BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phue
S6: +5/ /Qb-QLD Ha Ni, ngay| thang (/ndm 2018
QUYET DINH

vé Vlec ban hanh danh muc 82 thudc san xuit trong nuée
duwge cap sé diing ky lwu hanh tai Viét Nam - Pot 162 bd sung 2

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Duogc ngay 06 thang 4 ndm 2016;
Cén clr Nghi dinh s6 75/2017/NDb- CP ngay 20/6/2017 cua Chinh pht quy dinh
- chtrc néng, nhiém vu, quyen han va co cdu tb chuc cia Bo Y té;

Cin ctt Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 cta B truong B Y té quy
dinh chirc néing, nhiém vy, quyén han va co cau tb chirc cia Cuc Quén Iy Duoc thude
B Y té;

Cén cir Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia Bo Y té quy dinh
viée dang ky thude,

Can ctr v kién cua Hoi dong tu vin cép gidy ding ky luu hanh thubc, nguyén liéu
Jam thubc - Bo Y té;

Xét d& nghi cua Trudng phong Ping ky thube - Cuc Quan Iy Duoc,

QUYET PINH:

Piéu 1. ‘Ban hanh kem theo Quyét dinh nay danh muc 82 thudc san xuét trong
nuée duge cip sb dang ky luu hanh tai Viét Nam - Dot 162 bd sung 2.

Diéu 2. Cong ty san xuit va cong ty dang ky ¢o thude Iu'u hanh phai in sb dang
ky dugc BO Y te cép 18n nhan thudc va phai chip hanh ding cic quy dinh c6 lién
quan t&i san xudt va luu hanh thube. Cac sé ding ky co ky hiéu VD-...-18 c¢6 gié tri
05 nim ké tir ngay ky Quyét dinh.

Pitu 3. Cong ty san xuit va dang ky chi duoc san xudit va lwu hanh céc thube
klem so4t dic biét quy dinh tai diém a, b khoan 26 Pidu 2 Luat Dugc sau khi duoc
cép Gidy chimg nhén dt didu kién kinh doanh duoc pham vi kinh doanh thubc phai
kiém soét dic biét phu hop vdi pham vi hoat dong cuia co s&

Picu 4. P6i vai cac thude ban hanh kém theo quyét dinh nay va thudc danh muc
thudc ddc va nguyén lidu doc 1am thube theo quy dinh tai Théng tu 06/2017/TT-BYT
ngay 03/5/2017 clia B6 Y t& vé& viée ban hanh danh muc thude doc va nguyén lidu doc
1am thubc; cong ty dang ky, co s¢ san xuét phai cap nhat quy dinh vé thudc doc trén
nhin va huéng din st dung theo quy dinh tai Thong tu 01/2018/TT-BYT ngay
18/01/2018 ctia BO Y té quy dinh ghi nhén thude, nguyén li¢u lam thudc va to hudng
dan st dung thudc va chi duoc san xudt, lyu hanh thudc trén thi trudng sau khi Cuc
Quan ly Dugc phé duyét ndi dung cép nhéat nay.

Piéu 5. Quyét dinh nay c6 hidu luc ké tir ngay ky ban hanh.



Piéu 6. Giam dbc S& Y té céc tinh, thanh phd truc thude trung wong va giam
doe cong ty san xudt va cong ty dang ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay.

Noi nhin:
- - Nhu Piéu 6;

- BT. Nguyén Thi Kim Tién (de blc),
- TT. Truong Quéc Cudng (aé blc),
- Cuc Quan ¥- B& Qubc phong, Cuc Y té - Bo CA;
- Cuc Y té giao thong vén tai- Bo GTVT;
- Téng Cuc Hai Quan- B9 Tai Chinh;
- Bao hiém x3 hdi Viét Nam,
- Vu Phép ché, Cyc Quan ly Y Dugc cd truyén, Cuc
Quén ly Khém, chita bénh - B§ Y té; Thanh tra B§ Y t&;
- Vién KN thube TU va VKN thube TP.HCM;
- Téng Céng ty Duge VN - CTCP;
- Céc bénh vién, Vién c6 giudng bénh truc thude BYT;
- Website ciia Cuc QLD, Tap chi Duoc My pham Cuc
QLD;
- Luu: VT, KDD, BKT (15b).




" CUC QUAN LY DUQC

BO Y TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Pjc lap - Tw do - Hanh phic

DANH MUC 82 THUOC SAN XUAT TRONG NUGC PUGC CAP SO PANG KY HIEU LUC S
, NAM - BOT 162 BO SUNG 2

Ban hanh kém theo quyét dinh s6:-75:1./QD-QLD, ngay (.../. L1/l 0.4 ¥

1. Céng ty diing ky: Chi nhinh cdng ty TNHH san xuét - kinh doanh dwgc phim Pam San
(D/c: Gian E22-E23 - Trung tdm z‘hu’o’n‘g mai dwoc phdm va trang thiét bi y té - 134/1 Té Hién
Thanh - Phuong 15 - Qudn 10 - TP. Ho Chi Minh - Viét Nam)

1.1 Nha san xuét: Céng ty TNHH dwge phim USA - NIC (USA - NIC Pharma) (D/c: L6 11D
duwong C - KCN Tdn Tao - Phuong Tdn Tao A - Qudn Binh Tdn - TP. H6 Chi Minh - Viét Nam)

dihydroclorid

5,9mg) 5mg

(ndu-vang)

x 10 vién; Chai

100 vién

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cdch PN
: “e 1 So6 ding
ok T Bt Ham lugng ché | tho |chudn| déng goi B S
1 |Tymolpain Flunarizin (fwong | Vién nang 36 |TCCS [Hop 06 vix 10 | VD-30927-18
duong Flunarizin  |clng thang vién; Hop 10 vi

2. Céng ty ding ky: Cong ty Co phan BV Pharma (B/c: Ap 2, Xa Tan Thanh Téy-Huyén Ci

Chi-Thanh phé Ho Chi Minh - Viét Nam)

2.1 Nha sén xuét: Cong ty C6 phin BV Pharma (B/c: Ap 2, Xa Tan Thanh Tdy-Huyén Cii
Chi-Thanh pho Ho Chi Minh - Viét Nam)

" £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ e ;
h : e R . ¥ Sod k
STT Lo paos Ham lwgng ché tho |chuin| dong goi R
2 |Ausvair 75 Pregabalin 75mg Vién nang 36 |TCCS [Hop3vix 10 | VD-30928-18
S I SR S S oung Jdeng pen 1o
3 |Baithach-BVP Madi vién chira 300 |Viénnénbao| 36 |TCCS Hop6vix 10 | VD-30929-18
mg cao kho chiét tir |phim thang vién, Hop 1

2600 mg céc dugc
ligu khé: Kim tién
thdo 1000mg, Nhan
tran 250mg, Hoang
Cém 150mg, Uit
Kim 250mg, Binh
Lang 100mg, Chi
thue 100mg, Hau
Phéac 100mg, Bach
mao cén 500mg,

chai 45 vién,
hép 1 chai 100
vién

Trang 1




4 |Bivinadol - Codem fort
"5 |B& than duong - BVP
6 |Uriith

Moc Huong 100mg,
Pai hoang 50mg

Paracetamol SOOmg,
Codein phosphat
hemihydrat (tuong
duong 22,1mg
codein) 30mg

MBbi vién chiia
300mg Cao khd hén
hop dugc ligu chiét
tir 1350mg céc dugc
lidu khé sau: Hoai
son 200mg, Son thu
200mg, Mau don bi
150mg, Thuc dia
400mg, Trach ta
150mg, Phuc linh
150mg, Phu tir ché
50mg, Qué 50mg

Cao khd Kim tidn
thao (tuong duong
1500 mg Kim tién
thao) 105mg; Cao

duong 600 mg Rau
méo) 60mg; Cao
khé Chuédi hot
(tuong duong hat
chubi hot 1000mg)
20mg

khd Rau meo (tuong

phim

Vién nang
cling

phim

V[en nén bao

Vién nén bao

24 |TCCS

thang

36
thang

TCCS

36
thang

Tots

Hop 6 vix 10
vién, hop 10 vi
x 10 vién

Hop 6 vi
nhém/nhém x
10 vién; hp 6
vi nhom/PVC x
10 vién, Hop 1
chai 100 vién,
hop 1 chai 60

vién

Hop 3 vi hodc 6
vi Alu/Alux 10
vién; Hop 3 vi
hodc 6 vi
Alu/PVCx 10
vién, Hop 1
chai 30 vién,
Hop 1 chai 60
vién

VD-30930-18

VD-30931-18

VD-30932-18

3. Cong ty dang ky: Cong ty b phan dugc Apimed. (B/c: 263/9 Ly Thuong Kiét, phuong 15,
qudn 11, thanh phé H6 Chi Minh - Viét Nam)

3.1 Nha sin xuét: Cong ty ¢b phin duge Apimed (D/c: Duong NI, cum céng nghiép Phii Thanh -
Vinh Thanh, xd Vinh Thanh, huyén Nhon Trach, tinh Péng Nai - Viét Nam)

dang domperidon
maleat) Smg

x 10ml, hop 1
chai x 30ml

R £ Hoat chét chinh - | Dang bao Tuodi| Titu Quy céach £ pe ,
. -y ; Sod
SIE Tén thuoe Ham lwong che tho | chuén dong goi o demg Iy
7 |Apidom Mbi 5ml chia: H’(:m dich 24 |TCCS |[Hop 30 goi x VD-30933-18
Domperidon (duéi  |udng thang 5ml, hép 30 goi
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4. Céng ty ding ky: Cong ty ¢b phin Dwoc Ha Tinh (P/c: 167 Ha Huy Tap, Tp. Ha Tinh - Viét

Nam)

4.1 Nhg‘l san xuit: Cﬁl}g ty cb phin dwgc Ha Tinh. (D/c: Cum céng nghiép - Tiéu thil cong nghiép
Bdc Cam Xuyén, xd Cam Vinh, huyén Cam Xuyén, Ha Tinh - Viét Nam)

lo 100 vién

" £ Hoat chét chinh - | Dang bao |Tudi| T iéu Quy cach ¥ e .
LI Ten thaoc Ham lwong ché tho |chuin dong gbi Roing kY
8 [Neurogiloban 80 Cao bach qua (tuong|Vién nén bao| 36 |TCCS [Hop 3 vi, hop 6 | VD-30934-18
ung voi 19,2mg  |phim thang vi, hdp 10 vix
flavonoid toan phan) 10 vién; Hop 1
80mg

5. Cong ty ding ky: Cong ty cb phin dugc Nature Viét Nam (D/c: S6 19, duong 18, P. Linh
Chiéu, Q. Thu Diec, TP. H6 Chi Minh - Viét Nam)

5.1 Nha sin xuit: Cong ty ¢ phin dwgc Nature Viét Nam (B/c: S6 19, duong 18, P. Linh
Chiéu, Q. Thit Purc, TP. H6 Chi Minh - Viét Nam)

Tudi

Mangiferin (tuong
Ung dung dich chtra
Mangiferin 0,1%)

. £ Hoat chét chinh - | Dang bao Tiéu Quy cach i 2
R Lem sl Ham lugng ché tho |chuén dong goi 50 ding ky
9 [Dung dich ding ngoai  |Mdi 30 ml dung Dung dich 24 |TCCS [Hop 1 chai 30 | VD-30935-18
Mydumangin dich chira 6ml Dich |ding ngoai [thang ml; Hop 1 chai
chiét 14 xoai 0,5% 60ml

6. Cong ty diing ky: Cong ty c6 phin dwgc phim Biic Ninh (D/c: 21 Nguyén Vin Cir, phwong
Ninh Xd, TP Bdc Ninh, tinh Bdc Ninh - Viét Nam)

6.1 Nha sin xuit: Cong ty ¢b phin dwge phdm Bic Ninh (B/c: Lé C1-1- KCN Qué V5, Huyén

Qué V&, tinh Bdc Ninh - Viét Nam)
" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach - .
STT i s Ham Iwgng ché tho |chuin dong goi o Gngier
10 |Vién nhai tri dau da day |Cao ddc cam thao |Vién nén bao| 24 [TCCS [Hop 3 vix 15 VD-30936-18
Gaskiba (tuong duong O,ZAg dudng thang vién

cam thao) 0,1g; O
tac ¢t 0,2g; Nghé
0,05g; Phén chua

0,04g

7. Cong ty dang ky: Cong ty ch ph?m dugc phém Ha Tay (P/c: 104 - Quang Trung - Ha Pdng -
Ha Néi - Viét Nam)
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7.1 Nha sén xuit: Cong ty cb phin dugc phim Ha Téy (B/c: T6 ddn phé s6 4 - La Khé - Ha
Péng - Tp. Ha Néi - Viét Nam)

- Ten thube Hogt‘chﬁt c?ﬁnh - Dang?ﬁo Tubi Tié;] Q1’1y Cfl(fl.l S5 diing ky
Ham lugng che tho |chuan| dong goi
11 |Interbone Calci (dudi dang Vién nén 36 |TCCS |Hop 6 vix 10 VD-30937-18
Calci carbonat 750 thang vién
mg) 300 mg;
Vitamin D3
(cholecalciferol) 200
U
"2 loversm  |CaodgoDiépha | Viénnénbao| 24 |TCCS [Hop2vix20 | VD-30938-18 |
| |chau(10:1)200mg |phim  jthingl _ |viénloS0vien| ____ __
13 |Overgra MS; 10 ml chira chit|Cao léng 24 |TCCS |Hop 20 ngx | VD-30939-18
chiét tir dugc liéu: thang 10 ml; Hop L lo
Diéphachau 10g 100 ml

8. Céng ty ding ky: Cong ty cb phin dwge pham Khang Minh. (D/c: D19/37K Hwong L6 80, xa
Vinh Léc B, Huyén Binh Chdnh, Tp. HCM - Viét Nam)

8.1 Nha sén xudt: C-(”)-i-l_ég.ty ¢b phan dwge pham Khang Minh. (B/c: D19/37K Huong Lé 80, xd
Vinh Loc B, Huyén Binh Chdanh, Tp. HCM - Viét Nam)

Tubi

. z Hoat chit chinh - | Dang bao Tiéu | Quy cach S8 dine kv
L Kew the Ham lwgng ché tho | chuin dong goi e e
14 |Ctu tir bd thén Cao kho hdn hop Vién nang 36 |TCCS |Hop 1 lo 40 VD-30940-18
duogc liéu 230mg cling thang vién; Hop 2 tai

(twong Gng vaoi: Tho
ty tir 400mg; Phuc
bdn tr 400mg; Cau
ky tr 400mg ; Clu
thai tir 240mg; Pha
cb tir 80mg; Xa sang
tir 80mg; Kim anh
tir 80mg; Ngii vi tur
80mg; Thuc dia
400mg; Dam duong
hodc 400mg; Nhan
sdm 10mg); Bot
duge liéu 263mg
(tuong Gng voi:
Thach lién ti
240mg; Hai ma

x 5 vix 10 vién
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10mg; Léc nhung
10mg; Qué nhuc
3mg)

9. Cong ty ding ky: Cong ty ¢b phan dwgc phdm Khanh Hoa (B/c: 74 Thong Nhdt, TP. Nha
Trang, Khdanh Hoa - Viét Nam)

9.1 Nha san xuét: Cong ty ) ph:;“m dwgc phdm Khanh Hoa (B/é: DPuong 2 thang 4, P. Vinh

Hoad, TP. Nha Trang, Khdnh Hoa - Viét Nam)

. e @ Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach P
oLl Hen g Ham luwgng ché | tho |chuin| donggei | O AmERY
15 |Dexclorpheniramin 6 Dexclorpheniramin | Vién nén 36 IDDVNHGp 2 vi, 10 vi | VD-30941-18
oo dlemBme  } MRERRIY LR e
16 |Salbutamol Salbutamol (duéi | Vién nén 36 |IDPDVN|HSp 10 vix 10 | VD-30942-18
dang Salbutamol thang(IV vién
Sulfat) 2mg
10. Céng ty ding ky: Cong ty c¢b phin dwge phim Me Di Sun (B/c: 521 khu phé An Loi, phwong
Hoa Loi, thi xd Bén Cdt, tinh Binh Duong - Viét Nam)
10.1 Nha san xuit: Cong ty ¢d phin dwgc phim Me Di Sun (B/c: 521 khu phé An Loi, phuong
Hoa Loi, thi xd Bén Cat, tinh Binh Duong - Viét Nam)
e Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cich £ o
oLl e thue Ham lwong ché tho |chuin doéng goi S0 dangly
17 [Kim tién thao rdu ngé |Cao khd kim tién | Vién nénbao| 36 |TCCS [Hop 10 vix 10 | VD-30943-18
thao (twong duong | phim thang vién; Chai 100
voi 750 mg Kim tién vién
thao) 50 mg; Cao
kho rdu ngd (twong
duong 960 mg Réu
ng6) 53 mg
18 |Liverplant  |CaoCarduus  |Viénnang | 36 [TCCS |- 6p1vi,12vi | VD-30944-18
Marianus (tuong meém thang X 5 vién
duong 100 mg
silymarin trong do6
¢ 50 mg silybin)
200 mg; Vitamin Bl
8 mg; Vitamin B2 8
mg; Vitamin B5 16
mg; Vitamin B6 8§
mg; Vitamin PP 24
mg
19 [weVi  |Caokhohdnhgp |Viennang | 36 |TCCS |[Hop3vi, 10vi | VD-30945-18
(Thuc dia 800 mg, |cling (xanh) [thidng x 10 vién
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20 |Medi-Flu

Hoai son 400 mg,
Son tht 400 mg,

Phuc linh 300 mg,
Trach ta 300 mg)
496 mg

Cao kho hén hop
duoc liéu (tuong
duong vdi: Kim
ngén hoa 450 mg,
Cat canh 270 mg,
Lién kiéu 450 mg,
Cam thao 230 mg,
Kinh gigi 200 mg,
Dam tric diép 300
mg, Nguu bang ti
300 mg) 534 mg;
Tinh diu bac ha 2
mg

MaAu don bi 300 mg,

Vién nang
cling
(Xanh-Xanh)

36
thang

Hép 10 vix 10
vién

TCCS

VD-30946-18

11. Cong ty dang ky: Cong ty ¢ phan dugc pham Nam Ha (D/c: 415- Han Thuyén - Nam Dinh -

Viét Nam)

11.1 Nha sin xuét: Cong ty b phin dugc phdm Nam Ha (D/c: 415- Han Thuyén - Nam Dinh -

Viét Nam)

Levonorgestrel 150
mcg; Ethinyl
estradiol 30 meg;
M&i vién mau niu
chira: Sat (1)
fumarat 75 mg

vién mau vang
va 7 vién mau
nau

" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach 6 dx ;
: ang |l L ang k
51 Tendmie Ham lugng ché tho |chuin| dong goi e b
21 [Naphagestrel M&i vién mau vang |Vién nénbao| 60 [BP  |Hop 1vi28 VD-30947-18
chia: phim thang|2016 |vién gom 21

12. Cong ty ding ky: Céng ty cé phan Duge phidm OPC. (D/c: 1017 Héng Bang - qudn 6 - TP.
Hé Chi Minh - Viét Nam)

12.1 Nha san xuit: Chi nhanh Cong ty Ccb phan Duge pham OPC tai Binh Dwong - Nha may
Dugc phdm OPC (D/c: S6 09/PX 04-TH, t6 7, Ap Tdn Héa, Xd Tan Vinh Hiép - Tdn Uyén - Binh

Duong - Viét Nam)

g1T Tén thube

Hoat chét chinh -
Ham lwong

Dang bao

che

Tubi
tho

Tiéu
chuan

Quy cach
déng goi

S6 ding ky

Trang 6




22

Dau néng mat troi

M&i 20ml chira:
Methyl salycilat
6,221g; Camphor
2,1g; Tinh dau qué
0,11g; Tinh dau bac
ha 2,48g; Gung
0,63g

Dau xoa

36
thang

TCCS

Hop 1 chai
20m; hdp 1 chai
60ml

VD-30948-18

13. Cong ty diing ky: Cong ty C6 phan Dwoc phdm OPV (B/c: S8 27, Puong 34, KCN Bién Hoa

II, Phuong An Binh, thénh phé Bién Hoa, tinh Péng Nai. - Viét Nam)

13.1 Nha sén xuét: Cong ty C6 phin Dwge phim OPV (D/c: S5 27, Buong 34, KCN Bién Hoa
II, Phuong An Binh, thanh phé Bién Hoa, tinh Dong Nai. - Viét Nam)

4 £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach i e ;
ALt RS Ham luwgng ché tho |chudn| doéng goi e
23 |New Ameflu Mdi 30ml chira: Sird 36 |TCCS [Hop 1 chai VD-30949-18
Multi-symptom relief  |Acetaminophen thang 30ml; hop 1
- 960mg; chai 60ml
Phenylephrin
hydroclorid 15mg;
Dextromethorphan
hydrobromid 30mg;
Clorpheniramin
maleat 6mg

14. Céng ty ding ky: Cong ty c¢6 phin dwoc pham Trwdng Tho (P/c: 93 Linh Lang, Ba Dinh,

Ha Ngi - Viét Nam)

14.1 Nha sén xuét: Cong ty cb phé“m dwoe phfum Trwong Tho (P/c: Lo M1, duong N3, KCN Hoa
Xd, TP. Nam Dinh, tinh Nam Dinh - Viét Nam)

STT Tén thube Hogt‘chét chinh - | Dang Abz‘lo Tubdi Tié;l Ql'ly Cfl(’:l.l $6 ding ky
Ham lugng ché tho (chuan| déng gobi

24 |Lopassi M&i vién chira 210 | Vién bao 24 |TCCS |Hép3vix 10 | VD-30950-18
mg cao khd duge  |dudng thang vién; Hop 5 vix
ligu twong duong: 10 vién; Hop 10
La sen 500 mg; La vix 10 vién; Lo
vong 700 mg; Lac 50 vién; Lo 100

“|tién 500 mg; Tdm vién

sen 100 mg; Binh
voi 1000 mg

25 |Thudc ho bb phé Truong|M3i chai 125 ml Siro 24 |TCCS |Hop 1 chai 125 | VD-30951-18

Béch Diép chita cdc chat chiét théng ml

duge tor dugce liéu
tuong duong: Bach
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linh 0,9 g; Cat canh
3,75 g; Ty ba diép
9,75 g; Tang bach bi
5,625 g; Ma hoang
0,656 g; Thién mén
dong 1,208 g; Bac
ha 1,666 g; Bach bd
12,5 g; Ban ha ché
7,5 g; Mo mubi
2,813 g; Cam thdo
0,591 g; Ngil vi tit
5,0 g; Phén chua
0,208 g; Tinh diu
bac ha 0,01 g;
Menthol 0,075 g

15. Cong ty ding ky: Cong ty Cb phé“m Duwgc phfflm Viét (Dong Dugre Viét) (D/c: Duong 56 5,
KCN Long Hau-Hoa Binh, xd Nhi Thanh, huyén Thu Thia, tinh long An - Viét Nam)

15.1 Nha san xudt: Céng ty C6 phan Duge phim Vit (Déng Duwge Viét) (D/c: Puong 56 5,
KCN Long Hau-Hoa Binh, xd Nhi Thanh, huyén T i Thira, tinh long An - Viét Nam)

Hoat chit chinh - | Dang bao Tudi| Tiéu
Ham lugng ché tho |chuén

Tén thube QI,IY car.:l.l
doéng gon

STT S6 ding ky

Vién nén bao| 24 |TCCS |Hop 2 vi,3 vix
phim thang 10 vién; Chai

26 |Sdi than dong duoc viét M&i vién chira VD-30952-18

0,19ml Cao long

hdn hop duge lidu 30 vién, 50
tuong duong 285mg vién, 60 vién,
duoc liéu, bao gdm: 100 vién

Hoang ky 100mg;
Kim tién thao 75mg;
Uy linh tién 60mg;
Chi xdc 50mg; Bot
hdn hop duge liéu:
Pang sdm 75mg; K&
ndi kim 50mg; Bach
trudt 50mg; Phuc
linh 150mg

16. Cong ty ding ky: Cong ty c phin dugc pham Vinh Phic (B/c: S 777 dwong Mé Linh,
Phuong Khai Quang, TP. Vinh Yén, Vinh Phiic - Viét Nam)

16.1 Nha san Xuit: Cong ty b phin duge phidm Vinh Phic (B/c: Thén Mdu Théng-P.Khai
Quang- TP. Vinh Yén- Tinh Vinh Phiic - Viét Nam)

Trang 8




3 " < Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ s ]
=Tl Lex theae Ham lwgng chf | 1y |chodn| domges | 50 UK
27 |Dung dich rira vét Mbi 500ml chtra:  |Dung dich 36 |TCCS |Chai 500ml; VD-30953-18
thuong Natri clorid 0,9%(Natri clorid 4,5g dung ngoai [thang can 5 1it

17. Cong ty diing ky: Céng ty cd phin dwgc phiim Xanh (B/ec: 86 695 - Puong Lé Hong Phong -
Phuong 10 - Qudn 10 - TP. Ho Chi Minh - Viét Nam)

17.1 Nha sén xuét: Céng ty TNHH US Pharma USA (B/c: L6 BI-10, Puong D2, KCN Tdy Béc
Cti Chi, TP. H6 Chi Minh - Viét Nam)

19,2mg flavonoid
toan phan) 80mg

vién

o Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach P
2 2. i So d
Gl RBIDToE Ham lugng ché tho | chuin déng go6i 0 dang ky
28 |Hoat huyét dudng nio  [Cao khé 14 bach qua | Vién nang 36 |TCCS |Hop3 vix 10 VD-30954-18
(twong duong véi  |clng thang vién, 10 vix 10

18. Céng ty diing ky: Céng ty c6 phin Dugc phdm Yén Bai. (B/c: S6 725, Pucng Yén Ninh, TP
Yén Bdi, Tinh Yén Bdi. - Viét Nam)

18.1 Nha sin xuét: Cong ty c6 phdn Dwgc phdm Yén Bai. (B/c: S8 725, Puong Yén Ninh, TP
Yén Bdi, Tinh Yén Bdi. - Viét Nam)

STT

Tén thudce

Hoat chét chinh -
Ham lugng

Dang bao
che

tho

Tuoi

Tiéu
chuan

Quy cich
dong gbi

S6 ding ky

29

Langga

Mai 125 ml siro
chira cdc chét chiét
duogc tir dugc liéu
tuong duong: Nhan
sam 12 g; Tran bi 4
g; Hatha 6 do 12 g;
Dai tdo 12 g; Hoang
ky 12 g; Cam théao 6
g; buong quy 8 g;
Thiang ma 6 g; Téo
nhan 12 g; Bach
trudt 8 g; Sai hd 6 g;
Bach thugce 16 g; ;

Cam thao 0,1 g;

Bach trudt 0,1 g;

Siro

Vién nang
cling

36

36
thang

thang

TCCS

Hop 1 chai 125
ml

Hop 1 thix 10
vix 10 vién

VD-30955-18

' VD-30956-18

Trang 9




220 mg cao khd hdn
hop duogce liéu tuong
duong: Can khuong
0,05 g; Mach nha
0,1 g; Phuc linh 0,1
g; Ban ha ché 0,15
g; Dang sdm 0,15 g;
Hau phac 0,2 g; Chi
thuc 0,3 g; Ngd thu
du0,25¢g

31 [Siro ho B4ch Thao M&i chai 125 ml Siro 36 |TCCS [Hop 1 chai 125 | VD-30957-18
chira 10,5 g cao dic thang ml
tuong duong dugc
liéu: Ma hoang 8 g;
Khé hanh nhan 12 g;
Thach cao 24 g;
Cam thao 6 g
19. Cong ty ding ky: Cong ty ¢b phan dwgc Phiic Vinh (D/c: Lé CN 4-6.2 Khu Cong nghiép
Thach Thdt, Quéc Oai, xd Phimg Xd, huyén Thach That, Hé Néi - Viét Nam)
19.1 Nha san xuat Cong ty cb phan duge Phiic Vinh (D/c: Lo CN 4- 6 2 Khu Cong nghiép Thach
Thét, Quéc Oai, xd Phimg Xd, huyén Thach That, Ha Noéi - Viét Nam)
. g Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich g o
2L Lo o Ham luwgng ché tho | chuin déng goi S0 diing ky
32 |Hoat huyét dudng nfo  [Cao dic ré& Dinh Vién nén bao| 36 |TCCS [Hop 1 vi, 5vix| VD-30958-18
ling (tuvong duong [dudng thang 20 vién
1,5 gam ré Dinh
ling) 150 mg; Cao
kho 14 bach qua
(ham lugng
flavonoid toan phén
> 24%) 20 mg
33 Hoat huyet dudng ndo Cao dac & Dinh Vién nén bao| 36 |TCCS Hop 1 vi, 5 vix| VD-30959-18
PV lang (twong duong |dudng thang 20 vién
1,5 gam ré Pinh
lang) 150 mg; Cao
khé 14 bach qua
(ham luong
flavonoid toan phan
> 24%) 60 mg
34 Phong te thap PV Cao dic hdn hop Vién nén bao| 36 TCCS Hép 1 1o 100 VD-30960-18
(twong duong 3140 |dudng thang vién nén; Hop 3
mg duoc ligu bao vi, 5vix 20
gbm: Puong quy vién

Trang 10



35

PV Xoan_g

240 mg, Tan giao
240 mg, Bach thugc
240 mg, 6 trong
240 mg, Tuc doan
240 mg, Phuc linh
240 mg, Thién nién
kién 200 mg,
Khuong hoat 180
mg, Pdc hoat 160
mg, Phong phong
160 mg, Xuyén
khung 160 mg, Sinh
dia 160 mg, Dang
sdm 160 mg, Nguu
tat 160 mg, Cam
thao 120 mg, Qué
chi 80 mg, Té tan 80
mg, Phuy tir ché 80
mg) 382,5 mg

Cao d#c hdn hop
duge li¢u (tuong
duong 1998 mg
duge liéu: Hoang ky
416 mg, Thuong nhi
tor 333 mg, Tén di
hoa 250 mg, Bach
chi 250 mg, Bach
truét 250 mg, Phong
phong 250 mg, Kim
ngéan hoa 166 mg,
Bac ha 83 mg) 327,5
mg

Vién nén bao

dudng

36
thang

Fop 3 vi, 5 vix
20 vién; Hop |
lo 60 vién

- VD-30961-18 |

20. Cong ty ding ky: Cong ty ¢6 phan dwoe trung wong Mediplantex (P/c: 358 Pudng Gidi
Phdng, Phuong Liét, Thanh Xudn, Ha Noi - Viét Nam)

20.1 Nha san xuét: Cong ty ¢b phin dwoc trung wong Mediplantex (B/c: 356 Duong Gidi
Phong, Phiwong Liét, Thanh Xudn, Ha Nt - Viét Nam)

o Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cach P
: ang ! L k
kK ool #hikac Ham lwgng ché | tho |chudn| déng goi s dang Ry
36 |Babyskygold M&i 5 gam cém Thude cdm | 36 [TCCS |Hop 10 géix 5 | VD-30962-18
chtra: Cao khd duogc thang gam

liéu 2,44¢ (tuong
Ung: Thuc dia 3,2 g;
Hoai son 1,6 g; Son
thu du

Trang 11




37

38

Binh vi Medifiz

Hoan sdng mat Diaban

1,2 g; Mau don bi
0,8 g; Bach linh 1,6
g; Trach td 1,2 g;
Ngiivitir 1,2 g;
Mach moén 1,2 g)

Cao long hdn hop
dugc liéu: 100mg
(tuong duong: Bach
thuoc 317,5mg;
Phuc linh 238,1mg;
Dién hb séch
158,7mg); Cao khd
cam thdo: 55mg
(twong duong: Cam
thao 317,5mg);
Bach cap (bot)
238,1mg; Tam thit
(bdt) 9,9mg; O tic
cbt (bot) 31,7mg;
Cao kho Belladonna
2,lmg

Mbi 9g hoan cting
' 'g"@‘)‘ﬁﬁ: Thuc dia 1,2g;
Bach tét 1€ 0,45g;
Thach quyét minh
(nung) 0,6g; Bach
thuoc 0,45g; Son
thtt 0,6g; MAu don
bi 0,45g; Hoai son
0,6g; Phyc linh
0,45g; Trach ta
0,45g; Cau ky tir
0,45g; Cic hoa
0,45g; Puong quy
0,45g

Vién nang
cling

Vién hoan
cling -

36 |TCCS
thang

36 |TCCS

thang

Hop 3 vi, 6 vi,
10 vi x 10 vién;
Lo 60 vién, 120
vién

Hop 10 goi, 20
g6ix 9 g (thi
nhém); Lo 90 g

VD-30963-18

VD-30964-18

21. Cong ty ding ky: Cong ty ¢b phin duge TW Mediplantex (P/c: 358 Gidi phdng, P. Phuwong
Liét, Thanh xudn, Ha N§i - Viét Nam)

21.1 Nha sin xuit: Cong ty ¢b ph%in duoe trung wong Mediplantex (B/c: 356 Puong Gidi
Phéng, Phuong Liét, Thanh Xudn, Ha NGt - Viét Nam)

. i Hoat chit chinh - | Dang bao Tubi| Tiéu Quy cach o ;
: e ; S6 dang k
il Fen kR Ham lwong ché | tho |chudn| déng goi naie
39 |Ho bd phé M&i 100 ml chtra: | Siro 36 |TCCS |Chai 100 ml; | VD-30965-18
Tinh dau bac ha thang hop 1 chai 125
0,05ml; Cao long ml

Trang 12




40

Thudc ho bd phé TWI

hén hop duge liéu:
48g (tuong duong
vai: Ty ba diép 5g;
Ma hoang 3g; Cat
canh 4g; Bach bg
7g; Tang bach bi 4g;
Bac ha 3g; Cam thao
2g; Sa sdm 4g; Mo
mubi 4,5g; Ban ha
2g; Mach mon 7,4g;
Bach linh 3,6g

* |Tinh diu bac ha
3,2mg; Cao dic hdn
hop dugc liéu: 80mg
(tuong Ung vai:
Bach linh 36mg; Cat
canh 68,5mg; Ty ba
diép 130mg; Ban ha
60mg; Bach bd
75mg; Mo mubi
60mg; Thién mén
dong 48,5mg; Bac
ha 65mg; Cam thao
25mg; Tang bach bi
75mg; Ma hoang
26,5mg)

Vién nén
ngam

36
thang

TS|

H0p2 vix12

vién

VD-30966-18 |

22. Cong ty ding ky: Cong ty cb phan dwge Vacopharm (B/e: S6 59 Neuyén Hué, Phwong 1,

Thanh pho Tdn An, Tinh Long An - Viét Nam)

22.1 Nha san xuit: Cong ty ¢é phin dwge Vacopharm (P/c: Km 1954, quéc 16 14, P. Tén
Khdnh, TP. Tdn An, Long An - Viét Nam)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £
STT Tén thube S —— ché tho |chudn| doéng goi S6 ding ky
41 |Vadol Codein EX Paracetamol 300mg; | Vién nén bao| 24 |TCCS [Hop 5 vi, 10 vi | VD-30967-18
Codein phosphat phim (mau [thdng x 10 vién; Hop
(dudi dang Codein  |vang) 25 vi x 4 vién;
phosphat Hop 15vix 6
hemihydrat) 60mg vién; Chai 50
vién; Chai 100

vién

23. Cong ty ding ky: Cong ty cb phan dwge vit twy t& Hai Duong (P/c: S6 102 Chi Léng,

Trang 13
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23.1 Nha san xuit: Cong ty cb phén duge vat tuy té Hai Duong (D/c: S6 102 Chi Léng, phuong
Nguyén Trdi, thanh phé Hdi Duong, tinh Hai Duong - Viét Nam)

ba 0,444¢g; Hoang

0,666g; Mach mén
0,888g; Ngii vi tur
0,444g; Sa sdm
0,444¢; Sinh dia
1,333g; Thién mén

tir 1,330g; Vién chi
0.888g) 1,996g;

lién 0,444¢; Lac tién

dong 0,666g; Tho ty

" £ Hoat chéit chinh - | Dang bao Tudi| Tiéu Quy céch % e .
STT el Ham lrgng ché | tho |chudn| domggei | o oore
42 |Cicaru MBi gbi chira: Tam |Thuc cém | 36 |TCCS [Hop 10 géi, hop| VD-30968-18
thit 1,5g thang 20 gbi x 1,5
43 Bal trang leefer Cao dic Moc hoa Vlen nén bao| 36 TCCS Hép 5 vi, hop VD-30969-18
tring 10:1 (tuong  [phim théng 10 vi x 10 vién;
duong 1g Mdc hoa Hop 5 vi, hop
trang) 100mg; Moc 10 vi x 4 vién
huong 100mg;
Hoang lién SOmg
44 |Du gac 400 Haduroten |Ddu gic 400mg Vzen nang 36 |TCCS Hop 6 vix 10 | VD-30970-18
mém thang vién, hop 10 vi
x 10 vién, hop 1
lo 60 vién, hop
1 1o 100 vién
45 |Diu gac Haduroten Dau ghc 200mg | Vién nang 36 |TCCS |[Hop6vix 10 | VD-30971-18
mém thang vién, hdp 10 vi
x 10 vién, hop 1
lo 60 vién, hop
1 1o 100 vién
46 |Hakanoron Mbi goi 5g chita:  |Vién hoan 36 |TCCS Hop 10 gbi x VD-30972-18
Cao hon hop duge  |cling thang 5g, hop 20 gdi
liu (tuong duong x 5g
v6i: Cam thao
0,444g; Chi tir
0,444¢g; Pang sam
0,444g; Cat canh
0,666g; Hic tdo
nhéin 0,888g; Hoang

Trang 14




47

43

Kim tién thao

Tanovigin Extra

Bach thugc 0,666g;
Duong quy 0,888¢;
Phuc than 0,888g

Cao kho kim tién
thdo 10:1 (tuong
duong véi 1,2g kim
tién thao) 120mg
Cao kho 14 bach qua
(twong duong véi
khéng dudi 27,6mg
Ginkgo flavonoid
toan phin) 120mg

Vién nén bao
dudng

Vién nang
mém

24
thang

| g
thang

OGS

|rces

Hop 1 lo x 100
vién

Hop6vix 10
vién

- VD-30973-18

VD-30974-18

24. Cong ty ding ky: Cong ty ¢ phin dwoc vat tw y té Nghé An (D/c: 68 - Nguyén Sy Séch - TP.
Vinh - Tinh Nghé An - Viét Nam)

24.1 Nha sin xuit: Cong ty ) phz‘"m dwge vit twy té Nghé An (B/c: 68 - Nguyén Sy Sdch - TP,
Vinh - Tinh Nghé An - Viét Nam)

o Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cach £oax o
1T Tex thune Ham lugng clglé tho | chudn d(’ll)lIg g0i S0 ding K
49 |Alpharusa Alpha Vién nén 24 |TCCS [Hop 03 vix 10 | VD-30975-18
Chymotrypsin phén tan thang vién; Hop 10 vi
(twong ung voi x 10 vién
Alpha chymotrypsin
4200 don vi USP)
4.2mg

25. Cong ty ding ky: Céng ty ¢6 phin Dwoc-TTBYT Binh Dinh (Bidiphar) (P/c; 498 Neuyén
Thdi Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)
25.1 Nha sin xuét: Céong ty ¢6 phin Dwge-TTBYT Binh Dinh (Bidiphar) (P/c: 498 Nguyén
Thdi Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

duong véi: DPoc hoat
300mg; Phong
phong 200mg; Tang
ky sinh 200mg; Tén
giao 200mg; Bach

X 5 vién

R A Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach Sé di ,
2 s S !
A Henghiy Ham lugng ché tho |chuan| doéng géi o g
50 |Bidacin Diacerein 50mg Vién nang 36 |TCCS |Hop 3 vix 10 VD-30976-18
51 |Poc hoat tang ky sinh  {Cao khé toan phén Vién nang 24 |TCCS |Hop 10vix 10 | VD-30977-18
Bidiphar 352,1mg tuong mém thang vién; hop 12 vi

Trang 15




thuge 200mg; Nguu
tAt 200mg; Sinh dia
200mg; Cam thao
200mg; D5 trong
200mg; Té tan
200mg; Qué nhuc
200mg; Pang sdm
200mg; Puong quy
200mg; Xuyén
khung 200mg; Phuc
linh 200mg

26. Céng ty ding ky: Cong ty cb phin dwge-vit twy t& Thanh Ho4 (P/c: 232 Trdn Phi, Thanh

Hod - Viét Nam)

26.1 Nha sin xuét: Nha mdy sén xuit t’huéc DPong duge - Cong ty ¢b phin Duge - VIYT
Thanh Héa (B/c: Lé 4-5-6, KCN Tdy Bdc Ga, phuong Déng Tho, Tp. Thanh Héa - Viét Nam)

T Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quyecdch | gf gine k¢
et Tem tabios Ham lwgng ché tho |chuidn| ddng goi S EEREE
52 |B& gan Thephaco Cao dic Actisd Viénnang | 36 |TCCS [Hop 6 vi,hgp | VD-30978-18
(twong duong cung thang 10 vix 10 vién

1000mg Actisd)
100mg; Cao déc rau
ding dat (tuong
duong 341mg rau
ding dit) 75mg;
Cao dic diép ha
chau ding (tuong
duong 1000mg digp
ha chiu ding)
100mg; Bét bim bim
biéc 75mg

27. Cong ty dang ky: Coéng ty ¢b phin hoa-duge phidm Mekophar. (D/c: 297/5 Ly Thuong Kiét,
qudn 11, Tp. Ho Chi Minh - Viét Nam)
27.1 Nha sdn nglt: Céng ty cb phan hoi-dugc pham Mekophar. (B/c: 297/5 Ly Thuong Kiét,
qudn 11, Tp. H6 Chi Minh - Viét Nam)

Tubi

= £ Hoat chét chinh - | Dang bao Tieu Quy cach & dx .
skl TaED Ham lwong ché tho | chuén dong goi 50 ding ky
53 |Piroxicam MKP Piroxicam 20mg |Viénnénbao| 36 |[DDVNIHOp2 vix 8 VD-30979-18
phim thang|IlV ~ |vién; Hop 10 vi
x 8 vién; Chai
100 vién

Trang 16




28. Céng ty ding ky: Cong ty ¢6 phin Korea United Pharm. Int'l (D/c: 86 24, Pai Ié Ty Do,
KCN Viét Nam- Singapore, huyén Thudn An, tinh Binh Duong - Viét Nam)

28.1 Nha sdn xuit: Céng ty c6 phan Korea United Pharm. Int'l (B/c: S6 24, Dai I¢ T Do, KCN

Viét Nam- Singapore, huyén Thudn An, tinh Binh Duong - Viét Nam)

- Pia chi: 25-23,
Nojanggongdan-gil,
Jeondong-Myeon,
Sejong si, Korea)

duong 28,8mg .
flavonoid toan phan)
120mg

x 10 vién/vi

R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ 2 .
oL Len Uinge Ham lugng ché | tho |chudn| déng goi S0 ding ky
54 |Ginkokup 120 (CSNQ: |Cao khé 14 Bach qua|Vién nang 24 |TCCS |Hop 2 tGi nhdm | VD-30980-18
Korea United Pharm. Inc|95% (kl/kl) (twong |mém thang x 3 vi/tdi nhém

29. Cong ty ding ky: Cong ty c6 phan Mt Troi M&i (B/c: 36B/17 Ducng 762 Hong Bang,
Phuong 1, Qudn 11, TP. Hé Chi Minh - Viét Nam)

29.1 Nha sin xuit: Céng ty C phin BV Pharma (B/c: Ap 2, Xa Tan Thanh Tay-Huyén Cu
Chi-Thanh phé Ho Chi Minh - Viét Nam)

duong saponin toan
phéan 50mg)

30 vién, hop 1
chai 60 vién

o Hoat cht chinh - | Dang bao |Tudi| Titu | Quy céch P
: o 5 ., SO ding |
BRE Tén thude Ham lugng ché tho (chuin| doéng goi HaaiE
55 [Nofotai 100 Cao kho tam thdt | Vién nang 36 |TCCS [Hop3 vix 10 VD-30981-18
133,33mg (tuong  |cling thang vién, hdp I chai
duong saponin toan 30 vién, hop 1
phin 100mg) chai 60 vién
56 [Nofotai50  |Caokhotamthdt |Viénnang | 36 |TCCS Hop3vix 10 | VD-30982-18 |
66,67mg (tuong cling thang vién, hép 1 chai

30. Cong ty ding ky: Cong ty C phin Sanofi Viét Nam (B/c: L6 I-8-2, Duong DS, Khu cong

nghé cao, P. Long Thanh M5, Q.9, TPHCM - Viét Nam)

30.1 Nha séin xudt: Céng ty C6 phin Sanofi Viét Nam (B/c: L6 I-8-2, Puong D8, Khu céng nghé
cao, P. Long Thanh My, Q.9, TPHCM - Viét Nam)

o Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cich 45 e 165
STT Tén thudc T — ché tho | chudn dong goi 0 dang ky
57 |Alphachymotrypsine Chymotrypsin Vién nén I8 |TCCS |Hop2vix 10 VD-30983-18
choay 21microkatals thang vién; hop | 6ng

40 vién

Trang 17




31. Cong ty ding ky: Cong ty cb phan thwong mai duge VIYT Khai Ha (B/e: S6 24, phé Iy
bén, phuong Tién Phong, Tp. Thdi Binh - Viét nam)

31.1 Nha san xuét: Cong ty ¢b phin thuong mai dwge VIYT Khii Ha (Plc: S6 24, phé 1y bén,
phueong Tién Phong, Tp. Thdi Binh - Viét Nam)

— Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quy cach £ g Tk
STL Ted thnoc Ham lwong ché tho | chuén doéng goi S6 ding ky
58 |Ceprico Cao dic r& dinh Jing | Vién nén bao| 36 |TCCS |Hop 3 vix 10 | VD-30984-18
' (twong duong phim thang vién, 5vix 10
2400mg Ré dinh vién, Hop 01 lo
ling) 300mg; Cao X 60 vién
kho la bach qua
(tuong Ung 14 bach
qua 1000mg, tuong
duong khong dudi
24mg flavonoid toan
phén) 100mg
59 |Dai trang H/B M3i vién chia Vién nén bao| 36 |TCCS [Hop5vix 10 | VD-30985-18
280,5mg cao khd  |phim thang vién, hop 10 vi
———— hén hoptuong | - x10 vién, hop
duong voi cac dugc 01 lo x 100 vién
liéu: Bach truét
600mg, Mdc huong
200mg, Hoang Lién
100mg, Cam thao
120mg,Bach Linh
400mg, Pang sdm
200mg, Théan khic
200mg, Trin Bi
400mg, Sa Nhan
200mg, Mach nha
200mg, Son Tra
200mg, Son dugc
400mg, Nhuc dau
khéu 400mg
60 |Diép ha chéu KH Cao kho diép ha Vién nang 36 |TCCS Hop 01 lox45 | VD-30986-18
chau (tuong duong |cing thang vién, hop 01 lo
3000 mg Diép ha x 60 vién, hop
chau) 300mg 01 1o x 100
vién, hop 3 vi
nhém/PVC x 10
vién, 5 vi
nhém/PVC x 10
‘|vién, 10 vi
nhém/PVCx

Trang 18



10 vién, hop 3
vi nh6m/nhém
x 10 vién, 5 vi
nhém/nhém x
10 vién, 10 vi
nhém/nhdmx
10 vién

32. Cong ty dang ky: Cong ty ¢b phan xuft nhip khiu y té Domesco (B/c: 66- Quéc 16 30-P, My
Phii-TP. Cao Lanh-Tinh Béng Thdp - Viét Nam)

32.1 Nha sin xuit: Cong ty c6 phin xuit nhap khiu y t& Domesco (D/c: 66-Québc 16 30-P. My
Phi-TP. Cao Lanh-Tinh Déng Thdp - Viét Nain)

mononitrat 10mg;

Riboflavin Smg

. < Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy céch 6 as .
: - 2 k
=il L RS Ham lugng ché | tho |chudn| déng g6 P
61 |Dextromethorphan 15  [Dextromethorphan |Vién nang 36 (TCCS |Hop 1 vi, 10vi | VD-30987-18
mg hydrobromid 15mg |[cling thang x 10 vién; Chai
(éen xanh) 100 vién
62 Dextromethorphan 15mg|Dextromethorphan | Vién nang 36 [TCCS Hop 1 vi, 10vi | VD- 30988-18
hydrobromid 15mg |cling (xanh |[thing x 10 vién; Chai
14 nhat-nga) 200 wen
63 |Dourso - S Acid Vién nang 24 |TCCS Hop 1 vi, 6 vi, | VD-30989-18
ursodeoxycholic mém thang 10 vix 10 vién
50mg; Thiamin

33. Cong ty diing ky: Cong ty TNHH Dugc phim Hoa Linh (B/c: B19 D6 Khu d6 thi méi Céu
Gzay phuwong Dich Vong, qudn Cau gidy, Ha Néi -)

33.1 Nha san xuét: Cong ty TNHH Dugc phdm Hoa linh (B/c: Lé B3, Khu cong nghiép Phiing,
huyén Pan Phuong, Ha N§i - Viét Nam)

: 4t chinh - a0 |Tudi| Tie ; Fowo o
STT Tén thude HOEI;_It‘chat c?unh Dang;\bao : Tle:u erxy Ca(?l.l S6 diing ky
am luwgng che tho |chuan| dong goi
64 [Thudc xoang dinh phong|Cao khd hdn hgp ~ |Vién nang | 24 |TCCS Hop 3 vi, 6 vix | VD-30990-18
duge lidu (tuong cing thang 10 vién

Ung véi: Thuong nht
tir 0,79g, Té tan
0,79g, Tén di 0,79g,
Bach chi 0,09g, Kim
ngéan hoa 0,79g,
Lién kiéu 0,61g, Bac
ha 0,48g, Cam thao

Trang 19




65

Thube xoang dinh phong

0,24g) 372mg _
M3i chai 125 ml
chira dich chiét hdn
hop duoc liéu
(1,3:1)( tuong
duong véi Thuong
nhitt 14,77g, Kim
ngin hoa 14,77g,
Lién kiéu 11,36g,
Cam thao 4,55g,
Tén di 14,77g) 46
ml; Dich chiét hén
hop duge liéu (4,03:
1) (tuong duong vdi
Té tan 14, 77g, Bach
chi 20,45g, Bac ha
9,09¢) 11 ml

Cao léng

24 |TCCS
thang| -

Hop 1 chai 125
ml

VD-30991-18

34. Cong ty ding ky: Cong ty TNHH dong dugc Xuin Quang (P/c: 86 53/2, QL 91, Béng
Thanh, My Thanh, TP. Long Xuyén, An Giang - Viét Nam)

34.1 Nha san xuit: Cong ty TNHH dong dwge Xuin Quang (D/e: So 53/2, QL 91, Déng Thanh
My Thanh, TP. Long Xuyén, An Giang - Viét Nam)

STT

Tén thude

Hoat chét chinh -
Ham lwong

Dang bao
ché

Tubi
tho

Tiéu
chuin

Quy cach
dong goi

S6 ding ky

66

67

Cao duong trang thin
Xuin Quang

Cao duong trang than
Xuin Quang

M3i chai 250 ml cao
16ng chira cac chit
chiét duoc tir duoc
liéu twong duong:
Dam duong hodc
22,5 g; Céu ky tir
20,0 g; Ngii vi tir
20,0 g; Ba kich 20,0
g; Phuc linh 17,5 g;
Pa trong 17,5 g;
Thuc dia 17,5 g;
Pang sdm 17,5 g;
Hoang ky 10,0 g;
Cao duong than 10,0

o
o

Mai lo SO g hoan
ctmg chia: Cau ky
tor 5,78 g; Dd trong
5,78 g; Ngii vi tor
5,78 g; Ba kich

Cao long

Vien hoan
cling

24
thang

TCCS

24 [TCCS
thang

Hop 1 chai 250
ml; hdp 1 chai
280 ml

Hép 110 50
gam

VD-30992-18

VD-30993-18

T

rang 20




5,78 g; Thuc dia
5,78 g; Dam duong
hoéc 5,78 g; Pang
sdm 5,78 g; Phuc
linh 2,89 g; Hoang
ky 2,89 g; Cao
duong thén 2,89 g

33. Cong ty ding ky: Cong ty TNHH déng nam dwoc Bio Long (B/c: 56 2 Pucong 430, Ap 1, Xa
Phuéc Vinh An, Huyén Cti Chi, TP.H6 Chi Minh -)

35.1 Nha san xuét: Cong ty TNHH dong nam duge Bio Long (B/c: S6 2 DPuong 430, Ap 1, X&
PhuGc Vinh An, Huyén Ci Chi, TP.Ho Chi Minh - Viét Nam)

dau ngua 0,6 g; Moc
tic 0,6 g; Huyén
sdm 0,6 g; Cam thao
0,56 g; Co nho ndi

0,56¢g

" z Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach 5 s ;
STY e thutic Ham lwong ché tho |chudn| dong goi 20 ity
68 |Kim long M3i géi 4g chira: Vién hoan 24 ITCCS [Hép 10 géix 4 | VD-30994-18
Dia hoang 0,6 g; Ké [cung thang g

36. Cong ty diing ky: Cong ty TNHH Dwoc Tung Loc Il (B/c: Xa Trung Trdc, Vin Lam, Hung

Yeén - Viét Nam)

36.1 Nha san xuat: Cong ty TNHH Duwoc Ting Loc XL (B/e: Xa Trung Trde, Vin Lam, Hung Yén

- Viét Nam)
. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ ;
: g So d k
B en Slane Hiim lirirng ché | tho |chudn| dong géi o ding Xy
69 [Hansokgin tam thit Cao dic tam that Vién nang 36 |TCCS [Hop 3 vi, Svix| VD-30995-18

(tuong duong cung thang 10 vién
750mg Tam that)
120mg

37. Cong ty ding ky: Céng ty TNHH Hasan-Dermapharm (B/c: Ducng s6 2 - Khu Cong nghiép
Dong An - Phuong Binh Hoa - Thi xd Thudn An - Tinh Binh Duong - Viét Nam)

37.1 Nha san xuét: Cong ty TNHH Hasan-Dermapharm (D/c: Pucng s6 2 - Khu Céng nghiép
Dong An - Phuong Binh Hoa - Thi xé Thudn An - Tinh Binh Durong - Viét Nam)

STT

Tén thubc

Hoat chit chinh -
Ham lugng

Dang bao
che

Tubi
tho

Tiéu
chuan

Quy cach
déng goi

S6 dang ky

T

ang 21




70

Malibic 15

Meloxicam 15mg

Meloxicam 7,5mg

Vién nén

Vién nén

36

36

thang

thang

TECS

Hop 01 vix 10
vién; Hop 03 vi
x 10 vién; Hop
05 vi x 10 vién;
Hoép 10 vix 10
vién

Hop 01 vix 10
vién; Hop 03 vi
x 10 vién; Hop
05 vi x 10 vién;
Hop 10 vix 10
vién

VD-30996-18

VD-30997-18

38. Cong ty ding ky: Cong ty TNHH Khoa hoc Dinh dudng Orgalife (D/c: S6 2- Pucng 11 -
Phuong Tdn Phil - Qudn 7 - TP. Ho Chi Minh - Viét Nam)

38.1 Nha san xuét: Cong ty cb phin SPM (B/c: L6 51- Puong s6 2- KCN Tan Tao- P. Tdn Tao 4,
0. Binh Tan- TP. HCM - Viét Nam)

ﬂ % Hoat chét chinh - | Dang bao Tuoi| Tiéu Quy cach £ .
: "eE . So dang k
L Teh SAnid Ham lugng ché | tho |chudn| déng goi 0 fang &y
72 |Clopidogrel 300 Clopidogrel (du¢i | Viénnén 24 |TCES [Hop 3 vix 10 VD-30998-18
dang Clopidogrel ~ |bao phim  |thdng vién
bisulfat) 300mg

38.2 Nha sén xuat: Cdng ty cb phin thwong mai dwge VTYT Khii Ha (D/e: S6 24, phé 1y bén,
phucng Tién Phong, Tp. Thdi Binh - Vit Nam)

,\ P Hoat chét chinh - | Dang bao Tudi| Titu Quy cach S6 da ;
0 O Y s k
L) Fn- v Ham lwong ché | tho |chudn| déng goi PR
73 |Hitu quy - Orgalife MGi vién nang chira | Vién nang 36 |TCCS [Hop 5 vix 10 VD-30999-18
360mg cao kho cling thang vién, 06 vix 10

tuong duong hdn
hop duge liéu: Thuc
dia 680mg. Hoai
Son 340mg, Son
Thu 255mg, Cau ky
tr 340mg, PO trong
340mg, Tho ty tor
340mg, Héc phy tir
340mg, Qué nhuc
340mg, Duong quy
255mg, Loc giac
giao 340mg

vién

Trang 22



74

Phyllanthi

Mbi géi 3g chira:
Cao kho diép ha
chdu (tuong duong
5000mg dugc liéu
diép ha chau)

500mg

Thudc com

36
thang

TCCs

Hop 20 géi, 30
g6, 40 gdi, 50
g0i x 3g

VD-31000-18

39. Cong ty diing ky: Céng ty TNHH LD Stada-Viét Nam. (P/c: K63/1 Nguyén Thi Séc, ap My
Hoa 2, xd Xudn Thoi Déng, huyén Hée Mén, Tp. HCM - Viét Nam)

39.1 Nha san xuft: Céng ty TNHH LD Stada-Vigt Nam. (D/c: K63/1 Nguyén Thi Séc, dp My
Hoa 2, xd Xudn Théi Dong, huyén Héc Mén, Tp. HCM - Viét Nam)

& £ Hoat chét chinh - | Dang bao |Tudi| Titu | Quy cach £ o p
2 e s So d
STT Tén thudc T S— ol tho | chudn|  déng goi 0 dang ky
75 [Mediprist Mifepriston 200mg|Vién nén 36 |TCCS |Hop 1vix1 VD-31001-18
SO SR ISR DRSSO ... WA ... W W

40. Cong ty diing ky: Cong ty TNHH MTV dwoe phdm Phwée Sanh Pharma (D/ec: 272C, khu 3,
IT. Diec Hoa, huyén Duic Hoa, Long An - Viét Nam)

40.1 Nha san xuét: Cong ty TNHH MTV dwoc phim Phwéc Sanh Pharma (B/c 272C, khu 3,
IT. Durc Hoa, huyén Dikc Hoa, Long An - Viét Nam)

" % Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach P .
STT Tén thuoc - ch& tho Lol d6ng g S0 déang ky
76 |Crinaphusa- Trinh nit  |Cao khd Trinh nit | Vién nang 36 |TCCS [Hop3vix10 | VD-31002-18
hoang cung hoang cung (tuong |cling thang vién; Hop 1 lo x
duong Trinh nir 30 vién, 60 vién
hoang cung
2000mg) 250mg
77 |Desmodips Cao khd hdn. hO‘p Vién nang 36 |TCCS Hop 3vix10 | VD-31003-18
dugc ligu 125mg cing thang vién; Hop 1 1o x
(twong duong véi: 30 vién, 60 vién
Kim tién thao -
1000mg; Réu ngd
1000mg)

41. Cong ty ding ky: Cong ty TNHH Nam Dwoc (D/c: Lé M 13 (C4-9) - Khu Céng nghiép Hod
Xd, xd My X4, thanh phé Nam Pinh, tinh Nam Dinh - Viét Nam)

41.1 Nha san xuét: Cong ty TNHH Nam Dwgc (D/c: L6 M 13 (C4-9) - Khu Céng nghiép Hoa X4,
xd My X4, thanh phé Nam Dinh, tinh Nam Pinh - Viét Nam)

Trang 23




A r = 5 T As s - F e N
STT Tén thube Hoat‘chat c%nnh Dang Pao uo1 Tlegx Ql:ly cac’l.l Sé ding kj
Ham lugng ché tho |chuan| dong géi
78 |Nam dugc ho tim dan  |Cao khoé Pansim | Vién nén bao| 36 |TCCS [Hép 1 1o 60 VD-31004-18
(twong duong 1000 |phim thang vién; Hop S vix

mg DPan sam) 80
mg; Bot min Tam

that 70 mg

20 vién

42. Céng ty ding ky: Cong ty TNHH US Pharma USA (D/c: Lé BI-10, Duong D2, KCN Tdy
Béc Cii Chi, TP. H6 Chi Minh - Viét Nam)

42.1 Nha sin xuit: Cong ty TNBH US Pharma USA (B/c: L6 BI-10, Puong D2, KCN Tdy Bic
Ci Chi, TP. H6 Chi Minh - Viét Nam)

. ,< Hoat chit chinh - | Dang biao |Tubi| Titu | Quy céch 6 as ,
q O i = d k
LT Ten shuge Ham lrong ché | tho |chudn| dong goi 0 qang &y
79 [Abvaceff 200 Cefpodoxim (dudi |Vién nén bao| 36 |TCCS [Hop 1 vix 10 VD-31005-18
dang Cefpodoxim  |phim (mau |thang vién, 2 vix 10
proxetil) 200mg hong) vién, 3 vix 10
vién
80 |Bromhexin-US 4mg Bromhexin Vién nén 36 |TCCS [Hop 3 vix10 VD-31006-18
hydrochlorid 4mg  |(mau xanh) |thdng vién, 5vix 10
vién, 10 vix 10
vién
81 [Bromhexin-US 8mg Bromhexin Vién nén 36 |TCCS |Hop3vix 10 | VD-31007-18
hydrochlorid 8mg  |[(mau xanh) ([thdng vién, 05 vix 10
vién, 10 vix 10
vién
82 |Topcelpo 200 Cefpodoxim (duéi | Vién nang 36 [TCCS [IIgp 1 vix 10 | VD-31008-18
dang Cefpodoxim  |cing (Xanh [thang vién, 2 vix 10
proxetil) 200mg la-Hong) vién, 3 vix 10
vién
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