BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phuc
S6: 686 / QD-QLD Ha Ngi, ngay 30 thang 11 nam 2021
QUYET PINH

Vé viéc ban hanh danh muc 26 thudc sin xuét trong nwéc
dugc cap giay dang ky luu hanh tai Viét Nam - Dot 172 bo sung

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Dwoc s6 105/2016/QH13 ngay 06/4/2016;

Can cit Nghi dinh s6 75/2017/NP-CP ngay 20/6/2017 ciia Chinh phii quy dinh chirc
nang, nhiém vu, quyén han va co cdu t6 chirc ciia B Y té;

Can cir Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé truong Bo Y té quy
dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc;

Can cir Théng tw s6 29/2020/TT-BYT ngay 31/12/2020 ciia Bé trieong Bé Y té sira
doi, b6 sung va bai bé mét s6 van ban quy pham phdp ludt do Bé truéng BJ Y té ban hanh,
lién tich ban hanh;

Can cir Quyét dinh so 7868/0OD-BYT ngay 28/12/2018 cua B trwong Bo Y 1é quy
dinh chitc nang, nhiém vu, quyén han va co cau 16 chirc ciia Cuc Quan Iy Duoc thuje Bo
Y té;

Can cir két lugn cia Héi dong tw van cdp gidy dang ky heu hanh thude, nguyén liéu
lam thuéc - B6 Y té;

Xét d@é nghi cua Trudng phong Dang ky thuoce, Cuc Quan 1y Dugc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 26 thudc san xudt trong nuéc
dugc cap gidy dang ky luu hanh tai Viét Nam - Dot 172 b6 sung, cu the:

1. Danh myc 21 thudc hoa duogc san xuit trong nude dugc cip gidy dang ky luu
hanh tai Viét Nam hi€u luc 05 nam (Phu luc I kem theo). Cac thudc tai Danh muc nay
6 sb dang ky voi ky hiéu VD-...-21 va hiéu Iyc 05 ndm ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh myc 05 nguyén li¢u lam thude, thude cd truyén san xuét trong nudc
duoc cap gidy dang ky luu hanh tai Viét Nam hi¢u luc 05 nam (Phu luc II kém theo).
Céc thudc tai Danh muc nay co s6 dang ky v6i ky hiéu VD-...-21 va hiéu lyc 05 nim
ké tir ngay ky ban hanh Quyet dinh nay.

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

1. San xudt thudc theo diing cac ho so, tai liéu da dang ky v6i Bo Y té va phai in sd
ding ky dugc BO Y té Viét Nam cép 1én nhén thude.

2. Chi dugc san xuit, dua ra luu hanh cac thude kiém soat dic biét khi co Giéy
chtng nhan du diéu kién kinh doanh duoc pham vi kinh doanh thubc phai kiém soat dic
biét phit hgp véi pham vi hoat dong ciia co so dép ing quy dinh tai khoan 5 Diéu 143 Nghi
dinh s& 54/2017/ND-CP ngay 08/5/2017 caa Chinh phu quy dinh chi tiét mot s diéu va
bién phap thi hanh Luat Duoc.

3. Thyec hién viéc cap nhat tidu chuan chét lugng ciia thuoc theo quy dinh tai Thong
tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong BO Y té quy dinh vé cht lugng
thudc, nguyén liéu lam thudc.

4. Thuc hién, phéi hop v6i co s& nhap khéu thuc hién theo ding quy dinh tai Cong
vin s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan 1y Duogc vé viée kiém tra chit luong



nguyén li¢u lam thubc nhom sartan d6i véi cac thude thude danh muc tai Diéu 1 ¢6 chira
duoc chat thudc nhom sartan.

5. Cap nhat nhan thude, to hudng dan st dung thude theo quy dinh tai Thong tu s6
01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té quy dinh ghi nhin thudc,
nguyén lidu lam thudc va to huéng dan sir dung thude trong thoi han 06 thang ké tir ngay
ky ban hanh Quyét dinh nay, theo hinh thirc thay doi, b6 sung gidy ding ky luu hanh thude
quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong BO Y té quy
dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc va Thong tu s6 29/2020/TT-BYT
ngay 31/12/2020 cua B truong B Y té stra d6i, bod sung va bai bo mot sd van ban quy
pham phép luat do B truong Bo Y té ban hanh, lién tich ban hanh.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cia gidy dang ky luu hanh thude, nguyén liéu lam thudc. Trong trudng hop khong
con dap tmg du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc hién thay doi
co s6 dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo
truong BO Y té quy dinh viéc dang ky lwu hanh thude, nguyén liéu lam thude trong thoi
han 30 ngay ké tir ngay co s& ding ky khong con du diéu kién hoat dong.

7. Co s& san xuét thube phai bdo ddm cac diéu kién hoat dong cua co sé san xuét
trong thoi han hiéu luc cua gidy ding ky luu hanh thude, nguyén liéu 1am thude.

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

Piéu 4. Giam dbc S¢ Y té cac tinh, thanh phd tryc thudc Trung wong va Giam ddc
co s& san xuét va co s& dang ky co thudc tai Diéu 1 chju trach nhiém thi hanh Quyét dinh
nay./.

Noi nhan:

- Nhu Diéu 4; YA
- Bo truéng BYT (dé b/c); /
- TT. B Xuan Tuyén (de b/c); [ SIle. JAN 13
- Cuc Quéany - Bo Qudc phong, Cuc Y té - Bo Cong an‘ Ty
-Cuc Y t& GTVT - B6 Giao théng van tai; -
- Téng Cuc Hai quan - B Tai chinh;
- Bao hiém x4 hoi Viét Nam; T us & X
~B& Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vi Tuan Cudng
Bo, Vin phong HPTV cap GPKLH thude, NLLT;

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

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

- Cac Bénh vién, Vién c6 givong bénh tryc thuoc Bo Y té;

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

Website;

- Luu: VT, BKT(10b).




BO Y TE
CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phiic

PHU LUCI ' '
DANH MUC 21 THUOC HOA DUQC SAN XUAT TRONG NUGC PUQGC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 172 BO SUNG

Ban hanh kém theo Quyét dinh sb: 686../QD-QLD, ngay 30./11..2021.

1. Cong ty ding ky: Cong ty ¢b phan dwoc Pong Nai (D/c: 221B Pham Vin Thudn, p. Tan Tién,
Tp. Bién Hoa, Dong Nai - Viét Nam)
1.1 Nha san xuét: Cong ty c¢6 phan dwoc Pong Nai (P/c: 221B Pham Van Thudn, p. Tan Tién,
Tp. Bién Hoa, Dong Nai - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
4 s ] h d
STT Tén thude Ham lwgng ché tho [chuan| dong goi 0 dang ky
1 [Domperidon Domperidon (dudi | Vién nén 36 [TCCS |Chai 100 vién, | VD-35505-21
dang Domperidon thang] 150 vién, 300

maleat) 10mg

vién, 500 vién

2. Cong ty diing ky: Cong ty co phan dwgc pham CPC1 Ha Noi (B/c: Cum cong nghiép Ha Binh
Phuong, xda Van Binh, huyén Thuong Tin, Tp. Ha Ngi - Viet Nam)
2.1 Nha san xuit: Cong ty c6 phan Dwoc pham CPC1 Ha Noi (P/c: Cum céng nghiép Ha Binh
Phuong, xa Van Binh, huyén Thuong Tin, Tp. Ha Noi - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diing kv
STT Tén thude Ham lwgng ché tho |chuin| dong géi o gang &y

2 |Cifluron Ciprofloxacin (du6i | Dung dich 30 [TCCS |Hop 1 6ng 5ml, | VD-35506-21
dang Ciprofloxacin |nho mat, nho|thang 10ml
HCI) 3mg/ml tai

3 |[Dexasol Dexamethason (dudi|Dung dich 36 [TCCS |Hop 119 30ml, [ VD-35507-21
dang Dexamethason [udng thang hop 1 1o 150ml
natri phosphat)
0,4mg/ml

4 [Metroral Metronidazol (dudi H’(:)n dich 36 [TCCS |Hop 119 60ml | VD-35508-21
dang Metronidazol [udng thang
benzoat) 200mg/5ml

5 [Nupigin Forte Piracetam Dung dich 48 |TCCS [Hop 1 1o VD-35509-21
333,3mg/ml udng thang 125ml, 300ml

6 [Timo drop Timolol 5mg/ml Dung (}ich 36 |TCCS |Hop 1 éng 5ml, | VD-35510-21

nho mat thang 10ml
7 |Tropicol Tropicamid Dung dich 36 |[TCCS |Hop 1 6ng 5ml | VD-35511-21

Trang 1




|10mg/m1

|nh6 mat

| théng|

3. Cong ty diing ky: Cong ty c6 phan dwoe pham Ha Tay (P/c: 104 - Quang Trung - Ha Péng -
TP. Ha N¢i - Viét Nam)

3.1 Nha san xuét: Cong ty c6 phan dwec phdm Ha Tay (D/c: T6 din phé s6 4 - La Khé - Ha
bong - Tp. Ha Noi - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
8 [Dotuzin Bromhexin Vién nén 24 |TCCS [Hop 3 vi, 10vi | VD-35512-21
hydrochlorid 8mg  |phan tan thang] x 10 vién
9 |Fosfomycin 250 Fosformycin (du¢i |Vién nén 24 [TCCS [Hop 1 vix 10 VD-35513-21
dang Fosfomycin thang] vién
calcium) 250mg

4. Cong ty dang ky: Cong ty ¢6 phan dwoc phdm Imexpharm (P/c: S6 04, dwong 30/4, Phirong
1, Tp. Cao Lanh, Tinh Bong Thap - Viét Nam)

4.1 Nha san xuit: Chi nhanh Céng ty CPDP Imexpharm-Nha may cong nghé cao Binh Duong

(D/c: 86 21, duong s6 4, khu cong nghiép Viét Nam-Singapore II, phwong Hoa Phii, Tp. Thit Dau
Mot, tinh Binh Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé ,
. <5 2 0 dan
STT Tén thude Ham luong ché tho | chuan| déng géi g ky
10 [Nudc cét pha tiém 10ml [Nudc cit pha tiém [Dungmdi | 24 |[EP9.2|[Hop 10 vi,20 | VD-35514-21
10ml pha tiém thang] vi x 5 ong 10ml

5. Cong ty dang ky: Cong ty ¢6 phan dwoc phdm Khanh Hoa (P/c: 74 Puong Thong Nhat, P.
Van Thang, TP. Nha Trang, tinh Khanh Hoa - Viét Nam)

5.1 Nha san xuét: Cong ty ¢é phan dwoc phdm Khanh Hoa (P/c: Puong 2 thang 4, khém Péng
Bac, phwong Vinh Hoa, TP. Nha Trang, tinh Khanh Hoa - Viét Nam)

R £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach Sé d ,
. <5 X 0 dan
STT Tén thude Ham lrong ché tho (chuan| dong géi g ky
11 |Irbesartan Irbesartan 150mg | Vién nén bao| 36 |USP |Hop3 vi, 10vi [ VD-35515-21
phim thang[41 x 10 vién; Chai
100 vién, 500
vién

6. Cong ty ding ky: Cong ty ¢ phan dwgc phadm Me Di Sun (P/c: 521, khu phé An Loi, phwong
Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)
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6.1 Nha san xuﬁt:’ Cong ty c6 phan dwoc pham Me Di Sun (P/c: 521, khu phé An Loi, phuong
Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. <5 x 0 dan
STT Tén thuoc Ham luong ché tho | chuan| déng géi g ky

12 |Desloratadin ODT 5 Desloratadin 5Smg | Vién nén 24 |TCCS [Hop 6 vix 10 VD-35516-21
phén tan thang vién
trong miéng

13 |Erdosteine Erdostein 300mg Vién nang 36 |TCCS |Hop3vi, 6 vix| VD-35517-21
cung thang 10 vién

7. Cong ty diing ky: Cong ty C6 phan Dwge pham OPV (B/c: S6 27, Puong 34, KCN Bién Hoa
I, Phuwong An Binh, thanh pho Bién Hoa, tinh Dong Nai. - Viét Nam)

7.1 Nha sén xuét: Cong ty Co phan Dwgc pham OPV (D/c: S6 27, Puong 34, KCN Bién Hoa II,
Phuong An Binh, thanh pho Bién Hoa, tinh Dong Nai. - Viét Nam)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé di ,
¢ e 2 0 dang k
STT Tén thude Ham luong ché tho | chuan| déng géi gy
14 [Fovirpoxil Tenofovir disoproxil [ Vién nén bao| 36 [TCCS |Hop 3 vix 10 VD-35518-21
fumarat (twong trng |phim thang vién; Hop 5 vi x

Tenofovir disoproxil
245 mg) 300mg

6 vién

8. Cong ty diing Ky: Cong ty co phan dwoe pham SaVi (P/c: L6 Z 01-02-03a KCN trong KCX
Tan Thudn, phwong Tan Thudn Pong, qudn 7, Tp. Ho Chi Minh - Viét Nam)

8.1 Nha sén xuét: Cong ty c¢6 phin dwec pham SaVi (D/c: L6 Z 01-02-03a KCN trong KCX Tan
Thudn, phwong Tan Thudn Pong, quan 7, Tp. Ho Chi Minh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé da ,
. e 2 0 dang k
STT Tén thude Ham luong ché tho | chuan| déng géi gy
15 |Simvastatin Savi 40 Simvastatin 40mg [ Vién nén bao| 36 |BP Hop3vix 10 VD-35519-21
phim thang|2020 |vién

9. Céng ty diing ky: Cong ty cb phin Dwgc pham TW 25 (D/c: 448B, Nguyén Tat Thanh,
Phuwong 18, Quan 4, TP. Ho Chi Minh - Viét Nam)

9.1 Nha sén xuét: Cong ty c6 phin Dugc phdm TW 25 (B/c: 448B, Nguyén Tt Thanh, Phiong
18, Quan 4, TP. Ho Chi Minh - Viét Nam)
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. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach J ,
STT Tén thuoe Ham lwgng cﬁé tho | chuén d(’)l};g goi S0 dang ky
16 [Samtrum 40 mg Esomeprazol (duéi |Vién nang 24 [TCCS [Hop 3 vi, 5 vi, | VD-35520-21
dang Esomeprazol |cungchtta [thang 10 vix 10 vién
magnesi dihydrat) |pellet bao
40 mg tan trong
rudt

10. Cong ty dang ky: Cong ty cb phan Héa dwoc Viét Nam (D/c: S6 273 phé Tay Son, phwong
Ngd Tw 86, qudn Pong Pa, thanh phé Ha Noi - Viét Nam)

10.1 Nha san xuét: Cong ty c6 phan Héa dwec Viét Nam (D/c: S6 192 phé Pirc Giang, phirong
Thuwong Thanh, qudn Long Bién, thanh pho Ha Noi - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé da ,
. e 2 0 dang k
STT Tén thuoc Ham lwgng ché tho (chuan| dong géi &%y
17 [Perarosol Betamethason (duéi |[Kem béida | 24 |TCCS |Hop 01 tuyp VD-35521-21
dang Betamethason thang 15g

dipropionat 0,064%)
0,05%

11. Cong ty ding ky: Cong ty dugc pham va thwong mai Phwong Pong (TNHH) (D/c: TS 509,
to ban do so 01, cum CN Hap Linh, phwong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh - Viét Nam)

11.1 Nha sin xuit: Cong ty dwgc pham va thwong mai Phwong Pong (TNHH) (B/c: TS 509, to
ban do so 01, cum CN Hap Linh, phuong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sh d ,
STT Tén thuoc Ham lwgng ché tho |chuin| dong géi 0 ding ky
18 [Beldekeld Mdi goi 1,5 g chita  |Thude cdm | 36 TCCS [Hop 10 g6i, 25 | VD-35522-21
Roxithromycin 50 |pha hon dich|thang goix 1,5g
mg
19 |Fudofencol Paracetamol 500mg; [ Vién nén 36 |TCCS |[Hop 10 vix 10 | VD-35523-21
Cafein 50mg thang vién
20 |Robpigyl Meloxicam 15 mg |Vién nén bao| 36 |DDVN[HOp 3 vi, 10 vi | VD-35524-21
phim thangfhién |x 10 vién; Chai
hanh |200 vién, 500
vién

12. Cong ty ding ky: Cong ty TNHH BRV Healthcare (P/c: Khu A, s6 18, dwong so 09, dp 24,
xda Tan Thanh Tady, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)
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12.1 Nha sin xuat: Céng ty TNHH BRV Healthcare (D/c: Khu A, 56 18, dwong s6 09, dp 24, xa
Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

. £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach Sé d ,
. <5 x 0 dan
STT Tén thuoc Ham luong ché tho | chuan| déng géi g ky
21 |Filexi Aceclofenac 100mg |Vién nén bao[ 48 |TCCS |[Hop 3 vix 10 VD-35525-21
phim thang vién
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BO Y TE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phiic

PHULUCII ‘ '
DANH MUC 05 NGUYEN LIEU LAM THUOC, THUOC CO TRUYEN SAN XUAT TRONG
NUGC PUQC CAP GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT
172 BO SUNG

Ban hanh kém theo Quyét dinh sb: 686./QD-QLD, ngay 30../11./202.1.

1. Cong ty ding ky: Cong ty cb phan dwoc pham Hoa Viét (B/c: S6 124, dwong Truwong Chinh,
p. Minh Khai, Tp. Phu Ly, Ha Nam - Viét Nam)

1.1 Nha san xuét: Cong ty cd phin dwoc phidm Hoa Viét (B/c: Lé C9, KCN Chdu Son, Tp. Phii
Ly, Ha Nam - Viét Nam)

xuét tir 1,3 g duogc
liéu gdm: Thuc dia
100mg, Son thu
200mg, Phuc linh
200mg, Nguu tat
100mg, Hoai son
200mg, Trach ta
200mg, Mau don bi
200mg, Phuy tir ché
100mg; Bot hon hop
dugc liéu 300mg
tuong duong voi:
Xa tién tir 200mg,
Nhuc qué 100mg

Hop 110 30
vién, 1o 60 vién,
1o 90 vién

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
: s . d
STT Tén thude Ham lwgng ché tho [chuan| dong goi 0 dang ky
1 [Truong luu thay Cao kho hon hop | Vién nang 36 [TCCS |Hop 1 tui, 2 tui,| VD-35526-21
dugc licu dugc chiét [cing thang] 3 thi x 10 vién;

2. Cong ty diing ky: Cong ty co phan dwoc pham Thanh Phat (B/c: Lé CN-1, Khu céng nghiép
Phu Nghia, xa Phu Nghia, Huyén Chuong My, Tp. Ha Ngi - Viét Nam)

2.1 Nha san xuit: Cong ty ¢6 phan dwoc phim Thanh Phat (P/c: Lé CN-1, Khu cong nghiép
Phu Nghia, xa Phu Nghia, Huyén Chuong My, Tp. Ha Ngi - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé da ,
. e 2 0 dang k
STT Tén thude Ham lwong ché tho | chuan| doéng géi &Y
2 [Hoan quy ty Vinaplant |[Mdi3gchitahdn  [Viénhoan | 36 |DPVN[HOp 10 goi, 20 | VD-35527-21
hop bot duge liéu  |cung thang|V 201, 30 gobi x
tuong ng voi: 3g, 6g, 9¢g
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bang sam 0,17g;
Bach truat 0,34g;
Hoang ky 0,34g;
Cam thao 0,09g;
Bach linh 0,34¢;
Vién chi 0,04g;
Toan tdo nhan
0,34g; Long nhan
0,34g; Duong quy
0,04g; Moc huong
0,17g; Dai tdo 0,09¢g

3 |Qué chi Qué chi Nguyén ligu [ 18 |TCCS [Tai PE han kin | VD-35528-21
lam thuéc  |thang chira 50g, 100g,
250g, 500g,
1kg, 2kg, 3kg,
Skg, 10kg,
15kg, 20kg,
25kg
3. Cong ty ding ky: Cong ty c6 phin dwge pham Trung wong I - Pharbaco (D/c: s6 160 Tén
Durc Thang, phwong Hang Bot, Quan Pong Pa, Thanh pho Ha Ngi - Viét Nam)
3.1 Nha san xuét: Cong ty c6 phan dwoc phim Trung wong I - Pharbaco (P/c: Thén Thach Léi,
xa Thanh Xudn, huyén Soc Son, Thanh pho Ha Noi - Viét Nam)
. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé diine kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
4 |Khopharco Cao kho hon hop Vién nang 24 |TCCS [Hop 05 vi, 10 VD-35529-21
duogc liéu 400mg meém thang] vi x 10 vién

tuong duong voi:
Poc hoat 322,6mg;
Tang ky sinh
215,1mg; Qué nhuc
215,1mg; Tan giao
215,1mg; Té tan
215,1mg; Phong
phong 215,1mg;
Nguu tit 215,1mg;
D) trong 215,1mg;
bia hoang 215,1mg;
Puong quy
215,1mg; Bach
thuoc 215,1mg;
Xuyén khung
215,1mg; Nhan sam
215,1mg; Phuc linh
215,1lmg; Cam
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[thao 215,1mg

4. Cong ty ding Ky: Cong ty TNHH dwoc my phim Ngoc Lan (D/c: CLB Dinh céng, Lé 4, pho
Tran Pién, phuong Dinh Cong, qudn Hoang Mai, thanh phé Ha Néi - Viét Nam)

4.1 Nha san xuit: Cong ty co,phan thuong mai dwoe VIYT Khai Ha (B/c: S6 24, phé Ly Bén,
phwong Tién Phong, thanh pho Thai Binh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach S& ding kv
STT Tén thude Ham lugng ché tho | chuin déng géi 0 dans &y
5 |B6 than NLP Cao dac duoc liéu | Vién nang 36 [TCCS |Hop 03 vi, 05 VD-35530-21
tuong duong (Cao |cung thang vi, 10 vix 10
ban long 300mg; vién; Hop 01 lo

Vién chi 16mg; B
trong 24mg; Nhuc
thung dung
24mg;Cau tich
30mg; Trach ta
30mg; Bach truat
36mg; Tho ty tir
40mg; Cau ky tir
40mg; Ha thu 6 do
45mg; Tuc doan
58mg; Bach hgp
60mg; Thuc dia
240mg) 300mg;
Nhung huou 2,4mg;
Nhan sdm 7,2mg;
Cam thao Smg;
Dang sam 24mg;
Xuyén khung 28mg;
Bach linh 40mg;
Puong quy 40mg;
Ba kich 60mg; Hoai
son 76mg; Lién
nhyc 88mg

x 30 vién, 60
vién, 100 vién
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

PHU LUC | ' '
DANH MUC 21 THUOC HOA DUQC SAN XUAT TRONG NUGC PUQC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 172 BO SUNG

Ban hanh kém theo Quyét dinh sé: ......./QD-QLD, ngay ... ...../........

1. Cong ty ding ky: Cong ty c6 phan dwge Pong Nai (B/c: 221B Pham Van Thudn, p. Tan Tién,
Tp. Bién Hoa, bong Nai - Viét Nam)
1.1 Nha san xuat: Cong ty co phan dugc Pong Nai (B/c: 221B Pham Van Thugn, p. Tan Tién,
Tp. Bién Hoa, bong Nai - Viét Nam)

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o .
] Ay ] h ng k
STT Tén thuoc Ham lwgng che tho [chuan dong goi S0 ding ky
1 |Domperidon Domperidon (dudi  |Vién nén 36 [TCCS [Chai 100 vién, | VD-35505-21
dang Domperidon thang 150 vién, 300
maleat) 10mg vién, 500 vién

2. Cong ty ding ky: COng ty cé phan dwec pham CPC1 Ha Ndi (B/c: Cum cdng nghiép Ha Binh
Phuong, xd Van Binh, huyén Thuwong Tin, Tp. Ha Ngi - Viét Nam)

2.1 Nha san xuit: Cong ty cé6 phan Dwec pham CPC1 Ha Néi (P/c: Cum cdng nghiép Ha Binh
Phuong, xa Van Binh, huyén Thuong Tin, Tp. Ha Ngi - Viét Nam)

N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch £ o ,
2 Y - k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi S0 diing ky
2 |Cifluron Ciprofloxacin (dusi |Dung dich 30 [TCCS |Hop 1 6ng 5ml, | VD-35506-21
dang Ciprofloxacin |nho mat, nho|thang 10ml
HCI) 3mg/ml tai
3 |Dexasol Dexamethason (duéi|Dung dich 36 [TCCS [Hop 110 30ml, | VD-35507-21
dang Dexamethason |udng thang hop 1 lo 150ml
natri phosphat)
0,4mg/ml
4 |Metroral Metronidazol (dudi H§n dich 36 [TCCS [Hop 1lo60ml | VD-35508-21
dang Metronidazol |udng thang
benzoat) 200mg/5ml
5 |Nupigin Forte Piracetam Dyng dich 48 |TCCS [Hop 1 lo VD-35509-21
333,3mg/ml uong thang 125ml, 300ml
6 |Timo drop Timolol 5mg/ml Dung dich 36 |TCCS [Hop 1 6ng 5ml,| VD-35510-21
nho mat thang 10ml
7 |Tropicol Tropicamid Dung dich 36 |TCCS |Hop 1 6ng 5ml | VD-35511-21

Trang 1




[10mg/ml

[nho mat

[thang|

3. Cong ty ding ky: Cong ty c6 phan dwoc pham Ha Tay (P/c: 104 - Quang Trung - Ha Péng -
TP. Ha Ngi - Viét Nam)

3.1 Nha san xuit: Cong ty cé6 phan dwoc pham Ha Tay (B/c: Té dan phé so 4 - La Khé - Ha
Péng - Tp. Ha Ngi - Vit Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach J ,
4 < , -> k
STT Tén thuoc Ham lwong che tho [chuan| déng goi S0 ding ky
8 |Dotuzin Bromhexin Vién nén 24 |TCCS [Hop 3vi,10vi | VD-35512-21
hydrochlorid 8mg  |phén tan thang x 10 vién
9 [Fosfomycin 250 Fosformycin (dudi  [Vién nén 24 |TCCS |Hop 1vix 10 VD-35513-21
dang Fosfomycin thang vién
calcium) 250mg

4. Cong ty ding ky: COng ty cé phan dugc pham Imexpharm (b/c: S6 04, duong 30/4, Phirong
1, Tp. Cao Léanh, Tinh Dong Thap - Viét Nam)

4.1 Nha san XUAt: Chi nhanh Cong ty CPDP Imexpharm-Nha may cong ngh¢ cao Binh Duong
(B/c: So 21, duwong so 4, khu cbng nghiép Viét Nam-Singapore 11, phuwong Hoa Pha, Tp. Thu Dau
Mot, tinh Binh Duong - Viét Nam)

) . Hoat chit chinh - | Dangbao |Tuéi| Tiéu | Quy cach Lo
6 . L b Sod k
STT Tén thuoc Ham luwong ché | tho [chuin| déng géi 0 dang ky
10 |Nudc cét pha tiém 10ml [Nudc cit pha tiém  |Dung moi 24 |EP 9.2|Hop 1Q vi, 20 VD-35514-21
10ml pha tiém thang vi x 5 6ng 10ml

5. Céng ty ding ky: Cong ty co phan dwgc pham Khanh Hoa (B/c: 74 Puong Thong Nhat, P.
Van Thang, TP. Nha Trang, tinh Khanh Hoa - Viét Nam)

5.1 Nha san xuat: Cong ty c6 phan dwgc pham Khénh Hoa (D/c: Puong 2 thing 4, khém Déng
Bac, phwong Vinh Hoa, TP. Nha Trang, tinh Khanh Hoa - Viét Nam)

Hoat chit chinh -

Dang bao

Tubi

Tiéu

Quy cach

a 5 b h S6 dang ky
STT Tén thudc Ham lwgng ché | tho |chudn| dénggei | e
11 |lrbesartan Irbesartan 150mg Viénnen bao[ 36 [USP |HOop3vi, 10vi | VD-35515-21
phim thang|41 x 10 vién; Chai
100 vién, 500
vién

6. Cong ty diang ky: Cong ty c6 phan dwoc pham Me Di Sun (P/c: 521, khu phé An Loi, phirong
Hoa Loi, thi xa Bén Cat, tinh Binh Duong - Viét Nam)
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6.1 Nha sin xuat: Cong ty co phan dwgc pham Me Di Sun (B/c: 521, khu pho An Loi, phirong
Hoa Loi, thi xa Ben Cat, tinh Binh Duong - Viét Nam)

. P Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Sé d ,
2 LY h d k
STT Tén thuoc Ham lwgng che the |chuan doéng goi 0 dang Xy
12 |Desloratadin ODT 5 Desloratadin 5mg | Vién nén 24 |TCCS [Hop 6 vi x 10 VD-35516-21
phan tan thang vién
trong miéng
13 |Erdosteine Erdostein 300mg Vién nang 36 |TCCS [Hop 3vi, 6vix| VD-35517-21
cang thang 10 vién
7. Cong ty ding ky: Cong ty Cé phan Dwoc pham OPV (P/c: S6 27, Puong 3A, KCN Bién Hoa
II, Phwong An Binh, thanh pho Bién Hoa, tinh Pong Nai. - Viét Nam)
7.1 Nha san xuét: Cong ty Cé phan Duoc pham OPV (P/c: S6 27, Puong 3A, KCN Bién Hoa 1,
Phuong An Binh, thanh pho Bién Hoa, tinh Dong Nai. - Viét Nam)
. £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch sé d ,
. <Y h d k
STT Tén thuoc Ham lwong ché | the |chuin|  déng géi 0 dang Ly
14 [Fovirpoxil Tenofovir disoproxil [Vién nén bao| 36 |TCCS [Hop 3 vi x 10 VD-35518-21
fumarat (twong tng [phim thang vién; Hop 5 vi x
Tenofovir disoproxil 6 vién
245 mg) 300mg
8. Cong ty diing ky: Cong ty cé6 phan dwec pham SaVi (P/c: Lé Z 01-02-03a KCN trong KCX
Tan Thudn, phuong Tan Thudn Péng, qudn 7, Tp. Ho Chi Minh - Viét Nam)
8.1 Nha sin xuat: Cong ty co phan dwgc pham SaVi (B/c: Lé Z 01-02-03a KCN trong KCX Tan
Thudn, phuwong Tan Thudn Dong, qudn 7, Tp. Ho Chi Minh - Vigt Nam)
. P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
4 ang 1 h d k
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dang Xy
15 [Simvastatin Savi 40 Simvastatin 40mg | Vién nén bao| 36 (BP Hop 3 vi x 10 VD-35519-21
phim thang[2020 |vién

9. Cong ty ding ky: Cong ty c6 phan Dugc pham TW 25 (B/c: 448B, Nguyén Tat Thanh,
Phuong 18, Qudn 4, TP. Ho Chi Minh - Viét Nam)

9.1 Nha sin xuat: Cong ty c6 phan Dwgc pham TW 25 (B/c: 448B, Nguyén Tt Thanh, Phuong
18, Qudn 4, TP. Ho Chi Minh - Viét Nam)

T
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A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch . ,
STT Tén thuoc Ham lwong ché the [chuan|  doéng goi S0 diing ky
16 |Samtrum 40 mg Esomeprazol (dudi [Vién nang 24 |TCCS |Hop 3vi, 5vi, | VD-35520-21
dang Esomeprazol |cting chira  [thang 10 vi x 10 vién
magnesi dihydrat) [pellet bao
40 mg tan trong
ruét

10. Céng ty ding ky: Cong ty cé6 phan Hoéa dwoc Viét Nam (B/c: S6 273 pho Tdy Son, phuong
Nga Tw So, qudn Dong Da, thanh pho Ha Ngi - Viét Nam)
10.1 Nha sin xuat: Cong ty co phan Héa dwgc Viét Nam (B/c: So 192 pho Dire Giang, phuong
Thuwong Thanh, qugn Long Bién, thanh pho Ha Ngi - Viét Nam)

A P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
2 ang | h dang k
STT Tén thuoc Ham lwgng che the |chuan dong géi 0 dang Xy
17 |Perarosol Betamethason (dudi |[Kem bdida | 24 [TCCS [Hop 01 tuyp VD-35521-21
dang Betamethason thang 15¢

dipropionat 0,064%)
0,05%

11. Céng ty ding ky: Cong ty duec phim va thwong mai Phuong Dong (TNHH) (D/c: TS 509,
to ban do so 01, cum CN Hap Linh, phuong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh - Viét Nam)

11.1 Nha sin xuat: Cong ty dwgc pham va thwong mai Phwong Dong (TNHH) (D/c: TS 509, to
ban do so 01, cum CN Hap Linh, phuwong Hap Linh, Tp. Bac Ninh, tinh Bac Ninh - Viét Nam)

) < Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £oas o
2 g h k
STT Tén thudc Ham lwgng che the |chuan|  déng géi S0 ding ky
18 |Beldekeld MOi g6i 1,5 g chtra [Thudc cém | 36 |[TCCS |Hop 10 goi, 25 | VD-35522-21
Roxithromycin 50 [pha hén dich|thang goi x 1,5¢
mg
19 |Fudofencol Paracetamol 500mg; | Vién nén 36 [TCCS |Hop 10vix 10 | VD-35523-21
Cafein 50mg thang vién
20 [Robpigyl Meloxicam 15 mg |Vién nén bao| 36 |DBVN|HOp 3vi, 10vi | VD-35524-21
phim thangfhién |x 10 vién; Chai
hanh 200 vién, 500
Vvién

12. Céng ty diing ky: Cong ty TNHH BRV Healthcare (P/c: Khu A, 56 18, dwong sé 09, ap 2A,
x& Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)
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12.1 Nha sin xuat: Cong ty TNHH BRV Healthcare (B/c: Khu A, s6 18, duwong s6 09, ap 2A, xa
Tan Thanh Tay, huyén Cu Chi, Tp. Ho Chi Minh - Viét Nam)

. P Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Sé d ,
2 1Y h d k
STT Tén thuoc Ham lwong ché the [chuan|  déng goi 0 dang Xy
21 |Filexi Aceclofenac 100mg |Vién nén bao| 48 |TCCS [Hop 3 vix 10 VD-35525-21
phim thang vién
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

PHULUCHI ‘ _
DANH MUC 05 NGUYEN LIEU LAM THUOC, THUOC CO TRUYEN SAN XUAT TRONG
NUGC PUQC CAP GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT
172 BO SUNG

Ban hanh kém theo Quyét dinh sé: ......./QD-QLD, ngay .....[....[........
1. Cong ty ding ky: Cong ty c6 phan dwoc pham Hoa Viét (B/c: S6 124, dwong Truwong Chinh,

p. Minh Khai, Tp. Phu Ly, Ha Nam - Viét Nam)

1.1 Nha san xuat: Cong ty co phan dwec pham Hoa Viét (B/c: Lé C9, KCN Chau Son, Tp. Phii
Ly, Ha Nam - Viét Nam)

200mg, Phuc linh
200mg, Nguu tat
100mg, Hoai son
200mg, Trach ta
200mg, Mau don bi
200mg, Phy tir ché
100mg; Bot hon hop
duoc liéu 300mg
tuong duong voi:
Xa tién tir 200mg,
Nhuc qué 100mg

N £ Hoat chat chinh - | Dang bao Tudi| Tieu Quy céch £ o ,
STT Tén thuoc Ham lwong ché tho [chuan|  dong géi S0 diing ky
1 |Truong luu thuy Cao kho hon hop Vién nang 36 |TCCS [Hop 1 tdi, 2 tai,[ VD-35526-21
duoc liéu duoc chiét |cung thang 3 thi x 10 vién;
Xuit tir 1,3g duoc Hop 1 1o 30
lieu gom: Thuc dia vién, lo 60 vién,
100mg, Son thu lo 90 vién

2. Cong ty diing ky: Cong ty cé6 phan dwec pham Thanh Phat (B/c: Lé CN-1, Khu cong nghiép
Phu Nghia, x& Phu Nghia, Huyén Chuong My, Tp. Ha Ngi - Viét Nam)

2.1 Nha san xuit: Cong ty cé6 phan dwgc pham Thanh Phéat (B/c: Lé CN-1, Khu cdng nghiép
Phi Ngh#a, x4 Phd Nghia, Huyén Chuong My, Tp. Ha Ngi - Viét Nam)

Hoat chit chinh -

Dang bao

Tubi

Tiéu

Quy cach

: 5 . b S6 diing ky
STT Tén thuoc Ham lwgng ché the |chuan|  dong goi o cang &y
2 |Hoan quy ty Vinaplant |Mdi 3gchitahdn  |Viénhoan | 36 |DDVN|Hop 10 goi, 20 | VD-35527-21
hop bot duoc liéu cing thang|V goi, 30 goi x
tuong (tng Voi: 30, 69, 99
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bang sém 0,17g;
Bach truat 0,34g;
Hoang ky 0,34g;
Cam thao 0,09g;
Bach linh 0,34g;
Vién chi 0,04g;
Toan t&o nhén
0,34g; Long nhan
0,34g; Buong quy
0,04g; Mdc huong
0,17g; Pai tdo 0,099

Qué chi

Qué chi

Nguyén liéu
lam thuoc

18
thang

TCCS

Tui PE han kin
chua 50g, 100g,
2509, 500,
1kg, 2kg, 3kg,
5kg, 10kg,
15kg, 20kg,
25kg

VD-35528-21

3. Cong ty ding ky: Cong ty cé phan dwec pham Trung wong I - Pharbaco (B/c: s¢ 160 Ton
buc Thang, phuong Hang Bét, Qudn Pong Da, Thanh pho Ha Ngi - Viét Nam)

3.1 Nha san xuét: Cong ty c6 phan dwec pham Trung wong I - Pharbaco (P/c: Thén Thach Ldi,
x& Thanh Xuén, huyén Soc Son, Thanh pho Ha Ngi - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé da ,
. <Y h d k
STT Tén thuoc Ham luwgng ché the |chuan|  doéng géi 0 cans Xy
4 |Khopharco Cao khoé hon hop Vi‘én nang 24 |TCCS [Hop 05 vi, 10 VD-35529-21
duogc liéu 400mg mém thang vi x 10 vién

tuong duong voi:
boc hoat 322,6mg;
Tang ky sinh
215,1mg; Qué nhuc
215,1mg; Tan giao
215,1mg; Té tan
215,1mg; Phong
phong 215,1mg;
Nguu tit 215,1mg;
Dé trong 215,1mg;
bia hoang 215,1mg;
Duong quy
215,1mg; Bach
thugc 215,1mg;
Xuyén khung
215,1mg; Nhan sam
215,1mg; Phuc linh
215,1mg; Cam

Trang 2




[thao 215,1mg

4. Cong ty ding Ky: Cong ty TNHH dwoc my pham Ngoc Lan (B/c: CLB DPinh ¢ong, L6 4, phé
Tran Pien, phuwong Dinh Cong, qugn Hoang Mai, thanh pho Ha Ngi - Viét Nam)
4.1 Nha san xuat: Cong ty c6 phan thwong mai dwec VTYT Khai Ha (B/c: S6 2A, phé Ly Bon,
phuong Tien Phong, thanh pho Thai Binh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach J ,
4 4 , _) k
STT Tén thuoc Ham lwong che tho [chuan| déng goi S0 ding ky
5 |B than NLP Cao dac duoc liéu  [Vién nang 36 [TCCS [Hop 03 vi, 05 VD-35530-21
tuong duong (Cao |cung thang vi, 10 vi x 10
ban long 300mg; vién; Hop 01 lo
Vién chi 16mg; D6 x 30 vién, 60

trong 24mg; Nhuc
thung dung
24mg;Cau tich
30mg; Trach ta
30mg; Bach truat
36mg; Tho ty tir
40mg; Cau ky tir
40mg; Ha thu 6 do
45mg; Tuc doan
58mg; Bach hop
60mg; Thuc dia
240mg) 300mg;
Nhung huou 2,4mg;
Nhé&n sdm 7,2mg;
Cam thao 5mg;
bang sdm 24mg;
Xuyén khung 28mg;
Bach linh 40mg;
Duong quy 40mg;
Ba kich 60mg; Hoai
son 76mg; Lién
nhuc 88mg

vién, 100 vién

Trang 3






