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vé viéc ban hanh danh muc 35 thudc sian xuit trong nugc
dugc cap giay dang ky luu hanh tai Viét Nam - Dot 192 b6 sung

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Bé Y té;

Can cir Quyét dinh sé 1969/0P-BYT ngdy 26/4/2023 ciia Bé trudng Bé Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy Duge
thuéc Bo Y té;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia BY trucng Bo Y té
quy dinh vi¢c dang ky leu hanh thuédc, nguyéen li¢u lam thuoc

Can cir két ludn cia Hoi dong tw van cdp gidy ding ky luu hanh thudc,
nguyén liéu lam thuéc - B6 Y té dot 192 bé sung tai Cong van sé6 06/HDTV-VPHD
ngay 16/01/2024 ciia Vin phong Héi dong tw van cap GPKLH thubc, nguyén liéu
lam thuoc;

Theo dé nghi ciia Trudng phong Ping ky thuée, Cuc Qudn 1y Duorc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 35 thudc san xuat
trong nudc duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 192 bd sung, cu thé:

1. Danh muc 33 thudc san xuat trong nudc dugc cap gidy dang ky luu hanh
tai Viét Nam hiéu luc 05 nam (Phu luc I kem theo).

2. Danh myc 02 thudc san xuat trong nuéc duoc cip gidy dang ky luu hanh
tai Viét Nam hiéu luc 03 nam (Phu luc II kem theo).

Picéu 2. Co sd san xuét va co sé dang ky thudc c6 trach nhiém:

1. San xuét thudc theo ding cac hd so, tai lidu da dang ky v6i Bo Y té va
phai in s6 dang ky dugc BO Y t& Viét Nam cip 1én nhan thudc.

2. Chi duogc san xuit, dua ra luu hanh cac thudc kiém soat dic biét khi co
Gidy chting nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai
kiém soat ddc biét phi hop v6i pham vi hoat dong cta co s& dap Gng quy dinh tai
khoan 5 Diéu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii
quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat tiéu chuan chat lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong Bo Y té quy dinh vé
chét lugng thudc, nguyén li¢u lam thudc, Thong tu s6 03/2020/TT-BYT ngay
22/01/2020 cia Bo truéng BO Y té stra doi, bd sung mot s6 diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chat lugng thudc, nguyén liéu lam thude.

4. Cap nhat nhan thudc, to hudéng dan sir dung thudc theo quy dinh tai Théng
tu s6 01/2018/TT-BYT ngay 18/01/2018 ctia BO trudng Bo Y té quy dinh ghi nhén
thudc, nguyén liéu 1am thudc va to hudng dan st dung thude trong thoi han 06
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thang ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thtic thay d6i, bd sung gidy
dang ky luu hanh thudc quy dinh tai Thong tw s6 08/2022/TT-BYT.

5. Phdi hop véi cic co so diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cia
thude trén nguoi Viét Nam va tong hop, bao co theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT dbi véi cac thude trong Phu luc II ban hanh kém theo Quyét
dinh nay.

6. Co s¢ ding ky thude phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu 1am thubc. Trong
truong hop khong con dap ung du diéu kién hoat dong, co s¢ dang ky phai co trach
nhiém thuc hién thay d6i co s¢ dang ky theo quy dinh tai Thong tu sé 08/2022/TT-
BYT trong thoi han 30 ngay ké tir ngdy co sé dang ky khong con du diéu kién hoat
dong.

7. Co s& san xuat thudce phai bdo dam cac diéu kién hoat dong cua co so san
xuat trong thoi han hiéu lyc cta gidy dang ky luu hanh thudc, nguyén liéu lam
thudce.

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

Piéu 4. Giam doc S¢ Y té cac tinh, thanh phd tryc thudc Trung wong va
Giam ddc co s& san xuit va co s& dang ky co thudc tai Diéu 1 chju trach nhiém thi
hanh Quyét dinh nay./.
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Phu luc I
DANH MUC 33 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 192 b6 sung
(Kém theo Quyét dinh s6 9....../OD-QOLD ngay 01 thdng 02 ndm 2024
cua Cuc Quan ly Duoc)

. 2 Hoat chit chinh - . z , , .| Tieu | Tudithe £ oaw ,
STT Tén thuoc Ham luong Dang bao ché | Quy cach déng géi chudn | (théng) So dang ky
1) ) ®) (4) () (6) (7) (8)

1. Co sé ding ky: Cong ty c6 phan Dwoc Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phd Ho
Chi Minh, Viét Nam)

1.1. Co s6 san xuit: Cong ty c6 phan Dwoc Apimed (Dia chi: Puong N1, Cum cong nghiép Phti Thanh- Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

1 |Trocispa 2% Troxerutin 20mg/g [Gel boi da Hop 1 tuyp x 10g; NSX 36 893110111824
Hop 1 tuyp x 20g;
Hop 1 tuyp x 35g;
Hop 1 tuyp x 40g;
Hop 1 tuyp x 85¢g

2. Co sé ding ky: Cong ty Co phan Dwogc Pai Nam (Dia chi: 270A Ly Thuong Kiét, Phuong 14, Quan 10, TP. H Chi
Minh, Viét Nam)

2.1. Co s& san xuit: Cong ty C6 phin Duoc Enlie (Dia chi: Puong NA6, khu cong nghiép My Phudc 2, phudng My
Phuéc, thi x3 Bén Cat, tinh Binh Duong, Viét Nam)

2 [Natcorig Docusat natri Vién nén Hop 1 1o 30 vién; NSX 36 893100111924
100mg Hop 1 1o 60 vién;
Hop 1 1o 100 vién;
Hop 1 vi x 10 vién;
Hop 2 vi x 10 vién;
Hop 3 vi x 10 vién;
Hop 5 vi x 10 vién;
Hop 10 vi x 10 vién

3. Co sé diing ky: Cong ty C6 phan Dwge pham Am Vi (Pia chi: Lo B14-3,4, duong N13, khu c6ng nghiép Pong Nam,
xd Hoa Phii, huyén Ci Chi, thanh phé HO Chi Minh, Viét Nam)

3.1. Co sé san xuét: Cong ty C6 phan Dwoc phAm Am Vi (Dia chi: L6 B14-3,4, duong N13, khu cong nghiép Pong Nam,
xd Hoa Phii, huyén Ci Chi, thanh phé H6 Chi Minh, Viét Nam)

3 |Cefmicen 125 |Cefprozil (dudi Bot pha hon Hop 12 goi x 2,5g NSX 36 893110112024
dang Cefprozil dich uéng
monohydrat)
125mg

4 [Cefmicen 250 |Cefprozil (dudi Bot pha hon Hop 12 goi x 2,5g NSX 36 893110112124
dang Cefprozil dich uéng
monohydrat)
250mg

4. Co sé diang ky: Cong ty c6 phian Dwgc phdm An Thién (Dja chi: 314 Bong Sao, Phuong 5, Quan 8, thanh phd Hb Chi
Minh, Viét Nam)

4.1. Co sé san xuat: Cong ty c6 phan Dwoc phim An Thién (Pia chi: L6 C16, Puong sb 9, Khu cong nghiép Hiép Phudc,
Huyén Nha Be, thanh phé H6 Chi Minh, Viét Nam)

5 |Dungdich con  [Mbi 60ml chira: Dung dich Chai 60 ml, 100 ml; NSX 36 893100112224
sat khudn tay  |Ethanol 96% 38,4g |dung ngoai Chai 250 ml, 500
STERILA (twong duong ml, 1.000 ml; Can

ethanol 77%) 2L, 5L
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. 2 Hoat chét chinh - . ; , , .| Tiéu [Tuditho . ,
STT Tén thuoc Ham luong Dang bao ché | Quy cach déng géi chudn | (théng) So dang ky
(1) () ) (4) (5) (6) (7) (8)

5. Co s¢ diang ky: Cong ty Co phan Dwoc pham CPC1 Ha Noi (Pia chi: Cum Cong nghiép Ha Binh Phuong, x3 Vin
Binh, huyén Thuong Tin, thanh phé Ha N¢i, Viét Nam)

5.1. Co sé san xuat: Cong ty Cé phan Dwoc phdm CPC1 Ha Ngi (Dja chi: Cum Cong nghiép Ha Binh Phuong, xd Vin
Binh, huyén Thuong Tin, thanh phé Ha Ngi, Viét Nam)

6 |Hypromellose |M&i ml chira: Dung dich nhé |[Hop 1 dng 3ml; NSX 36 893100112324
Hydroxypropyl mit Hop 1 6ng 10ml;
methylcellulose Hop 20 6ng x 0,4ml
(Hypromellose) (Vi 5 bng)
3mg
7 |Melas Hydroquinone 4% |Kem bdi da Hop 1 tuyp x 10g, NSX 24 893110112424

Hop 1 tuyp x 15g,
Hop 1 tuyp x 30g

8 [Munora Ciclosporin Dung dich Hop 1 chai x 20ml; NSX 36 893114112524
100mg/ml ubng Hop 1 chai x 50ml

6. Co sé diang ky: Cong ty ¢é phan dwgc pham Ha Tay (Dia chi: S6 10A, phd Quang Trung, phudng Quang Trung, quin
Ha Pong, TP. Ha Noi, Viét Nam)

6.1. Co sé san xuat: Cong ty co phian dweec phdm Ha Tay (Pia chi: T6 dan phd sé 4, Phuong La Khé, quan Ha Pong, TP
Ha Noi, Viét Nam)

9 [Crotosic Maéi tuyp chira Kem boi da Hop 1 tuyp x 10g; NSX 24 893100112624
Crotamiton 10% Hop 1 tuyp x 20g
(w/w)

7. Co sé diang ky: Cong ty ¢é phan dwgc pham Khanh Hoa (Pia chi: S§ 74 dudong Théng Nhat, phuong Van Théng,
thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam)

7.1. Co sé san xuét: Cong ty cb phan dwgc phdm Khanh Hoa (Dia chi: Puong 2/4, Khom Pong Béc, phudng Vinh Hoa,
Thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam)

10 |Dexibuprofen |Dexibuprofen Viénnénbao [Hop 2 vix 10 vién; NSX 36 893110112724
300 300mg phim Hop 3 vi x 10 vién;
Hop 10 vi x 10 vién

11 |[Dexibuprofen [Dexibuprofen Viénnénbao |Hop 2 vix 10 vién; NSX 36 893110112824
400 400mg phim Hop 3 vi x 10 vién;
Hop 10 vi x 10 vién

8. Co s¢ diang ky: Cong ty Co phan Dwoc pham Me Di Sun (Pia chi: S6 521, khu phd An Loi, phuong Hoa Loi, thi xd
Bén Cat, tinh Binh Duwong, Viét Nam)

8.1. Co sé diing ky: Cong ty Co phan Dwoc phim Me Di Sun (Pia chi: S6 521, khu phd An Loi, phuong Hoa Loi, thi xd
Bén Cat, tinh Binh Duong, Viét Nam)

12 |Naproxen EC  [Naproxen 375mg [Viénnénbao [Hop 6 vi x 10 vién NSX 36 893100112924
MDS 375mg phim tan trong
ruot
13 [Spiramycin Cap [Spiramycin Vién nang ciing|Hop 6 vi x 10 vién NSX 36 893110113024
MDS 750.000 [750.0001U
U

9. Co sé ding ky: Cong ty ¢é phan dwoc phim qudc t&é CTT Viét Nam (Dia chi: L6 38-N0O1 khu tai dinh cu tap trung, td
dan phé Kiéu Mai, Phuong Phuc Dién, Quan Béc Tir Liém, Thanh phd Ha Noi, Viét Nam)

9.1. Co sé san xuat: Cong ty CPLD duwgc phidm Eloge France Viét Nam (Dia chi: Khu Cong nghiép Qué V&, x3 Phuong
Liu, huyén Qué V&, tinh Bic Ninh, Viét Nam)
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STT Tén thudce Hog;_;;:la:l:;l;gh " | Dang bao ché | Quy cach dong géi ;‘Egn rl;ltlﬁ;:]g;) S6 ding ky
(1) () ) (4) (5) (6) (7) (8)
14 |Vinhopro Ciprofloxacin Cém pha hdon  |[Hop 10 goi x 3g; NSX 36 893115113124
(dudi dang dich uéng Hoéi 20 goi x 3g
Ciprofloxacin
hydroclorid) 250mg

10. Co sé diing Ky: Cong ty C6 phan Dugc pham SaVi (Pia chi: L6 Z01-02-03a, Khu Cong nghiép trong Khu Ché xuat
Tan Thuan, Phuong Tan Thuan Pong, Quan 7, Thanh phé) Hd Chi Minh, Viét Nam)

10.1. Co sé san xuét: Cong ty C6 phan Dwoc phdm SaVi (Dia chi: L6 Z01-02-03a, Khu Cong nghiép trong Khu Ché xuét
Tan Thuan, Phuong Tan Thuan Pong, Quan 7, Thanh phé) Hd Chi Minh, Viét Nam)

15

SaViEnvir Plus

Efavirenz 600mg;
Emtricitabine
200mg; Tenofovir
disoproxil
fumarate 300mg

Vién nén bao
phim

Hop 1 chai 30 vién

NSX

36

893110113224

11. Co sé ding ky: Cong ty c6 phan dwoc pham TV.Pharm (Dia chi: S5 27, Nguyén Chi Thanh, Khém 2, Phuong 9,
Thanh phd Tra Vinh, Tinh Tra Vinh, Viét Nam)
11.1. Co sé san xuét: Cong ty ¢d phin dwec phdm TV.Pharm (Pia chi: S6 27, Nguyén Chi Thanh, Khom 2, Phudong 9,
Thanh phd Tra Vinh, Tinh Tra Vinh, Viét Nam)

16

Ceforipin 100

Cefpodoxime
(dudi dang
cefpodoxime
proxetil) 100mg

Vién nén bao
phim

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

NSX

36

893110113324

12. Co sé diing ky: Cong ty C6 phin Duwgc pham Wealphar (DPia chi: L6 CN5, Khu cong nghiép Thuy Vén, Xa Thuy
Van, Thanh phd Viét Tri, Tinh Phu Tho, Viét Nam)
12.1. Co sé san xuét: Cong ty Cé phan Dwoc phAm Wealphar (Dia chi: L6 CN5, Khu cong nghiép Thuy Van, Xa Thuy
Van, Thanh phd Viét Tri, Tinh Phu Tho, Viét Nam)

17 |lbuprofen S Ibuprofen 150mg  [Thudc bot pha [Hop 30 gbi x 750mg [ NSX 24 893100113424
DWP 150mg hén dich ubng

18 |Valproat EC Valproat natri Viénnénbao [Hop 6 vix 10 vién NSX 36 893114113524
DWP 200mg 200mg tan trong rudt

13. Co sé ding ky: Cong ty c6 phian Dwge Phiic Vinh (Dia chi: L6 CN 4-6.2 KCN Thach Thét - Qudc Oai, Xa Phing X4,
Huyén Thach Thét, thanh phd Ha Noi, Viét Nam )
13.1. Co sé san xuét: Cong ty cé phin Duge Phic Vinh (Pia chi: L6 CN 4-6.2 KCN Thach That - Quéc Oai, X Phung
X4, Huyén Thach Thét, thanh phd Ha Noi, Viét Nam )

19

Solmonte 5

Montelukast (dudi
dang Montelukast
natri) 5mg

Vién nén phan
tan trong miéng

Hop 2 vi x 10 vién;
Hop 3 vi x 10 vién;
Hop 5 vi x 10 vién;
Hop 6 vi x 10 vién;
Hop 10 vix 10
vién; Chai 30 vién,
Chai 50 vién; Chai
60 vién; Chai 100

Vién

NSX

24

893110113624

14. Co sé diing ky: Cong ty c6 phan Dwoc S.Pharm (Pia chi: Pudng D1 16 G, khu cong nghiép An Nghiép, xd An Hiép,
huyén Chau Thanh, tinh S6¢ Trang, Viét Nam)

14.1. Co sé san xuét: Cong ty cé phin Duge S.Pharm (Dia chi: Puong D1 16 G, khu cong nghiép An Nghiép, x3 An
Hiép, huyén Chau Thanh, tinh S6¢ Trang, Viét Nam)
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. 2 Hoat chét chinh - . ; , , .| Tiéu [Tuditho . ,
STT Tén thuoc Ham luong Dang bao ché | Quy cach déng géi chudn | (théng) So dang ky
(1) () ) (4) (5) (6) (7) (8)
20 |Gensilron Moi tuyp chira: Thubc kem Hop 1 tuyp 10g NSX 24 893110113724
Betamethason

dipropionat 6,4mg;
Gentamycin sulfat
10mg; Clotrimazol
100mg;

15. Co sé diing ky: Cong ty c6 phan Dwoc Trung wong Mediplantex (Dia chi: 358 Giai Phong, phuong Phuong Liét,
quén Thanh Xuan, thanh phé Ha Ngi, Viét Nam)

15.1. Co sé san xuét: Cong ty c6 phin Duge Trung wong Mediplantex (Dia chi: Nha may duoc phdm s 2, thon Trung
Hau, x3 Tién Phong, huyén M¢é Linh, thanh phé Ha Ngi, Viét Nam)

21 [Mexival 10 mg |Rupatadin (dang |Vién nén Hop 1 vi x 10 vién; NSX 36 893110113824
rupatadin fumarat) Hop 3 vix 10 vién
10mg

16. Co sé diing ky: Cong ty c6 phan Dwoc Vit tu y t& Hai Dwong (Pia chi: S5 102 phd Chi Liang, phuong Nguyén Trii,
thanh phé Hai Duong, tinh Hai Duong, Viét Nam)

16.1. Co sé san xuét: Cong ty cd phin Dwge Vit tw y té Hai Dwong (Dia chi: S6 102 phd Chi Lang, phuong Nguyén
Trai, thanh phé Hai Duong, tinh Hai Duong, Viét Nam)

22 |Phytomycin Clindamycin (dudi |Gel boi da Hop 1 tuyp 20g NSX 36 893110113924
dang clindamycin
phosphat) 1%

16.2. Co sé san xuat: Nha may HDPharma EU - Céong ty c¢6 phin Dwoc Vat tu y té Hai Dwong (Dia chi: Thira dét s6
307, cum Cong nghiép Cim Thuong, phudng Cam Thuong, thanh phd Hai Duong, tinh Hai Dwong, Viét Nam)

23 |Hadu-Eso 40 Esomeprazol (dudi |Vién nang Hop 3 vi x 10 vién; NSX 36 893110114024
dang esomeprazol |cung chira Hop 2 vi x 7 vién
magnesium pellet |pellet bao tan
8.5% wiw) 40mg  |trong rudt

17. Co sé diing Ky: Cong ty cb phan sin xuét - thwong mai duwge pham Pong Nam (Dja chi: L6 2A, duong 1A, KCN
Tan Tao, phuong Tan Tao A, quan Binh Tan, thanh phé Hd Chi Minh, Viét Nam)

17.1. Co sé san xuét: Cong ty cd phin san xuit - thwong mai dwec phdm Pong Nam (Pia chi: L6 2A, dudng 1A, KCN
Tan Tao, phuong Tan Tao A, quan Binh Tan, thanh phé Hd Chi Minh, Viét Nam)

24  |Futanol Omeprazol (duéi  |Vién nang Hop 3 vi x 10 vién; NSX 36 893110114124
dang vi hat tan chtra pellets Hop 6 vi x 10 vién;
trong rudt) 40mg [tan trong ruét [Hop 10 vi x 10 vién
vi nhém/nhoém;
Chai 30 vién; Chai
100 vién; Chai 200
vién (chai HDPE)

25 |Sebast-20 Omeprazol (duéi  |Vién nang Hop 3 vi x 10 vién; NSX 36 893110114224
dang vi hat tan chtra pellets Hop 6 vi x 10 vién;
trong rudt) 20mg  [tan trong ruét |[Hop 10 vi x 10 vién
vi nhém/nhoém;
Chai 30 vién; Chai
100 vién; Chai 200
vién (chai HDPE)

18. Co sé diing ky: Cong ty CP Dwoc Ha Tinh (Dia chi: S6 167 dudng Ha Huy T4p, Phuong Nam Ha, thanh phd Ha Tinh,
Tinh Ha Tinh, Viét Nam)
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Hoat chét chinh -
Ham lwgng

~ X . X , , e T|éu Tuéi thQ L aw ,
STT Tén thuoc Dang bao ché | Quy cach déng géi chudn | (théng) So dang ky

) ) ®3) (4) () (6) (7 (8)

18.1. Co s6 san xuat: Cong ty CP Dugc Ha Tinh (Dia chi: S6 167 duong Ha Huy Tap, Phuong Nam Ha, thanh phd Ha
Tinh, Tinh Ha Tinh, Viét Nam)

26 |Infa-Ralgan Paracetamol Viénnénsii  |HOp 2 vi x 4 vién; NSX 36 893111114324
Codein 500mg; Codein bot Hop 4 vi x 4 vién;
phosphat Hop 5 vix 4 vién

hemihydrat 30mg

19. Co sé ding ky: Cong ty TNHH Dwge phim Sen Viét Nam (Dia chi: NO05-LK48 Khu LK 16, LK17, LK18a, LK18b,
phudng Duong Noi, quan Ha Pong, thanh phd Ha Noi, Viét Nam)

19.1. Co s6 san xuit: Cong ty c6 phan Dwgc Trung wong Mediplantex (Dia chi: Nha may Duoc pham s6 2, thén Trung
Hau, xa Tién Phong, huyén Mé Linh, thanh phé Ha Ngi, Viét Nam)

27 |Deslorafast Desloratadin 2,5mg [Vién nén phan [Hop 1 vi x 10 vién; NSX 36 893100114424
2,5mg tan trong miéng |Hop 3 vi x 10 vién;
Hop 1 Taix 1 vix
10 vién; Hop 1 Tui
x3vix 10

20. Co s& ding ky: Cong ty TNHH Lién doanh Stellapharm- Chi nhanh 1 (Dia chi: S6 40 dai 16 Tu Do, Khu cong
nghiép Viét Nam - Singapore, Phuong An Phu, Thi xa Thuan An, Tinh Binh Duong, Viét Nam)

20.1. Co s& san xuét: Cong ty TNHH Lién doanh Stellapharm- Chi nhanh 1 (Pia chi: S5 40 dai 16 Ty Do, Khu cong
nghiép Viét Nam - Singapore, Phuong An Pha, Thi x4 Thuan An, Tinh Binh Duong, Viét Nam)

28 [Calpostella Calcium Thudc bot pha |[Hop 10 goi x 15g; NSX 24 893110114524
polystyrene hén dich ubng |Hop 20 goi x 15g
sulfonate 14,985mg

21. Co sé ding ky: Cong ty TNHH sin xuit Dwgc phim NANOGEN Lam Péng (Dia chi: BII-11-KCN; BII-12-KCN;
BII-13-KCN; BII--14-KCN tai Khu Cong Nghiép Phu Hoi, xa Phu Hoi, huyén Buc Trong, tinh Lam Déng, Viét Nam)

21.1. Co sé san xuit: Cong ty TNHH sén xuit Dwgc phAm NANOGEN Lam Pong (Dia chi: BII-11-KCN; BII-12-KCN;
BII-13-KCN; BII--14-KCN tai Khu Cong Nghiép Phu Hoi, xa Phu Hoi, huyén Buc Trong, tinh Lam Déng, Viét Nam)

29 |Natri Clorid Natri Clorid 0,9% |Dung dich Thung 24 chai x BP hién 36 893110114624
0.9% (Kl/tt) tiém truyén  |250ml; Thing 12 hanh
chai x 500ml;
Thung 12 chai x
1000ml

22. Co s¢ ding ky: Cong ty TNHH Sinh dwgc phim Hera (Pia chi: L6 A17 KCN Tir Ha, phuong Tt Ha, thi xi Huong
Tra, tinh Thira Thién Hué, Viét Nam)

22.1. Co s6' san xuét: Cong ty TNHH Sinh dwoc phdm Hera (Dia chi: L6 A17 KCN Tu Ha, phuong T Ha, thi x3 Huong
Tra, tinh Thira Thién Hué, Viét Nam)

30 [Lopediar Loperamide Vién nén phan [Hop 10 vi x 10 vién | USP 36 893100114724
hydrochloride 2mg |tan trong miéng hién hanh

31 ([Setodol Paracetamol Viénnénbao [Hop 10 vix 10 vién | BP 2018 36 893100114824
500mg; Caffeine  [phim
65mg

23. Co sé ding ky: Cong ty TNHH Solpharma (Dja chi: S6 nha 618 Minh Khai, phuong Vinh Tuy, quin Hai Ba Trung,
thanh phb Ha Noi, Viét Nam)

23.1. Co sé san xuit: Cong ty cb phan Dwoc VTYT Hai Dwong (Dia chi: S6 102 phd Chi Lang, phudng Nguyén Tri,
thanh phd Hai Duong, tinh Hai Duong, Viét Nam)




6

STT Tén thudce Hog;_;;:la:l:;l;gh " | Dang bao ché | Quy cach dong géi ;‘Egn rl;ltlﬁ;:]g;) S6 ding ky
(1) (2) (3) (4) (5) (6) (7) (8)
32 [Clenbuxol M&éi 5ml chira Siro thube Hop 1 chai 30ml; NSX 36 893100114924
ambroxol Hop 1 chai 60ml;
hydroclorid 7,5mg; Hop 1 chai 90ml;
clenbuterol Hop 1 chai 120ml
hydroclorid 5mcg

24. Co s¢ diang ky: Chi nhanh Resantis Viét Nam - Cong ty TNHH Mgt thanh vién Dwgc Sai Gon (Pia chi: 702
Trudng Sa, phuong 14, quan 3 Tp H6 Chi Minh, Viét Nam)

24.1. Co s san xuit: Chi nhianh Resantis Vi¢t Nam - Cong ty TNHH Mot thanh vién Duge Sai Gon (Bia chi: S6 01
VSIP, duong sb 3, khu cong nghiép Viét Nam — Singapore, phuong Binh Hoa, thanh phd Thuan An, tinh Binh Duong, Viét
Nam, Viét Nam)

33 |Corti RVN Mbi lo 8g chira Kem bdi da Hop 1 1o 8¢g NSX 24 893110115024
Neomycin sulfat
40mg;
Betamethason
(dudi dang
betamethason
dipropionat
micronized) 8mg

Ghi chu:

Cdch ghi tiéu chudn chdt heong thuoc tai cét (6):

- Nha san xudt (NSX), Tiéu chuan nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c¢é ¥ nghia tuwong dwong nhau,
la tiéu chudn chat lwong thudce do co sé san xudt xdy ding va déu cé thé dwoe ghi trén nhin thudc.

- Cdch viét tat cdc tiéu chuan chdt lwong dwoc dién: Dwoc dién Viét Nam (DPVN), Duoe dién Anh (BP), Duoc dién My
(USP), Duoc dién Nhit Ban (JP), Duoc dién Trung Quéc (CP), Dugc dién Chdu du (EP), Duoc dién Quoc té (IP)...



NAM HIEU LUC 03 NAM - PQT 192 bo sung

Phu luc II
DANH MUC 02 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY LUU HANH TAI VIET

cua Cuc Quan ly Duoc)

N £ Hoat chit chinh - . ; , , ..| Tiéu |Tuditho £ oaw ,
STT| Tén thuoc Ham luong Dang bao ché | Quy cach déng go6i chudn | (thang) So dang ky
1) ) ®) (4) (®) (6) () (8)

1. Co sé ding ky: Cong ty C6 Phan Dwoc Phim Ha Tay (Dia chi: S6 10A Phd Quang Trung, Phuong Quang Trung,
Quan Ha Pong, Thanh phé Ha Noi, Viét Nam)

1.1. Co s san xuét: Cong ty C6 Phin Dwgc Pham Ha Tay (Dia chi: T6 dan phd sb 4, Phuong La Khé, Quan Ha Pong,
Thanh phd Ha Noi, Viét Nam)

1

Augclamox250

Amoxicilin trihydrat
tuong g voi
amoxicilin 250mg;
Kali clavulanat
tuong ung voi acid
Clavulanic 31,25mg

Thudc bot pha
hén dich uéng

Hop 1 thi x 12 géi x
1,59

NSX

24

893110115124

2. Co sé diang ky: Cong ty TNHH Solpharma (Pia chi: S6 nha 618 Minh Khai, phudng Vinh Tuy, quin Hai Ba Trung,
thanh phd Ha Noi, Viét Nam)

2.1. Co sé san xuét: Cong ty Cé phan Dwoc phdm Wealphar (Pia chi: Lo CN5, Khu céng nghiép Thuy Van, Xa Thuy
Van, Thanh phd Viét Tri, Tinh Phu Tho, Viét Nam)

2 |Solamup 30 Dexlansoprazol Vién nang cing [Hop 1 vi x 10 vién; NSX 24 893110115224
(dudi dang pellet chura pellet bao |Hop 3 vi x 10 vién
dexlansoprazol tan trong rudt
20%) 30mg
Ghi chu:

Cdch ghi tiéu chudn chdt heong thuoc tai cét (6):
- Nha sdn xudt (NSX), Tiéu chuan nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house ¢é ¥ nghia tirong dwong
nhau, ld tiéu chudn chdt lwong thuoc do co sé san xudt xdy dung va deu cé thé dwoc ghi trén nhén thudc.
- Cdch viét tat cdc tiéu chuan chdt lwong dwoc dién: Dwoc dién Viét Nam (DPVN), Duge dién Anh (BP), Duoc dién My
(USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Duge dién Chdu du (EP), Duoc dién Quéc té (IP)...
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