BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Ty do - Hanh phic
Sé: 293 /QP-QLD Ha Néi, ngay <6 thang 6 ndm 2020
QUYET PINH

Ve viéc ban hanh Danh muc 65 thubc nwée ngoai
dwoc cip gidy ding ky lwu hanh tai Viét Nam - Dot 104 bd sung lan 2

CUC TRUONG CUC QUAN LY DUQC

Cin ctr Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

Cin cir Nghi dinh s 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyen han va co céu to chirc cia BO Y té;

Can ct Quyét dinh s6 7868/QD- BYT ngay 28/12/2018 cua B9 trudng BoY
té quy dinh chuc nang, nhiém vu, quyén han va co céu t6 chirc ctia Cuc Quéan ly
Duogc thuéc Bo Y té€;

Can c(r Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cta Bo truéng BO Y
té quy dinh viéc dang ky luu hanh thuoc nguyen liéu lam thudc;

Can clr y kién cua Hoi ddng tu van cdp gidy ding ky luu hanh thude, nguyén
licu lam thuoc Bo Y té;

Xét d& nghi cta Trudng phong bang ky thudc - Cuc Quén ly Dugc,

QUYET DINH:

Dleu 1. Ban hanh kem theo Quyét dinh nay Danh muc 65 thube nuGe ngoai
duoc cap gidy dang ky luu hanh tai Viét Nam - bot 104 b sung lan 2, bao gbm:

1. Danh muc 50 thudc nuéc ngoai dugc cép gidy ding ky luu hanh hiéu luc
05 nam - Dot 104 bd sung 1an 2 (tai Phu luc I kém theo).

Céc thudc tai Danh muc nay c6 s6 ding ky véi ky hiéu VN-...-20 va hiéu
lyc 05 nam ké tir ngay ky ban hanh Quyet dinh nay.

2. Danh muc 15 thuoc nudc ngoai dugce cap gidy ding ky luu hanh hidu luc
03 nam - Dot 104 bd sung lan 2 (tai Phu luc 11 kem theo).

Céc thude tai Danh muc nay c6 so déng ky véi ky hiéu VN3-...-20 va hi¢u
lue 03 na:m ké tir ngay ky ban hanh Quyét dinh nay.

Piéu 2. Co s0 san xudt va co s& dang ky thube cé trach nhiém:

1. Cung cap thuoc vao Viét Nam theo duing cac ho 50, tai liéu da dang ky voi
Bo Y téva phai in 50 dang ky dugc B Y té Viét Nam cap 1&n nhén thude.

2. Chap hanh day du phap luat clia Viét Nam va cac quy dinh ctia BO Y té vé
nhap khéu thudc va luu hanh thude tai Viét Nam, néu cé bét cir thay ddi gi trong
qua trinh luu hanh thudc & nugc so tai va ¢ Viét Nam thi phai bao cdo ngay cho
Cuc Quan ly Dugc-Bo6 Y té Viét Nam.

3. Thyc hién viéc cép nhat tiéu chuén chét luong cua thube theo quy dinh tai
Thong tu s6 1 1/2018/TT-BYT ngay 04/5/2018 cta Bb truéng Bo Y té quy dinh vé
chét luong thudc, nguyén ligu lam thude.

4, Cap nhat nhén thudc va to huéng dan st dung thubc theo quy dinh tai
Thong tu so 01/2018/TT-BYT ngay 18/01/2018 cia B truong Bo Y té quy dinh
ghi nhan thudc, nguyen liéu lam thubc va t& huéng dan st dung thudc trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay theo hinh thuce thay dbi, bd
sung giay dang ky luu hanh thude quy dinh tai Thong tu s6 32/2018/TT-BYT ngay




12/11/2018 cta Bo truong Bo Y té quy dinh viéc ding ky luu hanh thudc, nguyén
ligu lam thuoc

3. th hop véi céc co s& didu tri dé thuc hién theo dung cic quy dinh hién
hanh vé thubc ké don, theo dai an toan, hiéu qua tac dung khong mong muén ctia
thuoc trén ngudi Viét Nam va tong hop, béo cdo theo quy dinh tai Piéu 5 Thong tu
s6 32/2018/TT-BYT ngay 12/11/2018 cua B6 tmorng Bb Y té quy dinh viéc ding
ky luu hanh thudc, nguyén liéu lam thudc déi véi cac thube thude Danh muc ban
hanh kém theo Quyét dinh nay.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
han hiéu luyc cua glay ding ky luu hanh thudc, nguyén lidu lam thubc. Trong
trudng hop khéng con dap ing du diéu kién hoat dong, co s& ding ky phai c6 trach
nhiém thue hién thay déi co s& ding ky theo quy dinh tai Thong tu so 32/2018/TT-
BYT ngay 12/11/2018 cua B§ truéng B6 Y té quy dinh viéc déng ky luu hanh
thudc, nguyén lidu lam thudc trong thoi han 30 ngay ke tir ngdy co s& ding ky
khéng con du didu kién hoat dong.

7. Co s¢ dang ky thubc phai béo caoBOY té vé cap nhét tinh trang dap (mg
Thuc hanh t6t san xuét cla €O s san Xuét thuoc, nguyén liéu lam thude. Trudng
hop co s6 san xudt bi thu hdi gidy phep san xuét hodc khong dap tng Thuc hanh
tt san xuat thube, nguyén lidu 1am thubc & nudc so tai, co sé phai thuc hién viée
bdo cdo trong thoi han 15 ngay ké tir ngay c6 thong bao cua co quan quan ly cb
thAm quyén nudc s tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh 50
54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot sé didu va
bién phap thi hanh Luat Duogc.

Dleu 3. Quyét dinh ¢6 hiéu lyc ké tir ngay ky ban hanh.

Diéu 4. Giam d6c S& Y té céc tinh, thanh pho truc thugc Trung wong, gidm
dbc co so san xudt va co s dang ky c6 thude tai Diéu 1 chiu trach nhiém thi hanh

Quyét dinh nay./.

Noi nhin:
- Nhur Diéu 4;
- PTTg. Vi Dirc Pam — Bi thu Ban Cén sy Pang (dé blc);
- TTr. Truong Quéc Cuong (dé b/c);
- Cuc Quan Y - B6 Quéc phbng Cuc'Y té - Bo Cong an;
Y té GTVT - B Giao thong van tai; Téng Cuc Hai quan,-
Tai chinh;
- Bao hiém X3 hoi Viét Nam; S5
-Bo Y té: Vu PC Cuc QLYDCT, Cuc QLKCB, Thanh tra Bg;
- Vlen KN thuéc TU, Vién KN thudc TP. HCM;
- Téng Céng ty Duge VN; Cac Cong ty XNK dugc pham;
- Céc Bénh vién & Vién c6 givong bénh truc thugc BYT;
- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT, PCTTra,
VP Cuc; Website Cyc QLD.
- Luu: VT, BKT (10b).
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BO Y TE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM

Doc lap - Tu do - Hanh phic

PHU LUCI
DANH MUC 50 THUOC NUGC NGOAI PUGC CAP GIAY DANG KY LUU HANH

HIEU LUC 05 NAM - PQT 104 BO SUNG LAN 2

(Ban hanh kém theo quyét dinh s6:5%95 /QP-OLD, ngay££./.6./8020cuia Cuc Qudn Iy Dirge)

1. Cong ty ding ky: Abbott Laboratories (Singapore) Private Limited (D/c: 3 Fraser Street
#23-28 Duo Tower, Singapore 189352 - Singapore)

1.1 Nha sin xuit: Laboratorio Farmindustria S.A (D/c. Jr. Mariscal Miller No 2151 - Lince -

Lima - Peru)

x p Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ e :
2 2 p Sod
e et Ham lugng ché | tho [chudn| aonggar | OR8N
1 |Fluidasa 200mg Acetylcystein C6m pha 24 INSX |[Hop30goilg | VN-22491-20
200mg dung dich  |thang
wng | | |

2. Cong ty ding ky: Aristopharma Ltd. (P/c: 7, Purana Paltan Line-Dhaka-1000, Bangladesh -

Bangladesh)

2.1 Nha san xuét: Aristopharma Ltd. (B/c: Plot # 14, 15, 16,17, 19, 20, 21 & 22. Road # 11 &
12, Shampur-Kadamtali I/A. Dhaka- 1204 - Bangladesh)

magnesi dihydrat)
20mg

" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ o ,
5 5 S d
L Ten thuie Ham lwgng ché tho chuin| ddéng gobi O ding ky
2 |Neso 500mg/20mg Naproxen 500mg; |Vién nénbao| 24 [NSX |Hop 10vix 4 VN-22492-20
Tablet Esomeprazol (duéi |tan trong thang vién
dang Esomeprazol |ruft

3. Cong ty diang ky: Axon Drugs Private Ltd. (D/c: Plot No. 14, Santhosh Nagar, Korattur North
Chennai, Tamilnadu, 600076 - India)

3.1 Nha sin xuit: Axon Drugs Pvt. Ltd. (P/c: 148/12B, Chennai - Bangalore Highway,
Chembarambakkam, 602 103, Tamilnadu - India)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach % e
ST thud : : ; So dang k
L) Ten thude Ham lugng ché tho |chuin| déng géi By
3 [Bionimu Nimesulid 100mg  |Vién nén 36 [NSX |[Hop 10vix 10 [ VN-22493-20
__.jdidngbao Jthdng)  |vin

Trang |




4. Cong ty ding ky: B.Braun Medical Industries Sdn. Bhd. (D/c: Bayan Lepas Free Industrial
Zone, P.O. Box 880, 11900 Penang - Malaysia)

4.1 Nha san xuét: B.Braun Melsungen AG (B/c. Carl - Braun - Strafle 1, 34212 Melsungen -

Germany)
A
< p Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich S diing ky
o Tan-thuos Ham lwong ché tho |chuan dong goi 0 BN
4 |Lipofundin ® MCT/LCT|M&i 250ml chira: Nhil tuong 15 [NSX [Hop 10 chai VN-22495-20
10% Medium-chain truyén tinh  |thang thiy tinh 250ml
triglycerides 12,5g;|mach
Soya-bean oil 12,5g
5 |Lipofundin ® MCT/LCT|[M3i 100ml chita:  |Nhii tuong 15 [NSX |[Hoép 10 chai VN-22496-20
20% Medium-chain tiém truyen |thang thay tinh 100ml
triglycerides 10,0g; |tinh mach
Soya-bean oil 10,0g

5. Cong ty ding ky: B.Braun Medical Industries Sdn. Bhd. (B/c: Bayan Lepas Free Industrial
Zone, Plot 164 Phase 2, 11900 Bayan Lepas, Pulau Pinang - Malaysia)

5.1 Nha sin xuét: B.Braun Melsungen AG (D/c: Mistelweg 2-6, 12357 Berlin - Germany)

" 2 Hoat chit chinh - | Dang bao |[Tudi| Tiéu | Quy cach 8 e .
; - S k
i TR N00e Ham lugng ché tho [chuin| déng goi DEeg ey
6 |Fentanyl B.Braun Fentanyl (dudi Dung dich 36 [NSX |Hop 10 bng VN-22494-20
0.1mg/2ml dang fentanyl citrat) [tiém thang thuy tinh 2ml
0,05mg/ml
6. Cong ty ding ky: Cong ty ¢d phin Duwge MK Viét Nam (B/c: O dat 56 42, 16 dat TT-A2, khu
do thi thanh phé Giao Luu, phuong Cé Nhué 2, qudan Bac Tir Liém, TP. Ha Néi - Viét Nam)
6.1 Nha sin xuét: S.C. Rompharm Company S.r.1 (B/c: Str. Eroilor nr. 14, Oras Otopeni, cod
075100, Jud. Ilfov - Rumani)
& £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich S ds ’
STE R Ham luwong ché tho |chuén dong goi e
7 |Meve-Raz M3i 6ng 1,5ml chira |Dung dich | 48 [NSX |Hép 1 vix3 VN-22497-20
Meloxicam 15mg  [tiém thang ong 1,5ml, hop

1 vix5déng
1,5ml

7. Céng ty ding ky: Cong ty C6 phin Dwgc phdm Duy Tén (D/e: 22 Ho Biéu Chdnh, Phuong
11, Qugn Phii Nhudn, TP. H6 Chi Minh - Viét Nam)

Trang 2




7.1 Nha sin xuét: Macarthys Laboratories Limited (D/c: Bampton Road, Harold Hill, Romford,
Essex, RM3 8UG - United Kingdom)

" £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé ding kv
SEL TCa thute Ham lugng ché tho |chuéin| dong géi R
8 |Fentanyl 50 M&i Iml dung dich |Dung dich 36 |BP Hop 10 éng x VN-22498-20
micrograms/ml chira: Fentanyl (dudi|tiém thang|2016 |10ml
dang fentanyl citrat)
50meg =
9 |Fentanyl 50 M3i Iml dung dich |[Dungdich | 36 [BP  [Hop 106ngx | VN-22499-20
micrograms/ml chira: Fentanyl (dudiftiém thdng[2016 |2ml
dang fentanyl citrat)
50meg

8. Céng ty diing ky: Cong ty co ph:’in dwoc phdm Ngin Ljc (D/e: S6 26 duong 320 Béng sao,
PS5, 08, TP Ho Chi Minh - Viét Nam)

8.1 Nha sin xuit: One Pharma Industrial Pharmaceutical S.A. (B/c: 60th km N.N.R.
Athinon-Lamias Sximatari, Voiotias, 32009 - Greece)

: . £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch Sé dane kv
srx Ton thuflo Ham lugng ché tho |chuin dong goi D EAnE
10 [Irbefort Plus Irbesartan 150mg; |Vién nén 36 [NSX |[Hop3vix10 VN-22500-20
Hydrochlorothiazide thang vién
S (... B IS R — :
11 |Irbefort tablet Irbesartan 150mg | Vién nén 36 [NSX [Hop2vix14 | VN-22501-20
___________ [T, P T TS SO, S ———
12 |Irbefort tablet Irbesartan 75mg Vién nén 36 INSX |[Hop2vix 14 VN-22502-2
thang vién

9. Cong ty dang ky: Cong ty ¢d phin dugc phim Trung wong Codupha (D/c: Liu2 3,456
Toa nha 509-515 Té Hién Thanh, PHuong 14, Quédn 10, Tp. Ho Chi Minh - Viét Nam)

9.1 Nha siin xuét: Lipa Pharmaceuticals Ltd. (P/c: 21 Reaghs Farm road, Minto NSW 2566 -

Australia)
" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé ‘
2 & diang k
e Ten thuie Ham legug ché | tho |chudn| déng géi s b
13 |Cardioton Ubidecarenone Vién nang 36 |[NSX [Hop3vi,6vix| VN-22503-20
30mg; Vitamin E ~ |mém thang 10 vién
~|6,71mg

10. Céong ty diing ky: Cong ty cd phin dwgc-thiét bi y té Pa Ning (D/c: 02 Phan Dinh Phing,
Phuong Hai Chau I, Qudn Hai Chau, Thanh phé Pa Nang - Viét nam)

Trang 3
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10.1 Nha san xuit: Akriti Pharmaceuticals Pvt. Ltd. (P/c: Plot No. D-10, D-11, M.I1.D.C., Jejuri
-Nira Road. Jejuri, Taluka Purandar, Dist Pune - 412 303, Maharashtra State -)

; Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Ei ;
s £ : : 3 Sod
Bt ik Ham luwgng ché tho [chuan| déng gbi e L
14 |Akridol 12.5 Carvedilol 12,5mg |Vién nén 36 |USP [Hép3vix10 | VN-22504-20
______________________________________________________________ | [thang}39  Jvién e
15 |Omep-20 Omeprazol (Dang vi | Vién nang 36 |BP Hop 10 vix 10 [ VN-22505-20
hat bao tan trong climg thang[2016 |vién
rudt) 20mg
16 |Rabzak 20 Rabeprazol natri Vién nén bao| 36 |[NSX |Hop3vix 10 | VN-22506-20
20mg tan trong thang vién
rudt
11. Céng ty ding ky: Céng ty TNHH Anda Vi¢t Nam (D/c: 62C Trdn Quoc Todn, Phirong Tran
Hung Pao, Qudn Hoan Kiém, Ha Noi - Viét Nam)
11.1 Nha sin xuit: Reckitt Benckiser Healthcare (UK) Limited (D/c: Dansom Lane, Hull, East
Yorkshire, HUS8 7DS - United Kingdom)
o £ Hoat chéit chinh - | Dang bao Tudi| Tiéu Quy cach £ ;
R Ll Ham lugng ché tho | chuén déng géi B ding &
17 |Suboxone 2mg/0,5mg  |Buprenorphin (duéi |Vién dit 24 INSX |[Hop4vix7 VN-22507-20
dang buprenorphin |dudi lu&i thang vién
hydrochlorid) 2mg;
Naloxon (du6i dang
Naloxon hydroclorid
dihydrat) 0,5mg
12. Céng ty diing ky: Céng ty TNHH DAu tw pht trién Hung Thanh (D/c: 104 B24 khu tdp thé
Thanh Céng, qudn Ba Dinh, thanh pho Ha N¢i - Viét Nam)
12.1 Nha sin xuét: Lacer, S.A (P/c: Boters 5. Parc Tecnologic del Vallés, 08290 Cerdanyola del
Vallés (Barcelona) - Spain)
2.
. £ Hoat chit chinh - | Dang bao |Tu0i| Tiéu | Quy cich sk dine kv
STT Tén thuoc - ché tho |chun| déng goi 0 dang ky
18 |Milarinon 100 mg Sildenafil (dudi Vién nén bao| 36 |NSX |[Hopl vix4 VN-22515-20
dang Sidenafil phim thang vién
W L, TS (SRR, [P
19 [Milarinon 25 mg Sildenafil (dudi Vién nén bao| 36 [NSX |Hop 1 vix4 VN-22516-20
dang Sidenafil phim thang vién
citrate) 25 mg N R

Trang 4




20

Milarinon 50 mg

Sildenafil (dudi
dang Sidenafil
 [citrate) 50mg

phim

Vién nén bao

36

thang

NSX

Hop 1 vix 4
vién

VN-22517-20

13. Céong ty diing ky: Céng ty TNHH Dugc pham  Quang Anh (D/c: 834 Hoa Hung, Phudng
12, Qudn 10, Thanh pho H6 Chi Minh - Viét Nam)

13.1 Nha sdn xuét: Esseti Farmaceutici S.r.l. (B/c. Via Campobello 15-00040 POMEZIA (RM) -

Italy)
. Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quycich | & qun0
L Ll Ham lwong ché tho |chuan| déng goi angky
21 |Amikan M3i éng 4ml chira: [Dungdich | 24 |NSX |Hop 1 6ngx VN-22508-20
Amikacin (dudi tiém thang 4ml
dang Amikacin
sulfat) 1000mg
14. Cong ty ding ky: Cong ty TNHH Dugc phim DO HA (P/c: Sé 30, Tap thé Tran Phi, ngd
105, diwong Nguyén Phong Séc, t6 16, P. Dich Vong Hau, Q. Cau Gidy, Ha Ngi - Viét Nam)
14.1 Nha sin xuit: Drogsan Ilaclari San. ve Tic. A.S. (P/c: Esenboga Merkez Mah. Cubuk Cad.
No: 31, Cubuk - Ankara - Turkey)
- P Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé dine kv
S S Ham lugng ché tho |chuan| dong goi AR
22 [Moslve M3i lidu xit chia  |H3n dich xit | 24 [NSX |Hop1lo18g | VN-22509-20
Mometason furcat |mii thang hon dich xit’
0,05mg miii cung cap
140 lidu xit
14.2 Nha san xuét: S.C, Slavia Pharm S.R.L. (D/c: B-dul. Theodor Pallady nr. 44C, sector 3,
Bucharest - Rumani)
" £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach S8 dine ke
L Lo thnoe Ham lugng ché tho [chudn| dong goi TR Y
23 |Fluebac Fluconazol 50mg  |Vién nang 48 INSX [Hoplvix7 VN-22510-20
clng thang ~ |vién

15. Cong ty diang ky: Cong ty TNHH Dugc phém Hiép Thuin Thanh (D/c: Pam Bai, Xa
Thuong M6, Huyén Pan Phuong, Thanh pho Ha Noi - Viét Nam)

15.1 Nha sin xuét: Shandong Lukang Pharmaceutical Co., Ltd. (B/c: No. 173 West Taibailou
Road, Jining, Shandong - China)

Trang 5
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" P Hoat chit chinh - | Dang bao Tudi Tiéu Quy cach Sé dine kv
ALY KEn e Ham lwgng ché tho |chuan| dong goi RN
24 |Benzylpenicillin Sodium |Benzylpenicilin Bot pha tiém| 36 |CP201|Hép 10 lo; hép | VN-22511-20
(dudi dang thang|5 50 lo
Benzylpenicilin
natri) 1.000.000 U
16. Céng ty ding ky: Cong ty TNHH dwgc phim Huy Cuimg (D/c: 37 Tran Nhét Dudt, P. Tdn
Dinh, Quéan 1, TP. H6 Chi Minh - Viét Nam)
16.1 Nha san xuit: LDP Laboratorios Torlan SA (D/c.: Carretera de Barcelona, 135-B. 08290
Cerdanyola del Valles (Barcelona) - Spain)
£ Hoat chét chinh - | Dangbao |[Tudi| Tiéu | Quy cich o
-~ . L S d
i Tén thude Ham lugng ché tho |chuin| déng géi 0 dang ky
25 |Ceftriaxone LDP Torlan [M&i lo chira: Bot pha tiém| 36 |TCCS |Hop 10 1o VN-22512-20
2g Ceftriaxone (dudi thdng
dang Ceftriaxone
natri) 2g
17. Céng ty ding ky: Cong ty TNHH Dugc pham Nhit Anh (D/c: 122/7-9 Ding Vin Ngit, O.
Phii Nhuéin, TP. H6 Chi Minh - Viét Nam)
17.1 Nha sin xuéit: One Pharma Industrial Pharmaceutical S.A. (D/c: 60th km N.N.R.
Athinon-Lamias Sximatari, Voiotias, 32009 - Greece)
R Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quycich | g gao
0 5 d
It den taude Ham lugng ché tho |chudn| déng goi Uisng by
26 [SOLNATEC FC Solifenacin succinat [Vién nén bao| 30 [NSX |Hép3vix 10 | VN-22513-20
TABLET 5mg S5mg phim thang vien |
18. Cong ty diing ky: Cong ty TNHH Duwgc phim Vietsun (D/c: TT2 - B42 Khu dé thi Vin Qudn,
P. Phiic La, Q. Ha Péng, Ha Néi - Viét Nam)
18.1 Nha sin xuat: Incepta Pharmaceuticals Limited (P/c: Dewan Idris Road, Zirabo, Savar,
Dhaka - Bangladesh)
o e Hoat chét chinh - [ Dangbao |Tudi| Tiéu | Quycich | & axno ky
STT Ten thube Ham lugng ché tho |chuédn| déng goi 0 dang ky
27 |Calcicar 500 Tablet Calci (dudi dang Vien nén bao| 60 [NSX |Hop 10vix 10 | VN-22514-20
calci carbonat phim thang vién
1250mg) 500mg

Trang 6




19. Céng ty diing ky: Cong ty TNHH Héng Phiic Béo (D/c: 232/8 Quéc 15 13, P. 26, Q. Binh
Thanh, TP. Hé Chi Minh - Viét Nam)

19.1 Nha san xuit: Astral Pharmaceutical Industries (B/c: 911, GIDC, Makarpura, Vadodara
390 010, Gujarat. - India)

— Hoat chat chinh - | Dangbao |Tudi| Tieu [ Quyecich | s 4u 1o
BLE Ll Ham lugng ché tho (chufn| déng g6i RN
28 |Astaz-P 4.5G Piperacillin (duéi  |Bét phatiém| 36 |[USP |Hop 1 lo VN-22518-20
dang piperacillin thang|39

natri) 4g;
Tazobactam (dudi
dang Tazobactam
natri) 0,5g

20. Cong ty ding ky: Cong ty TNHH mét thanh vién dwge phidm Viét Tin (P/e: 56 64 Lé Lo,
Phuong 4, Quan Go Vap, Thanh phé H6é Chi Minh - Viét Nam)

20.1 Nha sin xuit: Theon Pharmaceuticals Limited (B/c: Vill. Sainimajra, Tehsil Nalagarh,
Distt. Solan (H.P) - India)

& 4 Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S& dane kv
Ll Einithiine Ham lwong ché tho |chudn| déng goi odang Ky
29 |Urliv-150 Ursodiol 150 mg Vién nén 24 |USP [Hop 10vix 10 | VN-22519-20
O | — ...y . |thangd0 Ivien )
30 |Urliv-300 Ursodiol 300 mg Vién nén 24 |USP [Hop 10vix 10 | VN-22520-20
thang|40 vién

21. Cong ty diing ky: Céng ty TNHH Thwong mai Nam Ddng (P/c: S6 2, ngd 164/117, phé
Viwong Thira Vii, P. Khwong Trung, Q. Thanh Xudn, Ha Néi - Viét Nam)

21.1 Nha sin xuét: Faes Pharma SA (D/c: C/Mdximo Aguirre, 14, Lejona- Leioa, 48940 Vizcaya

- Spain)
o s g Hoat chit chinh - | Dang bao |[Tudi| Tiéu [ Quy cach s
: v - Sod k
STT Tem thuiic Ham lwong ché tho |chuin| dong goi e &
31 |Mecolzine Mesalazin 500mg | Vién nén bao| 24 |NSX |Hop 10vix 10 | VN-22521-20
phim khang |théng vién
dich da day

22. Cong ty ding ky: Cong ty TNHH Thuwong mai Nga Viét (D/c: 644/4 Puong 3/2, P.14, Qudn
10, TP. H6 Chi Minh - Viét Nam)

Trang 7



22.1 Nha san xuét: Natco Pharma Ltd. (P/c: Plot No.19, Pharmacity Selaqui, Dehradun-248197,
Uttarakhand - India)

" £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S8 ds 5
) Ton:trbe Ham lugng ché tho [chuédn| déng géi 0 dang ky
32 |Bortenat 2mg Bortezomib 2mg/ lo [Bot dong 24 INSX |Hopllo VN-22522-20
kho pha tiém [thang
tinh mach

23. Céng ty ding ky: Cong Ty TNHH Xic Tién Thwong Mai Duge Pham Va Dau Tu TV (D/e:
345 Ly Thuong Kiét, Phuong 9, Qudn Tan Binh, TP Ho Chi Minh - Viét Nam)
23.1 Nha san xuét: Toll Manufacturing Services, S.L. (D/c: C/Aragoneses, 2, 28108 Alcobendas
(Madrid) - Spain)

Co s& dong goi: Edefarm, S.L. (B/c: poligono Industrial Enchilagar dep Rullo, 117 46191 Villamarchante
(Valencia), Spain (Madrid) - Spain)

g P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé di .
. g dang k
BIT T thuie Ham lugng ché tho |chuin| déng géi S
33 |Solufos Fosfomycin (dudi | Vién nang 48 |INSX |H6p I chai24 | VN-22523-20
dang Fosfomycin  |ciing thang vién
calcium 703 mg)
500 mg

24. Cong ty ding ky: Dr. Reddy's Laboratories Ltd. (D/c: 8-2-337, Road No.3, Banjara Hills,
Hyderabad-500034, Telangana - India)

24.1 Nha san xuat: Dr. Reddy's Laboratories Ltd. (D/c: FTO-LX, Plot No. QI to Q5, Phase-I1I,
SEZ, Duvvada, Visakhapatnam-530046, Andhra Pradesh - India)

- As
. B Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S6 dane ky
Lt Ten thislic Ham luwgng ché tho |chuan dong goi DU
34 |Daptomred 500 Daptomycin 500mg |B6t déng 24 INSX |Hopllo VN-22524-20
kho pha thang
dung dich
tiém truyén

25. Cong ty ding ky: Getz Pharma (Pvt) Ltd. (D/c: Plot No. 29-30/27 Korangi Industrial Area,
Karachi - Pakistan)

25.1 Nha san xuat: Getz Pharma (Pvt) Ltd. (B/c: Plot No. 29-30/27 Korangi Industrial Area,
Karachi - Pakistan)

Trang 8




o Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich D
X Tenitiabe Ham luwgng ché tho [chudn| ddng géi O dang by
35 |Miuraget Injection Cholecalciferol Dung dich 24 |NSX [Hop 5 6ng Iml | VN-22525-20
Smg/ml (twong (mg 200.000 |uong hodc  |thing
IU) 5 mg tiém bép

26, Cong ty diang ky: GlaxoSmithKline Pte., Ltd. (D/c: 150 Beach Road, # 21-00 Gateway West,
Singapore 189720 - Singapore)

26.1 Nha sin xuit: UCB Pharma S.A (P/e: Chemin du Foriest, B-1420 Braine l'Alleud -

Belgium)
e Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach ol e 4
RLE s Ham lwong ché | tho |chuin| déng goi vieang Xy
36 |Keppra Levetiracetam Vién nén bao| 36 [NSX |[Hop3vix 10 VN-22526-20
250mg phim théng vién

27. Cong ty dang ky: Hetero Labs Limited (D/c: 7-2-42, Hetero Corporate, Industrial Estate,
Sanathnagar, Hyderabad, TG 500018 - India)

27.1 Nha sin xuit: Hetero Labs Limited (D/c: Unit-V, Sy. No. 439, 440, 441 & 458, TSIIC
Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar Dist, Telangana - India)

A . _ 3 Tua] n . i
STT Tén thude Hoat‘chat chinh Dang ‘bao Tle;u QI;I}' cac,:lll sé dang ky
Ham lugng che tho | chuin dong goi
37 |Clopidogrel tablets Clopidogrel (dudi [Vién nén bao| 36 [NSX [Hp3vix 10 VN-22527-20
75mg dang Clopidogrel  |phim thang vién
bisulfat) 75mg
38 |Telsar-H 40/12.5 Telmisartan 40mg; |Vién nén 24 INSX |[Hop3vix 10 VN-22528-20
Hydrochlorothiazide thang vién
12,5mg

28. Cong ty diang ky: Korea United Pharm. Inc. (D/c: 25-23, Nojanggongdan-gil,

Jeondong-myeon, Sejong-si - Korea)

28.1 Nha san xuat: Korea United Pharm. Inc. (P/c: 107, Gongdan-ro, Yeonseo-myeon, Sejong-si

- Korea)

- £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S ;
: ’ P dang k
STT Lol e Ham lugng ché thg |chuan| dong goi e
39 |Cycram Cyclophosphamide |Bot pha tiém| 36 |USP38|{Hép 1 lo VN-22529-20
lg thdng

Trang 9



29. Céng ty ding ky: Kotra Pharma (M) Sdn. Bhd. (D/c: No. 1, 2 & 3, Jalan TTC 12, Cheng
Industrial Estate, 75250 Melaka - Malaysia)

29.1 Nha san xuét: Kotra Pharma (M) Sdn. Bhd. (P/c: No. 1, 2 & 3, Jalan TTC 12, Cheng
Industrial Estate, 75250 Melaka - Malaysia)

" p Hoat chét chinh - | Dang bao Tudi| Tiéu | Quy cich S& diine kv
L 1o thuoe Hiim Iy ché | tho |chuin| déng g6i e
40 |Axcel Fungicort Cream |Miconazol nitrat Cream 36 INSX |Hop 1 tuyp Sg. | VN-22530-20
2,0% (kl/kl); thang Hop 1 tuyp 15g
Hydrocortisone
1,0% (kl/kl)

30. Cong ty ding ky: Les Laboratoires Servier (B/c: 50 rue Carnot, 92284 Suresnes Cedex -
France)

30.1 Nha sin xuét: Les Laboratoires Servier Industrie (B/c: 905, Route de Saran, 45520 Gidy -
France)

STT

Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich

Tén thubc : £ z .
Ham lugng ché thg |chudn| dobng gobi

S6 dang ky

Daflon 500mg Phén doan flavonoid | Vién nén bao| 48 [NSX [Hgp 60 vién; VN-22531-20
vi hat tinh ché img phim thang hoép 4 vix 15
vai: Diosmin 90% vién

450mg; Cac
flavonoid biéu thi
bang hesperidin
10% 50mg

31. Cong ty ding ky: Macleods Pharmaceuticals Ltd. (D/c: 304, Atlanta Arcade, Marol Church
Road, Andheri (East) Mumbai - 400 059 - India)

31.1 Nha san xuét: Macleods Pharmaceutical Ltd. (B/c: Khasra No.21, 22, 66, 67&68,
Aho-Yangtam, Namchepung, PO: Ranipool, East Sikkim 0737135 - India)

r .
" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu [ Quy céch Sé dine kv
L L Ham luong ché thg |chuin doéng g6i R
42 |Mactaxim 100 DT Cefixime (dudi dang|Vién nén bao| 24 |[NSX |Hop 1 vix 10 VN-22532-20
Cefixime trihydrat) |phim thang vién
100mg P
43 |Mactaxim 200 Cefixime (dudi dang|Vién nén bao| 24 [USP |Hép1vix10 | VN-22533-20
Cefixime trihydrat) |phim thang|40 vién
_ 200mg

Trang 10




32. Cong ty diang ky: PHARMACHEM CO., LTD (B/c: (Jamsil-dong,3rd Floor) 17,
Baekjegobun-ro 12-gil, Songpa-ku, Seoul - Korea)

32.1 Nha sén xuét: Icure Pharmaceutical Inc (D/c: 13, Je3Gongdan 3-gil, Seoun-myeon,
Anseong-si Gyeonggi-do - Korea)

ol g o Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Fapn— o
* . z Sod k
EE Tom tuic Ham lugng ché tho |chuidn dong goi 0 cang xy
44 [Kenon-L plaster M3i miéng dan Thuéc cao 36 [NSX |Bao 7 miéng VN-22536-20
chira: Ketoprofen  |dédn thdang (7cm x 10 cm)
30mg

33. Céong ty ding ky: Pierre Fabre Medicament (D/c: 45, Place Abel Gance, 92100 Boulogne -

France)

33.1 Nha sin xuit: Pierre Fabre Medicament Production (D/c: Site Progipharm Rue du Lycée
45502 GIEN - Cedex. - France)

& £ Hoat chét chinh - | Dang bao Tudi| Titu Quy ciach S& ding ky
G LEariimds Ham lwong ché tho |chuin| déng goi i giing ky
45 |Tanganil 500 mg Acetylleucine Vién nén 36 [NSX [Hop3vix10 | VN-22534-20
500mg thang vién

34. Cong ty diing ky: PT. Novell Pharmaceutical Laboratories (D/c: JI. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)

34.1 Nha san xuét: PT. Novell Pharmaceutical Laboratories (P/c: JI. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)

& £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach b di "
g " . k
2L Ten thuge Ham lwong ché tho |chufdn| déng goi DERRES
46 |Ornispar L-ornithin Dungdich | 24 [NSX [Hop 35 6ng VN-22535-20
L-aspartat 0,5g/ml |tiém thang 10ml

35, Céong ty diing ky: Saint Corporation (D/c: Academy Tower, Rm #718, 719, 118 Seongsui-ro,
Seongdong-gu, Seoul - Korea)

35.1 Nha san xuit: Korea Prime Pharm. Co., Ltd. (P/c: 100, Wanjusandan 9-ro, Bongdong-eup,
Wanju-Gun, Jeollabuk-do - Korea)

o Hoat chit chinh - | Dang bao |Tudi| Tieu | Quycdch | g& gane ke

SLL Tta thube Ham lwong ché tho |chuén doéng goi QUMIR’Y

47 |Atsotine Soft Capsule  |Cholin alfoscerat Vién nang 36 INSX |[Hop3vix 10 VN-22537-20
400mg | mem thang| vién

Trang 11
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36. Céong ty ding ky: Samil Pharm Co., Ltd. (D/c: 155, Hyoryeong-ro, Seocho-Gu, Seoul

137-061 - Korea)

36.1 Nha san xuét: Samil Pharm. Co., Ltd (D/c: 216, Sandan-ro, Danwon-gu, Ansan-si,
Gyeonggi-do - Korea)

" 2 Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy céch S5 diing ky
=T T thuus Ham lwong ché thg | chuin dong goi OiRNE Ky
48 |Eylevox ophthalmic Levofloxacin hydrat Dung(}ich 36 INSX |Hép 1 lo Sml VN-22538-20
Solution Smg/1ml nhoé mat  ([thang] |

37. Cong ty ding ky: Standard Chem. & Pharm. Co., Ltd. (B/c: No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055 - Taiwan)

37.1 Nha san xuét: 2nd Plant, Standard Chem. & Pharm. Co., Ltd. (D/c: No. 154, Kaiyuan
Road, Sinying District, Tainan City 73055 - Taiwan)

i Hoat chét chinh - | Dang bao |Tudi| Tiéu [ Quy cich PN
~ Ll L S d k P
sLY Tou thuge Ham lugng ché | tho |chudn| dong goi RS
49 |Alsiful S.R. Tablets 10 [Alfuzosin Vién nén 36 [NSX |Hop3vix10 | VN-22539-20
mg hydroclorid 10mg  |phong thich |thang vién
kéo dai

38. Cong ty ding ky: The Schazoo Pharmaceutical laboratories (Pvt.) Limited (D/c: Kalalwala
Stop, 20km Lahore Jaranwala Road, District Sheikhupura, - Pakistan)

38.1 Nha sin xuét: The Schazoo Pharmaceutical laboratories (Pvt.) Limited (D/c: Kalalwala
Stop, 20km Lahore Jaranwala Road, District Sheikhupura, - Pakistan)

Hoat chét chinh -

A
Tuoi

" £ Dang bao Tiéu Quy cach S ding kv
HLL AEn thnde Ham lwong ché tho |chuin dong goi 4
50 |Hemifere Phirc hop sat (I1I) | Vién nén 36 INSX |[Héplvix 10 VN-22540-20
hydroxide nhai thang vién; 3 vix 10

polymaltose (tuong
duong Sat nguyén to
100mg) 400 mg;

Acid Folic 350 mcg

vién

Trang 12
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BO Y TE
CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Pic ldp - Ty do - Hanh phuc

PHU LUC II

DANH MUC 15 THUOC NUGC NGOAI
PUGC CAP GIAY PANG KY LUU HANH HIEU LUC 03 NAM
POT 104 BO SUNG LAN 2

(Ban hémh kém theo Quyét dinh s6:495./QP-QLD, ngayL6./.6. /ALA0 ciia Cyc Qudn Iy Dugc)

1. Cong ty ding ky: Astellas Pharma Singapore Pte. Ltd (D/c: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986) - Singapore)

1.1 Nha san xuit: Catalent Pharma Solutions, LLC (D/c: 2725 Scherer Drive, St. Petersburg,

FL 33716 - USA)

Co s& déng goi so' cip: AndersonBrecon Inc. (D/c: 4545 Assembly Drive, Rockford, IL 61109,

USA)

Co s& déng géi thir cAp va xuft xwéng: Astellas Pharma Europe B.V. (D/c: Hogemaat 2, 7942

JG Meppel, Ha Lan)

£ . . As % "
STT Tén thube Hoat‘chat chinh - DgngPao Tudi Tiéu Ql'ly cacl'l
Ham lugng che tho |chuan dong goi
| [Xtandi 40mg Enzalutamide 40mg | Viénnang | 36 |Ngx [HOp 4 vidang |
mem thdng vix 28 vién \

2. Cong ty dang ky: Cong ty ¢6 phan thudc ung thw Benovas- Chi nhanh Long An (D/c: Aip

Binh Tién 2, xd Pirc Hoa Ha, huyén Piic Hoa, tinh Long An - Viét Nam)
2.1 Nha san xuit: Nobilus Ent (D/c: Zegrzynska 224, 05-110 Jablonna - Poland)

a £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach o :
g ; So ding k
A T rin Ehicihes Ham lugng ché tho |chudn| dong goi REEE N
2 |Benivatib 100mg Imatinib (dudi dang |Vién nang 24 INSX [NSX VN3-256-20
imatinib mesylat)  |cing thang
100mg
3 |Benivatib 400mg Imatinib (dudi dang |Vién nang 24 [NSX [HQp | chai 30 VN3-257-20
imatinib mesylat)  |clng thang vién
400mg

3. Cong ty ding ky: Cong ty TNHH Sanofi-Aventis Viét Nam (D/c: 123 Nguyén Khodi, Qudn 4,
Thanh phé H6 Chi Minh - Viét Nam)

Trang |



3.1 Nha sin xuét: Genzyme Ireland Limited (B/c: IDA Industrial Park, Old Kilmeaden Road,

Waterford - Ireland)

o p Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé di ;
e LR e Ham lwgng ché tho [chuén| dong géi bty Ky
4 |[Renvela Sevelamer carbonate|Vién nén bao| 36 [NSX [Hop 1 lo 30 VN3-258-20
800 mg phim thang vién
4. Cong ty diang ky: Dr. Reddy's Laboratories Ltd. (D/c: 8-2-337, Road No.3, Banjara Hills,
Hyderabad-500034, Telangana - India)
4.1 Nha sin xuét: Dr. Reddy's Laboratories Ltd. (P/c: FTO-LX, Plot No. QI to Q5, Phase-III,
SEZ, Duvvada, Visakhapatnam-530046, Andhra Pradesh - India)
. o Hoat chét chinh - | Dang bao |Tudi| Tiéu [ Quy céch K oa
] F Sod k
X LSl Ham lugng ché tho [chuan dong goi PR
5 |Eranfu Fulvestrant 250mg |[Dung dich 24 INSX |Hop 2 bom VN3-259-20
tiém thang tiém dong san
thude va 02 kim
tiém
5. Cong ty diang ky: Eisai (Thailand) Marketing Co., Ltd. (D/c: No. 93/1, Unit 603-604, 6th
Floor, GPF Witthayu Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District,
Bangkok Metropolis - Thailand)
5.1 Nha san xuét: Patheon Inc. (B/c: 2100 Syntex Court, Mississauga, Ontario, LSN 7K9 -
Canada)
Co s& déng goi: Eisai Co. Ltd. Kawashima Plant (D/c: I, Kawashimatakehaya-machi,
Kakamigahara-shi, Gifu-ken, Japan)
. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé diing kv
STT Lo vk Ham lrgng ché | tho |chun| dong goi b dimg gy
6 |Lenvima 10mg Lenvatinib (dudi Vién nang 36 [NSX [Hop2vix 10 VN3-260-20
dang Lenvatinib clng thang vién
Mesilate) 10mg
7 |Lenvima 4mg Lenvatinib (dudi  [Viénnang | 36 [NSX [Hop2vix 10 | VN3-261-20
dang Lenvatinib clrng théang vién

Mesilate) 4mg

Trang 2




6. Cong ty ding ky: Glenmark Pharmaceuticals Ltd. (D/c. B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai-400 026 - India)

6.1 Nha san xuét: Glenmark Generics S.A (D/c: Calle 9 N° 593 (B1629MAX) Parque Industrial
Pilar, Provincia de Buenos Aires - Argentina)

- £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach S ding ky
2R TEn e Ham lugng ché tho |chuén|  déng géi e
8 [Pemehope 100 Pemetrexed (dudi  [Bot dong 24 INSX [Hop1lo VN3-262-20
dang Pemetrexed  |kho pha thang
dinatri dung dich
hemipentahydrate) |tiém truyén
100mg
9 [Pemehope 500  |Pemetrexed (du¢i [Bgtdong | 24 [NSX |Hépllo VN3-263-20
dang Pemetrexed  |kho pha thang|
dinatri dung dich

hemipentahydrate)
500 mg

truyén tinh

mach

7. Cong ty ding ky: Mi Pharma Private Limited (B/c: B-2103, Tharwani, Palm Beach Road,
sanpada, navi Mumbai-400705, Maharashtra - India)

7.1 Nha san xuit: Atra Pharmaceuticals Limited (B/c: Plot No. H19, MIDC Area

wd '*'\
;W{ 3
cuc \*\

Aurangabad 431133, Maharashtra State - India)

H.C
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. £ Hoat chéit chinh - | Dang bao |Tudi| Tiéu | Quy cach o A ;
2l KEM Enge Ham lwong ché tho |chuin| dong goi g_‘i{’/ g ky
10 [Refix 550mg Rifaximin 550mg | Vién nén bao| 24 NSX [Hop3vix 10 VN3-264-20

phim thang vién

8. Cong ty diing ky: Mundipharma Pharmaceuticals Pte. Ltd. (D/c: 12 Marina View, #22-01
Asia Square Tower 2, Singapore 018961 - Singapore)

8.1 Nha san xuit: Helsinn Birex Pharmaceuticals Ltd. (P/c: Damastown Mulhuddart, Dublin 15

- Ireland)

4 a p Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Y .
: . 4 0 dang k
Sl B0 Ham lugng ché tho |chuan| dong goi B
11 [Akynzeo Netupitant 300mg; |[Vién nang 36 INSX |Hoplvixl VN3-265-20
Palonosetron (dudi |cimg thing vién

dang palonosetron

hydroclorid) 0,5mg

Trang 3




8.2 Nha san xuit: LTS Lohmann Therapie-Systeme AG (D/c: Lohmannstr 2, D-56626

Andernach - Germany)

" Hoat chét chinh - | Dang bao |Tudi| Tieu | Quycich | ¢4z 1o
L S Ham lwgng ché | tho |chudn| déng goi s
12 [Norspan 10 meg/h M&i miéng déan Miéngdan | 24 [NSX [Hop 2 miéng VN3-266-20
chira: Buprenorphin |trj liéu qua |thdng dan
inmg da SO | — _
13 [Norspan 20 mcg/h M3i miéng dén Miéngdan | 24 [NSX [Hop 2 miéng VN3-267-20
chira: Buprenorphin |tri liéu qua  |thdng dan
14 [Norspan Smcg/h Mbi miéng dén Miéngdan | 24 |[NSX |[Hop2goix 1 VN3-268-20
chira: Buprenorphin [trj ligu qua |thdng miéng dén
Smg da
9. Cong ty ding ky: Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. (D/c: 21, Biopolis Road
#04-01/12 Nucleos Singapore 138567 - Singapore)
9.1 Nha san xuit: Takeda Pharmaceutical Company Limited, Osaka Plant (D/c: 17-85,
Juso-honmachi, 2-Chome Yodogawa-ku, Osaka, 532-8686 - Japan)
Co s& dong goi: Delpharm Novara s.r.l. (D/c: Via Crosa 86, 28065-Cerano (NO), Italy)
- £ Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cich oy
i ' Sod k
s HrEa Ham lugng ché tho |chudn| déng goi HEES:
15 |Dexilant 30mg Dexlansoprazol Vién nang 36 INSX |Hop2vix7 VIN3-269-20
30mg; phéng thich [thang vién, hop 4 vi x
chiam 7 vién

CUC TRUONG
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