L \ ) CONG HOA XA HQI CHU NGHIA VIET NAM

For Health » For Life

So: 190/CV-DCL

Viv: Thay déi 56 ding ky Vinh Long, ngay 12 thang 05 nam 2025
san pham Ticarlinat 3 ,2g;
SaVi Fluvastatin 40

Kinh gitri: SO'Y TE TINH KIEN GIANG

Loi d4u tién, Cong ty C6 phan Duogc pham Ctru Long xin gtri 101 cdm on chan thanh va sau
sdc dén Quy S& Y té vi d4 tin nhiém va tao didu kién cho chung tbi cung g thudc trong sudt thoi
gian qua.

Cin ¢t Quyét dinh sb 957/QD-SYT ngay 04/7/2023 ctia S& Y té tinh Kién Giang v& viée
phe duyét ket qua két qua Iya chon nha thiu g6i thau thude generic thudc ké hoach lya chon nha
thau cung cap thudc tap trung tinh Kién Glang d6i v6i cac mit hang thudc khéng lya chon duogce
nha thau va thudc tring thau phét sinh nhu ciu sir dung thém sb lwong, giai doan 2021 -2023;

Can cr coéng vin s 181/QD -QLD ngay 21/03/2024 cta Cuc Quéan Ly Duoc v& viée ban
hanh Danh muc 881 thudc sén xuét trong nude dugce gia han gidy ding ky luu hanh tai Viét Nam
- Dot 193;

Cin cit cong vin sb 331/QD QLD ngay 27/05/2024 cta Cuc Quin Ly Duogc vé viée ban
hanh Danh muc 401 thudc san xuét trong nude dugc gia han gidy ding ky luu hanh tai Vit Nam
- Dot 197.

Cong ty chung t1 13 nha thiu cung Ung sin pham Ticarlinat 3,2 g, Sb dang ky: VD-28959-
18, Nha sén xut: Chi nhanh 3 - Cong ty CPDP Imexpharm tai Binh Duong; SaVi Fluvastatin 40,
S6 dang ky: VD-27047-17, Nha sdn xuét: Cong ty ¢ phan duoc phém Savi. Chung tdi xin thong
béo vé viée thay dbi thong tin s6 ding ky san phédm Ticarlinat 3 ,2g, SaVi Fluvastatin 40 nhu sau;

San phim ' 86 ding ky di cip S$6 ding ky gia han
Ticarlinat 3,2 g VD-28959-18 893110155824
SaVi Fluvastatin 40 VD-27047-17 893110338524

Ngoai viéc thay d6i nhu trén, chung t6i xin cam két v6i Quy S¢' Y té khong ¢ bit ky thay
d6i nao khac. Vi thé, chét luong san phim hoan toan khong thay dbi.

Vi vy, ching t6i trin trong thong bao dén Quy S¢ Y té, kinh mong Quy S& Y té tiép nhan
va ddng ¥ thay d6i théng tin san phim Ticarlinat 3,2 g, SaVi Fluvastatin 40 dé cong ty chiing 16i
tiép tuc cung g hang cho cic co sd y té.

Xin cdm on va trin trong kinh chao! ‘ "l (

DAI DIEN HGP PHAP CUA NHA IHAU

Noi nhin:
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CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phuc

S6: 181 /QD-QLD Ha Ngi, ngay 21 thang 03 ndm 2024

QUYET PINH
Vé viéc ban hanh Danh myc 881 thudc san xuit trong nuéc
dwge gia han gidy ding ky lwu hanh tai Viét Nam - Dot 193

CUC TRUONG CUC QUAN LY DUQC

Can cuir Ludt Duoc Sd 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh SO 95/2022/ND-CP ngay 15/1 1/2022 cua Chinh phi quy dinh
chirc nang, nhiém vu, quyen han va co cdu to chike ciia Bo Y 1é;

Céin cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua Bj truéng Bo Y té quy
dinh chitc nang, nhiém vu, quyén han va co cdu 16 chirc ciia Cuc Quadn Iy Duoc thugc
Bo Y té;

Céin cir Thong tir s6 08/2022/TT-BYT ngay 05/09/2022 cua Bg truéng Bo Y 1
quy dinh viéc dang ky heu hanh thudc, nguyén liéu lam thubc;

Cdin cit két ludn cua Hpi dong e van cdp gzay dang ky luu hanh thuéc, nguyén
liéu lom thudc - B Y té dot 193 tai Cong van s6 15/HDTV-VPHD ngay 19/02/2024
cua Van phong Hoi déng t van cdp GDKLH thuéc, nguyén liéu lam thudc;

Theo dé nghi cia Treomg phong Bang ky thuée, Cuc Quan Iy Duge.

QUYET DPINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muyc 881 thudc san xudt trong
nuée duoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 193, cu the

1. Danh muc 595 thudc san xudt trong nuéc duge gia han gidy dang ky luu
hanh hiéu lyc 05 ndm (Phu luc I kém theo).

2. Danh muc 285 thudc san xuét trong nuéc duge gia han gidy dang ky luu
hanh hiéu luc 03 nadm (Phu luc 11 kem theo).

3. Danh muc 01 thudc san xuét trong nuéc dugc gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu Iuc IIT kem theo).

Piéu 2. Co s6 san Xudt va co sO dang ky thubc c6 trach nhiém:

1. San xuat thudc theo dung cac ho 50, tai liéu da dang ky voi Bo Y té va phai
in s6 dang ky dugc BO Y te Viét Nam cép 1én nhan thude.

2. Chi duoc san xuét, dua ra luu hanh céc thuéc kiém soat dic biét khi c6 Gidy
chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém soat
ddc biét phu hop v6i pham vi hoat dong cia co s¢ dap g quy dinh tai khoan 5 Didu
143 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 cta Chinh pht quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Dugc.

3. Thyc hign viéc cép nhat tiéu chudn chit luong cia thube theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 cta B truéng Bo Y té quy dinh vé
chét lugng thudc, nguyen liéu lam thude.

4. Thube dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhén thudc, to huéng dan str dung thube theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truéng BO Y té thi phai thuc
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hién cép nhét theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tu sb 01/2018/TT BYT
trong thoi han 12 thang ké tir ngay dugc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, céc thude duoc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay ddi vé ndi dung hanh chinh (bao
gdm ca mAu nhin va t& huéng dan s dung thubc) phai san xudt va luu hanh véi céc
ndi dung d3 duoc phé duyét thay doi trong hd so gia han.

6. Co s& ding ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cta gidy ding ky luu hanh thudc, nguyén liéu 1am thudc. Trong truong hop
khong con dap Gng du didu kién hoat dong, co sé ding ky phai c6 trach nhiém thuc
hién thay d6i co so dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé diang ky khéng con du didu kién hoat dong.

7. Co so san xuét thube phai bao dam cac diéu kién hoat dong clia co s& san
Xuét trong thoi han higu luc cta glay 'dang ky luu hanh thude, nguyén li¢u lam thude.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duogc tlep
tuc st dung so dang ky da cép trudc khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap sO dang ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo
Thong tu so 08/2022/TT-BYT.

9, Phéi hop véi cac co so didu tri dé thuc hién theo dung cac quy dinh hién
hanh v& thubc ké don, theo d01 an toan, hi€u qua, tdc dung khong mong mudn cua
thubc trén ngudi Viét Nam va tdng hop, béo céo theo quy dinh tai Diéu 5 Thong tu s&
08/2022/TT-BYT dbi v&i cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hi¢u luc ké tir ngay ky ban hanh.

Didu 4. Giam dbc So Y té cac tinh, thanh phd tryc thudc Trung wong va Giam
dbc co sd san xudt va co sé ding ky co thude tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Didu 4;

- BT. bao Hong Lan (dé ble);

- TT. D6 Xuén Tuyén (dé b/c); )

- Cuc Qué}n y - B& Quoc phong, Cuc Y té - BG Cong an;
- Cuc Y te GTVT - B Giao thong van tai;

- Tong Quc Hai quan - B9 Tai chinh; >
- Bao hiém x4 ho6i Viét Nam; P z .
-Bd Y té Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vi Tuan Cuong
B0, Van ph(‘)ng HDTV cap GDKLH thudc, NLLT;

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

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

- Cac Bénh vién, Vién c6 giudng bénh truc thuoc By Y té;

- Trung tdm mua sim tap trung thude quoc gia;

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

Website;
- Luu: VT, BDKT (C.H) (02b).




(Kém theo Quyét dinh sé6 181 /OP-QLD ngay 21 thang 03 nam 2024

Phu luc I
DANH MUC 595 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - QT 193

ctia Cyc Quadn ly Duoc)

STT| Tén thude Hoat chat chinh - |Dang bao | Quy cich dong goi | Tiéu | Tudi S6 dang ky | S6 lan
Ham luwgng ché chuén | tho gia han gia han
(thang)| (S6 diang ky
da cép)
(€)) ) 3) 4) ©) (©) (@) 3) ®

1. Co st dang ky: Cong ty c phan Cong nghé sinh hoc - Dwrge phdm ICA (Bja chi: L 10, dudng sb 5, khu cong nghiép
Viét Nam-Singapore, thi x4 Thuén An, tinh Binh Duong, Viét Nam)

1.1. Co s& san xuét: Cong ty ¢6 phin Céng nghé sinh hoc - Dugc phim ICA (Pia chi: L6 10, dudng s6 5, khu cong nghiép
Viét Nam-Singapore, thi x4 Thuén An, tinh Binh Duong, Viét Nam)

1

Coxlec

Celecoxib 200mg

Vién nang
cung

Hop 2 vix 10 vién,
vi PVC-Alu

NSX

36

893110136424
(VD-18668-13)

1

2. Co sé dang ky: Cong ty ¢b phin Duoc - vit twy té Nghé An (Pia chi: Sb 68 dudong Nguyén S§ Sach, phudong Hung
Phic, thanh phc“') Vinh, tinh Nghé An, Viét Nam)
2.1. Co sé san xuét: Cong ty c¢b phian Dugc - vat tuy t& Nghé An (Pia chi: S6 68 dudng Nguyén Sy Sach, phudng Hung
Phiic, thanh phd Vinh, tinh Nghé An, Viét Nam)

2

DNAStomat

Omeprazol (dudi
dang pellet
Omeprazol 8,5%:
235,3mg) 20mg

Vién nang
cing

Hop 10 vi x 10 vién,
vi nhdm/nhém; Hop
1 1o x 14 vién, lo
HDPE

NSX

36

893110136524
(VD-24933-16)

3. Co sé diang ky: Cong ty ¢b phan Duwgc - Vit tuy t& Thanh Hoéa (Pia chi: S6 232 Tran Phu, phuéng Lam Son, thanh phd
Thanh Hoa, tinh Thanh Ho6a, Viét Nam)
3.1. Co sé san xudt: Cong ty c6 phan Duge — Vit twy t& Thanh Héa (Pia chi: S6 04 dudng Quang Trung, phudng Ngoc
Trao, thanh ph6 Thanh Hoa, tinh Thanh Héa, Viét Nam)

3 |Amoxicilin Amoxicilin (duéi Vién nang |Hop 10 vi x 10 vién; |DDVN 24 893110136624 1
500 mg dang Amoxicilin cing Hop 20 vi x 10 vién; \% (VD-24941-16)
trihydrat compacted) Hop 50 vix 10 vién
500mg
4 |Ampicilin Ampicilin (duéi Vién nang [H6p 10 vi x 10 vién; [DDVN 24 893110136724 1
500 mg dang Ampicilin cing Hop 20 vi x 10 vi; v (VD-24396-16)
trihydrat) 500mg Hop 50 vix 10 vién
5 |Diclofenac Diclofenac natri Viénnén |Hop 10 vix 10 vién |DDVN 24 893110136824 1
50mg bao tan v (VD-21946-14)
trong rudt
6 |Glimethepharm |Glimepirid 2mg Viénnén |[HOp 3 vix 10 vién; | NSX 36 893110136924 1
Hop 10 vi x 10 vién; (VD-30657-18)
Hép 50 vi x 10 vién
7 |Gut C thepharm [Colchicin Img Viénnén |[HOp 1 vix 20 vién NSX 36 893115137024 1
(VD-22270-15)
8 |Mectathepharm |Diosmectite 3g Thubc bt [Hop 30 goi x 4g NSX 36 893100137124 1
pha hdn (VD-19554-13)
dich uong
9 |Ptu Thepharm Propylthiouracil Vién nén |HOp 4 vix 25 vién; |DDVN 36 893110137224 1
50mg Hop 10 vix 25 \% (VD-18800-13)
Vién; Hop 1 lo x
100 vién

—
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STT Tén thudc Hoat chit chinh - |Dang bao | Quy cach déng goi [ Tiéu Tubi S6 diang ky S6 1an
Ham lugng ché chuén | tho gia han gia han
(thang)| (S0 diang ky
da cip)

() @ &) @ ©)) () ) @® ®
177 |Cephalexin Cephalexin 500 mg  |Vién nang |Hop 10 vi,20 vix | DDVN 36 | 893110154024 1
500mg cing 10 vién; lo 100 vién, | hién (VD-30381-18)

200 vién hanh

178 |Colthimus Tizanidin (du6i dang |Viénnén |HOp 10 vix 10 vién | NSX 24 893110154124 1
Tizanidin (VD-26818-17)
hydroclorid) 4mg

179 |Fahado 150 M&i goi chira Thudc bt |Hop 30 goi x 0,68 NSX 24 | 893100154224 1
paracetamol 150mg  |sti bot aé (VD-29751-18)

ubng

180 |Levivina Vardenafil (dudi Viénnén |[Hop 1 vix 4 vién NSX 36 893110154324 1
dang Vardenafil bao phim (VD-30388-18)
hydrochloride
trihydrate) 10mg

181 |Pecrandil 10 Nicorandil 10mg Viénnén |[HOp 6 vix 10 vién NSX 24 893110154424 1

(VD-30394-18)

182 |Pectaril 5Smg Quinapril (dudi dang |Viénnén [HGop 6 vix 10 vién NSX 36 893110154524 1
Quinapril bao phim (VD-24190-16)
hydroclorid) Smg

183 |Solufemo Sét 111 (dudi dang Dung dich [Hop 30 6ng x Sml; NSX 24 | 893100154624 1
S&t (111) hydroxid ubng Hop 20 bng x 10ml; (VD-26830-17)
polymaltose Hop 30 dng x 10ml,
complex) 50mg/5ml bng PVC

184 |Zanmite 250mg  |Cefuroxim axetil Viénnén [HOop 1 vix 10 vién; USP- 36 893110154724 1
tuong Gng voi bao phim |[Hop 2 vi x 10 vién; NF (VD-22144-15)
Cefuroxim 250mg Hop 10 vix 10 vién; | 2021

Hop 20 vix 10 vién

24, Co s& dang ky: Cong ty Cb phin Duge Phim Imexpharm (Dia chi: S6 04, Dutng 30/4, Phuong 1, TP.Cao Lanh, Tinh

DPdng Thap, Viét Nam)

24.1. Co s6 san xuét: Chi nhanh 3 - Cong ty CPDP Imexpharm tai Binh Duong (Pia chi: Sé 22, Pudng sb 2, Khu cong

nghiép Viét Nam - Singapore I, Phuong Hoa Phu, TP.Thu DAau Mat, Tinh Binh Duong, Viét Nam)

185 |Cefoxitin 2 g Cefoxitin (dudi dang Thubc bot [Hop 1 lo x 2g, Hop USP 24 893110154824 1
cefoxitin natri) 2g phatiém |10 1o x 2g, lo thiy hién (VD-26842-17)

tinh hanh

186 |Cloxacillin 0,5 g |Cloxacilin (dudi Thubc bdt Hop 1 1o x 0,5g, BP 24 893110154924 1
dang cloxacilin natri) |phatiém [Hop 10 lo x 0,5g (lo hién (VD-26845-17)
0,5g thay tinh) hanh

187 |Cloxacillin 2 g Cloxacilin (dudi Thudc bot [Hop 1 lo x 2g, Hop NSX 24 893110155024 1
dang Cloxacilin phatiém |10 lo x 2g (lo thuy (VD-29758-18)
natri) 2g tinh)

188 |Imezidim 0,5g Ceftazidim (dudi Thubc bdt |[Hop 1 1o x 0,5g, NSX 24 893110155124 1
dang ceftazidim phatiém [Hop 10 1o x 0,5g (lo (VD-26847-17)
pentahydrat) 0,5g thiy tinh)

189 |Imezidim 1 g Ceftazidim (dudi Thubc bot |Hop 1 1o x 1g, Hop |USP 41| 36 893110155224 1
dang ceftazidim phatiém [10lo x 1g (lo thuy (VD-26848-17)
pentahydrat) 1g tinh)

190 |Imezidim2 g Ceftazidim (dudi Thudc bot [Hép 1 lo x 2g, Hop NSX 24 893110155324 1
dang ceftazidim phatiém |10 lo x 2g (lo thuy (VD-26849-17)
pentahydrat) 2g tinh)
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STT Tén thubdc Hoat chét chinh - |Dang bao | Quy cach dong goi | Tiéu Tubi Sé ding ky S6 1in
Ham lugng ché chuin | tho gia han  |gia han
(thang)| (S6 ding ky
da cp)

)] @ (&) Q) &) (6) Q) ® (€)]

191 |[Imezidim 3 g Ceftazidim (du6i Thubc bdt Hop 1 lo x 3g, Hop NSX 24 893110155424 1
dang ceftazidim phatiém |10 o x 3g (lo thiy (VD-26850-17)
pentahydrat) 3g tinh)

192 |Piperacillin2 g  |Piperacilin (dudi - Thudc bot [Hop 1 lo x 2g, Hop BP 24 893110155524 1
dang piperacilin phatiém |10 lo x 2g (lo thuy 2016 (VD-26851-17)
natri) 2g tinh)

193 |Piperacillin4 g |Piperacilin (dudi Thudc bot |[Hop 1 lo x 4g, Hop BP 24 893110155624 1
dang piperacilin phatiém (10 lo x 4g (lo thuy hién (VD-26852-17)
natri) 4g tinh) hanh

194 |Ticarlinat 1,6 g [Ticarcilin (dudi dang [Thudc bot Hoép 01 lo x 1,6g; USP 24 893110155724 1
hén hop bot phatiém |Hop 10 Io x 1,6g, hién (VD-28958-18)
Ticarcilin dinatri va (lo thuy tinh) hanh
Clavulanat kali)
1,5g; Acid clavulanic
(duéi dang hdn hop
bot Ticarcilin dinatri
va Clavulanat kali)
0,1g

195 |Ticarlinat 3,2 g |Ticarcilin (duéi dang Thubc bot |Hop 01 Io x 3,2¢, USP 24 893110155824 1
hén hop bét phatiém [Hop 10 1o x 3,2g (lo | hién (VD-28959-18)
Ticarcilin dinatri va thuy tinh) hanh
Clavulanat kali) 3g;
Acid clavulanic
(du6i dang hdn hop
bét Ticarcilin dinatri
va Clavulanat kali)
0,2g

196 |Zobacta2,25 g  |Piperacilin (duédi Thube bdt [Hop 1 lo x 2,25g; uUSP 24 893110155924 1
dang hdn hop phatiém [Hop 10 1o x2,25¢g hién (VD-26853-17)
Piperacilin natri va (lo thuy tinh) hanh

Tazobactam natri)
2g; Tazobactam
(duéi dang hdn hop
Piperacilin natri va
Tazobactam natri)
0,25¢g

24.2. Co sé san xudt: Cong ty C6 phan Duwgce Pham Imexpharm (Dia chi: S6 04, Puong 30/4, Phuong 1, TP.Cao Lanh,
Tinh Pdng Thap, Viét Nam)

197 [Claminat 250 Amoxicilin (dudi Thubc Hop 12 gdix 1g NSX 24 893110156024 1
mg/ 62,5 mg dang Amoxicilin cbm pha (VD-26856-17)
trihydrat) 250mg; hdn dich
Acid clavulanic udng
(duédi dang Kali
clavulanat) 62,5mg
198 |Standacillin 500 |Ampicilin (du6i Vién nang [Hop 100 vi x 10 NSX 48 893110156124 1
mg dang Ampicilin clirng vién, vi PVC trong (VD-24786-16)

trihydrat compacted)
500mg

Alu




CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phiic

sé: 331 /QP-QLD Ha Néi, ngay 27 thdng 05 ndam 2024

] QUYET PINH ]
Ve viéc ban hanh Danh muc 401 thuoc san xuat trong nuwéc
dwoc gia han giay ding ky lwu hanh tai Viét Nam - Dot 197

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc sd 105/2016/QH]13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/ND-CP ngay 1 5/11/2022 cua Chinh phui quy dinh
chirc ndng, nhiém vu, quyen han va co cdu 16 chirc ciia Bo Y 1é;

Cén cit Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua By trieéng Bo Y té quy
dinh chirc nang, nhiém vy, quyén han va co cdu 16 chive ciia Cuc Qudn Iy Duge thude
B Y té;

Céin cir Thong tir s6 08/2022/TT-BYT ngay 05/09/2022 cua Bo truweéng Bo Y 1é
quy dinh viéc dang ky lwu hanh thuoc, nguyén ligu lam thude;

Cén cit két lugn ciia Hoi dong tie vén cap gidy ddng ky leu honh thuée, nguyén
ligu lam thubc - By Y té dot 197 tai Cong van 50 33/HDTV-VPHD ngay 11/4/2024 cua
Vein phong Hoi dong tw van cdp GPKLH thuéc, nguyén liéu lam thuéc;

Theo dé nghi ciia Truéng phong Dang ky thuée, Cuc Quan Iy Dugc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 402 thubc san xut trong
nude duoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 197, cu the

1. Danh muc 256 thudc san xuét trong nudc dugc gia han gidy dang ky luu
hanh hiéu lyc 05 ndm (Phu luc I kém theo).

2. Danh muc 140 thudc san xuét trong nuéc duge gia han gidy ding ky luu
hanh hiéu lyc 03 ndm (Phu luc 1I kém theo).

3. Danh muc 05 thudc san xuét trong nuéc duge gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc Il kem theo).

Diéu 2. Cor SO san Xut va co s dang ky thude c6 trach nhiém:

1. San xuét thudc theo dung cac ho so, tai liéu da dang ky v6i BO Y € va phai
in sb dang ky duoc Bo Y te Viét Nam cép 1én nhan thude.

2. Chi duoc san xuét, dua ra luu hanh cac thudc kiém soat dic biét khi c6 Gidy
chimg nhan da diéu kién kinh doanh dugce pham vi kinh doanh thudc phai kiém soét
ddc biét phu hop v6i pham vi hoat dong ciia co s¢ dap g quy dinh tai khoan 5 Pidu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phu quy dinh chi tiét mot
s6 diu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhét tiu chudn chét lugng cia thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia By trudng BO Y t& quy dinh vé
chét luong thude, nguyen liéu lam thude.

4. Thube duoc gla han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cdp nhit ndi dung nhén thudc, to hudng dan sir dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truéng Bo Y té thi phai thuc
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hién cép nhat theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngy dugc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, céc thube dugc gia han
gidy dang ky luu hanh theo Quyet dinh nay c6 thay ddi v& ndi dung hanh chinh phai
san xudt va luu hanh véi cac noi dung da dugc phé duyét thay ddi trong hd so gia han.

6. Co so dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi gian
higu lyc cua giay dang ky luu hanh thudc, nguyén liéu lam thubc. Trong trudng hop
khong con dap ng du didu kién hoat dong, co s& dang ky phai co trach nhiém thuc
hién thay déi co s dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay €O SO dang ky khong con du didu kién hoat dong.

7. Co s& san xuét thude pha1 bao dam céc diéu kién hoat dong clia co s& san
xuét trong thoi han hiéu luc ctia gidy dang ky luu hanh thude, nguyén liéu Jam thubc.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duoc tlep
tuc st dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay duogc cap so diang ky gia han theo quy dinh tai Phy lyc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phdi hop véi cac co so diéu tri dé thuc hién theo ding céc quy dinh hién
hanh vé thube ké don, theo doi an toan, hi¢u qua, tac dung khoéng mong mudn cua
thude trén nguoi Viét Nam va tong hop, bédo cdo theo quy dinh tai Pidu 5 Thong tu 5O
08/2022/TT-BYT dbi vé6i cac thudc trong Phu luc 1T ban hanh kém theo Quyét dinh
nay.

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

Pidu 4. Giam dbc S Y té cac tinh, thanh phé tryc thude Trung wong va Gidm
dbc co so san xuét va co s& ding ky cé thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
Noi nhdn: CUC TRUONG
- Nhu Diéu 4; 1 N
- BT. Bao Hong Lan (dé vb/c);

- TT. D6 Xuén Tuyén (dé b/c); )

- Cuc Quan y - B6 Qudc phong, Cuc 'Y té - B6 Cong an
- Cyc Y te GTVT - B0 Giao thong van tai;

- Téng Cuc Hai quan - B Tai chinh;

- Bao hiém xa hoi Viét Nam; " e K .
~BO Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanhtra ¥ & Tuan Cwong
Bo, Vian ph(‘)ng HDPTV cap GDKLP'[ thudc, NLLT;

- Vign KN thude TU, Vién KN thuée TP. HCM;

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

- Cac Bénh vién, Vlen c6 giuong bénh truc thudc Bo Y té;

- Trung tdm mua sam tap trung thube quoc gia;

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

Website;

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




Phu luc IT ) 5 ] .
DANH MUC 140 THUOC SAN XUAT TRONG NUGC BUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - POT 197
(Kém theo Quyét dinh s6 331 /QD-QLD ngay 27 thdng 05 ndm 2024

ctia Cuc Quan ly Dugc)
STT| Tén thude Hoat chit chinh - | Dang bao | Quy cich déng gdi | Tiéu Tudi | S6dingky [S61an
Ham luwong ché chuin | tho gia han gia
(thang) (S6 dang ky han
da cip)
1) (2) 3 4 (O] () Q) ¥ [C))

T

1. Co sé& dang ky: Cong ty ¢b phin DTS Viét Nam (Dia chi: S0 18, tb 51, phuong Quan Hoa, quén Chu Gidy, thanh phd Ha
Noi, Viét Nam)

1.1. Co s& san xuit: Cong ty ¢b phan dwge trung wong Mediplantex (Pia chi: Nha may dugc phdm 6 2: Thon Trung Héu,
XA tidn Phong, huyén Mé Linh, thanh phé Ha Noi, Viét Nam)

1 |Bromanase Bromelain 50 F.LLP U |Vién nén Hop 3 vi x 10 vién; NSX 36 1893100332724 1
bao phim Hop 6 vi x 10 vién; (VD-29618-18)
tan trong Hop 10 vi x 10 vién
rudt

2. Co sé dang ky: Cong ty ¢b phan Duge - Vat twy té Thanh Hoa (Pia chi: S6 232 Trén Phii, phudng Lam Son, thanh phé
Thanh Hoa, tinh Thanh Héa, Viét Nam)

2.1. Co s& san xuit: Cong ty b phﬁn dwge-vat twy té Thanh Ho4 (Dia chi: Sé 04 dudng Quang Trung, phuong Ngoc Trao, '
thanh phd Thanh Héa, tinh Thanh Hoa, Viét Nam)

2 |Rovathepharm M&i goi 3g chua: Thudc bot  |[Hop 25 goi NSX 24 1893110332824 1
Acetylspiramycin  |pha hdn (VD-17103-12)
100mg dich ubng

3. Co st dang ky: Cong ty ¢b phin Dwgc Danapha (Dia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé T4y, quan Thanh
Khé, thanh phd Pa Néng, Viét Nam)

3.1. Co s& san xuét: Cong ty ¢b phdn Dugc Danapha (Pia chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Téy, quén
Thanh Khé, thanh phé Pa Ning, Viét Nam)

3 |Levomepromazin |Levomepromazin Vién nén Hoép 1 lo x 100 vién; | NSX 36 893110332924 1
25 mg (dudi dang bao duong [Hop 5 vi x 20 vién (VD-24685-16)
levomepromazin
maleat) 25mg
4. Co si diing ky: Cong ty b phin Duwge Pong Nai (Dia chi: 221B — Pham Van Thuén - P. Tan Tién - TP.Bién Hoa — Tinh
Ddng Nai, Viét Nam)

4.1. Co s& san xuit: Cong ty c¢6 phan Duge Pong Nai (Dia chi: 221B — Pham Vin Thuan - P. Tan Tién - TP.Bién Hoa —
Tinh Bdng Nai, Viét Nam)

4 |Nystatin 500.000 |Nystatin 500.000IU |Vién bao Hép 2 vi x 8 vién, NSX 36 1893100333024 1
Ul dudng Hép 10 vi x 8 vién; (VD-22411-15)
Chai 100 vién
5. Co s¢ dang ky: Cong ty ¢b phin dwge Enlie (Dia chi: Duong NA6, KCN My Phuéc 2, phuong My Phudc, thi x4 Bén Ct,
tinh Binh Duong, Viét Nam)

5.1. Co s& san xuit: Cong ty c6 phin dwge Enlie (Pia chi: Dudng NA6, KCN My Phude 2, phuong M§ Phuéc, thi x& Bén
Cét, tinh Binh Duong, Viét Nam)

5 |Becacold-S Acetaminophen Vién nén Hop 25 vi x 20 vién, | NSX 36 1893100333124 1
500mg; Hop 25 vi x 4 vién (VD-18901-13)
Clorpheniramin
maleat 2mg;
Phenylephrin HCI
10mg
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STT|  Tén thubc Hoat chit chinh - | Dang bao | Quy cdch déng géi | Tiéu | Tudi | S6 dingky |S6lin
Ham luong \ché' chuén | tho gia han gia
(thang)| (S6 dingky | han
da Cf'lp)
&) ) (&) ) 5 6) Q) ) &)
56 |Gelxoabop con |Tuyp 10g chua: Gel bdida |Hop 1 tuyp x 10g; NSX 36 1893100338224 1
gu Menthol 0,7g; Hop 1 tuyp x 20g (VD-31154-18)

Methyl salicylat 1,5g

26. Co so diang ky: Cong ty co phan duwge phim Savi (Savipharm J.S.C) (Dia chi: Ld Z01-02-03a, Khu Cong nghiép trong
Khu Ché xuit Tan Thuan, Phutng Tan Thuén Déng, Quén 7, Thanh phé Hb Chi Minh, Viét Nam)
26.1. Co' sé san xuét: Cong ty c6 phin dugc phim Savi (Savipharm J.S.C) (Dia chi: L6 Z01-02-03a, Khu Céng nghiép
trong Khu Ché xuit Tan Thuén, Phudng Tan Thusn Déng, Quan 7, Thanh phé Hd Chi Minh, Viét Nam)

57 |SaVi3B Vitamin B1 (thiamin [Vién nén Hép 1 tai nhdm x 10 | NSX 24 1893100338324 1
mononitrat) 100mg, [bao phim vix 10 vién (VD-30494-18)
Vitamin B12 (dudi
dang vitamin B12
0,1% SD) 150ug
(mcg), Vitamin B6
(pyridoxin
hydroclorid) 100mg

58 |SaVi Alendronate |Acid alendronic Vién nén Hop 1 tuypx 10 NSX 36 1893110338424 1
(duéi dang sui bot vién; Hop 1 vixé x4 (VD-25266-16)
alendronat natri) vién, Hop 3 vi xé x
10mg 10 vién

59 |SaViFluvastatin |Fluvastatin (du&i Vién nén Hop 3 vi x 10 vién NSX 36 893110338524 1

40 dang Fluvastatin bao phim (VD-27047-17)

natri) 40mg

60 |SaViKeto ODT Ketorolac Vién nén Hop 3 vi x 10 vién; NSX 36 1893110338624 1
tromethamin 10mg  |phén tan Hop 3 vi xé x 10 vién (VD-30500-18)

trong miéng

27. Co sé diang ky: Cong ty ¢b phin dwge phidm TV.Pharm (Dja chi: S6 27, Nguyén Chi Thanh, Khém 2, Phuong 9, Thanh
phd Tra Vinh, Tinh Tra Vinh, Viét Nam)

27.1. Co s¢' sén xuét: Cong ty ¢6 phan dugc phAm TV.Pharm (Dia chi: S6 27, Nguyén Chi Thanh, Khém 2, Phuong 9,

Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam)

61

Travicol Flu

Dextromethorphan.
HBr 15mg;
Loratadine Smg;
Paracetamol 500mg

Vién nén
bao phim

Hép 10 vi x 10 vién;
Chai 100 vién, Chai
200 vién

NSX

36

893110338724 [ 1
(VD-23719-15)

28. Co s¢ dang ky: Cong ty Co phan Dugc pham Trung wong 2 (Dia chi: S6 9 Tran Thanh Téng, phuong Bach Dang, quén
Hai Ba Trung, thanh phb Ha Nbi, Viét Nam)

28.1. Co sé' séan xudt: Cong ty cb phin dugc phAm Trung wong 2 (Dia chi: L 27, khu cong nghiép Quang Minh, thi trén
Quang Minh, huyén Mé Linh, thanh ph8 Ha Nbi, Viét Nam)

62

Topsea 80

Paracetamol 80mg

Thudc bot

udng

Hop 25 goix 2g

NSX

36

893100338824 1
(VD-22529-15)

29. Co sé diing ky: Cong ty c6 phin dwgc phim Trung wong I - Pharbaco (Dia chi: Sb 160 Tén Buc Thing, phudng Hang
Bot, quan Pbng Da, thanh phd Ha Noi, Viét Nam)

29.1. Co' s& san xuét: Cong ty c¢b phan duge phé“im Trung wong I - Pharbaco (DPia chi: Thén Thach Li, x4 Thanh Xuén,
huyén Séc Son, thanh phd Ha Noi, Viét Nam)

63

Parazacol 750

Paracetamol 10mg/ml

Dung dich

tiém truyén

Hép 1 lo 75ml

NSX

24

893110338924 | 1
(VD-26287-17)




CONG TY CP XNK Y TE DOMESCO CONG HOA XA HQI CHU NGHIA VIET NAM

DPoc lap -Tw do - Hanh phuc

S6: 23 /CV.DMC-CNCT-2025 Cén Tho, ngay 13 thdng 03 ndm 2025
(V/v Thay déi 50 ddng ky cia
san phdam tring thdu

Oresol 245)
Kinh giti: S&' Y té tinh Kién Giang

Truéc tién, Cong ty C6 phin Xudt nhap khéu Y t€ DOMESCO (Cong ty DOMESCO) xin
chan thanh cam on su quan tdm gitp dd va hd trg ctia Quy So Y té trong sgét thoi gian qua.

Ciin ot Quyét dinh s6 957/QP-SYT ngay 04/7/2023 citia S§ Y & ve viéc phé duyet két
qué két qua lya chon nha thiu cung cip thudc tap trung tinh Kién Giang d61 voi cac mit hang
thudc khong lwa chon dugc nha thau va thudc tring thiu phat sinh nhu cAu st dung thém sd
lugng, giai doan 2021-2023; Coéng ty DOMESCO tring thau san phdm Oresol 245, don gid
(c6 VAT) 1a 1.050 ddng/Goi.

Cin cr Quyét dinh s 181/QD-QLD ngay 21/03/2024 clia Cyc Quan 1y Dugc v& viéc ban
hanh Danh muc 881 thudc san xuét trong nudc duge gia han gidy ding ky luu hanh tai Vi€t
Nam - Dot 193, trong d6 c6 san pham Oresol 245 cia Cong ty DOMESCO.

Nay Cong ty DOMESCO giri cong van ndy kinh mong Quy S6 Y té dbng y cho Cong ty
cung Ung san pham tring thiu Oresol 245 theo s ding ky mdi, cu thé nhu sau:

S| wma ] Ham Tén thuwon SDK theo SDK theo
T £ Tén hoat chat 100E | pvT Quyét dinh | Quyéet dinh Ghi chu
thuoc lwong mai . A ;
T tring thau gia han
Natri clorid; 520mg; Dinh kem
Natri citrat 580mg; Quyét dinh
1 Rl?j64 ! dihydrat; Kali 300mg; Oresol 245 Goi VD_%Z387- 8931222175 gia han gidy
clorid; Glucose | 2.700mg ; dang ky luwu
khan hanh

Cong ty Cé phén Xuét, nhap khéu Y t¢ DOMESCO Xin cam két cung g hang ding gia
trang thau véi so lugng, chat lugng nhu da déng ky trong ho so du thau. Néu c6 diéu gi sai sot
chuing ti xin hoan toan chiu trach nhiém.

Kinh mong su chép thuan cua Quy S¢' Y té

Xin chan thanh cdm on va trin trong kinh chao.

Noi nhdn:

- Nhu trén.

- Luu

I s

ONG GIAM POC

HUOC HAU

Giam déc Chi nhanh




. CONG HOA XA HQI CHU NGHIA VIET NAM
NISTR_}’ OF H’F,A I'FH. SOCIALIST REPUBLIC OF VIETNAM
QUAN LY DpuUQcC Déc lap - Tw do - Hanh phic

3 DIREME ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

* [138A Giang V6 - Ha NGi - Viet Nam
 B/4.37366483/38464413 - Fax: 84.438234758

Tén thubc : Oresol 245

Name of Drug:

Packing Size, Dosage form:

Tiéu chuan chat lwong %2 TEES
Quality Specification: / : :

Han dung - 36thang
Shelf- life:

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Thanh phan chinh, ham lwong Mbi gdi bot chiva: Natri clorid 520mg; Natri citrat dihydrat
Active Ingredients, Strength: 580mg; Kali clorid 300mg; Glucose khan 2.700mg

Qui cach déng goi, bao ché © Hop 20 goi x 4,1g; ThUc‘)c.-tbﬁtluéng_

$6 gidy phép Iwu hanh san ‘pham (SBK): rVD_27337_17~ :

Marketing Authorization Number:
S6 quyét dinh . 229/Qb-QLD
Approval Decision Number:

Z

Expiration Date of this Marketing Authorization:

Name ofMarketing Authorization Holder

Name of Manufacturer.

Tén co sé& dong goéi
Name of Assembler
Pia chi
Address.

Ghi chu: (ote) ;
1- Gidy phép Iy hanh san phém nay duoc cép theo ding ho $
déng ky thubc da dugc BO Y té phé duyét. A

approved by the Vietnam Ministry of Health.
Cuc Quan ly dugc - BO Y té xac nhan.

Any variations of the contents of the marketing authorization are required fo be
adopted by the Drug Administration of Vietnam.

SR PR BT P
B o Q“? &‘) i R o
- \.T;QQ}T/ : 5w

Pia chi . 66-Quédc 16 30-P. My Phi
Address: : Thap - Viét Nam
Tén co s& san xuat - Céngtycd phén'xuét nhap K
Biacht o b % S . 6-Quéc 16 30-P. My PhU-TP. Cao Lanh-Tinh Béng
Address: S Ry i va Thap= VietNamis nZis * 7 Jeinlie

2- BAt clr su thay d8i nao vé& ndi dung cla gidy phép phai dudy "

Ngay cp: 22/6/2017
Date of Issuance: . =

Hiéu luc clia gidy phép luu hanh sén pham: co gia tri 05 nam ké t'ﬂ""'ng‘é_ly cdp ! G

Tén co s& dang ky - Céng ty cb phan xuat nhap khau y té Démiejsi_;o:

hau y té ,Dof.me_s.c'o

Ha NGi, ngdy 22 théng 6 ném 2017.
KT. CUC TRUONG CUC QUAN LY DUQC
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

PHO CUC TRUONG
DEPUTY GENERAL-DIRECTOR

-TP. Cao Lanh-Tinh Béng



BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
UC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic

181 /QD-QLD Ha Noi, ngay 21 thdng 03 ndm 2024

QUYET BINH ,
Vé viéc ban hanh Danh muc 881 thudc san xuit trong nwdc
dwgc gia han giay ding ky lvu hanh tai Viét Nam - Dot 193

CUC TRUONG CUC QUANLY DUQC

Cén cit Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;
Can cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phil quy dinh
chikc nang, nhiém vy, quyén han va co cdu té chirc cia B Y 1é;

Cein it Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cia BY truong Bo Y 1é quy
dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy Duoc thugc
Bo Y té;

Cén cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ trudng B Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuéc;

Can cie k6t lugn ciia Hpi dong tue vén cdp gidy ddng ky lwu hanh thudc, nguyén
ligu lam thudc - B6 Y té dot 193 tai Cong vin s6 15/HDTV-VPHD ngay 19/02/2024
cua Viin phong Hoi dong tue vén cdp GPKLH thudc, nguyén ligu lam thudc;

Theo d@ nghi ciia Trudng phong Dang ky thudce, Cuc Quan Iy Duoc.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh myc 881 thudc san xuét trong
nudc dugce gia han giéy dang ky luu hanh tai Viét Nam - Dot 193, cu thé:

1. Danh muc 595 thudc san xuét trong nudc duge gia han gidy ding ky luu
hanh hiéu luc 05 ndm (Phu luc I kém theo).

2. Danh muc 285 thudc san xut trong nudc dugc gia han gidy ding ky luu
hanh hiéu luc 03 nam (Phu luc II kém theo).

3. Danh muyc 01 thudc san xuét trong nuéc duge gia han gidy ding ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc III kém theo).

Pidu 2. Co s san xuét va co so dang ky thudc c6 trach nhiém:

1. San xuét thubc theo ding céc hd so, tai liu dd dang ky véi BO Y t€ va phai
in s6 ding ky dugc BO Y té Viét Nam c4p 1én nhan thudce.

2. Chi dugc san xut, dua ra luu hanh céc thube kiém soat ddc biét khi c6 Gidy
chirng nhéan du diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém soat
dic biét phu hop vé6i pham vi hoat dong cua co so dap ung quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phu quy dinh chi tiét mot
s6 didu va bién phap thi hanh Ludt Duoc.

3. Thuc hién viéc cép nhat tiéu chudn chét luong cua thubc theo quy dinh tai
Théng tu sé 11/2018/TT-BYT ngay 04/5/2018 ciia B¢ truong Bo Y té quy dinh vé
chét lugng thubc, nguyén liéu lam thude.

4. Thube duoc gia han gidy dang ky luu hanh tai Quyét dinh ndy nhung chwa
ndp hd so cap nhat ndi dung nhén thudce, to huéng din st dung thuéc theo quy dinh
ctia Thong tw 01/2018/TT-BYT ngay 18/01/2018 cia Bo truong B Y té thi phai thyuc
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hién cap nhit theo quy dinh tai diém b Khoan 1 Bleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cdc thubc dugc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay d6i vé noi dung hanh chinh (bao
gdm ca mau nhén va to huéng dan st dung thudc) phai san xuét va luu hanh véi céc
ndi dung dé duoc phé duyét thay d6i trong hd so gia han.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc clia gidy déng ky luu hanh thudc, nguyén liéu 1am thubc. Trong trudong hop
khoéng con dap ung du diéu kién hoat dong, co s& ding ky phai c6 trach nhiém thuc
hién thay ddi co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay k& tir ngay co s& ddng ky khong con du diéu kién hoat dong.

7. Co s6 san xuét thude pha1 bao dam cac diéu kién hoat dong ciia co sd san
xuét trong thoi han hiéu luc ctia glay dang ky luu hanh thude, nguyén liéu 1am thude.

8. Cac thuoc dugc gia han gidy ding ky luu hanh tai Quyet dinh nay duoc t1ep
tuc sir dung so déng ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay duogc cap sb diang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi cac co s6 didu trj dé thuc hién theo ding cac quy dinh hién
hanh vé& thubc ké don, theo ddi an toan, hiu qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai Piéu 5 Thong tu s6
08/2022/TT-BYT dbi vé6i cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

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

Piéu 4. Gidm déc S& Y té cac tinh, thanh phd truc thuéc Trung wong va Gidm
dbc co s& san xuét va co s& ding ky c6 thubc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- BT. bao Hdng Lan (dé blc);
- TT. D6 Xuén Tuyén (de b/c); [
-Cuc Quan y -Bo Quoc phong, Cuc Y té - Bo Coéng an; {~'{ et s
-CucY té GTVT - B Giao thong van tai; L 'k
- Téng Cyc Hai quan - B4 Tai chinh; X
- Bao hiém x& hoi Viét Nam; Seat £ s
-B Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vi Tuin Cwong
B, Van phong HDTV cap GBDKLH thuéc, NLLT;

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

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

- Céc Bénh vién, Vién co giuong bénh tryc thuéc Bo Y té;

- Trung tdm mua sim tap trung thube quoc gia;

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

Website;

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

_CUC TRUONG




Phu luc II
DANH MUC 285 THUOC SAN XUAT TRONG NUGC BUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - POT 193

(Kém theo Quyét dinh s6 181 /QD-QLD ngay 21 thdng 03 ndm 2024

ciia Cuc Quan Iy Duoc)
STT| Ténthubc | Hoat chét chinh- | Dang bao | Quy cich déng g6i| Tiéu Tubi | SO dangky [ So6lan
Ham lugng ché chuin | tho gia han gia han
(thang)| (S6 ding ky
da cip)
@ 2 3 ) N ) (6) () ()] (€]

1. Co s& dang ky: Cong ty ¢6 phian DTS Viét Nam (Dia chi: S0

Nbi, Viét Nam)

18, 51, phuong Quan Hoa, quan Cau Gidy, thanh phd Ha

1.1. Co si sin xuit: Cong ty cb phin duge phAm Nam Ha (Dia chi: S6 415 Han Thuyén, phudng Vi Xuyén, TP. Nam
Dinh, tinh Nam Dinh, Viét Nam)

1 |Ubiheal 200 Alpha lipoic acid Vién nang |Hop 5 vi x 6 vién; NSX 36 | 893110195924 1
(thioctic acid) 200mg mém Hop 10 vi x 6 vién, (VD-26669-17)
vi nhém -PVC
2 |Ubiheal 300 Acid thioctic 300mg |Viénnén  |Hop 3 vix 10 vién; | USP 36 893110196024 1
bao phim  |Hop 6 vix 10 vién, | hién (VD-27692-17)
vi Alu-Alu hanh

2. Co sb dang ky: Cong ty 6 phan dugc phim Nam Ha (ia chi: S6 415 duong Han Thuyén, phudng Vi Xuyén,Thanh phé
Nam Dinh, Tinh Nam Dinh, Viét Nam)
2.1. Co s& san xuit: Cong ty ¢b phin duoc phim Nam Ha (Dia chi: S6 415 dudng Han Thuyén, phudng Vi Xuyén,Thanh
phé Nam Binh, Tinh Nam Dinh, Viét Nam)

3 |Aceffex

Vitamin A (Retinol
palmitat) 300IU;
Vitamin D3
(Cholecalciferol)
50IU; Vitamin B1
(Thiamin
hydroclorid) 3mg;
Vitamin B2
(Riboflavin) 3mg;
Vitamin PP
(Nicotinamid) 10mg;
Vitamin B6
(Pyridoxin
hydroclorid) 3mg;
Vitamin B12
(Cyanocobalamin)
Sug (meg); St
sulfat 16,5mg; Calci
glycerophosphat
5mg; Magnesi
gluconat Smg;
Lysine HCI 25mg

Vién nang
meém

Hop 12 vi x 5 vién;
Hop 10 vi x 10 vién

NSX

30

893100196124
(VD-17472-12)

1

4 |Ausginin

L-Ornithine L-
Aspartate 500mg

Vién nang
cung

Hop 3 vi x 10 vién;
Hop 6 vi x 10 vién

NSX

30

893110196224
(VD-27955-17)
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STT| Tén thudc Hoat chat chinh - | Dang bao | Quy cich dong géi| Tiéu | Tudi S6 dang ky | S6 lan
Ham lugng ché chuén | tho gia han gia han
(thang)| (SO dingky
da cip)
@ @ (©)) @ ) ()] ) 3 ®
205 |Thanh binh Ma&i lo 4g chira: Kembodi |Hop 1lo4g,lo NSX 24 | 893115216324 1
Cloramphenicol ngoaida  |nhyaPVC (VD-25907-16)
80mg;
Dexamethason
acetat 2mg
52. Co s& ding ky: Cong ty c6 phin US Pharma USA (Pia chi: L6 B1- 10, Dudng D2, KCN Tay Béc Cu Chi, TP.H6 Chi
Minh, Viét Nam)
52.1. Co s6 san xuit: Cong ty cé phin US Pharma USA (Pia chi: L6 B1- 10, Pudng D2, KCN Tay Bic Ci Chi, TP.Hb Chi
Minh, Viét Nam)
206 |Sibucap Paracetamol 325mg; |Viénnang |Hop 10 vi x 10 vién | NSX 36 893100216424 1
Ibuprofen 200mg mém (VD-22385-15)

53. Co st diing ky: Cong ty ¢b phan Uspharma Ha Noi (Dia chi: S6 1 Giang Van Minh, Phudng Kim M4, Quan Ba Dinh,

Ha Néi, Viét Nam)

53.1. Co sb sin xuit: Cong ty ¢ phin US Pharma USA (Pia chi: L6 B1- 10, Dudng D2, KCN T4y Béc Cu Chi, TP.HS Chi

Minh, Viét Nam)

207 |Queenlife

Chai 60ml chira: o -
terpineol 0,60g;
Vitamin E 0,045g;
Natri lauryl sulfat
4.8g

Thude
nudc diung
ngoai

Chai 60 ml; Chai
100 ml; Chai 200 ml

NSX

36

893110216524
(VS-4980-16)

54. Co st dang ky: Cong ty C6 phin Xut nhap khiu Y t& Domesco (Pia chi: S6 66, Qudc 16 30, Phudng My Pht, Thanh
phd Cao Lanh, Tinh Ddng Thap, Viét Nam)
54.1. Co sé san xudt: Céng ty C6 phén Xuét nhap khéu Y t& Domesco (Dia chi: S 66, Qubc 1§ 30, Phuong My Phu,
Thanh phé Cao Lanh, Tinh Dong Thép, Viét Nam)

208 |Amoxicillin Amoxicillin (duéi Vién ngdm |Chai 100 vién, NSX 24 893110216624 1
250 mg dang Amoxicillin (chai HDPE) (VD-25916-16)
trihydrat compacted)
250mg

209 |Bromhexin 8 mg |Bromhexin Vién nang |Chai 200 vién, NSX 36 893100216724 1
hydroclorid 8mg cing (chai HDPE) (VD-25415-16)

210 [Domitazol Bot hat Malva Viénnén |HO6p 5 vi x 10 vién NSX 24 893110216824 1
(Malva purpurea) bao dudng |(vi nhém - PVC); (VD-22627-15)
250mg; Xanh Chai 1000 vién
methylen 25mg; (chai HDPE)

Camphor
monobromid 20mg

211 |Dotocom Natri chondroitin Vién nang |[Hop 1 thinhémx 1 | NSX 24 893100216924 . 1
sulfat 100mg; cing vi x 10 vién; Hop 1 (VD-27380-17)
Cholin L- bitartrat tai nhdm x 2 vi x
25mg; Retinyl 10 vién; Hop 1 tui
palmitat 2.500 IU; nhém x 6 vi x 10
Riboflavin Smg; vién; Hop 3 tui
Thiamin hydroclorid nhém x 6 vi x 10
20mg vién (vi nhom -

PVC)
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So lan

STT| Tén thusc | Hoat chat chinh- | Dang bao | Quy cAch déng goi| Tiéu | Tudi | SO dingky
Ham luong ché chuin | tho gia han gia han
(thang)| (SO ding ky
da cip)
@® 2 3 @ ®) (6) @) @®) ()
212 |Dotoux Plus Paracetamol 500mg; |Viénnén |Hop 2 vix 5 vién; NSX 36 893110217024 1
Dextromethorphan  [bao phim  [Hop 5 vi x 5 vién; (VD-21464-14)
hydrobromid 15mg; Hop 10 vi x 5 vién
Loratadin Smg (vi nhdém - PVC)
213 |Dozinco 15 mg |K&m (dudi dang Viénnang [HOp 1tiinhomx1 | NSX 36 893110217124 1
ké&m gluconat cung vi x 10 vién; Hop 1 (VD-30019-18)
105mg) 15mg tai nhém x 2 vi x
10 vién; Hop 1 tui
nhoém x 6 vi x 10
vién; Hop 3 tai
nhém x 6 vi x 10
vién (vi nhém -
PVC)
214 |Fortamox 625 Amoxicillin (dudi Viénnén |Hop 1 vix 7 vién, NSX 24 893110217224 1
mg dang Amoxicillin bao phim  |HGp 2 vi x 7 vién, (VD-30020-18)
trihydrat compacted) Hop 10 vi x 7 vién,
500mg; Sulbactam Hép 1 vi x 10 vién,
(dudi dang Hop 2 vi x 10 vién,
Sulbactam pivoxil) Hop 10 vix 10
125mg vién, (vi nhom-
nhom); Hop 1 vi x
7 vién, Hop 2 vix 7
vién, Hop 10 vix 7
vién, Hop 1 vix 10
vién, Hop 2 x 10
vién, Hop 10 vi x
10 vién, (vi nhom-
PVC tréng duc)
215 |L-Cystine L-Cystin 500mg Viénnang |Hop 1tiinhdmx1 | NSX 24 893110217324 1
500 mg mém vi x 5 vién, HOp 2 (VD-25924-16)
tii nhom x 6 vix 5
vién (vi nhom -
PVC)
216 [MAGNE -B6  |Magnesi lactat Viénnén |Hop 1vix 10 vién, | NSX 36 | 893110217424 1
dihydrat 470mg; bao phim |Hp 5 vi x 10 vién, (VD-27385-17)
Pyridoxin tantrong  [Hop 10 vi x 10
hydroclorid Smg rudt vién, (vi nhém —
PVC); Chai 50
vién, Chai 100
vién, (chai HDPE)
217 |Oresol 245 Natri clorid 520mg; Thuéc bot |Hop 20 géi x 4,1g, NSX 36 |893100217524 1
Natri citrat dihydrat |udng (g6i nhom trang PE) (VD-27387-17)

580mg; Kali clorid
300mg; Glucose
khan 2.700mg

55. Co s¢ diang ky: Céng ty CP Dugc Ha Tinh (Pia chi: 167 Ha Huy Tép, thanh phé Ha Tinh, tinh Ha Tinh, Viét Nam)
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CONG TY CP DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM
AGIMEXPHARM Poc lap — Tu do — Hanh phic
S6: 178.2/KD/AGP

(V/v thay déi s6 dang ky ciia An Giang, ngay 19 thang 05 ndm 2025 |

thudc tring thau )

Kinh gii: - SO'Y TE TINH KIEN GIANG
_CAC cO SO Y TE TREN BIA BAN TiNH KIEN GIANG

Cong ty Co phan Dugc phidm Agimexpharm xin gui 101 chic strc khoe va cam on dén Quy
don vi d3 quan tAm va ung ho Cong ty ching toi trong suot thoi gian qua.

Can ctt Quyét dinh sé: 495/QP-QLD ky ngay 24/07/2024 cia Cyc Quén ly Dugc vé viée
ban hanh Danh muc 626 thudc san xuat trong nuéc duoc gia han gidy dang ky luu hanh tai
Viét Nam — Dot 205.

Can ot Quyét dinh s6 958/QD-SYT ngdy 04 thang 07 nam 2023 clia S& y té Kién Giang
v& vide phé duyét két qua lua chon nha thau goi thiu thudc Generic thuge ke hoach Iya chon
nha thu cung cip thudc tap trung tinh Kién Giang ddi v6i cac mat hang thudc phat sinh nhu
clu st dung.

Trong do, Cong ty C5 Phan Dugc Pham Agimexpharm c6 tring thiu cac mat hang co
trong danh muc Cuc Quén ly Dugc cAp sb dang ky gia han méi. Nay Cong ty C4 Phén Dugc
Phém Agimexpharm kinh giri dén Quy don vi cong van xin thay dbi sb ding ky moi gia han
véi ndi dung cu thé nhu sau:

6 ding ky S6 diing ky
5 | STI . | Ténhanghéa | Ham Hingsan | 2°" | Cuc QLD da cép Cye QLD gia
T | troug blcigt wht du thau luwgn xuit M (SPK tru iy
T | HSMT : ong tinh 5 rung (Sé ding ky
thau) : 2
xin thay doi)
1 | N4037 | Nebivolol | NICARLOL 5 Smg Ag‘\‘,‘ﬁ‘%ﬁm Vien | VD-27760-17 | 893110588924

Cong ty Chung t6i cam két chét luong cla cac san phim van khong thay dbi.
R4t mong nhan dugc su chép thuan cta Quy don vi.

Cong ty chiing t6i xin chén thanh cam on va tran trong kinh chao!

DS. NGUYEN VAN KHA




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
MINISTIiY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pac 1ap - T do - Hanh phic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Gidng V6 - Ha Ngi - Vigt Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thude : Nicarlol5
Name of Drug: i

Thanh phan chinh, ham |uqn
Active Ingredients, Strength:

Pia chn
Address.

6i, I g 1 9 thang 9 ndm 2017.

: KT. CUC TRUONG CUC QUAN LY DUQC
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

PHO CUC TRUONG
DEPUTY GE b ERAL-DIRECTOR

1= G'ay phep LU WA
déng ky thuéc da duqc Bo \ @ phe dUYéL

approved by the Vietnam Mlmstiy of Health.
2- Bét cir sw thay doi nao vé ndi dung clia gidy phép phai duf, &
Cuc Quan Iy dwoc - Bd Y té xéc nhan. Y

_ Any variations of the contents of the marketing authonzation are required to be
adopted by the Drug Administration of Vietnam.




Ky bai: Cuc Quzn
ly Dugce
Co quan: BoY 1€

g o BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

7074 09:14:56

% CUC QUAN LY DUQC Doc lap - Tw do - Hanh phic
Sé: 495 /QP-QLD Ha Néi, ngay 24 thang 07 ndm 2024
QUYET PINH
vé viéc ban hanh Danh muc 626 thubc san xuit tron 1C B e

duogc gia han gidy dang ky luwu hanh tai Viét Nam
CucC TRUONG CucC QUAN LY DUQ¥

Cdn cir Ludt Duoc SOI 105/2016/QH13 ngay 06/4/2016,
Cdn cir Nghi dinh SO 95/2022/ND-CP ngay 15/11/2022 cia CRZ
chirc ndng, nhiém vu, quyen han va co cdu t6 chike ciia Bo Y té;

Céin cit Quyét dinh sé ]969/OB—BYT ngay 26/4/2023 ciia Bo trudng Bo Y té quy
dinh chitc ndng, nhiém vu, quyen han va co cdu t6 chike ciia Cuc Qudn ly Dwoc thudc
Bo Y té;

Can cit Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia By truéng Bo Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thudc;

Cén cit két lugn cua Hoi dong tw van cdp gzay déing kp luu hanh thude, nguyén
lieu lam thudc - Bo Y té dot 205 tai Céng van s6 54/VPHD ngay 10/6/2024 cua Vin
phong Hpi dong tw vin cdp GPKLH thudc, nguyén liéu lam thude;

Theo dé nghi ciia Truomg phong Ddng ky thuoe, Cuc Qudn Iy Duor.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh ndy danh muc 626 thudc san xuét trong
nude duoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 205, cu the

1. Danh muyc 425 thubc san xuat trong nude duge gia han gidy dang ky luu
hanh hiéu luc 05 ndm (Phu luc I kem theo).

2. Danh muc 156 thudc san xuat trong nude duge gia han gidy diang ky luu
hanh hiéu luc 03 nam (Phu luc Il kem theo).

3. Danh muc 45 thudc san xuét trong nudc duge gia han gidy dang ky luu hanh
hidu luc dén 31/12/2025 (Phu luc III kém theo).

Picu 2. Co sé san xudt va co s¢ dang ky thude c6 trach nhiém:

1. San xuét thudc theo diing cac hd so, tai lidu da ding ky véi B6 Y té va phai
in s6 dang ky duoc B Y té Viét Nam cp 16n nhan thube.

2. Chi duoc san xuét, dua ra luu hanh cac thube kiém soat dic biét khi c6 Giay
chirng nhén du diéu kién kinh doanh duoc pham vi kinh doanh thubc phai kidm soat
dac biét phu hop v6i pham vi hoat dong cua co s& dap ing quy dinh tai khoan 5 Piéu

143 Nghi dinh 56 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot
s6 diéu va bién phép thi hanh Luat Dugc.

3. Thuc hién viéc cép nhat tiéu chuén chét luong cda thubc theo quy dinh tai
Thong tu sé6 11/2018/TT-BYT ngay 04/5/2018 ctia Bb trudng Bo Y t& quy dinh vé
chét luong thude, nguyén liéu lam thude.

4. Thudc dugc gia han gidy ding ky luu hanh tai Quyét dinh nay nhung chua
ndp hod so cip nhét ndi dung nhan thude, to hudng dan st dung thudc theo quy dinh
ctia Thong tw 01/2018/TT-BYT ngay 18/01/2018 ctia B trudng Bo Y té thi phai thuc
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hién cdp nhat theo quy dinh tai diém b Khoéan 1 Bleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngdy duoc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc duoc gia han
gidy dang ky Iuu hanh theo Quyét dinh ndy c6 thay ddi v& noi dung hanh chinh phai
san xudt va luu hanh véi cac ndi dung d& dwoc phé duyét thay ddi trong hd so gia han.

6. Co SO dang lxy thuoc pha1 bao dam duy tr1 dleu klen hoat dong trong thm glan

7. Co s& san xuét thudc phai bao dam céc diéu kién hoat dg
xuét trong thoi han hiéu luc cua gidy dang ky luu hanh thude, nguyén

8. Céc thuéc dugc gia han gidy ding ky luu hanh tai Quyét di
tuc st dung so dang ky da clp trude khi gia han trong thdi han t61 da 1 : -
ngay dugc Cap s6 ding ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo
Thong tu so 08/202’)/TT BYT.

9. Phéi hop véi cac co s diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tdc dung khong mong mudn cua
thude trén ngudi Viét Nam va tdng hop, bdo céo theo quy dinh tai Piéu 5 Thong tu )
08/2022/TT-BYT dbi véi cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hidu luc ké tir ngdy ky ban hanh.

Piéu 4. Giam dbc S¢ Y té cac tinh, thanh phd truc thudc Trung wong va Gidm
ddc co sd san xudt va co sd ding ky c6 thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhdn: ... CUC TRUONG
- Nhu Piéu 4; A R C AN
- BT. Pao Héng Lan (& blc);
- TT. B8 Xuén Tuyén (dé b/c);
- Cyuc Quan y - B4 Quéc phong, Cuc Y t& - Bd Cong an; |
-Cuc Y t& GTVT - Bo Giao thong van tai;
- Téng Cuc Hai quan - B Tai chinh;
- Bao hiém x hoi Viét Nam; a2 o .
_B$ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
B¢, Van phong HDTV cip GPKLH thude, NLLT;
- Vién KN thude TU, Vién KN thudc TP. HCM;

- Téng Céng ty Duoc Viét Nam - Cong ty CP;
- Céac Bénh vién, Vién c6 giudong bénh trye thude BO Y té;
- Trung tdm mua sam tap trung thube quéc gia;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, BKT (C.H) (02b).




(Kem theo Quyét dinh s6 495

Phu luc I
DANH MUC 425 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 205

/OD-QLD ngay 24

cua Cuc Quan Iy Duoc)

thang 07 ndm 2024

STT Tén thude Hoat chit chinh - |Dang bao ché| Quy cach déng goi | Tiéu Tudi S6 diing ky S6
Ham lwong chuin | tho gia han lan
(thang)| (S6 dingky | gia
da cip) han
@) (2) 3 4) ©) () Q) 8 (&)
1. Co s& dang ky: Cong ty ¢ phan Duoc - Vit twy t& Thanh Hoa (Dia chi: S6 232 Tran Pht, phuon m, thanh phd
Thanh Héa, tinh Thanh Hoa, Viét Nam)
1.1. Co sé sén xuit: Cong ty ¢6 phin Duge — Vit twy té Thanh Hoéa (Pia chi: S6 04 dudng Qu c
Trao, thanh phd Thanh Héa, tinh Thanh Hoa, Viét Nam)
1 |Penicilin V kali Phenoxymethylpenici|Vién nén Hop 5 vix 10 vién, | DDVN 1
1.000.000 TU lin (dudi dang Hoép 10 vi x 10 vién \%
Phenoxymethylpenici
lin kali) 1.000.0001U
2 |Thepacol-Extra Cafein 65mg; Viénnén dai |Hoép 5 vi x 10 vién, | DDVN 36 893100583324 | 1
Paracetamol 500mg |bao phim Hoép 10 vi x 10 vién \Y% (VD-17661-12)
3 |Ampicilin 250 mg {Ampicilin (duéi Vién nén Lo 100 vién; Lo NSX 24 893110583424 1
dang Ampicilin 200 vién; Hop 1 lo (VD-25873-16)
trihydrat) 250mg x 250 vién; Hop 10
vi x 10 vién; Hop
20 vi x 10 vién
4 |Clathepharm 625 |Acid clavulanic Vién nén bao |Hop2 vix 7 vién, |DDVN 24 |893110583524 | 1
(dudi dang hdn hop  |phim Hop 5 vix 7 vién, v (VD-23779-15)
Kali clavulanat - Hop 10 vi x 7 vién,
Microcrystalline Hop 5 vi x 10 vién,
cellulose vi tinh thé Hop 10 vi x 10 vién
(1:1)) 125mg;
Amoxicilin (dudi
dang Amoxicilin
trihydrat) 500mg
5 [{Omethepharm Omeprazol (dang Vién nang Hop 3 vix 10 vién; | NSX 36 |893110583624 | 1
pellet bao tan trong |cung Hop 10 vix 10 (VD-18039-12)
rudt) 20mg vién; Hop 20 vi x
10 vién; Hop 1 lo x
14 vién
6 |Penicilin V kali Phenoxymethylpenicilin|[Vién nén Hop 10 vix 10 DBVN 24 1893110583724 1
400.000 IU (dudi dang vién; Hop 20 vi x A% (VD-25356-16)
Phenoxymethylpenicilin 10 vién; Lo 100
kali) 400.0001U vién; Lo 200 vién;
Lo 400 vién
7 |Tetracyclin Tetracyclin Vién nén Lo 400 vién DbVN 36 1893110583824 | 1
hydroclorid 250mg \Y (VD-23789-15)
8 |Vidoca Albendazol 400mg | Vién nén Hop 1 vix 1 vién NSX 36 | 893110583924 | 1

(VD-24944-16)

2. Co s& diing ky: Céng ty ¢6 phin dwge ATM (Dia chi: VP 26, ting 26 tda elip, 110 Tréan Phu, phudong M6 Lao, quan Ha
Pong, thanh pho Ha Noi, Viét Nam)

2.1. Co s& sdn xuit: Cong ty cb pll?in Duge Ha Tinh (Dia chi: 167 Ha Huy Tép, TP. Ha Tinh, tinh Ha Tinh, Viét Nam)
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STT|  Tén thube Hoat cht chinh - [Dang bao ché| Quy cich déng g6i | Tiéu Tudi | Sodingky | SO
Ham luwong chuan | tho gia han lan
(thang)| (SO dangky | gia
da cép) han
1) @) 3) ) (3) (6) (7) @®) ®)
48 |Nady-axan Ibuprofen 200mg; Vién nén Hop 10 x 10 vién NSX 36 893100587924 | 1
Paracetamol 325mg (VD-33361-19)
49 [Natydine Loratadin 10mg Vién nén Hop 2 vi x 10 vién, | USP 34 36 893100588024 | 1
Hop 5 vi x 10 vién (VD-33142-19)
50 |Vitamin B6 250mg |Pyridoxin Vién nang Hop 10 vix 10 NSX 30 893110588124 | 1

hydroclorid 250mg

cung

vién, Hop 1 chai x
100 vién

(VD-18209-13)

12. Co st ding ky: Cong ty Co phin Duge pham 3/2 (Bia chi: S6 601 Cach Mang Thang T4

phd Hd Chi Minh, Viét Nam)

12.1. Co s& san xuit: Cong ty C6 phin Duge phdm 3/2 (Pia chi: $6 930 C2, buong C, KC

Thanh My Loi, Quéan 2, Thanh phé Hd Chi Minh, Viét Nam)

51 |Bisoprolol 5 Bisoprolol fumarat |Vién nén bao |Hop 3 vix 10 vién; | NSX
Smg phim Hop 10 vi x 10 vién
52 |Medbose 100 Acarbose 100mg Vién nén bao |HOp 6 vi x 10 vién; NSX

phim

Hop 9 vi x 10 vién

(VD-30264-18)

13. Co s¢ dang ky: Cong ty ¢6 phan dwoe phém Agimexpharm (Pia chi: 27 Nguyén Thai Hoc, Phuong M§ Binh, Thanh
phd Long Xuyén, Tinh An Giang, Viét Nam)

13.1. Co' sé' san xuét: Chi nhanh céng ty cb phin dugc phém Agimexpharm - Nha may san xuét duoc phf;m

Agimexpharm (Dia chi: Duong Vi Trong Phung, Khdm Thanh An, P. M§ Théi, TP. Long Xuyén, An Giang, Viét Nam)

53 |Agirovastin 20 Rosuvastatin (dudi  |Vién nén bao [Hop 03 vix 10 vién | NSX 36 1893110588424 1
dang Rosuvastatin phim (VD-25122-16)
calei) 20mg

54 |Aucardil 12,5 Carvedilol 12,5mg | Vién nén bao |Hop 05 vix 10 vién | NSX 36 1893110588524 | 1

phim (VD-30276-18)
55 |Crybotas 100 Cilostazol 100mg Vién nén Hop 3 vix 10 vién; | NSX 36 |893110588624 | 1
Hop 6 vi x 10 vién; (VD-30277-18)
Hop 10 vi x 10 vién
56 |ldomagi Linezolid 600mg, Vién nén bao [Hop 03 vix 10 NSX 36 1893110588724 | 1
phim vién; Hop 10 vi x (VD-30280-18)
10 vién
57 {Lercanipin 10 Lercanidipin Vién nén bao |Hop 03 vi x 10 vién | NSX 36 1893110588824 | 1
/,\ hydroclorid 10mg phim (VD-30281-18)
58 ||Nicarlol 5 Nebivolol (dudi Vién nén Hop 3 vi x 10 vién; NSX 36 893110588924 1
L dang Nebivolol Hop 6 vix 10 vién; (VD-27760-17)
hydroclorid) Smg Hop 10 vi x 10 vién

59 [Razxip Raloxifen Vién nén bao |Hop 4 vi x 10 vién, NSX 36 (893110589024 1

hydroclorid 60mg phim Hdop 6 vi x 10 vién, (VD-27761-17)
Hoép 10 vi x 10 vién

60 |Topezonis 50 Tolperison Vién nén bao |Hop 3 vi x 10 vién NSX 36 1893110589124 | 1
hydroclorid 50mg  |phim (VD-26094-17)

61 |Zolomax fort Clotrimazol 500mg |Viénnén d4t |Hoép 1 vix 1 vién DDVN 36 893100589224 | 1

am dao (vi xé nhém); Hop v (VD-26726-17)

1vix1vién, Hop 1
vi x 5 vién (vi bam
nhdém-nhoém)

14. Co sé dang ky: Cong ty cb phin dugc ph?im Am Vi (Dia chi: L6 B14-3,4, duong N13, khu céng nghiép Dong Nam, x4

Hoa Pht, huyén Ct Chi, thanh phd HO Chi Minh, Viét Nam)




