BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLY DUQC Poc lap - Tw do - Hanh phiic
Sé: gy /QP-QLD Ha Néi, ngéy (S théng( Indm 2018
QUYET DINH

Vé vnec ban hanh danh muc 94 thudc san xuit trong nwée
dwge cap sé ding ky lwu hanh tai Viét Nam - Dot 159 hn sung

CUC TRUONG CUC QUAN LY DUQC

Can ct Ludt Duoc ngdy 06 Lhang 4 nain 2016;

Cén ctt Nghj dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh pht quy dinh
chirc néing, nhiém vu, quyen han va co cAu té chirc cia Bo Y té;

Czn et Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 cua B truong Bo Y té quy
dinh chirc ndng, nhiém vu, quyén han va co cAu td chuc cua Cuc Quan ly Dugc thude
B Y té;

Cén ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctaBO Y té quy dinh
viéc ding ky thudc,
Cén cay kién cua Héi dbng tu vin cip gidy ding ky luu hanh thude, nguyén ligu
1am thudc - Bo Y té;
Xét @& nghi ctia Trudng phong Pang ky thube - Cyc Quén ly Duoc,

QUYET PINH:

Diéu 1. ‘Ban hanh kem theo Quyét dinh nay danh muc 94 thudc san xudt trong
nugce duge cap sb dang ky luu hanh tai Viét Nam - Dot 159 bb sung.

Piéu 2. Cong ty san xuat va cong ty dang ky ¢o thube luu hanh phai in s6 ding
ky dugc Bo Y te cap 1én nhan thudc va phai chép hanh dung céc quy dinh ¢6 lién
quan Lol san xuét va luu hanh thude. Cac s6 diang ky co ky higu VD-...-18 ¢6 gid tri
05 nim ké tir ngay ky Quyét dinh.

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

Piéu 4. Giam dbc S& Y té cac tinh, thanh pho trure thudc trung uong va giam
dbc cong ty san xudt va cong ty ding ky c6 thubc tai Diéu 1 chiu trach nhiém thi hanh

Quyét dinh nay. )
Noi nhin: KT, CUC' TRUONG
- Nhu Dieu 4; PHO CUC TRUONG

-BT. Nguyéu Thi Kim Tién (de ble),
- TT. Truong Qube Cudng (dé ble);

- Cyc Quén y - B6 Quéc phong, Cuc Y té - Bo CA;
~=CucY té giao théng vén tai- B§ GTVT;
- T'dug Cuc Hai Quan- B) Tai Clinh,

- Bao hiém xa hoi Viét Nam;

- Vu Phédp ché, Cuc Quan Iy Y Dugc ¢ truyén, Cuc
Quan Iy Kham, chta bénh - B3 Y te Thanh tra Bo Y t&;
- Vién KN thuée TU va VKN thuée TP.HCM;

- Téng Céng ty Duge VN - CTCP;

- Cac bénh vién, Vién co girong benh truc thuoe BY'T;

- Website ctia Cuc QLD, Tap chi Duge My phdm — Cuc
QLD
-Luu: VT, KDD, BKT (15b).




BOY TE

CUC QUAN LY DUQC

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

DANH MUC 94 THUOC SAN XUAT TRONG NUGC
PUQC CAP SO PANG KY HIEU LUC 05 NAM - POT 159 bo sung

Ban hanh kém theo quyét dinh sé:+§

/QD-QLD, ngay/¥. 14112018

1. Cong ty ding ky: Chi nhanh c6ng ty TNHH sdn xuét - kinh doanh duge phim Pam San
(D/c: Gian E22-E23 - Trung tdm thiong mai duge pham va trang thiét bj y té - 134/1 Té Hién
Thanh - Phuong 15 - Quén 10 - TP. Hé Chi Minh - Viét Nam)

1.1 Nha sin xudt: Cong ty TNHH dugc phim USA - NIC (USA - NIC Pharma) (P/e: L6 11D
duong C - KCN Tdn Tao - Phuong Tén Tao A - Qudn Binh Tan - TP. Ho Chi Minh - Viét Nam)

, 2 Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cich S& diine k¢
=1L Teu thuge Ham lwong ché tho (chuan| dong goi 0 dang ky
1 [Cedex Guaifenesin 100mg; |Vién nén bao| 36 |TCCS [Hop 02 vix 10 | VD-28649-18
Cetirizin phim thing vién; Hép 10 vi

hydroclorid 5mg;
Dextromethorphan
hydrobromid 15mg

B e

x 10 vién; Chai
100 vién; Chai
200 vién

2. Cong ty ding ky: Co s& sdn xuat dong dwge Ciru Long (P/e: 28 Huynh Phan Hj, Tra An,
Binh Thiy, Can Tho - Viét Nam)

2.1 Nha san xuat Co s& san xuéat ddng dwge Ciru Long (B/c: 28 Hupnh Phan HS, Tra An, Binh

Thiy, Cdn Tho  Viét Nam)
STT Tén thube Mepriaisotie] Dy iy Tf O Tiéw | Quyedch | g gang iy
ITam luong ché tho | chuan dong goi
2 |GastraQK9 B&t vo mi u 250mg; [ Vién nang 24 |TCCS [Chai 60 vién VD-28650-18
B&t mai myc 50mg; |cing thang
Bot nghé 10mg

3. Céng ty ding ky: Cong ty ¢ phin 23 thing 9 (P/ec: 11 Tén Héa, Phucng 14, Qudn 6, Tp. Hé
Chi Minh - Vit Nam)

3.1 Nha sin xudt: Cong ty ¢§ phin 23 thang 9 (B/e: 11 Tan Héa, Phuong 14, Quén 6, Tp. HS Chi

Minh - Viét Nam)
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(lwong duong voi 87
mg calel) 456 mg;
Magnesi gluconat
(tuong duong voi 25
mg magnesi) 426
mg

i £ Hoat chit chinh - Dang bao Tubi| Titu Quy cach s di .
wEl T Ham lwong ché | tho [chudn| déng géi S
3 |Heronira M3 got 20g chira:  |Hbn dich 36 [TCCS |Hop 10 g6i, 20 | VD-28651-18

Nhém phosphat gel |udng théang g6i, 30 gbi x
20 % (tuong duong 20g
v&i 2,476 g nhdm
phosphat) 12,38 g

T4 [Sedx  [M3iéng10ml  |Dungdich | 36 [TCCS |[Hop 108ng, 20| VD-28652-18
chira: Calci uong thang ong, 30 6ng x
glycerophosphat 10 ml

4. Cong ty diing ky: Cong ty C6 phan BV Pharma (B/c: Ap 2, Xa Tan Thanh Tdy-Huyén Cii
Chi-Thanh phé H6 Chi Minh - Viét Nam)

4.1 Nha san xuit: Cong ty Co phin BV Pharma (B/c: Ap 2, Xa Tan Thanh Tay-Huyén Ci

Chi-Théanh phé Hé Chi

Minh - Viét Nam)

. < Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ o ;
STT Ten thnoe IIam lugng ché tho | chuén dong goi D ang ky
5 |Transda-S Rotundin 15mg; Cao|Vién nén bao| 36 [TCCS |Hop 10vix 10 | VD-28653-18
khé 14 sen (tuong  |phim thang vién (vi
duong véi 1g la sen nhém-nhém),
Iché) 80 mg; Cao hdp 2 vix 10
kho la vong (tuong vién (vi
duong véi g la nhom-nhém
vong kho) 95 g hode
nhém-PVC)

5. Cong ty dang ky: Cong ty cb phin DTS Viét Nam (B/c: 86 18, 16 51, phwong Quan Hoa, Cadu
Gidy, Ha Négi - Viét Nam)

5.1 Nha san xuit: Cong ty TNHH MTV 120 Armephaco (P/c: 118 Vii Xudn Thiéu, P. Phiic Lo,
(). Long Bien, TP. Ha N¢i - Viét Nam)

" £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cich £ g ;
_ . ang | .. S
STT Tén thude Frim gme ché tho |chudn| déng g6i o diang ky
6 |Benfosafe Benfotiamin 150 mg|Vién nén bao| 36 [TCCS [Hép3vix 10 | VD-28654-18
phim théang| - vién; Hop 6 vi x
3 10 vién
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6. Cong ty ding ky: Cong ty cb phan dwgce Pong Nai. (B/c: 221B Pham Vin Thudn, p. Tén Tién,
Tp. Bién Hod, Péng Nai - Viét Nam)

6.1 Nha san xuét: Cong ty ¢ phén dwgc Pong Nai. (B/c: 221B Pham Viin Thudn, p. Tan Tién,
Tp. Bién Hoa, Pong Nai - Viét Nam)

. £ Tloat chit chinh - | Dang bao Tudi| Tiéu Quy cach S8 dine kv
i Ten ks [Tam lugnug ché tho |chudn|  déng géi & Ky
7 |Amerbic Meloxicam 7,5mg | Vién nén 36 |TCCS |Hop 10vix 10 | VD-28655-18
thing vién; Chai 300
vién

7. Cong ty diing ky: Cong ty ¢ phin Duwge Ha Tinh (B/c: 167 Ha Huy Tdp, Tp. Ha Tinh - Viét

Nam)
7.1 Nha sén xuit: Cong ty c6 phin Dwge Ha Tinh (D/c: 167 Ha Huy Tép, Tp. Ha Tink - Viét
Nam)
- ‘Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach S8 s
e e Ham lwong ché tho |chuin dong goi e
8 |Gidm dau TK3 Paracetamol Vién nang 36 |TCCS [Hop 3 vi, hop 5| VD-28656-18
300mg; Cafein cing thing vi, hop 10 vi,
25mg; Phenylephrin hép 25vix 10
HCl 5mg vién; hop 1 lo
100 vién, hop 1
1o 200 vién
| 9 |Tebunesin M3Gi Sml siro chira: |Siro thube | 36 |TCCS [Hop L lo 30ml, | VD-28657-18
Terbutalin sulfat thang hép 1 lo 60ml,
1,5mg; Guaifenesin hop 1 g 100ml,
66,5mg hop 1 lo 125ml

8. Cong ty dang ky: Cong ty C6 phin Duye phim An Thién (P/c: 314 Béng Sao, Phuong J,
Qudn 8, TP. Ho Chi Minh - Viét Nam)

8.1 Nha san xuét: Cong ty Co phan Dugc phim An Thién (B/c: Cl16, duong 56 9, KCN Hiép
Phude, huyén Nha Be, TP, Ho Chi Minh - Viét Nam)

Hoat chiit chinh -

Tuoi

2 £ Dang bao Tiéu Quy cach
SICL Lon his Ham lwong ché tho chuﬁn dong gm
10 |Atessen Mdi 5ml siro chira: |Sird 24 |TCCs Hop 206 ong, 30
Oxomemazin thang dng, 50 éng x
Hydroclorid 1,65 5ml. Hop 20

tng, Guailenesin
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333 mg

-I éng x 10ml.

Hép 20 géi, 30
g6i1, 50 gbi x
Sml. Hop 20
2061, 30 goi, 50
g6i x 10ml.
Hop I chai x
30ml, hép 1
chai x 60ml,
hop | char x
100ml

9. Cong ty ding ky: Cong ty C5 phan Dugc phim Boston Viét Nam (D/ec: S6 43, Duong s6 8,
KCN Viét Nam - Singapore, Thudn An, Binh Dwong - Viét Nam)

9.1 Nha san xuit: Cong ty C6 phdn Duwgc pham Boston Vigt Nam (D/c: 86 43, Puong 56 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong - Viét Nam)

2 P Hoat chit chinh - | Dang bao Tubi| Tiéu Quy cach S8 d ,
aain e Ham lwgng ché tho |chuén dong goi o 8dng &
11 |Bozypaine Cetylpyridinium Vién nén 36 |TCCS |Hop 1 tuyp 24 | VD-28659-18
o o ~ |clorid 1,5mg ngam thang vién

10. Céng ty ding ky: Cong ty ¢é phan Dwge pham CPC1 Ha Noi (B/c: Cum céng nghiép Ha
Binh Phirong, Thuong Tin, Ha Néi - Viét Nam) '
10.1 Nha sin xuit: Céng ty cb phin Duge phAm CPC1 Ha Noi (B/c: Cum cong nghiép Ha Binh
Phwong, Thwong Tin, Ha N¢i - Viét Nam)

Tuoi

_, : : Iloat chit chinh - | Dang bao Tiéu | Quy cach S& d .
2 g 2 / od k
L Tenthuae Ham lugng ché tho | chuan dong goi e
12 |E-Novo D-alpha tocopheryl |Vién nang 24 |TCCS |Hoép2vix 15 VD-28660-18
acetat 400 TU mem théng vién, hop 4 vix
5 vién, hép 6
vi x 15 vién
13 |Nebusal Dung dich Natri Dung dich 24 |TCCS [Hop 1 vi, hop2 | VD-28661-18
Clorid 6% khi dung théng vi, hdp 4 vi,

hép 10 vix 5
éng X 3 ml.Hdp
1 vi, hép 2 vi,
hop 4 vi, hop
10 vix 5 dng x
10 ml

11. Céng ty diing ky: Céng ty ¢6 phin dwoc phim Gia Nguyén (B/c. Puong YP6, KCN Yén
Fhong, 1d Déng Phong, huyén Yén Phong, tinh Bac Ninh - Viét Num)
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11.1 Nha sdn xuft: Cdng ty c6 phan dwge pham Gia Nguyén (b/c: Duomg YP6, KUN Yén

Phong, xa Dong Phong, huyén Yén Phong, tinh Bdc Ninh - Viét Nam)

5 p Hoat chit chinh - | Dang bao |Tubi| Tiéu Quy cach Sé da "
< : ang | A So dan
SEE Tt Ham lugng ché | tho |chudn| doéng goi g ky
14 |Feratmax Sat fumarat 162 mg; | Vién nang 24 |TCCS Hép3vix 10 VD-28662-18
Acid folic 0,75 mg; |{mém thang vién
Vitamin B12 10
meg

12. Céng ty diing ky: Céng ty c6 phan duoc phdm Ha Tay (B/c: 104 - Quang Trung - Ha Dong
- Ha Nji - Viét Nam)

12.1 Nha sén xuat: Céong ty c6 phin dwoc phdm Ha Tay (D/c: T8 ddn phé s6 4 - La Khé - Ha
Déng - Tp. Ha Ngi - Viét Nam)

% £ Hoat chit chinh - Dang bao Tudi| Tiéu Quy céch Sé dine kv
i e Ham luyng ché tho |chudn|  déng gol VRN
15 |Canlax Mbi 5 ml chira: Siro 24 |TCCS |Hop 1 chai 60 | VD-28663-18
Paracetamol 160 thang ml
mg;
Dextromethorphan
HBr 7,5 mg;
Clorpheniramin
maleat 1 mg
16 |Gyndizol  [Clotrimazol 100 mg;|Viénnang | 24 |TCCS [Hop2vix6 | VD-28664-18
Metronidazol 500 |mém dat am |thdng vién
1 B mg dao | |
17 |Malthigas Magnesi hydroxyd |Vién nén 36 [TCCS [Hop 6vix 10 | VD-28665-18
200 mg; Nhém nhai thang vién
hydroxyd (dudi
dang gel kho) 200
mg, Simethicon 25
mg
13. Cong ty diing ky: Céng ty cd phan dwge phdm Imexpharm (B/c: S8 04, duong 30/4, Phuomg
1, Tp. Cao Lanh, Tinh Déng Thdp - Viét Nam)
13.1 Nha sén xuit: Cong ty c6 phin dwgc phim Imexpharm (P/c: S6 04, dwong 30/4, Phwong
1, Tp. Cao Lénh, Tinh Dong Thdp - Viét Nam)
o Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy céch _
: o : So ding |
il i Ham lugng ché | tho |chufn| dong goi PR
18 |Pharmox [IMP 500 mg |Amoxicilin (duéi  |Vién nang 36 |TCCS |Hop 10 vix 10 | VD-28666-18
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dang Amoxicilin

trihydrat) 500 mg

cing (xém -
do)

thang

14. Céong ty ding ky: Céng ty c6 phan dwgc pham Khang Minh. (B/c: D19/37K Huong L 80,
x@ Vinh Léc B, Huyén Binh Chdnh, Tp. HCM - Viét Nam)

14.1 Nha san xut: Cong ty c¢b phin dugc pham Khang Minh. (B/c: D19/37K Huong Lo 80, xd
Vinh Léc B, Huyén Binh Chdnh, Tp. HCM - Viét Nam)

" Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach o —
L Ten o Ham lwgng ché tho |chudn| déng goi Silhng ley
19 |Bd khi théng mach Moi g6i 10mlcao  |Cao long 36 |TCCS |Hop 10 g6i, 20 | VD-28667-18
K-Yingin léng chira: Pia long thang g6i x 10ml

0,4g; Hoang ky 4g;
Puong quy 0.8g;
Xich thugce 0,6g:
Xuyén khung 0,4g;
Pao nhan 0,4g;
Hong hoa 0,4g

15. Cong ty ding ky: Cong ty ¢6 phan dwge phidm Me Di Sun (P/c: 521 khu phé An Loi, phieong
Hoa Loi, thi xd Bén Cdl, tinh Binh Duong - Viét Nam)

15.1 Nha sin xudt: Céng ty 6 phin dwge phdm Me Di Sun (B/e: 521 khu phé An Loi, phuong
Hoa Loi, thi xd Bén Cdt, tinh Binh Duong - Viét Nam)

— Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy c4ch PO
ST1 Ten. thuge Ham lwgng cﬁé tho |chuin| doéng géi SOaang
20 [Daviplus © [M&i éng 10 ml Dung dich | 36 |TCCS [Hop20éngx | VD-28668-18
chira: Calei udng thang 10 ml
glucoheptonat
(tuong duong 90 mg
calci) 1100 mg;
Acid Ascobic 100
mg; Nicotinamid 50
mg
?1 [Maginic Maéi ng 10 ml Dung djch 36 |TCCS |Hop 20 ong x VD-28669-18
chira: Calci udng thang 10 ml
glycerophosphat 456
mg; Magnesi
gluconat 426 mg

16. Cong ty ding ky: Céng ty cb phan dwge pham Minh Dan (P/e: Lé E2, dwong N4, KCN Hoa
Xd, xd Léc Hoa, TP Nam Dinh, tinh Nam Dinh - Viét Nam)
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16.1 Nha sin xuét: Cong ty c6 phan dwge pham Minh Dan (B/e: Lé N8, dwéng N5, KCN Hoa

Xa, xd My Xd, TP Nam Binh, tinh Nam Dinh - Viét Nam)

. ) Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach & diing kv
At Londhmee HHam luwgng ché tho |chuén dong goi SERGEREA
22 |Cefalemid 1g Cefamandol (dudi Thube bot 36 |TCCS [Hop 1 lo loai VD-28670-18
dang Cefamandol  |pha tiém thang dung tich 20 ml
SV nafal) 1 g
23 |Cefotiam 2g Cefotiam (dudi dang| Thude bat 36 |TCCS |Hop | lo loai VD-28671-18
hén hgp Cefotiam  |pha tiém thang dung tich 20 ml
hydroclorid va Natri
carbonat) 2 g
| 24 [Midagentin 0,6g  |Amoxicilin 0,5 g va |Thudc bot | 36 [TCCS [Hop 1loloai | VD-28672-18 |
Acid Clavulanic 0,1 |pha tiém thang dung tich 20
g (dudi dang hon ml; Hop 1 lo
hgp bét trdn san loai dung tich
Amoxicilin natri va 15 ml
Kali Clavulanat);
25 |Tobramycin 80mg/2ml [M3i éng 2ml dung |Dungdich | 24 |TCCS [Hop 10 dngx 2| VD-28673-18
dich tiém chira tiém thang ml; Hop 100
Tobramycin (dudi Sng x 2 ml
dang tobramycin
sulfat) 80 mg
17. Cong ty diang ky: Cong ty cb phan duge phém Nam Ha (D/c: 415- Han Thuyén - Nam Dinh -
Viét Nam)
17.1 Nha san xuét: Cong ty cb phan dwge phim Nam Ha (B/e: L HI0 - Khu céng nghiép Hoa
Xd, TP. Nam Dinh, tinh Nam Dinh - Viét Nam)
" £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé di -
: 3 : o 5 d k
RLL Ll Ham lwgng ché | tho |chuin| déng goi EEee
26 (Bophé Nam Ha Chi  |M@i 125 mlsiro  |Siro 36 [TCCS |Hop 1 lonhya | VD-28674-18
khai 1§ chira 70 ml cao long thang 125 ml; IIgp 1

dugce liéu (tuong
duong duoc liéu:
Bach linh 0,9 g; Cat
canh 1,708 g; Ty ba
diép 3,250g, Tang
bach bi 1,875g; Ma
hoang 0,656g; Thién
moén 1,208g; Bac ha
diép 1,666g: Ban ha
1,875g; Bach bg

lo thuy tinh x
125 ml
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6,250g; O mai
1,406g; Cam thao
0,591g; Phén chua
0,208g); Tinh dau
bac ha 0,1¢g

18. Céng ty diing ky: Cong ty Cé phin Dwoc phdm OPV (B/e: S6 27, Puong 34, KCN Bién Hoa
II, Phuong An Binh, thanh pho Bién Hoa, tinh Déng Nai. - Viéet Nam)

18.1 Nha sdn xuét: Cong ty (}3 phiin Dwoe phf{m OPV (B/c: 86 27, Prwong 34, KCN Bién Hoa
I, Phuecong An Binh, thanh pho Bién Hoa, tinh Dong Nai. - Vigt Nam)

Hoat chit chinh - | Dang bao T'udi| Tieu Quy cich

SLT 10 thute Ham lugng che tho |chuédn déng goi S0 Mg by
27 |Hemorex M3i 60ml chira: Sat |Dung dich 36 |[TCCS [Hop 1 chai VD-28675-18
(dudi dang Sét (1) |udng thang 60ml; hop 1
gluconat) 300mg; chai 90ml
Mangan (dudi dang
Mangan gluconat
dihydrat) 7,98mg;
Pdng (dudi dang
déng gluconat)
4,2mg
28 [Nutriwell Kid with M&i 7,5ml chira: Siro 24 |TCCS [Hop 1 chai VD-28676-18
lysine Lysin hydroclorid thang 30ml; hép 1
150mg; Calci (dudi chai 60 ml; hop
dang calci lactat 20 6ng x 7,5ml
pentahydrat)

65,025mg; Thiamin
hydroclorid 1,5mg;
Riboflavin natri
phosphat 1,725mg;
Pyridoxin
hydroclorid 3mg;
Nicotinamid
9,975mg;
Dexpanthenol
5,025mg;
Cholecalciferol
200,025 TU;
Alphatocophery!
acetat 7,5mg

19. Cong ty dang ky: Cong ty o phf’in Duogc phfim Phwong Déng (D/c: Lé 7, duong s6 2, KCN.
Tén Tao, P. Tdn Tao A, Q. Binh Tan, TP. Hé6 Chi Minh - Viét Nam)
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19.1 Nha san xuét: Céng ty cb phin Duge pham Phwong Déng (B/c: Lé 7, dieong s6 2, KCN.
Tan Tao, P. Tan Tao A, Q. Binh Tan, TP. H6 Chi Minh - Viét Nam)

" £ Hoat chit chinh - | Dang bao |Tudi| Titu | Quy céch S dine kv
= Ten fiiog Ham lugng ché | tho |chudn| dong géi e
29 |PP-Sucralfat 2000 MGi g6i 15g chira:  |[Hondich | 36 [TCCS |Hop20 géix | VD-28677-18
Sucralfat 2¢ uong thang 15g; hop 30 goi
X 15g _
30 |Vigahom Mai n’}ng 10 ml D}mg dich 36 '['L‘(Jf:. Hop 10 c:ng, 20 | VD- 286’78 18
chira: Sit gluconat uong thang ong, 30 Ong, 50
dihydrat (twong ong x 10 ml
duong 50 mg sit)
431,68 mg; Mangan
gluconat dihydrat
(twong duong
mangan 1,33 mg)
11,65 mg; Déng
gluconat (twong
duong véi dong
0,7/mg) Smg
20. Cong ty ding ky: Cong ty c6 phin dugc pham Rosix (P/c: S6 nha 121, phé Pai An, P. Vin
Qudn, Q. Ha Déng, TP. Ha Noi - Viét Nam)
20.1 Nha san xuat: Chi nhéanh cdng ty cb phéin Armephaco- Xi nghiép dwrgc phim 150 (D/ec:
112 Tran Hung Pao, phwong Pham Ngil Lao, Qudn 1, TP. Ho Chi Minh - Viét Nam)
: Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quyedch | g - o
e > * r 5 s =0 ﬂ
AL KRR Ham lugng che tho |chuan dong goi gy
31 |Indavix Tiimebutin maleat  [Vién nén bao| 36 |TCCS |Hop 5 vix 10 VD-28679-18
N I 100mg _|phim thang) _ Jvien |

21. Céng ty ding ky: Céong ty c6 phin dwge pham Sao Kim (B/c: KCN Quang Minh, huyén Mé
Linh, Ha N¢i - Viét Nam)

21.1 Nha sén xuét: Coéng ty cb phan dwgc phim Sao Kim (D/e: KON Quang Minh, huyén Mé
Linh, Ha N§i - Viét Nam)

T Hogt chit chinh - | Dangbao |Tudi| Tiew | Quycach | g o
’ SE S 2 ang k
a1t S Ham lwrong ché tho |chuan| déng goi aEala N
32 |Clovucire Metronidazol Viénddatam | 24 |TCCS [Hép2vix 6 VD-28680-18
500mg; Clotrimazol |dao thang vién

100mg; Neomycin
(dudi dang
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Neomycin sulfat)
56000 1U

22. Cong ty diing ky: Cong ty ¢b phin dwgc phdm SaVi (B/c: L6 Z.01-02-03a KCN trong KCX
Tan Thudn, phwong Tdn Thudn Péng, qudn 7, Tp. HCM - Viét Nam)

22.1 Nha sin xuét: Céng ty b phan dwoc phim SaVi (P/e: Lé Z.01-02-03a KCN trong KCX Tdn
Thugn, phwong Tan Thudn Déng, qudn 7, Tp. HCM - Viét Nam)

200mg ; Vitamin
B12 (dudi dang
Cyanocobalamin
1%) 200meg

5 £ Hoat chit chinh - | Dang bao |Tubi| Titu | Quy cach Y "
5 3 = 6 da
SEE e dinbe Ham lwgng ché tho |chuin| déng goi ng ky
33 |SaVi3B Vitamin B1 (thiamin|Vién nén bao| 24 |TCCS |[Hép 5 vix 10 VD-28681-18
mononitrat) 100mg ; | phim thang vién
Vitamin B6
(Pyridoxin HCI)

23. Céong ty ding ky: Céng ty C6 phin Dugc phadm Tenamyd (P/c: Lé Y01-024-KCN/KCX Tén
Thugn, Phirong Tdn Thudan Déng, Qudn 7, TP. Hé6 Chi Minh. - Viét Nam)

23.1 Nha san xuit: Céng ty C6 phan Dwgc phim Tenamyd (D/c: L6 Y01-024-KCN/KCX Tén
Thudn, Phuong Tan Thudn Pong, Qudan 7, TP. Ho Chi Minh. - Viét Nam)

A
Tuoi

N z Hoat chit chinh - Dang bao Tiéu Quy cach S di 7
ST Teo e Ham lwong ché tho |chuin| dong goi 0 dang ky
34 |Tenafathin 2000 Cephalothin (dudi Thude bot 36 [USP38 H@p 1lo+ 1 VD-28682-18
dang Cephalothin  |pha tiém thang ong nuoc cat

natti déin véi natri
bicarbonat) 2g

pha tiém 10ml;
hép 10 lo + 10
bng nurde cét
pha tiém 10ml;
hdp 10 lo

24. Cong ty dang ky: Cong ty ¢6 phin dwge pham Trung wong 1 - Pharbaco (P/e: 160 - Tén
Duc Thang - Dong Da - Ha Néi - Viét Nam)

24.1 Nha san Xudt: Céng ty co phan dwgc phﬁm Trung wong 1 - Pharbaco (B/c: 160 - Ton Pk
Théng - Dong Pa - Ha N¢i - Viét Nam)

STT

Tén thude

Hoat chit chinh -
Ham luong

Dang bao
ché

Tubi
tho

Tiéu
A
chuin

Quy cach
dong gai

86 dang ky

Trang 10




35 [ZELFAMOX 500/125 |Amoxicilin (dugi | Vién nén 24 [TccS [Hop2 vix7 | VD-28683-18
DT. dang Amoxicilin phéan tdn thang vién
trihydrat) 500 mg;
Sulbactam (dudi
dang Pivoxil
sulbactam) 125 mg
25. Cong ty diing ky: Cong ty ¢b phin duwgc phdm Trung wong 2 (P/c: S6 9 - Tran Thinh Téng
- qudn Hai Ba Trung - Ha Ngi - Viét Nam)
25.1 Nha sén xuét: Congty c6 phin dugc phdm Tr ung wong 2 (B/c: Lo 27 Khu ¢ong nghiép
Quang Minh, thi trdn Quang Minh, huyén Mé Linh, Tp. Ha Ngi - Viét Nam) -
" £ Hoat chét chinh - Dang bao Tubi| Tiéu Quy cach S di ;
arl Toncthmon Ham lwong ché tho | chuan déng gbi ang ky
36 [Potriolac Gel Mai 15 g gel chia: | Gel boi da 24 |TCCS |Hop 1 tuyp 15g | VD-28684-18
Calcipotriol (dudi thaug
dang Calcipotriol
monohydrat) 0,75
mg; Betamethason
(dudi dang
Betamethason
dipropionat) 7,5 mg
26. Cong ty ding ky: Cong ty c6 phin dugc phim Truong Tho (D/c: 93 Linh Lang, Ba Dinh,
Ha N¢i - Viét Nam) -
26.1 Nha san xuét: Cong ty cb phan dwgc phidm Hai Phong (B/c: S6 1 Tdy Son, Kién An, Hai
Phong - Viét Nam)
5 £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cich Sk ds .
: “UB 2 0 da
Skl i Hawm legng ché tho [chufin| déng gbi ng ky
37 |Nedelin kid spray MB&i 15 ml chira: Dung dich 24 |TCCS |Hop 1 lo 15ml | VD 28685 18
Xylometazolin Xit miii thang
hydroclorid 7,5mg
26.2 Nha san xuét: Cong ty ¢6 phiin dwge phdm Trudng Tho (B/e: Lé MI, dwong N3, KCN Hoa
Xd, TP. Nam Dinh, tinh Nam Pinh - Viét Nam)
. —— Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quycich | gga4s 1
s L Ham luwong ché tho [chufn|  dong goi Bimng
38 |Oa-green Sildenafil (dudi Vién nén bao| 36 |TCCS |Hop | vix 4 VD-28686-18
dang Sildenafil phim thang vién

cittat) 50 g

Trang 11




27. Cong ty ding ky: Cong ty ¢é phin dwoc pham VCP (P/c: xé Thanh Xudn- Séc Son- Ha Néi -

Viet Nam)

27.1 Nha san xuét: Cong ty cb phin dwoc phim VCP (D/e: xd Thanh Xuén- Séc Son- Ha Nji -

Viét Nam)

STT

39

40

41

42

43

44

45

Tén thude

Ampicilin 1g

Cefepim 1g

Vaciradin 2g

Vicefoxitin 0,5g

Viciaxon 2g

Vicilothin 1g

Hoat chit chinh -
Ham lugng

Ampicillin (dudi
dang Ampicillin
natri) 1g

Amy pEiﬁin_ (Eu'gi )
dang Ampicillin
natri) 500 mg

Cefepime (dudi
dang Cefepime
dihydroclorid phdi
hop [-Arginin ty 1§
1:0,725) 1g

Cefradin (dudi dang
hén hop Cefradin va
L-Arginin ty 1€ 2:1)
2g

Cefoxitin (dudi dang
Cefoxitin natri) 0,5g

Ceftriaxon (duéi
dang Ceftriaxon
natri) 2g

Cefalothin (duéi
dang Cefalothin
natri ph6i hop véi

Dang bao
ché
Thudc bt
pha tiém
Thubc bot
pha tiém

Bt pha tiém

Thube bst
pha tiém

Thubc bot
pha tiém

Bot pha tiém

Thudc bot
pha tiém

Tudi
tho

48
thang

48
thang

36
thang

36
thang

36

thang

36
thang

Tiép
chuén

USP
38

USP
38

USP
38

CP
2015

USP
38

usp
38

USP
38

Quy cach
déng goi

Hdp 10 lo, hdp
5010

Hop 10 lo, hép
50 lo

Hép 1 lo, Hop
10 1o, Hop 1 lo
+ 01 8ng nuée
cét pha tiém
5ml (SPK:
VD-18637-13
hoidc SPK:
VD-22389-15)

Hép 1 lo, hop
10 1o, hép 1 lo
+ 02 éng nudc
cét pha tiém
5ml (SPK:
VD-18637-13
hodc SPK:
VD-22389-15)

Hép 1 lo, hép
101, Hop 1
lo+ 1 6ng nudc
cat pha ti#m
Sml (SBK:
VD-22389-15
hoac SBK:
VD-18637-13)

Hop 1 lo, hop
10 lo, hop 1 lo
+ 02 éng nude
ct pha tiém
10ml (SBK:
VD-24865-16)

Hop 1 lo, 10 Io,
hop 1 lo +1 ong
nudc cit

S6 dang ky

VD-28687-18

VD-28689-18

VD-28690-18

VD-28691-18

VD 28692 18

VD-28693-18
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46

47

48

Vicimlastatin

Vicimlastatin 500mg

Vicizolin

natri bicarbonat ty 18
1:0,03) 1g

Hén hgp Imipenem
monohydrat,
Cilastatin natri va
natri bicatbonat theo
ty 1€ 1:1:0,04 wong
duong voi:
Imipenem 750 mg;
Cilastatin 750 mg

Hén hop Imipenem
monohydrat,
Cilastatin natri va
natri bicarbonat theo
ty 1& 1:1:0,04 tuong
duong véi:
Imipenem 250 mg;
Cilastatin 250 mg

Cefazolin (dudi
dang Cefazolin
natri) 1g

Thube bot
pha tiém

Thubc bot
pha tiém

| Thude bot

pha tiém

36
thang

36
thang

thang

USP
38

USP
38

USP
38

pha tiém Sml
(SbK:
VD-22389-15
hoac SPK:
VD-18637-13)

Hop 1 lo, hop 5
lo, hop 10 lo

Hop 1 lo, Hop
10 lo, Hép 1 lo
+ 01 éng nudc
cit pha tiém
Sml (SPK:
VD-18637-13
hodc SBK:

VD-22389-15)

VD-28694-18

VD-28693-18

' VD-28696-18

28. Céng ty diing ky: Céong ty ¢6 phiin duge phiim Vinh Phic (B/e. S6 777 duong Mé Linh,
Phuong Khai Quang, TP. Vinh Yén, Vinh Phic - Viét Nam)
28.1 Nha san xuit: Cong ty c¢6 phin dwoe phim Vinh Phic (B/c: Thén Mau Théng-P.Khai
Quang- TP. Vinh Yén- Tinh Vinh Phuc - Viét Nam)

STT

49

50

51

Tén thube

Cammic

.Camphora

Fenidel

Hoat chit chiuh -
Ham lwong

Acid tranexamic
250mg/Sml

Natri
camphosulfonat
200mg/2ml

Piroxicam

Dang bao
ché

Dung djch
tiém

Dung dich
tiém

Dung dich

Trang 13

Tubi
tho

36
thang

36
thang

36

TCCS

Tiéu
chuin

TCCS

TCCS

Quy cach

dong goi
Hop?2 vix 5
dng x 5ml; hop
10 vix 5 bng x
Sml
Hop 1 vix 10
6ng x 2ml; hdp
5vix 10 6ng x
2ml

H_ép S_V_i XIU_

S6 dang ky

VD 28697 18

VD-28698-18

| VD-28699-18




52

53

54

35

50

Vin-Hepa 5g/10ml

Vinpﬁacine

Vinphyton [0mg

40mg/2ml

Famotidin
20mg/2ml

L-Ornithin -
P
Amikacin (dudi
dang Amikacin
sulfat) 500mg/2ml

M&i 6ng Iml chia:
Oxytocin 51U

Phytomenadion
10mg/ml

tiém

|Dung dich

tiém

tiém

Dung dich
tiém

|Dung dich

t1€m

thang

36
thang

36
thing
36
thang

TCCS

TCCS

TCCS

dng x 2ml; hop
1vix 10 dng x
2ml

Hoép1vix 10
éng x 2ml; hop
Svix 10 éng X
12ml

Hop2vix$5
éng x 10ml
Hép2vix5s
éng x 2ml; hop
5vix 10 éng x
2ml

Hoép 1 vix 10
éng x 1ml; hop
5 vix 10 éng x
Iml

Hoép2vix5
éngx 1ml; hop
5 vix 10 6ng x
1ml

VD-28701-18

VD-28702-18

VD-28704-18

29. Cong ty df'mg ky: Céong ty ¢6 phan dwge TW Mediplantex (B/c: 358 Gidi phéng, P. Phwong
Liét, Thanh xudn, Ha N¢i - Viét Nam)

29.1 Nha san )gufit: Céng ty c6 phan dwoe TW Mediplantex (B/c: Nha mdy dige phdm sé 2:
Trung Hau, Tién Phong, Mé Linh, Ha N¢i - Viét Nam)

= i Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach £ e :
STT Tonthasoe Ham lwgng cEé tho |chuén ﬂér}:g goi SR iy
57 |Antipylo Clarithromycin Vién nén bao| 36 |TCCS Hop7vix 6 VD-28705-18
500mg; phim thang vién (2 vién
Metronidazol Clarithromye Clarithromycin,
500mg; Omeprazol |in; vién nén 2 vién
(dudi dang vi hat  |bao phim Metronidazol, 2
bao tan trong rugt  |Metronidazo vién
8,5% Omeprazol) |l; vién nang Omeprazol)

20mg

30. Cong ty ding ky: Cong ty ¢d phin dwoc vat tu y té Hai Dwong (D/c: 102 Chi Ling, thanh
pho Hai Duong - Viét Nam)

30.1 Nha san xuét: Cong ty c¢6 phan dwge vit tw y té Hai Dwong (B/c: 102 Chi Lang, thanh phé

Hai Duong - Viét Nam)
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28,3mg silybin va
63,0mg silymarin)

140mg

s s sssn s s

b — e s =

5 £ Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cich S& da ;
LT e giomiie Ham lugng ché | tho |chudn| déng géi 0 diing ky
58 |Welliver 140 Cao kho qua Cic gaif Vién nang 36 |TCCS [IIop6vix 10 | VD-28706-18
(trong duong meém thang vién

31. Céng ty diing ky: Céng ty ¢6 phan Duwge-TTBYT Binh Pinh (Bidiphar) (B/c: 498 Nguyén
Thai Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

31.1 Nha sin xuit: Cong ty c6 phin Duge-TTBYT Binh Pinh (Bidiphar) (B/c: 498 Nguyén
Thdi Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

— Hoat chét chinh - | Dangbao |Tudi| Titw | Quycdch | ¢xae o
£ ] ] k od
L T St Ham lwong ché tho |chuin| déng géi Aug iy
59 [Kydheamo-2A M&i 1000ml dung Dung dich 36 |TCCS |Thung 1 can 10| VD-28707-18
dich chira: Natri tham phan |thdng lit
clorid 210,7g; Kali |mau
clorid 5,222¢; Calci
Clorid. 2H20 9,0¢;
Magnesi Clorid.
6H20 3,558g; Acid
acetic 6,310g;
Dextrose 35,0g _
| 60 |Natri bicarbonat 500mg |Natri hydrocarbonat Vién nén | 36 |USP38|Lo 160 vien | VD-28708-18
500mg thang
32. Cong ty ding ky: Cong ty ¢6 phan hoa-dwge phidm Mekophar. (&/c: 297/5 Ly T huong Kiét,
qudn 11, Tp. Hé6 Chi Minh - Viét Nam)
32.1 NLi san xuél: Cong ty ¢b phiin hod-dwoc phidm Mekophar. (P/c: 297/5 Ly Thuong Kiét,
quén 11, Tp. Ho Chi Minh - Viét Nam)
; Hoat chit chinh - | Dangbao |Tudi| Titu | Quy cach £ e .
-~ A & - 2 S d‘(
=k R Ham lugng ché tho |chuin|  déng géi O kg ky
61 |Neo-Gynoternan Metronidazol Viénnén dat| 24 |TCCS [Hop 1 vix 10 VD-28709-18
500mg; Neomycin |phu khoa thang vién
sulfat 65.000 1U; '
Nystatin  100.000
18]
62 |Sumakin Ig Amoxicillin (du¢i | Vién nén bao| 24 |TCCS [Hop2vix7 | VD-28710-18 |
dang Amoxicillin ~ [phim thang vién

trihydrat) 875mg;
Sulbactam (dudi

Trang 15




dang Sulbactam
pivoxyl) 12 mg

33. Cong ty diang ky: Cong ty ¢d phén 1.D duge phim Medipharco-Tenamyd BR s.r.l (B/c: S6
8, Nguyén Truong T, P. Phudc Vinh, TP. Hué, Thira Thién Hué - Viét nam)

33.1 Nha san xuét: Céng ty ¢b phan LD dugce pham Medipharco-Tenamyd BR s.r.1 (D/c: S5 8,
Nguyén Truong T3, P. Phudce Vinh, TP. Hué, Thera Thién Hué - Viét Nam)

Hoat chét chinh -

. 2 Dang bao |Tudi| Tidu | Quy cach S8 ds ;
gt LBl Ham lugng ché tho | chuin dong goi shiing ky
63 |Codlugel plus MB&i goi 10g chita:  |Hdn dich 36 |[TCCS [Hop 20 gbi x 10| VD-28711-18
Nhom oxyd (dudi  |ubng thang gam

dang Nhém
hydroxyd gel 13%)
400mg; Magnesi
hydroxyd (dudi
dang Magnesi
hydroxyd paste
30%) 800,4mg;
Simethicone 80mg

34. Céng ty ding ky: Céong ty ¢b phin xuét nhip khau y té Domesco (P/c: 66-Quic 1§ 30-P. My
Phu-TP. Cao Lanh-Tinh Dong Thdp - Viét Nam)

34.1 Nha sin xuét: Cong ty b phan xuit nhap khiu y té Domesco (P/c: 66-Quéc I¢ 30-P. My
Phii-TP. Cao Lanh-Tinh DPong Thap - Viét Nam)

. . Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S& ding kv
EEL L Ham lugng ché tho |chuin| déng gbi s
64 |pendo-Ursodiol C 500  |Ursodiol 500mg Vién nén bao| 36 [I'CCS [Hép | vix 10 | vD-28713-18
mg phim thang vién; hop 3 vi x

10 vién; hop 10
vix 10 vién;
chai 100 vién

34.2 Nha san xuit: Cong ty cb ph%n xuét nhip khau y té Domesco (P/c: Cum CN. Can Lé, An
Dinh, An Binh, huyén Cao Ldnh, Dong Thap - Viét Nam)

, . £ Hoat chéit chinh - | Dang bao |Tudi| Tieu | Quy cach & i :
ST1 Len e Ham lwgng ché tho |chuin dong gabi s L
65 |Donosal extra Cao Pan sdm 10/1  |Vién nén bao| 36 [TCCS [Hép 3 vix 10 VD-28712-18
(tirong duong phim thang vién; hfp 6 vix
450mg Dan sim) 10 vién; hop
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3/1 (tuong duong
141mg tam thit)

47mg; [.-Bormeol
8mg

45mg; Cao Tam that

1 chai 90 vién

35. Céng ty ding ky: Cong ty CP Dugc phim TV. Pharm (B/c: 27 Nguyén Chi Thanh, phucng
9, TP. Tra Vinh, tinh Tra Vinh - Viét Nam)

35.1 Nha sin xufit: Céng ty CP Dwoge phﬁm TV. Pharm (D/c: 27 Nguyén Chi Thanh, phuong 9,
TP. Tra Vinh, tinh Tra Vinh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich 2 y
oTT LaR e Ham lwgng ché tho |chuén| dé6ng goéi Sovangly
66 |Cefaclor TVP 125mg  |[Mdi gbi 2g thude Thubc bét 36 |TCCS |[Hop 10 goi x 2g| VD-28714-18
bot chita Cefaclor  |pha hén dich thang
(dudi dang Cefaclor [ubng
monohydral ) 125
mg

36. Cong ty ding ky: Céng ty lién doanh dwgc phim Eloge France Viét Nam (P/c. Khu cong
nghiép Qué V3, xa Phwong Liéu, huyén Qué V, tinh Bic Ninh - Viét Nam)

36.1 Nha san xuét: Cong ty lién doanh dugc phim Eloge France Viét Nam (B/c: Khu cong
nghiép Qué Vo, xa Phuong Lieu, huyén Qué Vo, tinh Bac Ninh - Viét Nam)

" £ Hoat chiit chinh - | Dang bio Tudi| Tiéu Quy cach S8 diine k
L Tén thide Ham lrong ché | tho |chudn| déng géi 0 ding ky
67 |Vién nén bao phim Paracetamol 500mg; | Vién nén 36 |TCCS |Hop 10viénx | VD 28715 18
Frantamol cadm cim Phenylephrin HCl  |bao phim  |thang 10 vién
Smg; Cafein 25mg

37. Cong ty ding ky: Cong ty Lién doanh Meyer - BPC. (P/c. 643-quoc 15 60, phuong Phii Tan,
TP. Bén Tre, tinh Bén Tre - Viét Nam)

37.1 Nha san xuit: Céng ty Lién doanh Meyer - BPC. (P/c: 643-quéc 19 60, phudng Phii Tan,
TP. Bén Tre, tinh Bén Tre - Viét Nam)

5 £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé di .
’ . 2 0 dang
Ll Tem fae Iam lugng ché tho |chuan| déng gbi sky
68 [Meyerurso Acid Vién nén bao| 36 |TCCS [Hop 10 vix 10 | VD-28716-18
ursodeoxycholic 250|phim thang vién, hop 3 vi x
mg 10 vién
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38. Cong ty diang ky: Cong ty TNHH Duge phim Dat Vi Phu (D/c: L6 M/A, Buong D17, KCN
My Phuoc 1, phwong Thoi Hoa, thi xd Bén Cdt, tinh Binh Dieong - Viét Nam)

38.1 Nha sin xudt: Cong ty TNHH Dwgc phim Dat Vi Phi (D/c: L6 M74, Duong D17, KCN
My Phueée 1, phwong Thoi Hoa, thi xda Bén Cdt, tinh Binh Duong - Viét Nam)

STT

69

70

Tén thube

Ciprofloxacin

Coxtone

Hoat chat chinh -
Ham lwong
Ciprofloxacin (duéi
dang Ciprofloxacin

HCI) 500mg

Nabumeton 500mg

Dang bao
ché

Vién nén
bao phim

Vién nén bao
phim

Tubi
tho
e
thang

36
thang

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

TCCS

TCCS

Hoép 10 vix
10 vién; chai

100 vién; chai
200 vién

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

VD-28717-18

VD-28718-18

39, Céng ty diing ky: Céng ty TNIII Dugc phim Glomed (B/c: S6 35 Pai L T Do, Khu céng
nghiép Viét Nam Singapore, thi xd Thudn An, tinh Binh Dwong - Viét Nam)
39.1 Nha san xuit: Cong ty TNIIII dugc phfim Glomed (P/c: s6 294 Pai I Tw Do, KCN Viét
Nam - Singapore, thi x& Thudn An, tinh Binh Duong - Viét Nam)

; At chinh - ao |Tudi| Tie ; T
STT Tén thube Hoz_lt‘chat chinh Dang Pae . Tle;l Ql'ly Cﬁ('?}'l $6 dang ky
Ham lugng ché tho |chuan| dong goi
71 |Cefamandol 1G Cefamandol (du¢i  |Bot phatiém| 24 |[USP  |Hop 10 1o VD-28719-18
dang Cefamandol thang|38
R SR A S E . S—
72 |Cefamandol 2G Cefamandol (dudi |Botphatiém| 24 |USP |Hop 10 1o VD-28720-18
dang Celainandol (hang|38

nafat) 2g

39.2 Nha sin xuit: Cong ty TNHH Dwoe phdm Glomed (B/e: S6 35 Pai Lj T Do, Khu céng
nghiép Viét Nam-Singapore, thi xd Thudn An, tinh Binh Duong - Viét Nam)

STT

Tén thube

Glomoti-M 5/50 s;achct

dang Dompetidon
inaleat) 5 g,

Simethicon 50 mg

Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach S5 aa :
f o - - 0 d
Ham lrong ché tho |chudn|  dong goi NER
Mai géi 1,5g chira: Tlpuéc bot 24 |TCCS [Hop 12 goi, 25 | VD-28721-18
Domperidon (dudi  |udng thang goix 1,5¢g

40. Cong ty diing ky: Cong ty TNHH dwoc phim BQ (B/c: 229/C5 Khu dé thi méi Bai Kim, Q.

Hoang Mai, Ha Noi - V

et Nam)
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40.1 Nha san xuiit: Coug ty ¢b phan duge phdm Tr ung uong 2 (B/c. Lo 27 Khu cong nghiép
Quang Minh, thi trdn Quang Minh, huyén Mé Linh, Tp. Ha Noi - Viét Nam)

o — s e i e

A r

< Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich } e .
x £ 2 2 A Sod
T Tonthute Ham lrgng ché | tho [chuin| déng goi SfRng Y
74 |Fiborize Acid tranexamic 650|Vién nén bao| 36 |TCCS [116p 3 vix 10 VD-28722-18
B mg phim thang vién

41. Cong ty ding ky: Céng ty TNHH MTYV 120 Armephaco (B/c: 118 Vii Xudn Thiéu, P. Phiic
Loi, O. Long Bién, Ha Noi - Viét Nam)

41.1 Nha sdn xuit: Cong ty TNIIII MTV 120 Armephaco (D/c: 118 Vii Xudn Thiéu, P. Phic
Lgi, Q. Long Bién, TP. Ha Ngi - Viét Nam)

STT

77

81

Ao Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich 4 .
Ren thute Ham lwgng ché tho |chufn| déng géi B0 ding If
Apharmcetam Piracetam 400 mg |Vién nang 36 |[DDVN|HGp 10 vix 10 | VD-28723-18
clmg thang|[V vién
Dronatcalci plus Acid Alendronic Vién nén bao| 36 [TCCS [Hop 1 vix4 VD-28724-18
(dudi dang phim thang vién
Alendronat natri
trihydrat) 70 mg;
Colecalciferol 2800
U
Enalapril 5Smg Enalapnl maieat S Vlen nén 36 |TCCS [Hop3 vix 10 | VD-28725- 18
mg thang vién; Hop S vix
10 vién; Hop 10
vix 10 vién:
[19p 50 vix 10
vien (Vi
nhom/nhom
hoic
nhém;’F‘VC).
Mannew Sildenafil (dudi VICII nén bao| 36 |TCCS Hop 1vix4 VD 28726- 18
dang Sildenatil phim thang vién
cﬁrat) 50 mg
Mebendazol Mebendazol 500 mg |vien nén 36 [DPVN|Hop 1 vix 1 VD-28727-18
________ thangl[V  |vién
Methylprednisolon 16 Methy predmsolen Vién nén 36 |TCCS llop 10vix 10 | VD-28728-18
16 mg thang vién; Hop 3 vix
10 vién; Hop 2
vix 10 vién;
Hop 1 vix 10
vién
Telmisartan Telmisartan 80 mg | Vién nén 36 [TCCS [Hop 3 vix 10 VD-28729-18

Trang 19




Vitamin BT

Thiamin mononitrat
10 mg

thang,

36
thang

DDVN|
v

Lo nhua 100
vién; Lo nhua
2000 vién; Lo
sit trang thiéc
2500 vién

VD-28730-18

42. Céng ty ding ky: Céng ty TNHH MTV duwgc pham Phwée Sanh Pharma (B/c: 272C, khu 3,
TT. Pitc Hoa, huyén Dirc Hoa, Long An - Viét Nam)

42.1 Nha san xuét: Cong ty TNHH MTYV duogc phidm Phwéce Sanh Pharma (P/e: 272C, khu 3,
TT. Buc Hoa, huyén Pirc Hoa, Long An - Viét Nam)

STT

Tén thude

Hoat chét chinh -
Ham luwong

Dang bao
ché

Tubi
tho

Tiéu
A
chuin

Quy cach
dong géi

S6 ding ky

83

84

Dai bd linh chi sém

['y tién phuong

Bét Puong quy
204mg; Cao khd
hdn hop duge ligu
(tuong duong:
Xuyén khung
204mg; Thuc dia
272mg; Bach thugc
204mg; Sa nhéin
136mg; Nhan sdm
410mg; Hoang ky
342mg; Bach linh
204mg; Bach truat
204mg; Linh chi
410mg; Téo nhan
136mg; Cam thao
[36mg: Dai tao
136mg) 279,4mg

Bot hdn hop durge
liéu (tuong duong:
Bach chi 190mg;
Cat cidn 80mg;
Hoang cdm 120mg)
390mg; Cao khd
hon hop duge licu
(tuong duong: Sai
hé 120mg; Cat canh
50mg; Khuong hoat
110mg; Cam thao
40 mg; Thach cao
40mg; Bach thugc
40mg) 40mg

g B
Vién nang

Vién nang
cling

cung

24
thang

24
thang

TCCS

TCCS

Hop3vix 10
vién; hp 1 1o
30 vién; hop 1
lo 60 vién

Hop 3vix 10
vién; hop 1 lo
30 vién; hop 1
lo 60 vién

VD-28731-18

VD-28/32-18
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43. Cong ty ding ky: Cong ty TNHH Reliv pharma (P/c: S6 22H], Puong s6 40, Khu dén cur
Tan Quy Déng, Phuong Tdn Phong, Qudn 7, Tp. HCM - Viét Nam)

43.1 Nha san xudt: Congty ¢6 phdn dwge phim Trung wong 2 (D/c: Lé 27 Khu céng nghiép
Quang Minh, thi trin Quang Minh, huyén Mé Linh, Tp. Ha Négi - Viét Nam)

STT

85

87

88

89

_{Samrudh

Tén thude

Amnam 0,5g

Cefotaxime 1g (CSNQ:

Pharmaceuticals Pvt.
Ltd, Dia chi: Plot No.
J-174, J-168, J-168/1,
MIDC, Tarapur, Boisar,
Thane 401506,
Maharashtra State,
India)

Ceftazidime Ig (L‘SNQ
Samrudh
Pharmaceuticals Pvt.
Ltd, Pia chi: Plot No.
I-174, 1-168, J-168/1,
MIDC, Tarapur, Boisar,
Thane 401506,
Maharashtra State,
India)

Cefuroxime 750 mg
(CSNQ: Samrudh
Pharmaceuticals Pvt.
Ltd, Pia chi: Plot No.
J-174, J-168, J-168/1,

-|dang Cefotaxime-

Hoat chét chinh -
Him lugng

Hon hop bot vo
khuédn chira
Imipenem
monohydrat,
Cilastatin natri
trong duong vai:
Imipenem 250 mg;
Cilastatin 250 mg

H6n hop bot v6
khuén chira
Imipenem
monohydrat,
Cilastatin natri
tuong duong vai:
Imipenem 500 mg;
Cilastatin 500 mg

Cefotaxime (dudi

natri) lg

Cellazidim (duu1
dang hdn hop bot vé
khudn cta
Ceftazidime va natri
carbonat) Ig

Cefuroxime (du‘crl
dang Cefuroxime
natri) 750 mg

_'
Bot pha tigm

Dang bao
ché
Thubc bdt
pha tiém

Ihubo bt |
pha tiém

|BoC phia tigm|

Bot pha tiém

Tubi
tho

24
thang

Yy
“

thiang

30
thang

30
thang

Ry v i

30
thang

Tﬂéy
chuin
TCCS

TCCS

DDVN
V-

TCCS

TCCS |

Quy cach S da .
dong goi ng ky
Hop 01 lo, 10 | VD-28733-18
lo
Uop 011, 10 | VD-28734-18

lo

S s i il

Hop 1 lo, 10 lo

Hop 1 lo, Hop

10 lo

[op 1 lo, Hup
10 lo

VD-28735-18

VD-28736-18

VD-28737-18
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MIDC, Tarapur, Boisar,
Thane 401506,
Maharashtra State,
India)

44. Cong ty dang ky: Cong ty TNHH sinh dugc phim Hera (B/c: L6 A17 KCN Tir Ha, P. Tt
Ha, TX. Huong Tra, Thira Thién Hué - Viét Nam)

44.1 Nha sén xuét: Coéng ty TNHH sinh duoc phim Hera (P/c: L6 A17 KCN Tt Ha, P. Tir Hg,
TX. Huwong Tra, Thiea Thién Hué - Viét Nam)

, el Hoat chit chinh - | Dang bao |Tudi| Tiéu
Ll L Ham lugng ché tho |chuén
90 [Rilixctin Dapoxetin (dudi Vién nén bao| 24 |[TCCS
dang Dapoxetin phim thang
hydrochlorid) 30mg
91 |Rilixetin Dapoxetin (dudi Vién nén bao| 24 |TCCS
dang Dapoxetin phim thang
hydrochlorid) 60mg

Quy cach

S"\ ﬂ-u "
dong goi filang oy
Hop2vix4 VD-28738-18
vién
Hop?vixd | VD-28739-18 |
vién

45. Cong ty ding ky: Cong ty TNHH Sunny Inter Pharma (D/c: 39/72/82 Ton Thét Ting, P.
Khwong Thugng, Dong Da, Ha Nji -)

45.1 Nha sin xuét: Chi nhénh cdng ty o phan Armephaco- Xi nghi¢p dwge phim 150 (B/e:
112 Tran Hung Pao, phwong Pham Ngit Lao, Qudn 1, TP. Ho Chi Minh - Viét Nam)

2 Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach 94 ds ;
8 . Cn = s 3 o ding k
STT TR Ham lwgng ché tho |chuin| dong goi S
92 |Bwiner plus Acid alendronic Vién nén 36 [TCCS [Hop1vix 5 VD-28740-18
(dudi dang thang vién
Alendronat natri
trihydrat) 70 mg;

Cholecalciferol
(dudn dang Dry
Vitamin D3 cws)

2800 TU

46. Cong ty ding ky: Cong ty TNHH Sunny Inter Pharma (B/e: 39/72/82 Tén That Ting, P.
Khwong Thuong, Dong Pa, Ha Ngi - Viét Nam)
46.1 Nha sin xuét: Chi nhénh céng ty cb ph?m Armephaco- Xi nghiép dugc phim 150 (D/c:
112 Tran Hung Dao, phwong Pham Ngii Ldo, Qudn 1, TP. H6 Chi Minh - Viét Nam)

STT

Tén thuoc

Hoat chit chinh -
Ham lugng

Dang bao
ché

Tubi
tho

Tiéu
chuin

Quy cach
dong goi

86 dang ky
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© 93 |Etiheso Esomeprazol (dudi |Vién nén bao| 36 [TCCS |Hop 3 vix 10 VD-28741-18
dang Esomeprazol [phim thang vien
magnesi trihydrat)
40 mg

47. Cong ty diing ky: Céng ty TNHH thwong mai duoc phf]m Nguyén Vy (P/c: 541/24 Su Van
Harh, phwong 13, qudn 10, TP. Ho Chi Minh - Viét Nam)

47.1 Nha sin xuat: Chi nhinh c¢éng ty ¢6 phin dwgc phim Agimexpharm- Nha may san xuit

dugc phim Agimexpharm (B/c. Ducng Vi Trong Phung, Khém Thanh An, P. My Thoi, TP, Long
Xuyén, Tinh An Giang - Viét Nam)

&t chinh - ao |Tudi| Tié A ——
STT Tén thube Hoat chilt chinh - | Dang bao | “40 Tiéu | - Quy edch | g5 gypg 1y
e Ham lugng che tho |chuan| dong goi
94 |Cbizentrax Albendazol 400 mg |Vién nén bao| 36 |TCCS |Hop 1 vix | VD-28742-18
[ - phim ~|thdngl  |vién "

KT. CUC TRUONG
PHO CYC TRUONG
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