. N ol BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

+07:00

CUC QUAN LY DUQC Déc 1ap - Tw do - Hanh phuc
Sb: 468/ QP-QLD Ha Ngi, ngay 03 thdng 07  ném 2023
QUYET PINH

vé viéc ban hanh danh muc 37 thudc sin xuit trong nwéc
duge cap giay dang ky luu hanh tai Viét Nam - Dot 185.1

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc 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;

Cdan cir Quyét dinh sé 1969/0P-BYT ngay 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 Bé trucng Bé Y té
quy dinh vi¢c dang ky heu hanh thudc, nguyéen li¢u lam thudc;

Can cir két lugn cua Hoi dong tw van cdp gidy dang ky luu hanh thude, nguyén
liéu lam thuée - B Y té;

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

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh nay danh muc 37 thudc san xuét trong
nudc duoc cép giéy dang ky luu hanh tai Viét Nam - Dot 185.1, cu thé:

1. Danh muc 32 thudc san xuat trong nude duoc cap gidy dang ky luu hanh tai
Viét Nam hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 05 thudc san xuét trong nudc dugc cap gidy dang ky luu hanh tai
Viét Nam hiéu luc 03 nam (Phu luc Il kem theo).

Picu 2. Co s6 san xuét va co so dang ky thude co trach nhiém:

1. San xuat thudc theo dung cac ho so, tai liéu da dang ky voi BO Y té va phai
in s dang ky dugc B Y té Viét Nam cép 1én nhan thudc.

2. Chi duoc san xuit, dua ra luu hanh cac thude kiém soat dic biét khi co Giéy
chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac biét phu hop vo1 pham vi hoat dong cua co s¢ dép ung quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 cua Chinh phi quy dinh chi tiét
mot s6 diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat tiéu chuén chit lugng cua thubc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia BO truong Bo Y té quy dinh vé
chat lugng thudc, nguyén lidu lam thuéc, Thong tu sd 03/2020/TT-BYT ngay
22/01/2020 ciia Bo truong Bo Y té sira doi, bo sung mot sd diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chat lugng thudc, nguyén liéu lam thude.

4. Thyc hién, phéi hop véi co sé nhap khau thyc hién theo duang quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan ly Dugc vé viée kiém tra
chat luong nguyén lidu 1am thuc nhém sartan dbi véi cac thude thude danh muyc tai
Piéu 1 ban hanh kém theo Quyét dinh nay co chira dugc chat thudc nhom sartan.
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5. Cap nhat nhan thudc, t& huéng dan st dung thube theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong Bo Y té quy dinh ghi nhin
thudc, nguyén liéu lam thude va to huéng dan sir dung thude trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thure thay d6i, bo sung giay dang
ky hru hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Phdi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc k& don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cia
thuoc trén nguoi Viét Nam va tong hop, bao cao 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.

7.2Co s dang 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 lam thude. Trong truong
hop -khong con dap tmg du diéu kién hoat dong, co so ding ky phai co trach nhiém
thuce hién thay d6i co so ding ky theo quy dinh tai Thong tu sé 08/2022/TT-BYT
trong thoi han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

8. Co s& san xuét thudc phai bao dam cac diéu kién hoat dong ciia co s san
xuat trong thoi han hiéu luc cia gidy dang ky luu hanh thudc, nguyén liéu 1am thude.

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

Pidu 4. Giam dbc S¢ Y té cac tinh, thanh phd truc thudc Trung wong va Gidm
dbc co s san xuét va co so dang ky c6 thude tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhgn: ~ CUC TRUONG
- Nhu biéu 4; ST X

- BT. Pao Hong Lan (dé ble); Y2
- TT. D4 Xuan Tuyén (de b/c); /. Q/ cuc
- Cyc Quany - Bo Quédc phong, Cuc Y té - B6 Cong a’l ) )
- Cuc Y té GTVT - Bo Giao thong vén tai;

- Téng Cuc Hai quan - B Tai chinh;

- Bao hlem xa hoi Viét Nam; N

-B Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra “Vii Tuén Cuong
B9, Vin phong HDTV cap GPKLH thudc, NLLT;

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

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

- Céc Bénh vién, Vién co6 giuong bénh tryc thugec Bo Y té;

- Trung tim mua sam tép trung thudc quéc gia;

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

Website;

- Luu: VT, BK (T) (02b).




(Kém theo Quyét dinh so:

Phu luc I
DANH MUC 32 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 185.1
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cia Cuc Quan ly Duoc)

.......... /OD-QLD nga)03 thango7 nam 2023

STT | Tén thube Hoat c hagghinh - Dang bao ché Quy cac,l.l dong Tiéu chuin Tuog the S6 ding ky
Ham lwgng goi (thang)
(©) ) (©) (4) ©) (6) @) (8)

1. Co sé ding ky: Cong ty Co phian Dwgc - Trang thiét bi y té Binh DPinh (BIDIPHAR) (Dia chi: 498 Nguyén
Thai Hoc, phuong Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam)
1.1. Co s6 san xuit: Cong ty Co phian Dwoc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Pia chi: 498 Nguyén
Thai Hoc, phuong Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam)

1 |Augbidit-1;1g |[Amoxicillin Thudc bot  [Hop 1 lo; hop 10 NSX 24 893110170723
sodium and pha tiém lo
Clavulanate
potassium (10:1)
tuong duong voi
Amoxicillin
1000mg va Acid
clavulanic 100mg
2 |Bidicozan 10 [Mecobalamin Thudc tiém [Hop 3 Lo + 3 éng | Lo thubc | Lo thuéc | 893110170823
10mg dong kho dung méi; Hop tiém dong |[ti€ém dong
10 Lo khd: NSX; | khd: 24
Ong dung | thang;
moi: Ong dung
DbVN moi: 48
hién hanh thang

2. Co sé diing ky: Cong ty Co phan Dwge pham Boston Viét Nam (Bia chi: S 43 dudng s6 8, khu cong nghiép Viét
Nam - Singapore, Phuong Binh Hoa, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)
2.1. Co sé san xuét: Cong ty C6 phian Dwoc phdm Boston Viét Nam (Dia chi: S6 43 duong s6 8, khu cong nghiép
Viét Nam - Singapore, Phuong Binh Hoa, Thanh phé Thuén An, Tinh Binh Duong, Viét Nam)

3

Ramiboston
1.25

Ramipril 1,25mg

Vién nén

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

NSX

36

893110170923

3. Co sé diing ky: Cong ty Co phan Dwge phim CPC1 Ha Noi (Pia chi: Cum Cong nghiép Ha Binh Phuong, x3 Vin
Binh, huyén Thudng Tin, thanh phd Ha Noi, Viét Nam)
3.1. Co s& san xuit: Cong ty C6 phan Dwoc phdm CPC1 Ha Ngi (Dia chi: Cum Cong nghiép Ha Binh Phuong, x3
Vin Binh, huyén Thudng Tin, thanh phé Ha N6i, Viét Nam)

4

Topi
Nebuliser

Tobramycin 300mg

Dung dich
khi dung

Hop 1 vix 5 Ong
x 5 ml; Hop 2 vi
x 5 Ong x 5 ml;
Hop 4 vix 5 Ong
x 5 ml; Hop 6 vi
XSOngXSml

NSX

36

893110171023

4. Co sé diing ky: Cong ty ¢6 phan Dwec phidm Liviat (Dia chi: Tang 46 Toa nha Bitexco, S6 2 Hai Triéu, Phuong
Bén Nghé, Quan 1, Thanh phé HS Chi Minh, Viét Nam)
4.1. Co sé san xuat: Cong ty c6 phan Dugc Enlie (Dia chi: Puong NA6, KCN My Phudc 2, phudng My Phude, thi
x4 Bén Cat, tinh Binh Duong, Viét Nam)
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Hoat chét chinh -

Tudi tho

A % s 14| Quycachdong | .. 2 Koax o
STT | Tén thuoc Ham lugng Dang bao ché g6 Tiéu chuan (thang) So dang ky
() ) ©) (4) (5) (6) () (8)
5 |Kadfer Dequalinium Vién nén Hop3vix 10 NSX 36 893100171123

chloride 0,25mg

vién; Hop 2 vi x
10 Vién; Hop 1
vi x 10 Vién

5. Co s¢ ding ky: Cong ty c6:phin dwoc phim Me Di Sun (Pia chi: S 521, khu phd An Loi, phudong Hoa Loi, thi
xa Bén Cit, tinh Binh Duong; Viét Nam)
5.1. Co s¢ san xuit: Cong ty c6 phan duge pham Me Di Sun (Dia chi: S6 521, khu phd An Loi, phuong Hoa Loi, thi
xa Bén Cit, tinh Binh Dirong, Viét Nam)

6 |Betahistin Betahistin Vién nén Hop 6 vix 10 NSX 36 893110171223
MDS 12mg> |mesilat 12mg vién

7 |Indapamid Indapamid Vién nén bao |Hop 6 vix 10 NSX 36 893110171323
MDS:1,25mg [hemihydrat 1,25mg [phim vién

6. Co s& diang ky: Cong ty ¢6 phan Dwgc phdm Minh Dan (Dia chi: Lo E2, duong N4, khu cong nghiép Hoa Xa,
phuong Loc Hoa, thanh phé Nam DPinh, tinh Nam Dinh, Viét Nam)
6.1. Co sé san xuit: Cong ty c6 phan Dwgc phim Minh Dan (Pia chi: L6 N8, dudng N5, khu cong nghiép Hoa X4,
phudng My X4, thanh phd Nam Dinh, tinh Nam Dinh, Viét Nam)

8 [Mannitol
259/250ml

Mannitol
259/250ml

Dung dich
tiém truyén

Hop 1 1o 250ml

NSX

24

893110171423

7. Co s¢ ding ky: Cong ty ¢6 phan Duge pham Phwong Pong (Pia chi: Lo s6 7, duong 2, Khu céng nghiép Tan
Tao, Phuong Tan Tao A, Quan Binh Tan, TP. Hd Chinh Minh, Viét Nam)
7.1. Co sé san xuit: Cong ty c6 phan Dwgc phim Phuwong Pong (Dia chi: L6 s6 7, duong 2, Khu cong nghiép Tan
Tao, Phuong Tan Tao A, Quan Binh Tan, TP. Hd Chinh Minh, Viét Nam)

9 |Shibta 2

Dexamethason
2mg

Vién nén

Hop 3 vix 10
vién; Hop 6 vi x
10 vién; Hop 10
vi x 10 vién; Chai
100 vién; Chai
200 vién; Chai
500 vién

DbVN
hién hanh

36

893110171523

10 |[Shibta 4

Dexamethason
4mg

Vién nén

Hop 3 vix 10
vién; Hop 6 vi x
10 vién; Hop 10
vi x 10 vién; Chai
100 vién; Chai
200 vién; Chai
500 vién

DbVN
hién hanh

36

893110171623

8. Co s¢ ding ky: Cong ty C6 phan Dwgc phim Trung wong I - Pharbaco (Pia chi: 160 Tén Duc Thing, phuong
Hang Bot, quan Ddng Da, thanh phd Ha Noi, Viét Nam)
8.1. Co sé san xuat: Cong ty cb6 phan Dwoc phim Trung wong I - Pharbaco (Dia chi: Thon Thach Li, xi Thanh
Xuan, huyén Soc Son, thanh phd Ha Noi, Viét Nam)

11 |Shikamic

Ubidecarenon
50mg

Vién nang
cung

Hop 3 vix 10
vién

NSX

36

893100171723

9. Co sé diing ky: Cong ty ¢6 phan dwgc phim Wealphar (Dia chi: Lo CN5, Khu céng nghiép Thuy Van, Xa Thuy
Van, Thanh phé Viét Tri, Tinh Pht Tho, Viét Nam)
9.1. Co sé san xuat: Cong ty cd phin dwec phdm Wealphar (Dia chi: L6 CN5, Khu cong nghiép Thuy Van, Xa
Thuy Van, Thanh phé Viét Tri, Tinh Phu Tho, Viét Nam)
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STT | Tén thudc Hoat c hat chinh - Dang bao ché Quy cac,l.l dong Tiéu chuin Tuog the S6 ding ky
Ham lugng goi (thang)
(©) ) (©) (4) ©) (6) @) (8)
12 |Ambroxol S |Ambroxol Bot pha hon  [Hop 30 goi x 1 NSX 24 893110171823
DWP 60 mg |hydroclorid 60mg |dichuéng  |gam
13 |Fluoxetin Fluoxetin (dudi Vién nang Hop 6 vix 10 NSX 24 893110171923
DWP 30 mg |dang fluoxetin cing vién
hydroclorid) 30mg
14 [Gemfibrozil |Gemfibrozil Vién nén bao |Hop 6 vix 10 NSX 36 893110172023
DWP 450mg [450mg phim vién
15 |Indapamid Indapamid 1,25mg [Vién nén bao [Hop 6 vi x 10 NSX 36 893110172123
DWP 1,25mg phim vién
16 |Irbesartan D |Irbesartan 200mg |Vién nén bao |Hop 6 vix 10 NSX 36 893110172223
WP 200mg phim vién
17 |lsosorbid Isosorbid Vién nén Hop 6 vix 10 NSX 24 893110172323
Mononitrat  [Mononitrat (dudi vién
DWP 10mg |dang diluted
isosorbide
mononitrate) 10mg
18 [ltraconazol |[ltraconazol 200mg |Vién nén Hop 6 vix 10 NSX 36 893110172423
DWP 200mg vién
19 [Olanzapin Olanzapin 20mg  |Vién nén Hop 6 vix 10 NSX 24 893110172523
DWP 20mg vién
20 |Simvastatin |Simvastatin 30mg |Vién nén bao |Hop 06 vi x 10 NSX 36 893110172623
DWP 30mg phim vién
21 |Valsartan Valsartan 120mg; |Vién nén bao [Hop 6 vix 10 NSX 24 893110172723
Plus DWP Hydroclorothiazid [phim vién
120 mg/12,5 |12,5mg
mg
22 |Zopiclon Zopiclon 5mg Vién nén bao |Hop 6 vix 10 NSX 36 893110172823
DWP 5mg phim vién

10. Co s& ding ky: Cong ty Cé phan Dwge Trudong Phiic (Dia chi: Tang 6, toa nha Newskyline, 16 CC2 khu db thi
méi Van Quan — Yén Phuc, Phuong Van Quan, Quan Ha Bong, TP. Ha Noi, Viét Nam.)
10.1. Co s6 san xuét: Cong ty C6 phan Dwge phim Trung Uong 2 (Dia chi: L6 27, Khu cong nghiép Quang Minh -
thi trin Quang Minh - huyén M@ Linh - thanh phé Ha Noi, Viét Nam)

23

Ratatos 50

Cefditoren (dudi
dang cefditoren
pivoxil) 50mg/5ml

Bot pha hon
dich ubng

Hop 1 1o x 60 ml;
Hop 1 1o x 90 ml

NSX

24

893110172923

11. Co sé ding Ky: Cong ty c6 phan Duwge VTYT Hai Dwong (Dia chi: 102 Chi ling, phuong Nguyén Tréi, thanh
phd Hai Duong, tinh Hai Duong, Viét Nam)
11.1. Co s6 san xuét: Cong ty ¢6 phan Dwoc VIYT Hai Dwong (Pia chi: 102 Chi ling, phuong Nguyén Trai, thanh
phd Hai Dwong, tinh Hai Duong, Viét Nam)

24

Nacepil

Mbi 10ml dung
dich chira
Piracetam 1,25¢

Dung dich
thude

Hop 1 chai 60ml;
Hop 20 éng
10ml; Hop 30
éng 10ml

NSX

36

893110173023
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STT | Tén thudc Hoat c hat chinh - Dang bao ché Quy cac,l.l dong Tiéu chuin Tuog the S6 ding ky
Ham lugng goi (thang)
(©) ) (©) (4) ©) (6) @) (8)

12. Co s& diing Ky: Cong ty c6 phan Global Pharmaceutical (Dja chi: S6 18 duong Lé Thi Soc, Ap 2A, X3 Téan
Thanh Tay, Huyén Cua Chi, Thanh phé Ho Chi Minh, Viét Nam)

12.1. Co s& san xuét: Cong ty TNHH dwogc phim BV Pharma (Dia chi: S6 5 Pudng 59B, Phuong Tan Tao, Quan
Binh Tén, Thanh phd H6 Chi Minh, Viét Nam)

25 |Azlobal 8 Thiocolchicosid  |Vién nang Hop3vix 10 NSX 36 893110173123
8mg cing vién

13. Co s& diing Ky: Cong ty c¢6 phan GSV Viét Nam (Dia chi: T6 din phd Phuong, Phudng Tay M, Quan Nam Tur
Liém, Thanh phé Ha Noi; Viét Nam)

13.1. Co s6 san xuét: Cong ty c6 phan Héa dwoc Viét Nam (Dia chi: S6 192 Dirc Giang, phuong Thuong Thanh,
quan Long Bién, thanh phé Ha Ngi, Viét Nam)

26 |BniraGSV Bromhexin Sir6 Hop 1 chai 45ml; NSX 36 893100173223
hydroclorid Hop 1 chai 75ml;
0,8mg/ml Hop 1 chai 150ml

14. Co sé" ding Ky: Cong ty c6 phan Héa-dwoc pham Mekophar (Dia chi: 297/5 Ly Thuong Kiét, phuong 15, quin
11, thanh phd HO Chi Minh, Viét Nam)

14.1. Co sé san xuét: Cong ty c6 phin Hoéa-dwoc phAm Mekophar (Dia chi: 297/5 Ly Thuong Kiét, phuong 15,
quan 11, thanh phd H6 Chi Minh, Viét Nam)

27 |Rifampicin  |Rifampicin 150mg |Vién nang Hop 10 vix 10 NSX 36 893110173323
150mg cung vién; Hop 1 chai
250 vién

15. Co s& ding Ky: Cong ty c¢6 phan O2Pharm (Dia chi: 39/39 Nguyén Ctru Dam, Phuong Tan Son Nhi, Quéin T4n
Phu, Thanh phd H Chi Minh, Viét Nam)

15.1. Co so san xuét: Cong ty c6 phin Héa dwoc Viét Nam (Dia chi: S6 192 Puirc Giang, phuong Thuong Thanh,
quan Long Bién, thanh phé Ha Néi, Viét Nam)

28 |Ocedetox MGdi goi 5g chira L-|Thudc bot Hop 2 tai x 7 gbi NSX 24 893110173423
Isoleucin 952mg; |ubng x 5g; Hop 1 thi x
L-Leucin 1904mg; 14 goi x 5¢

L-Valin 1144mg

29 |Ocesovo Mobi 10ml chira Dung dich Hop 1 chai 100ml NSX 24 893100173523
carbocistein 750mg|udng

16. Co s& diing ky: Cong ty c6 phan tap doan Merap (Dja chi: Thén B4 Khé, x T4n Tién, huyén Vin Giang, tinh
Hung Yén, Viét Nam)

16.1. Co sé san xuét: Cong ty cé phin tap doan Merap (Pia chi: Thon Ba Khé, x3 Tan Tién, huyén Vin Giang, tinh
Hung Yén, Viét Nam)

30 |Mesutyl Moi 0,3 ml nhii Nhii tuong  [Hop 1 19 x 15ml NSX 24 893100173623
tuong chura: ubng
Simethicone 20mg

17. Co sé ding ky: Cong ty TNHH Solpharma (Dia chi: S6 nha 618 Minh Khai, phuong Vinh Tuy, quan Hai Ba
Trung, thanh phé Ha Noi, Viét Nam)

17.1. Co sé san xuét: Cong ty c6 phin dwoc phAm Wealphar (Dia chi: L6 CN5, Khu céng nghiép Thuy Van, Xa
Thuy Véan, Thanh phé Viét Tri, Tinh Pht Tho, Viét Nam)

31 [Soleuzin L-Isoleucin Thudc bot Hop 21 goi x NSX 36 893110173723
952mg; L-Leucin [pha dung 4,159
1904mg; L-Valin [dich ubng
1144mg
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Hoat chét chinh -

Tudi tho

A £ o w4l Quycachdéng (.. z Xoas
STT | Tén thuoc Ham lugng Dang bao che g6 Tiéu chuan (thang) S0 dang ky
(©) ) (©) (4) ©) (6) @) (8)

18. Co sé¢ ding ky: Cong ty TNHH SX dwrgc phim Medlac Pharma Italy (Pia chi: Khu Céng nghiép - Cong nghé
cao |, Khu Cong ngh¢ Cao Hoa Lac, KM29, Pai 16 Thing Long, xd Ha Bang, Huyén Thach That, Viét Nam)

18.1. Co 6 san xuat: Cong ty TNHH SX dwge phim Medlac Pharma Italy (Dia chi: Khu Cong nghiép - Cong
nghé cao |, Khu Céng nghé Cao Hoa Lac, KM29, Dai 16 Thing Long, xa Ha Bang, Huyén Thach Thit, Viét Nam)

32 |Kanabacin  |Kanamyein (dudi [Thudc bot Hop 1 1o; Hop 10 NSX 36 893110173823
500 dang kanamycin  |pha tiém lo; Hop 1 1o+ 1
acid sulfat) 500mg 6ng dung moi;
Hop 1010+ 10
6ng dung moi
Ghi cha:

Céch ghi tiéu chuan chat lwong thudc tai cot (6):
- Nha san xuat (NSX), Tiéu chudn nha san xuit (TCNSX), Tiéu chuin co s& (TCCS), In-house ¢ y nghia twong dwong
nhau, 12 tiéu chuén chét lugng thude do co so san xuét xay dung va déu c6 thé dugc ghi trén nhan thude.

- Céch viét tt cac tiéu chuan chat luong dugc dién: Dugc dién Viét Nam (DDVN), Duoc dién Anh (BP), Dugc dién
M5 (USP), Duoc dién Nhat Ban (JP), Dugc dién Trung Qudc (CP), Dugc dién Chau au (EP), Dugc dién Qudc té (IP)...




Phu luc II
DANH MUC 05 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 03 NAM - POT 185.1
(Kém theo Quyét dinh s6: 468..../QD-OLD ngay03 thangy7 niam 2023
cua Cuc Quan ly Duoc)

Hoat chit Quy cich déng | Tieu | Tudi tho
STT | Ténthudc | chinh-Ham | Dang bao ché Hy cach g 2 Hot Hho S6 ding ky
goi chuan (thang)
lwgng
(©) ) (©) (4) (©) (6) @) (8)

1. Co sé ding ky: Cong ty ¢ phin dwgc phAm Medbolide (Dia chi: Phong 09, lau 10, toa nha The Everrich 1, s6
968 duong Ba Thang Hai, phuong 15, quan 11, Tp.HCM, )

1.1. Co sé san xuit:- Cong ty c6 phan dwge pham Me Di Sun (Pia chi: s6 521, Khu phd An Loi, Phuong Hoa Loi,
Thi x4 Bén Cat, Tinh Binh Duong, Viét Nam)

1 |Poziats ODT |Aripiprazole Viénnénphan [Hop 3 vix 10 vién| NSX 36 893110173923
15mg tan trong miéng

2. Co sé ding ky: Cong ty TNHH Dwoc Phadm Pirc Anh (Pia chi: 197/4 Nguyén Lam, phudng 06, quan 10, thanh
phé HO6 Chi Minh, Viét Nam)

2.1. Co'sé san xuét: Cong ty ¢ phin dwoc phdm Me Di Sun (Dia chi: s6 521, Khu phd An Loi, Phuong Hoa Loi,
Thi x4 Bén Cat, Tinh Binh Duong, Viét Nam)

2 |Dabilas Bilastin Dung dich udng |Hop 20 ong x 4 NSX 36 893110174023
2,5mg/ml ml; Hop 20 dng x
8 ml; Hop 50 6ng
x 4 ml; Hop 50
6ng x 8 ml; Hop 1
chai x 100ml

3. Co sé diing ky: Cong ty CP Dwoc Vit tw y té Ha Nam (Pia chi: Cum CN Hoang Pong, xa Hoang Pong, huyén
Duy Tién, tinh Ha Nam, Viét Nam)

3.1. Co sé san xuat: Cong ty CP Duge Vit tw y té Ha Nam (Dja chi: Cum CN Hoang Péng, xa Hoang Péng, huyén
Duy Tién, tinh Ha Nam, Viét Nam)

3 |Rusavate Bilastine Dung dich uéng |Hop 1 lo x 60ml; NSX 24 893110174123
2,5mg/mi Hop 1 1o 120ml;
Hop 10 6ng x
4ml; Hop 20 bng
x 4ml; Hop 30
6ng x 4ml; Hop
10 6ng x 8ml;
Hop 20 6ng x
8ml; Hop 30 éng
x 8ml

4. Co sé diang ky: Cong ty TNHH Sinh Dwoc pham Hera (Dia chi: Ld A17 Khu cong nghiép Tw Ha, phuong Tir Ha,
thi x4 Huong Tra, tinh Thira Thién Hué, Viét Nam)

4. Co s6 san xuat: Cong ty TNHH Sinh Dwgc phdm Hera (Dia chi: L6 A17 Khu cong nghiép Tt Ha, phuong T
Ha, thi x3 Huong Tra, tinh Thira Thién Hué, Viét Nam)

4 |Lenalimid Lenalidomide |Vién nang cing |Hop 3 vi x 7 vién NSX 36 893114174223
15mg

5. Co sé ding ky: Cong ty C6 Phian Dwoc Pai Nam (Dia chi: : 270A Ly Thuong Kiét, Phuong 14, Quén 10, TP.
HCM, Viét Nam)

5.1. Co sé san xuat: Cong ty cb6 phan Duwoc Enlie (Dia chi: : DPuong NA6, khu cong nghiép My Phuée 2, Phuong My
Phuéc, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam)




2

Hoat chét . . i 2.
STT | Teénthube | chinh-Ham | Dangbaoché | QUYcdchdéng | Tieu | Tudithe | ooy (o
goi chuan (thang)
lwgng
(©) ) (©) (4) (©) (6) @) (8)
5 |Bazepdin Bilastin 10mg . {Vién nén phan | Hop 01 vix 10 NSX 36 893110174323
oDT tan vién; Hop 02 vi x
10 vién; Hop 03
vi x 10 Vién; Hop
05 vi x 10 vién;
Hop 10 vix 10
Vién
Ghi cha:

Céch ghi tiéu chuan chat luong thudc tai cot (6):
- Nha san xuat (NSX), Tiéu chuin nha san xuat (TCNSX), Tiéu chuan co s& (TCCS), In-house c6 y nghia twong dwong
nhau, 14 tiéu chuan chat lwong thudc do co s& san xuat xay dung va déu c6 thé duge ghi trén nhén thude.

- Cach viét tat cac tiéu chuan chét luwong duoc dién: Duoc dién Viét Nam (DBVN), Duoc dién Anh (BP), Duoc dién
My (USP), Diroc dién Nhat Ban (JP), Dugc dién Trung Qudc (CP), Dugc dién Chau au (EP), Dugc dién Qudc té (IP). ..
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