét (dudi
dang sat gluconat)
50mg
199 |Myspa Isotretinoin 10mg Vién nang Hop 03 vix 10 vién | NSX 36 1893110217600 | 1
mém (VD-22926-15)
200 |Immulimus 0,1% |[Tacrolimus 0,001¢g/1g Thube md Hop | tuyp x 10g; NSX 36 [ 893110217700 | 1
Hop | tuyp x 12g; (VD-26879-17)
Hop 1 tuyp x 15g;
Hop 1 tuyp x 20g;
Hop 1 tuyp x 25¢g;
Hop 1 tuyp x 30g

36. Co' s¢ diing ky: Cong ty C6 phin Duge phim Medbolide (Bia chi: Phong 09, lau 10, tda nha The EverRich 1, s6 968
dudng Ba Thing Hai, phuong 15, quan 11, Tp. H5 Chi Minh, Viét Nam)

36.1. Co' s& sin xudt: Cong ty ¢o phin duge Medipharco (Pia chi: 08 Nguyén Truong T¢, Phudng Phude Vinh, Thanh phé
Hué, Tinh Thira Thién Hué, Viét Nam)

201

Menzag

Diflorason diacetat
0,05% (w/w)

Thuoc ma boi
da

Hop 01 tuyp x 10g,
Hop 01 tuyp x 15g,
Hop 01 tuyp x 30g

NSX

36

893110217800
(VD-34197-20)

36.2. Co 6 sin xuit: Cong ty cb phén dugc phim Me Di Sun (Dia chi: Sé 521, khu phd An

Bén Cat, tinh Binh Duong, Viét Nam)

Loi, phuong Hoa Loi, thi xd

202 [Camoas Flavoxate Vién nén bao |Hop 3 vix 10viéen |USP38| 36 |[893110217900 | I
hydrochloride 200mg |phim (VD-25205-16)

203 [Locgoda 0,1% Mometason furoat Kem boida |Hop 01 tuyp x 15g NSX 36 [ 893100218000 | 1
15mg/15g (VD-34198-20)

37. Co s¢ diing ky: Cong ty ¢6 phan Dugc phdm Minh Dan (Dia chi: Lo E2, Buong N4, KCN Hoa X4, Phuong Loc Hoa,
Thanh phé Nam Dinh, tinh Nam Dinh, Viét Nam)

37.1. Co sé' sin xuit: Cong ty ¢6 phin Dugc phim Minh Dan (Dia chi: L6 E2, Duong N4, Khu cong nghiép Hoa X3,
Phuong Loc Hoa, Thanh phé Nam Binh, Tinh Nam Dinh, Viét Nam)

204

Cefadroxil
1000mg

Cefadroxil (dudi
dang cefadroxil

monohydrat) 1000mg

Vién nén bao
phim

Hop 10 vi x 10 vién

NSX

36

893110218100
(VD-34199-20)
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Img/ml

Img/Iml

tiém

(VD-23606-15)

STT Tén thude Hoat chit chinh - |Dang bao ché| Quy ciAch dong goi | Ticu Tudi So -c'lfmg ky Sf)
‘ Ham lugng chuéin | tho gia han lan

' (thang)| (S6 dingky | gia
da cap) han

@) 2) 3) “) ) (6) () ® ®

205 |Amoxicilin/Acid |Acid clavulanic (ding [Vién nén bao |Hop 1taix2vix7 | NSX 24 893110218200 1

clavulanic dang kali clavulanat + |phim vién (VD-31778-19)
500/125 avicel tilg1:1)

125mg; Amoxicilin

(dung dang

Amoxicilin trihydrat)

500mg

206 |Cefadroxil Cefadroxil 250mg/5ml|{B6t pha hén  |Hop 01 lo x 60ml NSX 24 893110218300 1

250mg/5ml dich udng (VD-19893-13)

207 |Ceframid 1000 |Cephalexin (dang Vién nén bao |Hop 02 vi x 07 vién | NSX 36 | 893110218400 | |1
cephalexin phim (VD-22938-15)
monohydrat) 1000mg

37.2. Co s& sin xuit: Cong ty ¢6 phin Duoc phim Minh Din (Dia chi: L6 N8, duong N5, khu cdng nghiép Hoa X4,

phuong My Xa, thanh phé Nam Dinh, tinh Nam Dinh, Viét Nam)

208 |Cefmetazol 0,5g |Cefmetazol (dudi Thubc bot Hop 10 lg, loai 15ml | NSX 36 893110218500 1
dang cefmetazol pha tiém (VD-34200-20)
natri) 0,5g

209 [Cotrimoxazol Sulfamethoxazol Vién nén Hop 10 vix 10 vién | NSX 36 893110218600 l

800/160 800mg; Trimethoprim (VD-34201-20)
160mg

210 |Loperamid 2mg  [Loperamid Vién nang Hop 10 vix 10 vien |[DDVN | 36 | 893100218700 | |1
hydroclorid 2mg cliing \Y (VD-25721-16)

211 {Loxoprofen 60mg |Loxoprofen natri Vién nén Hop 10 vix 10 vién, | NSX 36 | 893100218800 | |
60mg vi nhém/ PVC (VD-30436-18)

212 [Natri clorid 0,9% [Natri clorid 0,9% Thuéc nho Hop 01 lo x Sml DBVN 24 893100218900 |
(W/v) mat, thude hodc 10ml, Hop 20 \Y (VD-22949-15)

nho miii lo x Sml hoac 10ml
213 |Ofloxacin 0.3%  |Ofloxacin 15mg/5ml [Dung dich Hop I o x Sml, NSX 24 893115219000 1
nho mat Hop 20 Io x 5ml (VD-23602-15)

214 |Piperacilin 1g Piperacilin (dudi Thuoc bot Hop 10 lo, loai 15ml | NSX 36 | 893110219100 | 1
dang Piperacilin pha tiém (VD-26908-17)
natri) 1g

215 |Piracetam 400mg |Piracetam 400mg Vién nén bao |Hop 10 vix 10 vién | NSX 36 1893110219200 | 1

phim (VD-34206-20)

216 |Quinapril 10mg  |Quinapril (dudi dang [Vién nén bao |Hop 1 thi x 03 vi x USP 24 1893110219300 | 1
Quinapril HCl) 10mg |phim 10 vién 2024 (VD-30439-18)

217 |Ramipril 10mg  [Ramipril 10mg Vién nén Hop 1 tai x 03 vi x NSX 24 1893110219400 | 1

10 vién (VD-34207-20)

218 [Vitamin B12 Cyanocobalamin Dung dich Hop 100 dng x Iml | NSX 24 1893110219500 | 1

38. Co's6 ding ky: Cong ty C6 phiin Duge phdm OPC (Dia chi: 1017 Hong Bang, Phuong 12, Quan 6, Thanh phd Ho Chi

Minh, Viét Nam)

38.1. Co' s¢' sin xudt: Chi nhanh Cong ty ¢6 phin dwgc phim OPC tai Binh Dwong — Nha may dwoc phim OPC (Pia
chi: S6 09/DX04-TH, T4 7, Ap Tan Hoa, Xa Tan Vinh Hiép, Tan Uyén, Binh Duong, Viét Nam)

219 |Ethanol 90%

Ethanol 96% 56,25ml

Dung dich
dung ngoai

Chai 60ml

NSX

36

893100219600
(VD-19398-13)
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270 |Tenafotin 1000 Cefoxitin (dudi dang Thudc bot Hop 1 lo thude bt | USP 41 36 893110224700 1
Cefoxitin natri) pha tiém pha tiém; Hop 10 lo (VD-23019-15)

1000mg

thudc bot pha tiém

47, Co s¢ diing ky: Cong ty ¢6 phin Duge phim Thién Pat (Pia chi: 54 — TT4C Khu d6 thi Van Quan, Yén Phiic, Phuc La,
Ha Pong, Ha Noi, Viét Nam)

47.1. Co s& sén xuét: Cong ty ¢b phén duge phidm Trung wong 2 (Pia chi: L6 27, khu cong nghiép Quang Minh, thi trén
Quang Minh, huyén Mé Linh, thanh phé Ha Noi, Viét Nam)

271 |Bizrani

Mdi 5ml hdn dich sau
pha chua : Cefprozil
(duéi dang Cefprozil
monohydrat) 125mg

Thuoc bot
pha hén dich
udng

Hop | lo x 20,3g, dé
pha 45ml hon dich;
Hop | lox 27,1g, dé
pha 60ml hdn dich;
Hop 1 lo x 40,6g, dé
pha 90ml hén dich

NSX

24

893110224800
(VD-33659-19)

48. Co sé diing ky: Cong ty ¢6 phin Duge phim Thuin Thanh (Bia chi: Sb 12/189/14 Nguyén Ngoc Vi, Phudng Trung
Hoa, Quan Cau Gidy, Thanh phd Ha N¢i, Viét Nam)

48.1. Co ¢ san xuit: Cong ty c¢b phin Duwge phim Minh Din (Dia chi: L6 N8, Buong N5, Khu cong nghiép Hoa Xa,

Phuong My X4, Thanh phé Nam Dinh, Tinh Nam Binh, Viét Nam)

272 |Febuxostat 40

Febuxostat 40mg

Vién nén bao
phim

Hop 03 vi x 10 vién,
Hop 1 lo x 30 vién

NSX

36

893110224900
(VD3-49-20)

49, Co st ding ky: Cong ty ¢6 phian dugc pham Tipharco (Dia chi: Lo 08, 09 Cum Cong nghiép va Tiéu thu cong nghiép
Tan My Chanh, Phuong 9, TP. My Tho, tinh Tién Giang, Viét Nam)

49.1. Co s& sdn xuft: Cong ty ¢d phin dwge phim Tipharco (Bia chi: 15 Pdc Binh Kiéu, Phudng 2, TP. My Tho, Tinh

Tién Giang, Viét Nam)

273 [Amoxicilin Amoxicilin (dudi Vién nang Hop 10 vi x 10 vién; | NSX 36 893110225000 | 1
500mg dang amoxicilin clrng chai 100 vién; chai (VD-34244-20)
trihydrat compacted 200 vién
574mg) 500mg
274 |Cefcenat 500 Cefuroxim (dudi Vién nén bao |Hop 2 vi x 5 vién, NSX 36 893110225100 | 1
dang Cefuroxim phim Hop 2 vi x 10 vién, (VD-32889-19)
axetil) 500mg Hop 5 vix 10 vién
275 |Paindol extra Ibuprofen 200mg; Vién nén Hop 25 vix 20 vién; [ NSX 36 | 893100225200 | 1
Paracetamol 325mg Hop 1 chai x 100 (VD-26269-17)
vién; Hop 5 vix 20
vién; Hop 10 vix 10
vién
276 | Tiphaprim 960 Sulfamethoxazol Vién nén Hop 10 vi x 10 vién; | NSX 36 | 893110225300 | I
800mg; Trimethoprim chai 100 vién (VD-34248-20)
160mg

50. Co s¢ dang ky: Cﬁqg ty ¢6 phan duge pham Trung wong 2 (Dia chi: S§ 9 Tran Thanh Téng, phuong Bach Ding, quén
Hai Ba Trung, thanh ph6 Ha Noi. Viét Nam)

50.1. Co s& séan xuit: Cong ty ¢o phdn dwoe phim Trung wong 2 (Dia chi: L6 27, khu cong nghiép Quang Minh, thi tran
Quang Minh, huyén Mé Linh, thanh phd Ha Noi, Viét Nam)
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(Kem theo Quyét dinh sé 851 /OB-QLD ngay 19  thing 12 nam 2024
cua Cuc Quan ly Duoc)
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L. Co s¢ diing ky (Co s¢ dit gia cdng): Cong ty CP Dwge pham Tamy (Dia chi: LK 9, Khu Tecco, phuong Quang Trung,
TP.Vinh, Nghé An, Viét Nam)
1.1. Co & san xuit (Co sé nhin gia cong): Cong ty cd phin duge phim Me Di Sun (Bia chi: 521 khu phd An Loi, Phuong
Hoa Loi, Thi xd Bén Cat, Tinh Binh Duong, Viét Nam)

1 [AD Tamy

Vitamin A (Retinol
palmitat) 20001U;
Vitamin D3
(Cholecalciferol)
250IU

Vién nang
mém

Hop 5 vi, 10x 10
vién; Hop 1 lo x 60
vién, 100 vién

NSX

893100260400
(GC-297-18)

2. Co s¢ diing ky: Chi nhanh Céng ty TNHH san xuét - kinh doanh dwgc phadm Pam San (Dja chi: Gian E22-E23, Trung
tdm Thuong mai dugc phim va Trang thiét bi y té, 134/1 T6 Hién Thanh, Phuong 15, Quan 10, TP.H Chi Minh, Viét Nam)

2.1. Co'sé' san xuiit: Cong ty TNHH dugc phim USA — NIC (Dia chi: L6 11D Duong C, Khu céng nghiép Tan Tao,
Phudng Tan Tao A, Quan Binh Tan, TP. H) Chi Minh, Viét Nam)

2 |Calciumzindo Calci gluconat Viénnang  |Hop 10 vi x 3 vién; NSX 36 1893100260500 | 1
500mg; Vitamin D3 |mém Hop 12 vi x 5 vién; (VD3-159-21)
(Colecalciferol) Hop 10 vix 10 vién;
200IU Chai 100 vién; Chai
200 vién
3 |Cedex Cetirizin Vién nén Hop 2, 10 vix 10 NSX 36 893110260600 | 1

dihydroclorid Smg;
Dextromethorphan

hydrobromid 15mg;
Guaifenesin 100mg

bao phim

vién; Chai 100, 200
vién

(VD-28649-18)

3. Co st ding ky: Chi nhanh Resantis Vigt Nam - Cong ty TNHH mot thanh vién Dwgc Sai Gon (Dia chi: 702 Trudng
Sa, Phuong 14, Quén 3, Thanh phé Hd Chi Minh, Viét Nam)
3.1. Co' s& san xuét: Chi nhéanh Resantis Viét Nam - Cong ty TNHH m{t thanh vién Duge Sai Gon (Dia chi: S6 01 VSIP.

duong s6 3, khu cong nghiép Viét Nam — Singapore, phuong Binh Hoa, thanh phé Thudn An, tinh Binh Duong, Viét Nam)

4 |Dexamethasone/C [Chai 8g chta: Kemboida [Hop 1 chai x 8g NSX 24 893115260700 | 1
hloramphenicol  |Cloramphenicol (VD-21043-14)
160mg;
Dexamethason
acetate 4mg
5 |Sinuflex Clorpheniramin Vién nén Hop 2 vix 12 vién NSX 36 1893100260800 | |
maleat 2mg; bao phim (VD-23912-15)

Phenylephrin (dudi
dang Phenylephrin
HCI) 10mg

4. Co's¢ ding ky: Co s¢' diit gia cong: Chi nhanh Cong ty TNHH sin xuit - kinh doanh dwgc phim Pam San (Pia chi:
Gian E22-E23, Trung tim Thuong mai duge phim va Trang thiét bi y té, 134/1 T6 Hién Thanh, Phuong 15, Quan 10, TP.H

Chi Minh, Viét Nam)

4.1. Co's¢' san xuiit: Co' siv nhiin gia cong: Cong ty TNHH duge phim USA — NIC (Dija chi: L6 | 1D buodng C, Khu cong
nghiép Tan Tao, Phuong Tan Tao A, Quan Binh Tan, TP. H) Chi Minh, Viét Nam)
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25. Co so dang ky: Cong ty ¢d phan dugc pham Minh Dan (Pia chi: Lo E2

TP.Nam Dinh, Tinh Nam Dinh, Viét Nam)
25.1. Co s& sin xuét: Cong ty c¢b phin dugc phim Minh Dan (Pia chi: L6 N8, Duong N5, KCN Hoa X4, Phuong My X4,
TP. Nam Pinh, Tinh Nam Dinh, Viét Nam)

, Puong N4, KCN Hoa X4, Phuong Loc Hoa,

Netilmicin
150mg/3ml

74

Netilmicin (dang
netilmicin sulfat)
150mg/3ml

Dung dich
tiém

Hop 10 6ng x 3ml

NSX

36

893110267700
(VD-24803-16)

26. Co s& diing ky: Cong ty Co phin Dugc pham OPC (Bia chi: 1017 Héng Bang, Phuong 12, Quén 6, TP. H6 Chi Minh,

Viét Nam)

26.1. Co' s& sin xuit: Chi nhanh Céng ty Co phéan Duge phidm OPC tai Binh Duwong - Nha méay Duge pham OPC (Dia
chi: S6 09/DX04 -TH, T6 7, Khu phé Tan Hod, Phuong Tan Vinh Hiép, Thanh ph6 Tan Uyén, Tinh Binh Duong, Viét Nam)

75 |Dentanalgi thudc

tri dau rang

Camphor 420mg;
Menthol 280mg;
Procain hydroclorid
35mg; Sao den
700mg; Tao gidc
140mg; Tinh dau
Dinh huong 439mg;
Thong bach 140mg

Con thude

Hop 1 chai nho giot
7ml

NSX

36

893110267800
(VD-19912-13)

1

76 |Vién dai trang

Inberco

Berberin clorid
40mg; Bot min Mgc
huong (Radix
Saussureae lappae
pulverata) 80mg; Cao
dic quy vé khan
(twong duong voi:
Méc huong (Radix
Saussureae lappae)
74,70mg; Ngob thu du
(Fructus Evodiae
rutaecarpae)
53,40mg; Bach thuoc
(Radix Paeoniae
lactitlorae) 216mg)
70mg

Vién nén
bao phim

Hop 5 vix 10 vién

NSX

36

893100267900
(VD-26211-17)

27. Co s ding ky: Cong ty c0 phin duge pham OPV (Pia chi: S0 27, Pudng 3A, Khu Cong Nghiép Bién Hoa 11, Phuong
An Binh, Thanh pho Bién Hoa, Tinh Pong Nai, Viét Nam)
27.1. Co s sén xuit: Cﬁng ty ¢6 phin dwoe phdm OPV (Dia chi: S§ 27, Duong 3A, Khu Cong Nghi¢p Bién Hoa II,
Phuong An Binh, Thanh phé Bién Hoa, Tinh Bdng Nai, Viét Nam)

77 |Arthrivit

Chondroitin sulfate
sodium 400mg;
Glucosamine (tuong
tng Glucosamine
sulfate potassium
chloride 500mg)
295,9mg

Vién nang
cing

Hop 1 chai x 100 vién,
Hop 10 vi x 10 vién

NSX

36

893100268000
(VD-20783-14)

78 |Babyfever

MGi 15ml chira:
Acetaminophen
1500mg

Hon dich
uong

Hop I chai x 15ml;
Hop | chai x 30ml

NSX

893100268100
(VD-23627-15)
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CUC QUAN LY DUQC POt a) =y &8 Hanh phic
S6:853  /QP-QLD Ha Néi, ngay 19 thdng 12 ndm 2024
QUYET PINH

V& viéc ban hanh Danh muc 373 thuc, nguyén lidu lam thqgg.s,\n xuét
trong nwéc dwge gia han gmy ding ky luu hanh tai chf,ﬂémw Dﬂ*ﬁ‘\z\ls

/7 ;’/V\}N G T\l

CUC TRUGNG CUC QUAN LY DU.O”.i? ot ik

Can cuw Luat Duoc SO 105/2016/QH13 ngay 06/4/20]6 MINH DAN \\/
Cén cir Nghi dinh s6 95/2022/ND-CP ngay 1 5/1 ]/ZOZ&cu@ﬁ@ quy

dinh chirc nang, nhiém vu, quyen han va co cau té chirc cua B¢ Y‘@’,i’l_f>/
Can cir Quyét dinh s6 1969/0D-BYT /7<fay 26/4/2023 ciia B truong Bg Y té

quy dinh chitc ndng, nhiém vy, quyén han va co cdu t6 chire ciia Cyc QM*O}/TQN)@ clAM BOC

thudc BS Y té;
' Can cit Thong tw s6 08/2022/TT-BYT ngdy 05/09/2022 cia BS fr@%gm @%‘”@W

quy dinh viéc dang ky luu hanh thuoc, nguyén lieu lam thuoc

Can cit két lugn cia Hpi d‘ong tw vin cdp gidy dang ky luu hanh thuéc,
nguyén liéu lam thuéc - BG Y té dot 215 tai Cong van so 99/HDTV-VPHD ngay
21/11/2024 ciia Vin phong Hpi dong tw vin cap GPKLH thube, nguyén liéu lam
thuoc, :

Theo dé nghi ciia Trudng phong Pdng ky thude, Cuc Qudn [y Duoc.

QUYET PINH:

Ditu 1. Ban hanh kém theo Quyét dinh nay danh muc 373 thube, nguyén
litu 1am thudc san xudt trong nudc duoc gia han gidy dang ky luu hanh tai Viét
Nam - Dot 215, cu thé:

1. Danh muc 225 thudc, nguyén liéu lam thudc san xuét trong nudce dugce gia
han giéy dang ky luu hanh hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 126 thudc san xudt trong nudce duoc gia han gidy dang ky luu
hanh hi€u lwc 03 nam (Phu luc Il kem theo).

3. Danh muc 22 thubc san xuét trong nudc duoc gia han gidy ding ky luu
hanh hiéu luc dén 31/12/2025 (Phu luc 111 keém theo).

Diéu 2. Co s¢ san XUt va co s& dang ky thudc cé trach nhiém:

1. Sén xuat thudc theo ding céc ho s0, tai liéu da dang ky voi BO Y t& va
phai in hoic dan sb dang ky dugc BO Y t& Viét Nam cap 1én nhan thudc.

2. Chi duogc san xuit, dwa ra Iuu hanh céc thube kiém soét dic biét khi c6
Glay chitng nhén du diéu kién kinh doanh dwoc pham vi kinh doanh thudc phai
kiém soat dic biét pht hop v&i pham vi hoat dong cua co s& dap ing quy dinh tai
khoén 5 Piéu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu
quy dinh chi tiét mét s6 diéu va bién phap thi hanh Lu4t Duoc.

3. Thuc hién viéc cap nhat tiéu chuan chit luong cta thudce theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngdy 04/5/2018 ciia B6 truong BO Y t& quy dinh vé
chét luong thube, nguyén lidu lam thude.
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4. Thubc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay nhung chua
ndp hd so cép nhét ndi dung nhén thudc, t& huéng dan st dung thudc theo quy dinh-
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia B trudng BS Y té thi phai
thwc hién cdp nhit theo quy dinh tai didm b Khoan 1 Piéu 37 Théng tu sO
01/2018/TT-BYT trong thoi han 12 thang ké tir ngay dugc gia han gidy déng ky luu
hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh ndy, cac thubc duoc gia
han gidy déng ky luu hanh theo Quyet dinh nay c6 thay dbi v& noi dung hanh chinh
phai san xuét va luu hanh véi cac ndi dung da dugc phé duyét thay ddi trong hé so
gia han.

6. Co s¢ dang ky thudc phai bao dam duy trl diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy ddng ky luu hanh thudc, nguyén ligu lam thudc. Trong
truong hop khong con dap Gmg du diéu kién hoat dong, co s ding’ ky phai c6 trach
nhiém thuc hién thay ddi co so ding k¥ theo quy dinh tai Thong tu s6 08/2022/TT-
BYT trong thdi han 30 ngay k& tir ngdy co s¢ ding ky khong con du didu kién hoat
" dong.

7. Co so'san xuat thude phai bao dam cac diéu kién hoat dong clia co so san
xudt trong thoi han hidu luc cta gidy diang ky luu hanh thudc, nguyén liéu lam
thudc. i

8. Céac thuéc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay dugc
tlep tuc str dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang
ké tir ngay. duoc cap so6 ddng ky gia han theo quy dinh tai Phu luc VI ban hanh kém
theo Thong tu s 08/2022/TT-BYT.

9. Phéi hop v6i cac co sé diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hi¢u qua, tdc dung khéng mong mubn ciia
thuoc trén ngudi Viét Nam va tdng hop, béo céo.theo quy dinh tai biéu 5 Thoéng tu
s6 08/2022/TT-BYT dbi véi céc thude trong Phu luc IT ban hanh kém theo Quyét
dinh nay.

Bleu 3. Quyét dinh nay cé hiéu luc ké tir ngay ky ban hanh.

Pitu 4. Giam doc S& Y té céc tinh, thanh phd tree thude Trung wong va
Giam dbc co s6 san xudt va co so ding ky c6 thudc tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
Noi nhdn: == CUC TRUONG
- Nhu Diéu 4; ‘, 205 R HO AR T
- BT. Dao Hong Lan (dé b/c); e
- TT. Db Xuan Tuyén (de b/c); S 2sy oo Y24
- Cuc Quan y - Bo Quéc phong, Cuc Y té - B0 Coéngan;! = N LY |2 .E”/'W/%

- Cuc g té G}:I‘VT %0 GFao thgong vén tai; ° A /-//
- Téng Cuc Hai quan - Bo Tai chinh; ;
- Bao hlcm xd hoi Viét Nam; L= £ |
-B3 Y t€: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vi Tuin Cuong
B9, Vén phong HDTV cap GDKLH thube, NLLT;

- Vién KN thudc TU, Vién KN thuéc TP. HCM;

- Téng Céng ty Duoc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién ¢6 giuong bénh truc thuje BY Y té;
- Trung tdm mua sdm tap trung thudc quéc gia;

- Cyc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;

- Luu: VT, BDKT (C.H) (02b).
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’ Phu luc I
I)ANH MUC 225 THUOC NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 215
(Kém theo Quyét dinh sé6 853 ~ /OD-QLD ngay 19  thdng 12 ndm 2024
cita Cuc Quan ly Dwoc)

STT Tén thube Hoat chit chinh - | Dang bdo | Quy céch dong géi | Tiéu Tubi So ding ky | So
Ham luong ché chuan | tho ,giﬂ han lan

(thdang)| (So dingky | gia
da cép) han

@) @) 3 ) () O] (7 ®) ©)

1. Co s& @ing ky: Cong ty ¢d phin 23 théng 9 (Dia chi: 11 Tan Hoa, phudng 14, quin 6, thanh phé H6 Chi Minh, Viét
Nam)

1.1. Co s& san xuét: Cong ty cd phin 23 thang 9 (Pia chi: 11 Tan Hoa, phudng 14, quan 6, thanh phd Hb Chi Minh, Viét
Nam)

1 |Batiwell Bromhexin Dung dich [Hop 10 dngx 2,5ml; | NSX 36 893100284700 I
hydroclorid udng Hop 20 dng x 2,5ml; (VD-31011-18)
0,8mg/1ml i Hop 30 ong x 2,5ml; '

Hop 10 6ng x Sml;
Hop 20 ng x Sml;
Hbp 30 dng x 5ml;
Hop 10 éng x 10ml;
Hop 20 6ng x 10ml;
Hop 30 éng x 10ml

Liver NTB Arginin hydroclorid |Dungdich [Hop 10 dng x 5Sml, NSX 36 | 893110284800 | 1

2
1000mg/Sml ubng Hop 20 éng x 5ml, (VD-29605-18)
Hop 30 dng x 5ml

2. Co s diing ky: Cong ty ¢6 phin Dwge - Vit twy t& Thanh Héa (Dia chi: S6 232 Tran Phi, phudng Lam Son, thanh phé
Thanh Héa, tinh Thanh Héa, Viét Nam)

2. 1 Co' s& sén xudt: Cong ty b phin Duge - Vit tuy té Thanh Ho4 (Bia chi: Sé 04 duong Quang Trung, phuong Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Hoa, Viét Nam)

3 |Cloromycetin Cloramphenicol Viénnén  |Lo 100 vién; Hop 10 |DPDVN 36 | 893115284900 | |
250mg vi x 10 vién Vv (VD-28246-17)

3. Co' s& diing ky: Cong ty cb phin dwge Apimed (Bia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, thanh pho H6 Chi
Minh, Viét Nam)

3.1. Co'sé sin xudt: Cong ty ¢b phén duge Apimed (Dia chi: Duong N1, cum cong nghiép Pht Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh Dng Nai, Viét Nam)

4 |Apimuc 200 Acetylcystein 200mg [ Thude cdm Hop 20 goi x Ig; NSX 24 893100285000 !
phadung  |HGp 30 gdix Ig (VD-31475-19)
dich udng

5 |Apixodin 30 Fexofenadin Hbn dich Hop 1 chai x 30ml, NSX 24 893100285100 1

hydroclorid 0,6%  |udng Hop 20 goi x 5ml (VD-32605-19)
(W/v)
6 |Paclovir Acyclovir 5% (w/w) |Kem bdida [Hop 1 tuyp x 5g; USP 38| 24 |893100285200 | 1
Hoép 1 tuyp x 10g (VD-31496-19)

4. Co s& diing ky: Cong ty CH phan Dugc Danapha (Dia chi: 253 Diing ST Thanh Khé, Phuong Thanh Khé Tay, Quéan
Thanh Khé, TP. Pa Néng, Vit Nam)

4.1. Co s& sidn xut: Cong ty C6 phin Dugc Danapha (Pia chi: 253 Diing Si Thanh Khé, Phuong Thanh Khé T4y, Quén
Thanh Khé, TP. Da Nang, Viét Nam)
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sT”f Tén thude Hoat chét chinh - | Dangbao | Quy céch déng géi | Tidu | Tudi So gang ky §0
Ham luwgng ché chudn | the gia han , la.n
(thang)| (So ddng ky | gia
i cép) han
(1) ) (©)) “) ®) (%) ) ®) )
72 |Grobend 400 Dexibuprofen 400mg|Vién nén Hoép3vi,10vix 10 | NSX 36 893110291800 1
bao phim  |vién ' (VD-34191-20)

27. Co sé diing ky: Cong ty ¢ phdn dwge phdm Minh Dan (Dia chi: L6 E2, dudng N4, khu cong nghiép Hoa X4, Phuong
Ldc Hoa, Thanh phé Nam Binh, Tinh Nam Binh, Viét Nam)

27.1. Co sé' séin xudit: Céng ty ¢ phiin duwge phdm Minh Dan (Dia chi: L6 E2, BDuong N4, Khu cong nghiép Hoa Xa,
Phudng Loc Hoa, Thanh phé Nam Binh, Tinh Nam Dinh)

73

Cefuroxime 500mg

Cefuroxim (dudi
dang Cefuroxim
axetil) 500mg

Vién nén
bao phim

Hop 01 thi x 01 vix
10 vién, Hop 10 vix
10 vién

NSX

36

893110291900 | |
(VD-22940-15)

27.2. Co' s& san xudt: Céng ty cd phén dwge phim Minh Dan (Dia chi: L& N§ - Dudng N5 - Khu cong nghiép Hoa X4 -
Phuong My X4 - Thanh phd Nam Dinh - Tinh Nam Dinh - Vigt-Nam)

74 |Ciprofloxacin 0,3% [Ciprofloxacin (dung |Thudc nho Hép 1 lo x 5ml, Hép |[DDVN 24 893115292000 1
dang ciprofloxacin  |mét 20 lo x Sml v (VD-22941-15)
hydroclorid)
15mg/5ml

75 |Midacemid 20/12,5 [Hydroclorothiazid | Vién nén Hop 01 tiix 03 vix | NSX 24 893110292100 1
12,5mg; Quinapril  [bao phim |10 vién (VD-29798-18)

(dudi dang quinapril
hydroclorid) 20mg

28. Co & ding ky: Cong ty 6 phin duge ph

ph6 Nam Binh, Tinh Nam Binh, Vigt Nam)

28.1. Co' s&' sin xuit: Cdng ty cd phén dwoc phim Nam Ha

Thanh ph6 Nam Djnh, Tinh Nam Dinh, Viét Nam)

4m Nam Ha (Pia chi: S§ 415 duong Han Thuyén, phuong Vi Xuyén, Thanh

(Dia chi: S6 415 duong Han Thuyén, phuong Vi Xuyén,

893100292200 | 1

76 |Anphecon Desloratadine Siro Hép 1 1o x 30ml; NSX 24
0,5mg/ml Hop 110 x 50ml (VD-32858-19)
77 |Keygestan 100 Progesteron 100mg | Vién nén Hop 3 vi x 10 vién NSX 24 1893110292300 | 1
dat am dao (VD-27956-17)

29. Co' sé diing ky: Cong ty C6 phin Dugc phim OPC (Dia chi: 1017 Hdng Bang, Quén 6, TP. HS Chi Minh, Viét Nam)

29.1. Co'sé sin xuit: Chi nhénh Cong ty C8 phin Duge pham OPC tai Binh Dwong - Nha my Dwge phim OPC (Dia
chi: S6 09/BDX04-TH, T6 7, Ap Tén Hoa, Xa Tén Vinh Hiép, Tan Uyén, Binh Duong, Viét Nam)

78

Para-OPC 325mg

Paracetamol 325mg

Thudc bot
sui bot

Hop 20 goi x 1,6g

NSX

36

893100292400 I
(VD-31143-18)

30. Co s6 ddng ky: Cong ty ¢b phin dugc phim OPV (Dia chi:

An Binh, Thanh ph6 Bién Hoa, Tinh Déng Nai, Viét Nam)

30.1. Co s& sén xut: Cong ty c6 phén dwgc phdm OPV

S6 27, Duodng 3A, Khu Céng Nghiép Bién Hoa II, Phuong

(Pia chi: S5 27, Dudng 3A, Khu Céng Nghiép Bién Hoa II,

Phudng An Binh, Thanh ph Bién Hoa, Tinh Déng Nai, Viét Nam)

79 |Teremazin 5 Alimemazine (duéi |Vién nén Hop 5 vi x 10 vién, BP 48 1893100292500 | 1
dang Alimemazine |bao phim Hop 2 vi x 25 vién 2014 (VD-33161-19)
tartrate) Smg

80 |Ursocholic-OPV  |Ursodeoxycholic Viénnén  |HOp 4 vix 10 vién NSX 36 | 893110292600 | 1

150 acid 150mg bao phim (VD-21341-14)




£ Phu lyc II
DANH MUC 126 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM POT 215
(Kem theo Quyet dinh sé6 853  /OP-OLD ngay 19 thing 12 ndm 2024
ciia Cuc Quan ly Duogc)

STT| Tén thude Hoat chat chinh - | Dangbao | Quy céch ddng gbi | Titu Tudi S6 f‘iﬁng ky S:(”)
Ham lwong ché chuén | tho. gia han l1in
. (thang)| (SO déng ky | gia
da cap) han
M @) 3) “) ©) (6) Q) ®) &)

1. Co sé ddng ky: Cong ty ¢b phiin céng nghé cao Traphaco (Dia chi: Xa Tan Quang, huyén Vin Lam, tinh Hung Yén,
Viét Nam)

1.1. Co'sé séin xufit: Cong ty ¢ phin cong ngh@ cao Traphaco (Pia chi: Xa Tan Quang, huyén Van Lam, tinh Hung Yén,
Viét Nam) '

1 |Cdn xoa bop Dai hdi (Fructus Cdn xoa bop [Hop 1 lo x 50ml NSX | 24 [893110307200 | 1
Jamda Hlicii veri) 500mg; : : (VD-21803-14)
Dia lién (Rhizoma '
Kaempferiae

galangae) 500mg;
Huyét giac (Lignum
Dracaenae) 500mg;
Ma tién (Semen
Strychni) 500mg;
Methyl salicylat
(Methylis salicylas)
5ml; O dau (Radix
Aconiti) 500mg; Qué
nhuc (Cortex
Cinnamomi) 500mg;
Té tan (Radix et
Rhizoma Asari)
500mg; Thién nién
kién (Rhizoma
Homalomenae
occultae) 500mg; Uy
linh tién (Radix et
rhizoma Clematidis)
500mg; Xuyén khung
(Rhizoma Ligustici
wallichii) 500mg

2. Co st diing ky: Cong ty ¢d phin cdng nghé sinh hoc - dwge phiim ICA (Dia chi: L6 10, dudng s6 5, Khu cong nghiép
Viét Nam - Singapore, Phuong Binh Hoa. Thanh phé Thuan An, Tinh Binh Duong, Viét Nam)

2.1. Co s& sén xuét: Cong ty ¢d phin cdng nghé sinh hge - duwge phdm ICA (Pia chi: L6 10, duong sé 5, Khu cong nghiép
Viét Nam - Singapore, Phudng Binh Hoa, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)

2 |Novira L-ornithine L- Vién nén Hop 5 vix 10 vién NSX 36 893110307300 | 1
aspartate 150mg (VD-28773-18)

3. Co s& diing ky: Cong ty c¢6 phan Dugc - Vat twy t& Thanh Héa (Dia chi: S5 232, Trén Pht, phuong Lam Son, Thanh
phd Thanh Héa, tinh Thanh Héa, Viét Nam)

3.1. Co'sé sin xuéit: Co ng ty ¢ phdn Dugc - VAt tuy té Thanh Hoéa (Dia chi: S6 04 duong Quang Trung, phudng Ngoc
Trao, thanh pho Thanh Hoéa, tinh Thanh Hoa, Viét Nam)




STT| = Tén thube Hoat chat chinh - | Dangbdo | Quy cdch déng gbi | Tigu | Tudi Sb _afmg ky §o
Ham hwong ché chuan | tho gia han lan
(thang)| (S6 dingky | gia
dad cip) han
1) ©) 3) “) 5) (6 (N ® ®)
39 |Ramesun Pantoprazol (dudi Viénnang |Hop 3 vix10, 10 vi NSX | 36 893110311000 | 1
dang hat pellets cting chira vi |x10 vién (VD-26179-17)
pantoprazol natri hat bao tan
8,5%) 40mg trong rudt
40 |Ripratine Levocetirizin Vién nén Hop 03 vix 10 vién; | NSX 36 (893110311100 | 1

dihydrochlorid 10mg

bao phim

chai 50 vién; chai

100 vién; chai 200
vién

(VD-26180-17)

20. Co s ding ky: Cong Ly b phin clum)'cphém Minh Dén (Dia chi: L6 E2, Puong N4, khu cdng nghi¢p Hoa X4, Phudng
LL6c Hoa, Thanh phé Nam Pinh, Tinh Nam Pinh, Viét Nam)

20.1. Co sé' san xudt: Céng ty cb phin duge phdm Minh Dan (Dia chi:L6 E2, DPudng N4, khu cong nghiép Hoa Xa,
Phuong Loc Hoa, Thanh phé Nam Dinh, Tinh Nam Dinh, Viét Nam)

41

Cefdinir
100mg/5ml

Cefdinir 100mg

Thubc bdt
pha hén dich
ubng

Hopllox12g

NSX

24

893110311200
(VD-30434-18)

21. Co'sé diing ky: Cong ty Cd phin Duwge phdm OPC (Pia chi: 1017 Hong Bang, Phudng 12, Quan 6, TP. Hb Chi Minh,
Viét Nam)

21.1. Co s san xudt: Chi nhdnh Céng ty C§ phdn Duge phim OPC tai Binh Dwong - Nhd may Dugce phdim OPC (Dia
chi: $6 09/BDX04-TH, T4 7, Khu phé Tan Hoa, Phuéng Tan Vinh Hiép, Thanh phé Tan Uyén, Tinh Binh Duong, Viét Nam)

42

Hoastex

M&i 5ml chira: Cineol
4,65mg; Hing chanh
(Folium Plectranthi
amboinici) 2,5g; Nuc
néc (Cortex Oroxyli)
0,625¢

Sird thudc

Hop 1 chai x 90ml;
Hop 30 gbi x Sml

NSX

36

893100311300
(VD-25220-16)

|

43

Leolen Forte

Cytidine-5’-disodium
monophosphate Smg;
Uridine-5’-trisodium
triphosphate (tuong
duong Uridine
1,33mg) 3mg

Vién nang
cung

Hop 3 vix 10 vién

NSX

36

893110311400
(VD-24814-16)

44

Thudc ho nguoi
16n OPC

Mbi chai 90ml chira:
Cao long dugc liéu
1:2 (twong duong voi:
Ty ba digp 16,2g; Cat
canh 1,8g; Bach bo
2,79g; Tién hd 1,8g;
Tang bach bi 1,8g;
Thién mén 2,7g; Phuc
linh Bach linh 1,8g;
Cam thao 0,9g;
Hoang cim 1,3g)
63ml; Cineol 18mg;
Menthol [8mg

Nhii tuong
uong

Hop | chai x 90ml

NSX

36

893110311500
(VD-25224-16)
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Ny ky: 18
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#CUC QUAN LY DUQC Dc 1ap ~Pw doindlanh phic
Sb:402  /QP-QLD Ha Néi, ngay 18 thang 06 ndm 2024
QUYET PINH

V& vigc ban hanh Danh muc 394 thudc sin xuét tr /Eﬁﬁo%
duge gia han gidy ding ky luu hanh tai Vigt Nam/=Dgt.201

fg ’NG TY \
, , . / '%‘,/ COPHAN W)
CUC TRUONG CUC QUAN LY DU @G\ DUOC PHAY |
A\ Y] A A /i
r \WAN N UARN /7
Can cu Ludt Dige s 105/2016/QH13 ngay 06/4/2016; N\ . ' /Lf /
Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chznw\“ iy dinh

chirc nang, nhiém vu, quyén han va co cau to chirc cia Bo Y té;

; ; S PHOTIO M DO
Cén cit Quyét dinh s6 1969/0D-BYT ngdy 26/4/2023 ciia BS trirong 53 NG SIAM DO

dinh chirc nang, nhiém vu, quyén han va co cau té chirc cia Cuc Quanlg? @gg/}&h
BS Y té; ,

Can ctr Théng ti s6 08/2022/TT-BYT ngay 05/09/2022 cvia B¢ truong Bo Y té
quy dinh viéc dang ky heu hanh thuée, nguyén lidu lam thude; ,

Can cir két lugn ciia Hpi dong tw vin cdp gidy ding ky lwu hanh thuoc, nguyén
ligu lam thubc - BG Y té dot 201 tai Cong vin sé 49/HDTV-VPHD ngdy 22/5/2024 ciia
Vén phong Hpi dong ne van cdp GPKLH thudc, nguyén liéu lam thudc,

Theo dé nghi ciia T ridng phong Bang ky thudce, Cuc Quan ly Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 394 thudc san xuit trong
nudc duge gia han giéy dang ky luu hanh tai Viét Nam - Dot 201, cu thé:

1. Danh myc 292 thudc san xudt trong nude duge gia han gidy ding ky luu
hanh higu lyc 05 ndm (Phuy luc I kém theo).

2. Danh muyc 82 thudc san xuét trong nudc dugc gia han gidy dang ky luu hanh
hi€u lyc 03 nam (Phu luc 11 kém theo).

3. Danh muc 20 thudc san xuAt trong nudc duge gia han gidy ding ky luu hanh
hidu luc dén 31/12/2025 (Phu lyc I1I kem theo).

Diéu 2. Co s6 san xuit va co s& dang ky thudc c6 trach nhiém:

1. San xudt thudc theo dang cac hd so, tai lieu da ding ky véi Bo Y té va phai
in s dang ky duoc Bo Y té Viét Nam cép 1én nhén thudc.

2. Chi duoc san xudt, dua ra luu hanh cic thude kiém soat dac biét khi co Giéy
chiing nhéan du diéu kién kinh doanh dwoc pham vi kinh doanh thudc phai kiém soat
dédc biét phu hop véi pham vi hoat dong cta co s¢ dap ung quy dinh tai khoan 5 Didu
143 Nghi dinh 50 54/2017/ND-CP ngiy 08/5/2017 ctia Chinh pht quy dinh chi tiét mot
sd diéu va bién phap thi hanh Luét Duoc.

3. Thue hign viéc cap nhit tiéu chuin chét lwong cua thude theo quy dinh tai
Thong tw 50 11/2018/TT-BYT ngdy 04/5/2018 ciia B6 truong B Y té quy dinh vé
chat luong thudce, nguyén liéu lam thudc.

o Thude duoc gia han gidy ddng ky luu hanh tai Quyét dinh nay nhung chua
nop hd so cdp nhat ndi dung nhan thude, to huong dan sir dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B9 truong B Y té thi phai thuc
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hign cap nhit theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tw s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han g1ay dang ky lvu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
gidy dang ky luu hanh theo Quyet dinh ndy c6 thay ddi vé ndi dung hanh chinh phai
san xudt va lwu hanh véi cc noi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
higu lyc cia gidy ding ky luu hanh thudc, nguyén ligu lam thudc. Trong trudong hop
khéng con dép ung du diéu kién hoat dong, co s& déng ky phai cé trach nhiém thuc
hién thay d6i co s¢ ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s0 ding ky khong con di didu kién hoat dong.

7. Co sé san xudt thude phai bao dam céc diéu kién hoat dong cua co s¢ san
Xuét trong thoi han hiéu luc cua gidy déng ky luu hanh thude, nguyén lidu lam thude.

8. Cac thuoc dugc gia han gidy ding ky luu hanh tai Quyet dinh nay duoc tlep
tuc s dung so dang ky da cap truge khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc Cdp 50 dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tu s0 08/2022/TT-BYT.

9. Phéi hop voi céc co s diéu tri dé thyc hién theo dung cac quy dinh hi¢n
hanh vé thudc ké don, theo doi an toan, higu qua, tac dung khong mong mudn cua
thudc trén nguoi Viét Nam va tong hop, béo céo theo quy dinh tai Diéu 5 Théng tu 50
08/2022/TT-BYT dbi véi cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Diéu 3. Quyét dinh nay co hiéu lyc ké tir ngdy ky ban hanh.

Piéu 4. Giam doc S Y té cac tinh, thanh phd truc thude Trung uwong va Giam
dbc co so san xudt va co s6 dang ky c6 thude tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nh(l(z: ____CUC TRUONG
- Nhu Diéu 4; FTHHC AN

- BT. Bao Hong Lan (dé b/L)
-TT. B4 Xuén Tuyén (de b/c):

g AK | g
- Cuc Quany - B¢ Qudc phong, Cuc Y té - Bo Cong an; i Y’éﬂ.f-ﬁ//// / o
-Cuc Y t¢ GTVT - Bo Giao thong van tai; e\ MUECT /g st
- Tong Cuc Hai quan - Bg Tai chinh; R aies, it Jo=
-Bao hlem xa hoi Viét Nam; N =7 7

-B3 Y t&: Vu PC, Cye QLYDCT, Cyc QLKCB, Thanh tra Vi Tuin Cudng
B9, Vin phong HDTV c¢ip GBKLH thudc, NLLT;

- Vién KN thude TU, Vién KN thubc TP. HCM,;

- Tong Cong ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién c6 giwdng bénh truc thude By Y té;

- Trung tim mua sim tap trung thudc qudc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P. QLGT;

Website;

- Luu: VT, BKT (C.H) (02b).




. DANH MUC 292 THUOC SAN XUAT TRONG

(Kém theo Quyét dinh s6 402

Phuy luc I . 5 ) . i
NUOC PUQC GIA HAN GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 05 NAM - PQT 201

/OB-QLD ngay 18

cua Cuc Quan ly Duwgc)

thang 06 nam 2024

STT Tén thudc Hoat chat chinh - Dang bao | Quy cach déng goi Tiéll Tudbi S6 ding ky §6
Ham lugng ché chuan | the gia han lan

(thang)| (SO dingky | gia
di cép) han

1) (2) 3) [©) [©) (6) () 8) )

1. Co'sé diing ky: Cong ty ¢6 phan cong nghé sinh hoc - dwge phdm ICA (Dia chi: L6 10, dudng sb 5, khu cong nghiép
Viét Nam - Singapore, Thanh phd Thuén An, Tinh Binh Duong, Viét Nam)
1.1. Co s& san xudt: Cong ty c¢b phin cong nghé sinh hoc - duge phim ICA (Dia chi: L6 10, duong sb 5, khu cong nghigp
Viét Nam - Singapore, Thanh phd Thudn An, Tinh Binh Duong, Viét Nam)

1 |Caricin

Clarithromycin
500mg

Vién nén
bao phim

Hép 3 vi x 4 vién;
chai 350 vién

NSX

36

893110476624 1
(VD-15312-11)

2. Co' s6 ding ky: Cong ty ¢ phan Dugc - Vit tu y té Thanh Héa (Pia chi: S5 232 Tran Pha, phuong Lam Son, thanh phd
Thanh Hoéa, tinh Thanh Hoa, Viét Nam)
2.1. Co' 6 san xuit: Cong ty ¢d phin Dugc - Vit tu'y té Thanh Héa (Pia chi: S5 04 duong Quang Trung, phudng Ngoc
Trao, thanh p116 Thanh Hoéa, tinh Thanh Hoa, Viét Nam)

Hop 100 vi x 10 vién

2 |Clindathepharm  |Clindamycin (du¢i  |Viénnang |Hop 10 vix 10 vién |[DDVN | 24 |[893110476724 ]
capsule dang Clindamycin cliing v (VD-17651-12)

HCI) 300mg

3 |Leukas Montelukast (duéi Vién nén Hop 2 vi x 10 vién NSX 24 893110476824 1
dang Montelukast bao phim (VD-17655-12)
natri) Smg

4 |Theprilda Indapamid 1,25mg;  |Vién nén Hop 3 vix 10 vién; | NSX 36 | 893110476924 |
Perindopril erbumin Hop 20 vi x 10 vién; (VD-30662-18)
4mg Hop 50 vi x 10 vién

5 |Thezyung Cetirizin Vién nén Hép 10 vi x 10 vién; |DBDVN 36 893100477024 |
dihydrochlorid 10mg |bao phim Hop 50 vi x 10 vién; | IV (VD-17663-12)

3. Co'sé ding ky: Cong ty ¢ phin dugc Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quén |

Minh, Viét Nam)

I thanh phd H Chi

3.1. Co' s6' sin xuit: Caong ty ¢6 phin duwgc Apimed (Dja chi: Puong N1, cum cong nghi¢p Phu Thanh - Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

bao phim

6 |Allerpa Loratadin 5mg Dung dich  [Hop 10 éng x Sml, NSX 24 893100477124 l
udng Hop 20 dng x 5ml, (VD-31462-19)
Hép 1 chai x 30ml
7 |Apidom Domperidon (dudi Hoén dich Hop 30 gdi x Sml; NSX 24 |1 893110477224 I
dang domperidon udng Hop 30 géi x 10ml; (VD-30933-18)
maleat) Smg Hoép 1 chai x 30ml
& |Nooapi 1200 Piracetam 1200mg Vién nén Hop 10 vix 10 vién | NSX 24 |1 893110477324 1

(VD-31035-18)

4. Co s¢ diing ky: Cong ty ¢6 phan Dugec Pong Nai (Pia chi: S6 221 B, duong P

phd Bién Hoa, tinh Ddng Nai, Vit Nam)

4.1. Co s sin xuit: Cong t

phd Bién Hoa, tinh Ddng Nai, Viét Nam)

ham Van Thuan, phuong Tan Tién, thanh

y ¢b phin Dugc Df‘mg Nai (Dia chi: S 221 B, duong Pham Van Thudn, phuong Tan Tién, thanh

9 |Toptropin 800 mg

Piracetam 800mg

Vién nén
bao phim

Hop 10 vix 10 vién

NSX

36

893110477424 | 1
(VD-25588-16)
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A

Tuoi

So dangky | SO

STT|  Tén thudc Hoat chit chinh - | Dangbao | Quy cich déng géi Tiéu S
Ham lugng ché chuan | tho gm han lan
(thang)| (So dingky | gia
da cz‘ip) han
(1 2) 3) 4) [€)) (6) [€) 8) )
74 |Methylprednisolone |Methylprednisolone |Vién nén Hop 10 vi x 10 vién, | NSX 36 893110483924 1
Blue 4mg Hop 20 vix 10 (VD-32850-19)
vién, Hop 50 vi x 10
vién, Chai 100 vién,
Chai 200 vién, Chai
500 vién, Chai 1000
vién
75 |Tinidazol Tinidazol 500mg Vién nén Hop 10 vix 10 vién |[DBPVN 36 | 893115484024 1
bao phim v (VD-22177-15)

21. Co' s¢ diing ky: Cong ty ¢6 phin dwgc phdm Me Di Sun (Pia chi:

Bén Cat, Tinh Binh Duong, Viét Nam)

21.1. Co' sé sén xuit: Céng ty co phin du

Bén Cat, Tinh Binh Duong, Viét Nam)

86 521, Khu phd An Loi, Phudng Hoa Loi, Thi xa

oc¢ phim Me Di Sun (Pia chi: S5 521, Khu phé An Loi, Phuong Hoa Loi, Thi xa

76 |Biromonol Carisoprodol 350mg  [Vién nén Hop 5 vi x 10 vién NSX 36 | 893110484124 1
bao phim (VD-31759-19)

77 |Lubicid Bismuth subsalicylat [Hdn dich Hop 10 gbi x 30ml; NSX 24 893100484224 1
Suspension 525,6mg udng Hop 20 goi x 30ml (VD-33480-19)

78 |Mirenzine 5 Flunarizin (du6i dang |Vién nén Hoép 10 vi x 10 vién | NSX 36 893110484324 1
Flunarizin (VD-28991-18)
dihydrochlorid) Smg

79 [Ritsu Levocarnitin 1000mg |Dung djch Hop 20 éng x 10ml | NSX 36 (893110484424 | 1

udng (VD-30425-18)
80 |Spydael Gabapentin 400mg  |Vién nang |Hop 3 vi, 10vix 10 [ NSX 36 1893110484524 l
clirng vién; Chai 100 vién (VD-31769-19)

81 |Tux-Asol Levodropropizin Vién nén Hop 03 vix 10 vién; | NSX 36 [ 893110484624 I
60mg Lo 100 vién (VD-32523-19)

82 |Zydtez Zopiclone 7,5mg Vién nén Hop 6 vi x 10 vién NSX 36 | 893110484724 1

bao phim (VD-31770-19)

22. Co's¢ ding ky: Cong ty co phin duge pham Medbolide (
duong Ba Théng Hai, phuong 15, quan 11, Tp. Hd Chi Minh, V
22.1. Co s6' sdn xuit: Cong ty ¢b phin Dugc phim Phong Ph - Chi nh
dudng s6 8, khu cong nghiép Téan Tao, phuong

Dia chi: Phong 09, lau 10, toa nha The Everrich 1,50 968

16t Nam)

anh nha may Usarichpharm (Dia chi: Lo sb 12,
Tan Tao A, quan Binh Tan, TP. Hd Chi Minh, Viét Nam)

83 [Vodocat 5

Torsemid 5mg

Vién nén

Hop 3 vix 10 vién

USP
2021

36

893110484824 I
(VD-32854-19)

23. Co' s¢ diing ky: Cong ty ¢6 phin dugc phim Minh D

Loc Hoa, thanh phé Nam Dinh, tinh Nam Dinh, Viét Nam)

23.1. Co' sé san xuit: Cong ty cb phén duge p

phuong My X4, thanh phé Nam Binh, tinh Nam

Binh, Viét Nam)

an (Dia chi: Lo E2, dudng N4, khu cong nghiép Hoa Xa, phuong

him Minh Dan (bia chi: L6 N8, duong N5, khu cdng nghiép Hoa X4,

84 |Cepemid 1g Cilastatin (du6i dang [Thubc bot  [Hop 1 lo 20ml NSX 36 1893110484924 1
Cilastatin natri) 0,5¢; |pha tiém (VD-26896-17)
Imipenem (dudi dang
Imipenem
monohydrat) 0,5g

85 |Fluvastatin 20 mg |Fluvastatin (duoi Viénnang  |HOp 03 vix 10 vién | NSX 36 | 893110485024 I
dang fluvastatin cuing (VD-32857-19)
natri) 20mg
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STT Tén thube Hoat chit chinh - Dang bao | Quy cich dong goi Tié9 Tudi S6 ding ky S‘,(‘)
Ham lwong ché chuan | tho gia han lan

(thang)| (S6 dingky | gia
da cép) han

[€)) ) 3) 4 €] (6) €] (€] €]

86 |Ondansetron 8 mg |Ondansetron (dudi Vién nén Hop 1 thix 1 vix NSX 24 893110485124 1
dang ondansetron phan tan 10 vién, Hop 1 thi x (VD-25728-16)
hydrochlorid) 8mg trong miéng |3 vix 10 vién, Hop

1 thix 10 vix 10
vién
87 |Tranexamic acid |Tranexamic acid Dung dich  |Hop 5 éng x Sml NSX 36 893110485224 1
250mg/5ml 250mg tiém (VD-26911-17)
88 |Tranexamic acid |Tranexamic acid Dung dich  [Hop 5 dng x 5ml NSX 36 [893110485324 |
500mg/5ml 500mg tiém (VD-26912-17)
89 |Vinpocetine Vinpocetine 10mg Dung dich  [Hop 10 6ng x 2ml NSX 24 | 893110485424 1
10mg/2ml tiém (VD-30441-18)
90 |Vitamin C Acid ascorbic Dung dich  |Hop 5 éng x 5ml NSX 24 1893110485524 | 1
1000mg/Sml 1000mg tiém (VD-24808-16)
23.2. Co s& san xuét: Cong ty c6 phan duge phAm Minh Dan (Pia chi: L6 E2, duong N4, khu cong nghiép Hoa X4,
phudng Loc Hoa, thanh phé Nam Dinh, tinh Nam Dinh, Viét Nam)
91 |Midaclo 500 Cefaclor 500mg Viénnang  [Hop | vix 10 vién; | NSX 36 [ 893110485624 l
cung Hop 10 vi x 10 vién (VD-19900-13)

92 [Midactam 375 Sultamicilin (dudi Vién nén Hoép 01 thix 01 vix | NSX 36 893110485724 1
dang sultamicilin bao phim 10 vién (VD-26900-17)
tosilat dihydrat)
375mg

24. Co sé¢ ding ky: Cong ty co phin dugc phim OPV
An Binh, Thanh phd Bién Hoa, Tinh Déng

24.1. Co s¢' san xuat: Cong ty c6 phin dugc phim OPV (Pia chi:

Phuong An Binh, Thanh phé Bién Hoa, Tinh Pong Nai, Viét Nam)

$6 27, Pudng 3A, Khu Céng Nghiép Bién Hoa I,

(Pia chi: 6 27, Duong 3A, Khu Céng Nghiép Bién Hoa II, Phuong
Nai, Viét Nam)

93 |Alipid 10 Atorvastatin (dudi Vién nén Hop 1 vix 10 vién, NSX 36 893110485824 |
dang Atorvastatin bao phim Hop 3 vi x 10 vién, (VD-24820-16)
calcium trihydrate) Hop 10 vi x 10 vién
10mg

94 |Glucoform 500 Metformin Vién nén Hop 1 vi x 10 vién, NSX 36 893110485924 1
hydrochloride 500mg |bao phim Hop 2 vix 10 vién, (VD-26986-17)

Hép 10 vi x 10 vién

95 [Liporest 10 Atorvastatin (dudi Vién nén Hép I vix 10 vién, | NSX 36 | 893110486024 1
dang Atorvastatin bao phim Hop 3 vix 10 vién, (VD-22197-15)
calcium trihydrate) Hop 10 vix 10 vién
10mg

96 [Ozaform 500 Metformin Vién nén Hop 1 vix 10 vién, NSX 36 893110486124 1
hydrochloride 500mg |bao phim Hop 2 vix 10 vién (VD-21680-14)

97 |Rosnacin 1,5 MIU Spiramycin (tuong Vién nén Hop 2 vix 8 vién DbVN 36 | 893110486224 1
Ung vé6i Spiramycin  [bao phim v (VD-29065-18)
348,84mg)
15000001U
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STT| Tén thude Hoat chit chinh - | Dangbao | Quy céch déng goi Tigu Tudi So dang ky | SO
Ham lwgng ché chuan | tho gia han lan

(thang)| (So6 ding ky gia
di cfip) han

@ (2) Q) 4) [©)) (6) (7) (8) (€]

1. Co & diing ky: Cong ty ¢6 phin Dwgc Ha Tinh (Dia chi: S6 167, dwong Ha Huy Téap, Phuong Nam Ha, thanh phd Ha
Tinh, Tinh Ha Tinh, Viét Nam)
1.1. Co s& sin xuét: Cong ty cb phin Dwgc Ha Tinh (Dia chi: S 167, dudng Ha Huy Tap, Phudng Nam Ha, thanh phd Ha
Tinh, Tinh Ha Tinh, Viét Nam)

1 |Ibuhadi

Ibuprofen 200mg

Thubée com

Hop 6 goi, 10 goi,
12 goi, 20 gdi, 30
g0oi x 1,5g

NSX

36

893100505824
(VD-31533-19)

2. Co's6 ding ky: Cong ty c6 phin Duge Hiu Giang (Dia chi: 288 Bis Nguyén Van Clr, P. An Hoa, Q. Ninh Kiéu, TP. Can

Tho, Viét Nam)

2.1. Co s& sin xudt: Cong ty cb phin Duge Hau Giang (Bia chi: 288 Bis Nguyén Vin Ctr, P. An Hoa. Q. Ninh Kiéu, TP.

Cén Tho, Viét Nam)

2 |Eyelight cool

Chai 10ml chura:
Borneol 2mg; Natri
chondroitin sulfat
25mg; Vitamin B6
10mg

Dung dich
nho mat

Hop I chai x 10ml

NSX

24

893100505924
(VD3-130-21)

3. Co'sé diing ky: Cong ty cd phin dwge Minh Hai (Bia chi: 322, Ly Van Lam, phuong 1, thanh phd Ca Mau, tinh Ca Mau

Viét Nam)

)

3.1. Co s sin xuit: Cong ty ¢6 phin duwgc Minh Hai (Dia chi: 322, Ly Van Lam, phuong 1, thanh phd Ca Mau, tinh Ca

Mau, Viét Nam)

3 |Aescin 20mg

Escin 20mg

Vién nén
bao phim

Hoép 3 vi, 10 vix 10
vién; Hop 1 vi, 3 vi,
10 vi x 30 vién

NSX

36

893110506024
(VD-23473-15)

4. Co's¢ diing ky: Cong ty ¢ phan duge phdm An Thién (ia chi: 314 Bong Sao, Phuong 5, Quan 8, Thanh phé Hé Chi

Minh, Viét Nam)

4.1. Co 6 sin xudt: Cong ty ¢ phin duwge phim An Thién (Pia chi: Lo C16, BPuong s 9, Khu cong nghiép Hiép Phudc,
X@ Hiép Phudc, Huyén Nha Be, Thanh phé H Chi Minh, Viét Nam)

4 |Sibalyn Tobramycin dudi Dung dich ~ [Hop | chai, Hop 10 | NSX 24 893110506124 |
60mg/50ml dang Tobramycin tiém truyén |chai x 50ml (VD-32502-19)
sulfat) 60mg/50ml
5 |[Sibalyn Tobramycin (dudi Dung dich  |H¢p 1 chai, Hop 10 | NSX 24 893110506224 1
80mg/50ml dang Tobramycin tiém truyén |chai x 50ml (VD-32503-19)

sulfat) 80mg/50ml

5. Co s¢ diing ky: Cong ty Co phén Dugc phim Boston Vigt Nam (Dia chi: S6 43, dudng s6 8, KCN Viét Nam -
Singapore, Phudng Binh Hoa, Thanh phé Thudn An, Tinh Binh Duong, Viét Nam)

5.1. Co's& siin xuéit: Cong ty C§ phin Dugc phim Boston Vit Nam (ia chi: S6 43 duong s6 8, KCN Viét Nam —
Singapore, phuong Binh Hoa, thanh phé Thuén An, tinh Binh Duong, Viét Nam (Tda nha san xuét sé 1))
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STT| Tén thudc Hoat chit chinh - | Dangbao | Quy cich déng g6i Tiéu Tudi | So dingky sﬁ
Ham lugng ché chuan | tho gia han lan
(thiang)| (So diang ky gia
da cép) han
) (2) 3) ) ) (0) @) ®) ®)
22 |Glubet Desmopressin (du¢i |Vién nén Hop 3 vi x 10 vién NSX 36 893110507924 1
dang Desmopressin (VD-29780-18)
acetate trihydrat
0,2096 mg) 0,2mg
23 |Medogets 3g L-Arginin L- Dung dich  |Hop 20 ong x 10ml; | NSX 36 893110508024 1
glutamat 3g udng Hop 30 6ng x 10ml (VD-29785-18)
24 |Medynewcough [Dextromethorphan  |Vién ngdm |Hop 3 vi x 10 vién; NSX 36 893110508124 1
hydrobromid 7,5mg Hop 2 vix 14 vién (VD-33159-19)
25 |Pamyltin -S Ebastin Smg Hén dich Hop 20 gdi x Sml NSX 36 | 893110508224 |
udng (VD-26887-17)
26 |Pokemine Satnguyén to (dudi [Dungdich [Hop 20 6ngx 10ml | NSX | 24 | 893100508324 | 1
dang Sit (1IT) udng (VD-31131-18)
Hydroxid
Polymaltose)
50mg/10ml

12. Co'sé diing ky: Cong ty ¢6 phan Duge phim Minh Dan (Dia chi: Lo E2 — Budng N4 — KCN Hoa X4 — Phuong Loc
Hoa — TP. Nam Binh — Tinh Nam Binh — Viét Nam)

12.1. Co s¢'sén xuit: Céng ty c6 phan Duge phim Minh Dan (Bia chi: Lo N§ — DPuong N5 — KCN Hoa X4 — Phuong My
Xa—TP. Nam Binh — Tinh Nam Dinh — Viét Nam)

27

Paracetamol
1g/10ml

Paracetamol 1000mg

Dung dich
tiém truyén

Hop S 6ng x 10ml

NSX

36

893110508424
(VD-26906-17)

13. Co st diing ky: Cong ty ¢b phin duge phi

Phuong Tan Tao A, Quén Binh Tan, Thanh phé HS Chi Minh, Viét Nam)

13.1. Co 6 sdn xuit: Cong ty ¢d phin dugc phim Phuong Pong (Dia chi: Lo s6 7, duong sb 2, Khu cong nghiép Tan Tao

Phuong Tan Tao A, Quén Binh Tan, Thanh phé HS Chi Minh, Viét Nam)

im Phuong Dong (Dia chi: L6 s6 7, duong s6 2, Khu cong nghiép Tén Tao,

]

28

Mumcal

Calcium lactate
500mg/10ml

Dung dich
udng

Hop 10 6ng x 10ml,
Hoép 20 éng X 10ml,
Hop 30 6ng x 10ml

NSX

36

893100508524
(VD-20804-14)

14. Co sé¢ ding ky: Cong ty 6 phan duge phi

Ddng Héi, tinh Quang Binh, Viét Nam)

14.1. Co s& sin xuit: Cong ty ¢b phan duge phim Quing Binh (Dja chi:

phé Péng Hoi, tinh Quang Binh, Viét Nam)

m Quéing Binh (Dia chi: S 46, dudng Hiru Nghi, phuong Bac Ly, thanh phd

S6 46, duong Hitu Nghi, phuong Béc Ly, thanh

29

MG& b6i ngoai da
Hoéng Linh cot

Mai 20mg chira:
Long ndo 3,18g;
Menthol 1,6g;
Methyl salicylat
4,0g; Noc rin ho
mang khoé 0,1 mg;
Tinh dau bac ha
2,18¢

Thudc mo
boi ngoai da

Hop 01 tuyp x 20g;
Hop 01 lo x 20g;
Hop thiéc 10g

NSX

60

893100508624
(VD-21886-14)

15. Co s¢ ding ky: Cong ty ¢d phin dugc phim Quée té CTT Viét Nam (Dia chi: L6 38-N01 khu tai dinh cu tap trung, to
dan pho Kieu Mai, Phuong Phiic Dién, Quan Béc Tir Liém, Thanh phé Ha Noi, Viét Nam)

15.1. Co & sin xuit: Cong ty ¢ phin dugc phim Me Di Sun

Bén Cét, Tinh Binh Duong, Viat Nam)

(Dia chi: $6 521, Khu phé An Loi, Phuong Hoa Loi, Thi xa




