BO Y TE CONG HOA XA HOI CHU NGHiA VIET NAM

CUC QUAN LY DUQC Pdc lap - Tw do - Hanh phiic
S6: 572/ QP-QLD Ha Noi, ngay 08 thdang 10 nam 2021
QUYET PINH

Vé viéc ban hanh Danh muc 35 thudc san xuét trong nwéc
dwoe gia han gidy dang ky luu hanh tai Viét Nam - Dot 171

CUC TRUONG CUC QUAN LY DUQC

Can ci Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;

Can cw Nghi dinh So 75/2017/ND- CP ngay 20/6/2017 cua Chinh phu quy dinh
chite nang, nhiém vu, quyen han va co cdu té chire ciia Bo Y té;

Cain cir Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé truomg Bo Y té quy
dinh viéc dang ky luu hanh thuéce, nguyén liéu lam thube;

Can cir Thong te 56 29/2020/TT-BYT ngay 31/12/2020 cvia B$ trucng B ¥ re sua
doi, b6 sung va bai bé mét sé vin ban quy pham phdp ludt do Bé trieomg Bé Y té ban
hanh, lién tich ban hanh.

Can cit Quyét dinh s6 7868/0D- BYTngay 28/12/2018 cua Bé truong B ¥ té quy
dinh chikc néng, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy Duoc thude
Bj Y té

Can cir két lugn cua Hoi dong tw van cdp gidy ding ky luu hanh thude, nguyén
liéu lam thudc - B6 Y té;

Xét dé nghi cua Truong phong Pang ky thude, Cuc Quan Iy Duoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 35 thudc san xuét trong
nuée duge gia han gidy dang ky luu hanh tai Viét Nam - Dot 171. Cac thuéc tai Danh
muc ndy duoc gilf nguyén thong tin so dang ky da cép, cu thé:

1. Danh muc 33 thudc san xuét trong nuée duge gia han glay dang ky luu hanh
tai Viét Nam c6 hiéu luc 05 nam ké tir ngay ky ban hanh Quyét dinh nay (Phu luc I
kém theo).

Thube s6 thir tu 21 tai Phu luc I: co s& chi duge san xuit dé cung ung cho cac
co s& kham chita bénh theo hop dong cung ting thude d3 tring thau dbi voi quy cach
hop 10 vi x 10 vién.

2. Danh muc 02 thudc san xuét trong nuéc duge gia han gidy dang ky luu hanh
tai Viét Nam c6 hiéu luc 03 nam ké tir ngay ky ban hanh Quyét dinh nay (Phu luc II
kem theo)

Diéu 2. Co so san Xuét va co sd dang ky thudc ¢ trach nhiém:

1. San xuét thude theo dung cac ho so, tai liéu da dang ky v6i B6 Y té va phai
in s6 dang ky duoc Bo Y te Viét Nam cép 1én nhan thude.

2. Chi dugc san xuét, dua ra luu hanh cac thude kidm soat dic biét khi ¢ Giay
chimg nhén du diéu kién kinh doanh duoc pham vi kinh doanh thuéc phai kiém soat
dac biét phu hop v&i pham vi hoat dong cua co s¢ dép ing quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot
56 diéu va bién phap thi hanh Luét Dugc.



3. Thyc hién viéc cap nhét tiéu chuén chét lugng cia thude theo quy dinh tai
Théng tir s6 11/2018/TT-BYT ngay 04/5/2018 ciia B trudng BO Y té quy dinh vé chat
lugng thube, nguyén liéu 1am thude.

4. Thuc hién, phéi hop v6i co s& nhap khau thuc hién theo quy dinh tai Cong
van sé 5853/QLD-CL ngay 19/4/2019 ciia Cuc Quan ly Duoc vé viée kiém tra chét
luong nguyén liéu lam thudc nhom sartan déi véi cac thube thude Danh muc tai Didu
1 ¢6 chira duge chét thude nhém sartan.

5. Cap nhét nhan thudc, to hudéng dan st dung thudce theo quy dinh tai Thong tu
s601/2018/TT-BYT ngay 18/01/2018 cua B) truong BO Y té quy dinh ghi nhan thudc,
nguyén liu lam thude va to hudng dan sir dung thube trong thoi han 06 thang ké tir
ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay di, bd sung gidy dang ky luu
hanh thuoc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua B9 trudng
Bd Y té quy dinh viéc ding ky luu hanh thudc, nguyén liéu lam thudc va Thong tu s6
29/2020/TT-BYT ngay 31/12/2020 ciia B6 trudng Bo Y té stra ddi, bd sung va bai bo
mdt sb van ban quy pham phap luat do B4 trudng Bo Y té ban hanh, lién tich ban hanh.

6. Co s& dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cta gidy ding ky luu hanh thude, nguyén liéu lam thude. Trong trudng hop
khong con dap tmg du diéu kién hoat dong, co s¢ dang ky phai co trach nhiém thuc
hién thay dbi co s¢ dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT ngay
12/11/2018 ciia B truong Bo Y té quy dinh viéc dang ky luu hanh thudc, nguyén li¢u
lam thudc trong thoi han 30 ngay ké tir ngay co s& dang ky khéng con du didu kién
hoat dong.

7. Co s6 san xuét thudc phai bao dam cac diéu kién hoat dong clia co s san xuat
tm@mmmmmamum@@@mywmmmmmﬁq%wau@Mmmﬁa

Bleu 3. Quyét dinh nay cd hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc S Y té céc tinh, thanh phé truc thude Trung wong va Giam
d8c co s& san xuat va co so dang ky co thude tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: HCUC TRUONG
- Nhu Piéu 4; —A

- Bo truémg BY'T (dé ble); '
- TT. Truong Quée Cucmg (dé blc); 'S atezn 112!
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- Vién KN thudc TU, Vién KN thude TP. HCM;

- Tong Cong ty Dugce Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giudng bénh truc thude Bo Y té;

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

Website;

- Lwu: VT, BKT.




PHU LUC I
DANH MUC 33 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 171

Ban hanh kém theo Quyét dinh sé:.372..../OP-OLD, ngay 98..10.2021ciia Cuc Quan 1y Durgc

1. Co s¢ ding ky: Cong ty C6 phian Dwgec phim Me Di Sun (Dia chi: 521 4p An Loi, x Hoa Loi, huyén Bén
Cat, tinh Binh Duong, Viét Nam)

1.1. Co s& san xuit: Cong ty C6 phan Dwoc phdm Me Di Sun (dia chi: 521 4p An Loi, xa Hoa Lgi, huyén

Bén Cit, tinh Binh Dwong, Vigt Nam)

A ~ .. A on - A
STT | Tén thube Hoat chat, hAm | Dang ?ao Tubi Tlel; Qlfy cac,l'.l Sé ding ky So lan
lwgng che tho chuan dong goéi gia han
Montelukast (dwoi Vién nén Hop 3 vix 10
1 [Musonbay [dang Montelukast . 36 thang |TCCS .;p VD-22925-15| 01
: bao phim vién
natri) 10 mg

2. Co sé ding ky: Cong ty Co phan Duwgc pham TW 25 (Dia chi: 448B Nguyén T4t Thanh, phuing 18, quin
4, TP. H6 Chi Minh, Viét Nam)

2.1 Co s& san xuat: Cong ty C6 phian Dwgc phdm TW 25 (Dia chi: 448B Nguyén Tt Thanh, phuong 18,
quan 4, TP. Ho Chi Minh, Viét Nam)

STT | Tén thuse Hoat chit, ham | Dang ‘bz‘w Tudi Tié;l Ql!}’ c:ic'lT $6 diing ky S.fp lin
luwgng che tho chuan déng goi gia han
Hop 10 vix 10
Tetracyclin Vién nang vién; Chai 100
2 |Tetracyclin [hydroclorid 500 S 24 thang |TCCS  |vién; Chai 200 [VD-20887-14 01

mg

vién; Chai 500

vién

3. Co s& diing ky:Cong ty TNHH Dwgc pham Glomed (Pia chi: S6 35, Pai 1o Tw Do, KCN Viét Nam -
Singapore, Phwong An Phi, TP. Thuin An, Tinh Binh Duong, Viét Nam)
3.1. Co s& san xuat: Cong ty TNHH Dwoc phim Glomed (dia chi S8 35, Pai 1§ Tu Do, KCN Viét Nam -
Singapore, Phuwdmg An Phi, TP. Thuén An, Tinh Binh Dwong, Viét Nam)

Hoat chat, haAm | Dangbao | Tudi | Tiéu Quy cach " S6 lin
STT | Tén thud : ’ ! , ) £ 2 .
SIS lwong ché tho | chuén déng goi e gia han
3 |Coxileb 100 |Celecoxib 100 mg | V.0 P38 |36 hanoltees  |[FOP3VIXI0 | yp 5196714 | 01
Cll'l'lg vien
o L USP  |Hép 3 vi, 10
4 |Loraarso |cosartenkali30 Vitnnén 1, .. lhien  |vi.30vix10 |VD-22857-15| o1
mg bao phim . "
hanh vién
Hop 10 vi x 10
T—— Vién nén USP vién; Hop 10
5 |Glotadol 50|, ddibao |36 thang|hién  |vix 12vién, |VD-19349-13| 01
g phim hanh  |Chai 100; 180;

200; 500 vién

4. Co sé dang ky: Cong ty ¢6 phan dwge Ciru Long (Pia chi: S5 150 dwong 14/9, phwong 5, thanh phé Vinh
Long, tinh Vinh Long, Viét Nam)
4.1. Co so sin xuat: Cong ty co phan dwge Ciru Long (Pia chi: S6 150 dwong 14/9, phwong 5, thanh pho
Vinh Long, tinh Vinh Long, Viét Nam)




A ;| Hoat chit,ham | Dangbao | Tudi | Tiéu Quy cich £ a. .. |S61an
STT | Tén thuoe lwgng ché tho chuén déng géi S0 dang ky gia han
Thung chira
Nang .
6 |gelatin réng Vonang o thang|Tces 120000048 | yp 3500 15| o0
. cung gelatin rong
size 2 .
size 2
Hang V6 nan ;{})l(l}lgg;:s :
7 |gelatin réng onang 60 thang |TCCS PIaNg | ypo3s2i-15 | o1
A cuing gelatin rong
size 00 .
size 00
NGip Thung chia
8 |gelatin réng Vonang | anglTces  [2200000a08 |y oasoa1s | o1
\ cung gelatin rong
size 4 A
size 4
Thung chua
Nang .
" 20
9 |gelatin réng vonang oo pang|Tecs  [00000MANE |y h3so305| o1
. cung gelatin rong
size 3 .
size 3
Thung chta
Nang :
10 |gelatin rong Vonang | o6 ganglTocs (1000000808 |y h3so0.05 | o1
j cung gelatin rong
size 0 :
size (
Vién nan Hop 3 vi, 10 vi
11 |Coxwin 100 |Celecoxib 100 mg | " "™& |36 thang|TCCS  [x 10 vién; VD-21257-14 | 01
cung . a
Chai 100 vién
Vién nane Hop 3 vi, 10 vi
12 [Coxwin 200 |Celecoxib 200 mg cling £ 36 thang|TCCS  |x 10 vién; VD-21258-14 01

Chai 100 vién

5. Co sé diang ky: Cong ty ¢6 phan Dugc Danapha (Dia chi: S$6 253 Diing ST Thanh Khé, Quén Thanh Khé,
TP. Pa Ning, Viét Nam)
5.1. Co s& sin xudt: Cong ty ¢6 phan Dwoc Danapha (Dia chi: $6 253 Diing Si Thanh Khé, Quin Thanh
Khé, TP. Pa Ning, Viét Nam)

A ~ N A .A - A 1A
h
STT | Tén thube Hoat chat, ham | Dang ?ao Tudi Tle:l Ql}y cac” $6 dang ky S.0 lan
lwong ché tho chuan dong goi gia han
[buprofen Vién nén .- Hop 3 vi, 10 vi
. vt - -14
13 400mg [buprofen 400 mg bao phim 36 thang |TCCS % 10 vién VD-21202-1 01
6. Co si ding ky: Cong ty CPDP Ha Tay (Pia chi: S6 10A, Pho Quang Trung, Q. Ha Déng, TP. Ha N¢i, Viét
Nam)
6.1. Co sé san xuét: Cong ty CPDP Ha Tay (Dia chi: T6 dan pho s6 4, phwong La Khé, Quin Ha Péng, TP.
Ha No¢i, Viét Nam)
n ;| Hoat chit,ham | Dangbao | Tudi Tiéu Quy ciach Eoa . | S6 14n
RLL [ Aemshaos lwong ché tho chuin dong géi ROOARE Y gia han
. . cn , Hép 1 vi, 10 vi
14 |Hamistyl Loratadin 10 mg  |Vién nén 48 thang |USP43 VD-20442-14 | 01

x 10 vién
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Tobramycin

Tobramycin (dudi
dang Tobramycin
sulfat) 15 mg/ 5 ml

Thudc nho
mat

24 thang

TCCS

Hopllox5
ml

VD-22471-15

01

7. Co sé diing ky: Cong ty C6 phan Dwge Hiu Giang (Pia chi: 288 Bis Nguyén Viin Cir - Phwdng An Hoa -

Quén Ninh Kiéu - Thanh phé Cin The, Viét Nam)

7.1. Co sé san xuit: Cong ty C6 phian Dwoc Hiu Giang - Chi nhanh nha may dwoc phidm DHG tai Hiu
Giang (Dia chi: Lé B2 - B3, Khu cong nghiép T4n Pha Thanh - Giai doan 1, xa Tan Phi Thanh, huyén Chiu
Thanh A, tinh Hau Giang, Viét Nam)

5 y Hoat chit, ham | Dang bao | Tudi Tiéu Quy cach £ S6 lin
ST | Lo nse luwgng ché tho chuin déng goi DUANEI gia han
Levofloxacin
(dudi dang o TR
T bl | PR Viennén ¢ sneltees  |FR3VLOVE | ypissgaa| o
500 . bao phim x 10 vién
hemihydrat)
500mg

8. Co s¢ ding ky: Cong ty ¢6 phén Traphaco (Pia chi: 75 Yén Ninh, Ba Pinh, TP. Ha N¢i, Viét Nam)

8.1. Co ¢ sian xudt: Cong ty TNHH Traphaco Hung Yén (Pia chi: Thén Binh Lwong - Xa Tédn Quang -
huyén Viin Lam - tinh Hung Yén, Viét Nam)

A 5 - Rs . A A
STT | Tén thude Hoat chat, haim | Dang ?ao Tudi Tle:l Ql}y céc’}_l $6 ding ky S.0 lan
lwong che tho chuan dong goi gia han
i § : . 0 ix 10
17 |Avitab  |Acyclovir200mg |Viénnén |36 thang|Tocs  [FOPOVIX 10 lyn o3g9015 | 01

vién

9. Co s¢ ding ky: Cong ty ¢6 phan Dwge phim Tenamyd (Pia chi: L6 Y01 - 02A, dwing Tan Thuin,

KCN/KCX Tén Thuén, Phuwong Tan Thuin Dong, Quin 7, TP. Ho Chi Minh, Viét Nam)
9.1. Co s6 san xuat: Cong ty c6 phin Dwge phim Tenamyd (Pia chi: L Y01 - 02A, duwong Tan Thuan,
KCN/KCX Tan Thuén, Phwong Tin Thuin Pong, Quén 7, TP. H6 Chi Minh, Viét Nam)

2 ; | Hoat chat,ham | Dangbao | Tudi | Tiéu Quy cich b o | SBMAR
STT | Tén thude lwgng ché tho chuin déng goi S Minglky gia han
: Cefotaxim (dudi g
g [Cefotaxime | e Cefotaxim  |PO-PM® |24 thang|TCCS | Hop 1 1o, 10 Io| VD-19443-13 | 01
1000 : tiém
natri) 1000 mg
; Cefotaxim (dudi o
o [SClotaxime g Cefotaxim  [C0 PP® |24 théng|TCCS | Hop 110, 10 Io| VD-19446-13 | 01
500 : tiém
natri) 500 mg

10. Co s& ding ky: Cong ty cd phin Dugc - Trang thiét bi y té Binh Pinh (Bidiphar) (Dia chi: 498 Nguyén
Thai Hoc, phwong Quang Trung, thanh phé Quy Nhon, tinh Binh Pinh, Viét Nam)
10.1. Co s san xuit: Céng ty ¢8 phan Dwgc - Trang thiét bi y té Binh Dinh (Bidiphar) (Dia chi: 498 Nguyén
Thai Hoe, phwomg Quang Trung, thanh pho Quy Nhon, tinh Binh Pinh, Viét Nam)




A « - As A A 1A
STT | Tén thude Hoat chat, ham | Dang ?ao Tudi Tlcg Ql.}y céc'lr $6 diing ky S.o lan
lwong che tho chuan dong goi gia han
i Ceftazidim (dudi 3
g0 [Bleefddim |4 o Cefiazidim |SO"PP® |36 thang|USP42 |Hop1lox2g [VD-2198314 | o1
2g ti€m
pentahydrat) 2g

11. Co sé ding ky: Céng ty ¢b phin dwgc phdm Khinh Hoa (Pia chi: 74 Thong Nhat, TP. Nha Trang,

Khanh Hoéa, Viét Nam)
11.1. Co s san xuat: Cong ty c6 phan dwge pham Khanh Hoa (Dia chi: Puong 2 thing 4, phwong Vinh Hoa,
TP. Nha Trang, Khinh Hoa, Viét Nam)

STT | Tén thube Hoat chit, ham | Dang i}fio Tubi Tié;l Ql.}y céc'lj $6 dang ky Sﬁé lan
lwgng che tho chuan dong goi gia han
Panactol Paracetamol Vién nén 36 thang[DDVN [Hép 10 vix 10 | VD-20766-14 | 01
codein plus |500mg, Codein \% vién
21 phosphat
hemihydrat 30mg

12. Co sé dang ky: Cong ty b phz’in Dugc Vit tw y té Hai Dwong (Pia chi: S$6 102 Chi Liing, phuong Nguyén
Trii, TP. Hai Dwong, tinh Hai Dwong, Viét Nam)
12.1. Co s& san xuit: Cong ty cb phé’in Duwgc Vat tuy té Hai Duong (Dia chi: S6 102 Chi Liing, phudng
Nguyén Trii, TP. Hii Dwong, tinh Hai Dwong, Viét Nam)

K « - A .n - A QA
h .
STT | Tén thude Hoat chat, ham | Dang E)ao Tuoi Tle;l Qlfy cac” $6 ding ky S-o lan
lwgng ché tho chuan dong goi gia han
3 i Vié g Hop 2 vi, Svi
B |sctisomp [£30 S netse R nalg 136 thang|TCCS OP = Vi 2V UD:gidigaa | Ol
(18:1) 250 mg mém X 15 vién

13. Co sé diing ky: Cong ty C phin Héa dwge Viét Nam (Pia chi: S6 273, phé Ty Son, Phwong Ngi Tw Sé,

Quén Péng Pa, TP. Ha Nbi, Viét Nam)

13.1. Co sé san xuét: Cong ty Cé phin Héa dwoce Viét Nam (Dia chi: S6 192 Ditc Giang, Phuong Thugng
Thanh, Quén Long Bién, TP. Ha N{i, Viét Nam)

A 5 - As .n - A QA
h ‘
STT | Teén thube Hoat chat, ham | Dang ?ao Tubdi Tle:l Qlfy cac'l:_l Sé diing ky S-o lan
lwgng cheé tho chuan déng goi gia han
3 = Nguyén -
Rt : VN ;
23 Magnesi Magne.smm lactate lisulam |36 thing Db Tui 10 kg, 15 VD-19576-13 01
Lactat dihydrate . A% kg, 20 kg
thudc
Sét (1D Nguyén Tai 10 kg,
24 Ferrous oxalate liéulam |60 thang| TCCS |15kg, 20kg, 25 | VD-19578-13 01
Oxalat ¥
thude kg, 30 kg
3 : Nguyén i
M D
95|V BEUES) Magnesium - | el < 60 tng| D e SR 10 v ioieaa | -0
stearat Stearate P \% kg, 15 kg
thube
Diethyl Nemon DDVN | Can 20 lit, 25
26 Y Diethyl phthalate | liéulam |48 thang ok VD-19574-13 01
phtalat e \Y lit




. Magnesium Nguyén Tui kg, 15
27 [Masgnest Sulphate liculam |60 thing| DOV | ke, 20kg, 25 | VD-19103-13 | o1
sulfat P \%
heptahydrate thudc kg
Nguyén
28 |Taurin Taurin liéulam |60 thang| USP 40 |Tui 5 kg, 10 kg| VD-20971-14 | 01
thude

14. Co sé ding ky: Cong ty TNHH B. Braun Viét Nam (dia chi: Cum cong nghiép Thanh Oai, xi Bich Hoa,
huyén Thanh Oai, TP. Ha Ngi, Viét Nam)
14.1. Co s san xuat: Cong ty TNHH B. Braun Viét Nam (dia chi: S5 170, Pwong La Thanh, Phuwong O Che
Dira, Quin Pong Pa, TP. Ha Ngi, Vigt Nam)

A A .n - A A
. 3 ) 0 . 1
STT | Tén thube Hoat chat, ham | Dang i)ao Tudi Tlel: Ql.fy cac'lr Sé ding ky S.o an
lwgng che tho chuan déng géi gia han
Nude cit i .. . :
29 |pha tiem vo |\UOC vOkhudn (Dungmdi oo . o ppogg [ThUNE A0 chal |y 51008 14| 01
riing pha tiém pha tiém 100ml

15. Co s¢ dang ky: Cong ty TNHH United International Pharma (Pia chi: $6 16 VSIP II, dudng s6 7, Khu
cong nghiép Viét Nam - Singapore II, Khu lién hgp Cong nghiép - Dich vu - Pé thi Binh Dwong, phwong
Hoa Phi, thanh phd Thia Dau Mt, tinh Binh Dwong, Viét Nam)
15.1. Co sé sén xuit: Céng ty TNHH United International Pharma (Pia chi: S6 16 VSIP II, dwong s6 7, Khu
cong nghiép Viét Nam - Singapore II, Khu lién hgp Cong nghiép - Dich vu - Pé thi Binh Dwong, phuwong
Hoa Phi, thanh phé Thi Diu Mét, tinh Binh Dwong, Viét Nam)

Xe 1.3 s X a r X%
STT | Tén thude Hoat chat, ham | Dang ?ao Tuoi Tleg Qtfy cac'l? $6 diing ky S.o lan
lwong che tho chuan dong goi gia han
30 |Hyvalor  |Valsartan160 mg | 22" |24 thang|Tces [P VIXI0 1 yp o341 o1
bao phim vién
M&i 5ml chira: 5 e A .
31 [Maxedo Acetaminophen H;O mGieh 24 thang |[TCCS Hop 30 8o VD-23420-15| 01
uong 100 goi x Sml

250 mg

16. Co s¢ dang ky: Cong ty ¢6 phin dwgc phim SaVi (Pia chi: Lé Z.01-02-03a KCN trong KCX Tan Thuin,
phwong Tan Thuan Pong, Quan 7, TP. Hb Chi Minh, Viét Nam)

16.1. Co sé san xuit: Cong ty ¢d phan dwge pham SaVi (Dia chi: L Z.01-02-03a KCN trong KCX Tén
Thuén, phwong Tan Thuin Péng, Quin 7, TP. H6 Chi Minh, Viét Nam)

A N .n - A A
b ol -~ B l
STT | Tén thuée Hoat chat, ham | Dang ?ao Tuoi Tleg Qlfy cac'l? $é ding ky S.o an
lrong ché tho chuin dong goi ia han
Savi Galantamin (duéi Vién nén Hép 3 vix 10
32 |Galantamin |dang Galantamin : 36 thang | TCCS .;p VD-23006-15 01
; bao phim vién
8 hydrobromid) 8 mg

17. Co sé ding ky: Cong ty C phin Trust Farma Quéc té (Pia chi: S6 36, Pai 16 Hiru Nghi, Khu cong
nghiép Viét Nam - Singapore, Phwong Binh Hoa, Thanh ph6 Thuin An, Tinh Binh Dwong, Viét Nam)
17.2. Co sé san xuit: Cong ty Cd phan Trust Farma Quéc té (Dia chi: S6 36, Pai 16 Hiru Nghi, Khu cong
nghiép Viét Nam - Singapore, Phwong Binh Hoa, Thanh phd Thuin An, Tinh Binh Duong, Viét Nam)




STT

Tén thube

Hoat chét, ham
lwong

Dang bao
ché

Tubi
tho

Tiéu
chuan

Quy cich
dong goi

S6 ding ky

S6 lin
gia han

33

Nozasul 2g

Cefoperazon
(duéi dang
Cefoperazon natri)
1000 mg;
Sulbactam (dudi
dang Sulbactam
natri) 1000 mg

Bot pha
tiém

24 thang

TCCS

Hop 1 lo; Hop
10 lo

VD-19649-13

01




PHU LUC II
DANH MUC 02 THUOC SAN XUAT TRONG NUGC PUGQC GIA HAN GIAY DANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - QT 171
Ban hanh kém theo Quyét dinh sé:..572..../QD-QLD, ngay ..08.../10./2021.ciia Cuc Quan Iy Duoc

1. Co s& diing ky: Cong ty Lién doanh Meyer-BPC (Pia chi: 6A3 - quéc 1§ 60, phwong Pha Tén, TP.
Bén Tre, tinh Bén Tre)
1.2. Co s& sin xuat: Cong ty Lién doanh Meyer-BPC (Pia chi: 6A3 - quéc 19 60, phudmg Phu Tén, TP.
Bén Tre, tinh Bén Tre)

" | Hoat chat, ham | Dang Tudi | Tiéu |Quy cich déng p _ | S6 1an
STT | Tén thude lwrgng bao ché | tho | chuén goi SHUmng Y gia han
M&i géi 1g chira: |Thudc
. Kém (dudi dang [cébmpha | 36 . .
1 |Zinobaby kém gluconat 70 |hdn dich | théng TCCS | Hop 30 goix 1 g|VD-19165-13| 01
mg) 10 mg udng

2. Co s¢ diing ky: Cong ty Co phan Duge Phim Gia Nguyén (Pia chi: Pwong YP6, KCN Yén Phong, xi

DPong Phong, huyén Yén Phong, tinh Bic Ninh)

2.1. Co sé san xuit: Cong ty C6 phin Dwgc Phim Gia Nguyén (Dia chi: Puong YP6, KCN Yén Phong,
xi Dong Phong, huyén Yén Phong, tinh Bic Ninh)

mg/1g kem

ngoai

A As oA . . Ky A
STT | Tén thude Hoat chat, ham l‘)gmg . Tuoi Tle:l Quy cacl.l dong Sé GPKLH S-o lan
hrong bao cheé | the | chuan goi gia han
2|Jasunny Ketoconazole 15  [Nhii 24 thang|TCCS [Hop 50 géi x 5g |VD-23259-15
mg, Clobetasol tuong
propionate 0,25 dung 01
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