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CONG TY CP DUQC LIEU CONG HOA XA HQI CHU NGHIA VIET NAM
E TRUNG UONG 2 Péoc lap — Tw do — Hanh phiic

$6.2929 /DL2-TBV

PHYTOPHARMA  v//. C4p nhét thong tin thay doi
SPK va mAu nhén san phim

Betaserc 24mg Tablets 5x10's

TP. Hb Chi Minh ngay 25 théng 02 nam 2025

Kinh giri: SO Y TE KIEN GIANG

Trudc tién, Cong ty C6 phan Dugc Liéu Trung Uong 2 xin cam on su hd trg va hop tac cta
Quy S& Y té d6i voi cong ty ching tdi. Trong nhidu nam 1idn, c4c san phim cta cong ty chung toi
d3 duoc Quy S& Y té tin tudng va sir dung ¢ diéu tri cho bénh nhén.

Cén cu Quyét dinh sb 1630/QD -SYT ngay 27/06/2024 vé viéc phé duyét két qua lva chon nha
thau Goi s 2 : Goi thdu thudc Generic thdng thuong thudc ké hoach lya chon nha thiu cung cap
thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3). (Theo Quyét dinh s6 3432/QD-UBND
ngay 29/12/2023 ctia UBND tinh Kién Giang).

Cong ty chung t6i dang cung Umg dén Quy S& Y té san phdm Betaserc 24mg Tablets 5x10's
clia nha san xudt Mylan Laboratories S.A.S - Phap véi s6 dang ky VN-21651-19.

Nay chung t6i xin trén trong thong bao dén Quy Bénh vién/Quy Khach cac thong tin thay ddi
da duoc Cuc QLD phé duyét cho san pham va d4 duoc chiing tdi nhap khau v& Viét Nam cu thé nhu
sau:

1. Gia han sé ding ki lwu hanh theo Quyét dinh s6 593/0P-QLD ngay 12/08/2024

. | Tén hoat chit, nong do- S6 dang ky S6 ding ky gia han da
STT | Tén thuong mai . ,. A
ham lugng dang cung ung dwgc phé duyét
Betaserc 24m Betahistine
1 g . 1stn . VN-21651-19 300110779724
Tablets 5x10's | dihydrochloride 24mg (VN-21651-19)

2. Thay dbi, b6 sung déi voi thude da dwoc cfip GDKLH theo cong vin s6 15706e/QLD-
DK, ngay 19/06/2024 (tham khao chi tiét dinh kém)

Cén cu céc trudong hop duoc thay thé thubc trung thau duoc quy dinh tai Khoan 3, Piéu 15
Thong tu s6 07/2024/TT-BYT ciing nhu tao diéu kién thusn lgi cho viéc thanh toan va dam bao
quyén lgi cho nguoi bénh tham gia Béo hiém Y té duoc thanh toan khl st dung san phim Betaserc
24mg Tablets 5x10's, chung tdi xin dugc thong bao dén Quy S& Y t& vé su thay d6i trén va xin phép
cung ng san phim Betaserc 24mg Tablets 5x10's theo sb dang ki gia han.

Dy kién thoi gian cung tmg: diu thing 5/2025.

Chung t61 cam két ngoai viéc thay dbi théng tin sb dang ky va mot s6 thong tin da dugc phé
duyet thay d6i cho mAu nhén, c4c thong tin khac clia san phim nhu tén va dia chi co s& san xuét, tén

thubc, tiéu chudn chit luo*ng, tudi tho ciing nhu gi cung Ung cla san phim khong thay ddi so v6i
thdng tin san phim tring thau/dang cung tmg.

Cong ty chan thanh cam on sy hop tac ctia Quy S¢ Y té.
Tréan trong kinh chao./.

Noi nhén:
- Nhu trén;
- LuuVT
Tai liéu dinh kém
1. 593/Qb-QLD ngay 12/08/2024
2. 15706e/QLD-DK, ngay 19/06/2024

Hoang Van Phu»



/B, o BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
i@& SR T UAN LY DUQC Poc lap - Tu do - Hanh phic

3\ /QP-QLD Ha Noi, ngay 12 thang ggnam 2024

pugc LIEU

\ % Tm ING UONG 2 QUYET PINH

& viéc ban hanh danh muc 317 thudc nuée ngoai
cap, gia han gidy ding ky luu hanh tai Viét Nam - Dot 121
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CUC TRUOGNG CUC QUAN LY DUQC

Can cir Lugt Duoc SO’ 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chitc nang, nhiém vy, quyen han va co cdu t6 chitc ciia Bé Y té;

Can cit Quyét dinh 56 1 969/0b-BYT ngay 26/4/2023 cua Bé trudng B Y té quy
dinh chirc nang, nhiém vy, quyén han va co cau 16 chirc ctia Cuc Quadn Iy Duoc thujc
B3 Y té;

Can cir Théng tu s6 08/2022/TT-BYT ngay 05/09/2022 cua Bj truong Bo Y 1é quy
dinh viéc dang ky luru hanh thudc, nguyén liéu lam thuoc

Can cik két ludn cua Hoji dong tuw vin cap gzay dang ky lvu hanh thudc, nguyén
liéu lam thuéc - B Y té dot 121 tai Cong van so 70/HPTV-VPHD ngay 17/07/2024
cua Van phong Héi déng tw van cap GPKLH thude, nguyén liéu lam thuéc;

Theo dé nghi ciia Trudng phong Pang ky thuéc - Cuc Quadn Iy Dugc.

QUYET PINH:

Bleu 1. Ban hanh kém theo Quyét dinh ndy danh muc 317 thudc nude ngoai
duogc cip, gia han gidy ding ky Iuu hanh tai Viét Nam - Dot 121, cu thé:

1. Danh muc 138 thubc nudc ngodi duge cap gidy ding ky Iru hanh hiéu luc 05
nim - Dot 121 (tai Phu luc I kém theo).

2. Danh muc 04 thudc nudc ngoai dugc cip gidy ding ky luu hanh hiéu luc 03
niam - Dot 121 (tai Phu luc II kém theo).

3. Danh muyc 152 thudc nuéc ngoai dugc gia han gidy ding ky hru hanh hiéu
Iuc 05 nadm — Dot 121 (Phu luc 111 kém theo).

4. Danh muc 22 thudc nude ngodi duge gia han gidy dang ky luu hanh hiéu luc
03 nim — Dot 121 (Phu luc IV kem theo).

5. Danh muc 01 thubc nuréc ngoai duge gia han gidy dang ky hru hanh hiéu luc
dén hét ngay 31/ 12/2025 — Dot 121 (Phu luc V kém theo)

Piéu 2. Co 56 san xuat va co s& dang ky thudc c6 trich nhiém:

1. San xuat cung cp thude vao Viét Nam theo dung cac hd so, tai liéu da ding
kyv6iBoY té va phai in hodc dén sb dang ky dugc BO Y té cip 1én nhan thudc.

2. Chép hanh day du phap ludt cua Viét Nam va cic quy dinh cua BO Y té vé
san xut, nhap khau thubc va Iuu hanh thuéc tai Viét Nam, néu c6 bt ct thay dbi gi
trong qua trinh luu hanh thuoc & nudce so tai va & Viét Nam thi phai bdo cao ngay cho
Cuc Quan Iy Dugc - B3 Y té Viét Nam.

3. Thyc hién viéc cap nhat tidu chuan cht luong cia thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngdy 04/5/2018 cia Bo truéng BO Y té quy dinh vé chit
lwong thudc, nguyén liéu lam thudc, Thong tu so 03/2020/TT-BYT ngay 22/01/2020
cta BO trudng BO Y té sira ddi, bd sung mot sb diéu ctia Thong tuw 11/2018/TT-BYT
quy dinh vé chét luong thube, nguyén liéu 1am thude.

4. Cap nhét nhin thudc va t& huéng dan st dung thuoc theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua B9 truéng Bo Y té quy dinh ghi nhén thudc,




nguyén liéu 1am thudc va t& hwéng dén st dung thude theo hinh thitc thay ddi, bd sung,
gidy dang ky luu hanh thudc quy dinh tai Thong tw 08/2022/TT-BYT ngay 05/9/2022
ctia BO trudng BO Y té ddi voi thude chua cap nhat ndi dung nhan thudc, t& huéng dan
sir dung thudc theo quy dinh tai Thong tw 01/2018/TT-BYT ngay 18/01/2018 ctia B
truéng BOY té.

5. Sau 12 théng ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duogc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay ddi vé noi dung hanh chinh (bao
gdm ca miu nhin va t& huéng din str dung thuoc) phai nhap khiu va hru hanh véi cic
ndi dung da dugc phé duyét thay ddi trong hd so gia han.

6. Co s& ding ky thudc phai bao dam duy tri diéu kién hoat déng trong thdi han
hiéu luc cta gidy ding ky lwu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dap tmg du didu kién hoat dong, co s& ding k¥ phai ¢ trich nhiém thuc
hién thay ddi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thdi
han 30 ngay ké tir ngdy co s& dang ky khong con di dleu kién hoat dong.

7. Co s& ding ky thube phai bao cao BO Y té (Cuc Quan ly Dugc) vé cip nhat
tinh trang dap tng Thuc hanh tot san xuit cia CcO 8O san xuét thuoc nguyén li€u lam
thudc. Truong hop co s¢ san xuit bj thu hdi gidy phép san xuit hoic khong dap tmg
Thuc hanh t&t san xuét thudc, nguyén liéu 1am thudc & nuwdce sé tai, co s& phai thuc
hién viéc bio céo trong thdi han 15 ngay ké tir ngay c6 théng béo ciia co quan quan 1y
c6 thdm quyén nuéc so tai theo quy dinh tai diém d khoan 1 Didu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 ciia Chinh pht quy dinh chi tiét mot s& didu va bién
phap thi hanh Luat Dugc.

8. Cac thuoc duoc gia han gidy ding ky luu hanh tai Quyet dinh nay duogc t1ep
tuc st dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay duoc cip sb ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tr s6 08/2022/TT-BYT.

9. Phdi hop véi cac co s didu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hi€u qua, tdc dung khong mong mudn cua
thudc trén ngudi Viét Nam va tdng hop, béo céo theo quy dinh tai Pidu 5 Thong tur sb
08/2022/TT-BYT ddi véi céc thube trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh c6 hiéu lyc ké tir ngay ky ban hanh.

Bleu 4. Giam d6c S& Y té c4c tinh, thanh phd truc thude trung wong, giam doc
nha sén xult va co s dang ky co thudc tai Pidu 1 chiu trach nhiém thi hanh Quyet
dinh nay./.

Noi nhén: ) CUC TRUONG
- Nhur Biéu 4; wC ARY

- B trudng (&€ blc);

- TTr. B Xuan Tuyén (dé b/c); E
- Cuc Quan Y - B4 Qudc phong, Cuc Y té - B6 Cong an;
Cuc Y té GTVT - B Giao thong vén tai; ‘
- Téng Cuc Hai quan - B Tai chinh;

- Bao hiém X3 hdi Viét Nam; e .
- B Y t& Vu PC, Cuc QLKCB, Thanh tra B, Vin Vii Tuan Cuong
phong HDTV cip GPKLH thudc, NLLT;

-S& Y té céc tinh, thanh phd truc thudc Trung wong;

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

- Téng Cong ty Dugc VN-CTCP;

- Céc Cong ty XNK duogc phim;

- Céac Bénh vién & Vién c6 giudng bénh truc thugc BYT;

- Trung tAm mua sim tip trung thudc quéc gia;

- Céic phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT). )




(Kém theo Quyét dinh s6: ..593....../QD-QLD, ngdy

Phu luc ITI

DANH MUC 152 THUOC NUGC NGOAI BUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 121

STT | Tén thubc | Hoat chit chinh Dang | Quy cach | Tiéu Tudi S6 ding ky So
— Ham lwgng bao ché | déng goi chuén tho gia han lan

(thang) | (S0 dingky | gia

da Cf’lp) han

@) @) (©)] Q)] 3 © )] ® ®

1. Co s& diing ky: Abbott Laboratories (Singapore) Private Limited (Pia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore) ‘
1.1. Co s& san xuit: AbbVie S.r. (Dia chi: S.R. 148 Pontina Km 52, Snc-Campoverde Di Aprilia
(loc. APRILIA) - 04011 APRILIA (LT), Italy)

1 Klacid Clarithromycin Viénnén | Hop 1 vix | NSX 36 800110779624 01
250mg 250mg bao phim | 12 vién; (VN-21357-18)
Hop 1 vix
10 vién
1.2. Co s& san xuit: Mylan Laboratories S.A.S. (Dja chi: Route de Belleville, Lieu Dit Maillard, Bp
25, Chatillon Sur Chalaronne, 01400, France)
2 Betaserc Betahistine Viénnén | Hop Svix | NSX 36 300110779724 | 01
24mg dihydrochloride 10 vién; (VN-21651-19)
24mg Hop 5 vix
20 vién
1.3. Co s& san xuit: PT. Mitsubishi Tanabe Pharma Indonesia (Pja chi: JI. Rumah Sakit No. 104,
RT 001 RW 005, Kel Pakemitan, Kec Cinambo, Kota Bandung, Jawa Barat, Indonesia)
3 Tanatril Imidapril Viénnén | Hop 10 vi | NSX 48 899110779824 | 01
Tablets 5mg | hydrochloride x 10 vién; (VN-22052-19)
Smg Hop 3 vix
10 vién
2. Co sé& ding ky: Actavis International Limited (Dja chi: No.4 SQAQ Tal-gidi Off Valletta Road,
Luga LOA 6000, Malta)
2.1. Co s& san xuit: Actavis Ltd. (Pia chi: BLB015-016 Bulebel Industrial Estate, Zejiun ZTN 3000,
Malta)
4 Actelsar HCT | Telmisartan Viénnén | Hop 2 vix | NSX 24 535110779924 | 01
40mg/12,5mg| 40mg; 14 vién (VN-21654-19)
Hydrochlorothiazid
12,5mg
5 Bloktiene Montelukast Viénnén | Hop4 vix | NSX 24 535110780024 01
S5mg (dudi dang nhai 7 vién (VN-20365-17)
Montelulast natri)
Smg
6 Elarothene | Desloratadin Smg | Viénnén | Hop 3 vix | NSX 36 535100780124 | 01
bao phim | 10 vién (VN-22053-19)




CTY CP DUQC VACOPHARM CONG HOA XA HQI CHU NGHIA VIET NAM

86:2.5CAeAfaICV-VCP Pdc 14p — Tw do — Hanh phiic
“Vv xin thay déi sé ding ky
ctia thudc tring thau” Long An, ngay 13 thdng 06 nam 2025

Kinh giri: S¢'Y té tinh Kién Giang

Cong ty C6 phdn Dugc Vacopharm xin giri 15i chio tran trong va chan thanh cam on
Quy S6 Y té da tin nhiém, tao diéu kién cho chung t6i phan phéi san phim trong thoi gian qua;

Thue hién Quyét dinh sé 1630/QD-SYT ngay 27 thang 06 nim 2024 clia Giam dbc S&
Y té tinh Kién Giang vé viéc phé duyét két qua lya chon nha thiu cung cip thubc tap trung
tinh Kién Giang, giai doan 2023-2025 (dot 3) G6i s6 2: Goi thau thube generic thong thudng;

Bing van ban nay Céng ty C phin Dugc Vacopharm xin dugc thay dbi sb ding ky
ctia thudc trang thau, cu thé nhu sau:

! A, 1 S6 ding ky
ST | Ma phan 4 . Hoat chat, ham
A Tén thwong mai . o
T (16) lrong Tring thau | Xin thay doi
PP23006285 Ampicilin 2g; VD-26159-
1 27 Nerusyn 3g Sulbactam 1g 17 893110387924

Chung toi xin giri kém Quyét dinh s 364/QD-QLD ngay 07/06/2024 V& viéc ban hanh
Danh muc 484 thubc san xudt trong nudc dwoc gia han gidy ding ky luu hanh tai Viét Nam —
Dot 199 dé ching minh, ddng thoi cam két viéc thay ddi nay khong anh huéng dén tién do
cung cip cling nhu chét lugng san phim.

R4t mong nhan dugc su chép thuan ciia Quy S¢ Y té;

Xin chan thanh cdm on va tran trong kinh chao./.

Pai dién hop phap ciia nha thiu

A? ] a?

PHO TONG GIAMPOC
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Noi nhin:
- Nhue trén;
- VT luu.



™ - SOCIALIST REPUBLIC OF VIETNAM
, QUAN Ly DU‘QC Bgc 1ip - Ty do - Hanh phiic
[FADMINISTRATION OF VIETNAM Independence - Freedom - Flappiness

S8f Gidng VO - Ha NI - Vigt Nam
H66483/38464413 - Fax: 84.438234758

C()NG qu XA HOI CHU NGHIA VIET NAM

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thuéc : _Nerusyn 3g
Name of Drug:

Thanh phan chinh, ham Iu’c;vng
Active Ingredients, Strength: .

Qui cach déng gél
Packing Size, Dosage for
Tiéu chun chat’ 'Iu’orng
Qqality Spec!jﬁcgil
Handlng' &+ .
Shelf-fife: -+ ' 3
sé gidy: phép Iu'whanh,sé
Ma rkerlng Authonzation Numbe
sé quyét dmh o
Approval Decision Numb
Higu lwe clia gléy phé U
Explratlon Dare of this: Ma!k ting.
Tén cof SO déng ky'_. &
Name of Market/ng Aulhonzahongﬂo(den

%
Dia. Chl
Address § ,
Ténco s san‘xuétm :
Name ‘of Manulactunar ."ZF
Bia chi. ”
Address: "

uo’ng Amplcllm 29, Sulbactam 13

@ham‘(SBK)

;han s

L N~

Tén co s& dong goi
Name of Assembler

B|a chi
Address.

T gmc

Ghi chd: (vots)
1- Gidy phép Il hanh san phém néy duoc cép theo diing ho's
-dang ky.thudc a5 duge Bo Y. té pha duyét, ;
' This marketing authorization has been issued in sccordance wih the ¢ -
approved by the Vietnam Ministry of Heaith,, - il o
2- Bt ¢ si thay d&i ndo v& ndi dung ctia gnéy phép phél d 12,3
Cuyc Quanly droc - BO Yté xacnhan, 2

Any vanations of the contents of the marketing aulhonzallon are requlred fobe N AN
adopfed by the DmgAdmInIstmhon of Vietnam..

p|c|I|n natn ‘v3_Sulbactam natri Lu'o'ng

u’b*ng 1‘ ‘Tp Cao Lénhj Tinh

_.Slngapore 11
nh Binh Duwong -

héng 02 nam 2017.
KT. CUC QUANLY DUQC
“FOR GENERAL-DIRECTQR F.; THE DRUG ﬁ.DMiNlSTBAT!ON OF VIETNAM
PHO CYC TRUFONG |

DEPUTY GENERAL-DIRECTOR OF THE DRUG ADMINISYRATION OF VIETNAM
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B Pt BOYTE - CONG HOA XA HOI CHU NGHIA VIET NAM
Nykyo7££’UC QUAN LY DUQC Poc lap - Ty do - Hanh phic

{: 364 /QD-QLD Ha Néi, ngay 07 thang 06 ndm 2024

QUYET DINH
V& viéc ban hanh Danh muc 484 thudc san xuit trong nwéc
dwoc gia han glay ding Ky lwu hanh tai Viét Nam - D¢t 199

CUC TRUONG CUC QUAN LY DUQC

Can cw Ludt Duoc SO, 105/2016/QH13 ngay 06/4/2016;
Cdn cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phu quy dinh
chitc nang, nhiém vy, quyen han v co cdu 16 chirc ciia B Y té;

Can cir Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 cua Bo trudng Bé Y té quy
dinh chitc ndng, nhiém vu, quyén han va co cau 16 chitc ctia Cuc Quén Iy Duoc thudc
Bj Y té;

Cin cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 cua B$ truwdng B Y té
quy dinh viéc dang ky lwu hanh thudc, nguyén ligu lam thudc;

Can cir két ludn cua Hoi dong tw van cap gidy ding ky leu hanh thuéc, nguyen
liéu lam thudc - Bo Y té dot 199 tai Cong van 50 40/HDTV-VPHD ngay 08/5/2024 cua
Vin phong Hoi dong tw van cdp GPKLH thudc, nguyén liéu lam thudc;

Theo dé nghi ciia Truéng phong Déing ky thuée, Cuc Quén Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 484 thudc san xut trong
nude duge gia han gidy ding ky Iuu hanh tai Viét Nam - Dot 199, cu the

1. Danh muc 362 thudc san xuit trong nuéc duge gia han glay dang ky luu
hanh higu lyc 05 ndm (Phu luc I kém theo).

2. Danh muc 104 thuéc san xuét trong nudc dugc gia han gidy dang ky luu
hanh hiéu luc 03 ndm (Phy luc II kém theo).

3. Danh muc 18 thudc san xuét trong nuée duoc gia han gidy dang ky luu hanh
hiéu lwc dén 31/12/2025 (Phuy lyc III kém theo).

Diéu 2. Co s6 san Xuét va co so dang ky thude c6 trach nhiém:

1. San xuét thubc theo ding cac ho so, tai liéu da ddng ky v6i BO Y té va phai
in s6 dang ky dugc BO Y te Viét Nam cép 1én nhén thude.

2. Chi duoc san xuét, dua ra luu hanh cac thudc kiém soat dic biét khi c6 Gidy
ching nhin da diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac biét phu hop v6i pham vi hoat dong cua co s¢ dap Gng quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Duoc.

3. Thyc hién viéc cip nhat tiéu chudn chét lwong cta thudce theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cia Bo truéng B6 Y té quy dinh vé
chét lwong thudc, nguyen liéu lam thudc.

4. Thubc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhin thudc, t& hudng dén sir dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B truéng BO Y té thi phai thuc
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hién cép nhat theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tw s6 01/2018/TT-BYT
trong thoi han 12 théang ké tir ngdy duge gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc duoc gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay dbi v& ndi dung hanh chinh phai
san xudt va lwu hanh véi cac noi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co s& dang ky thube phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy ding ky luu hanh thubc, nguyén lidu 1am thudc. Trong trudng hop
khong con dép umg du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc
hién thay di co s& dang ky theo quy dinh tai Thong tw 86 08/2022/TT-BYT trong thdi
han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

7. Co so san xudt thudc pha1 bao dam céc diéu kién hoat dong cia co s& san
Xuét trong thoi han hiéu luc cua glay ding ky luu hanh thudc, nguyén liéu lam thudc.

8. Cac thuoc dugc gia han gidy ding ky luu hanh tai Quyet dinh nay duoc tlep
tuc st dung so dang ky da cap trude khi gia han trong thdi han tdi da 12 thang ké tur
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s0 08/2022/TT-BYT.

9. Phdi hop véi cic co s didu tri dé thuc hién theo ding cac quy dmh hién
hanh vé& thubc ké don, theo ddi an toan, hiéu qua, tic dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hgp, bdo cdo theo quy dinh tai Diéu 5 Thong tu s6
08/2022/TT-BYT dbi véi cac thude trong Phy luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 4. Giam d6c S& Y té céc tinh, thanh phd truc thude Trung wong va Gidm
ddc co so san xudt va co sé dang ky c6 thubc tai Pidu 1 chiu tréch nhiém thi hanh
Quyét dinh nay./.

Noi nhén:

- Nhu Diéu 4;

- BT. Pao Hong Lan (dé b/c);

- TT. D4 Xuén Tuyén (dé b/c);

- Cuc Quény - B Quéc phong, Cuc Y té - Bo Cong an;
-Cuc Y t& GTVT - B Giao thong van tai;

- Tong Cuc Hai quan - B Tai chinh;

- Bao hiém xa héi Viét Nam; W X .
-B8 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cwong
B0, Vin phong HDTV cdp GPKLH thudc, NLLT;

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

- Téng Céng ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giudng bénh trye thue BO Y té;

- Trung tdm mua sim tap trung thudc quoc gia;

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

Website;

- Luu: VT, BKT (C.H) (02b).




DANH MUC 362 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY DANG KY LUU HANH

Phuy luc I

TAI VIET NAM HIEU LUC 05 NAM - BQT 199

cua Cuc Quan ly Duoc)

(Kém theo Quyét dinh s6 364 /OP-QLD ngay 07 thang 06 ndm 2024

STT|  Tén thudc Hoat chit chinh- | Dangbao [ Quy cach déng goi | Tiéu | Tudi | Sodingky | So
Ham lwgng ché chuén | tho gia han lan
(thang)| (SO dangky | gia
da cép) han
1) (2 3 ) ® (6) @) [€)) ®

1. Co sé ding ky: Cong ty c6 phian Dugec - Vit tu y té Nghé An (Pia chi: S6 68 duong Nguyén S§ Sach, phuong Hung
Phc, thanh phd Vinh, tinh Nghé An, Viét Nam)

1.1. Co s6 san xuét: Cong ty cb phan Dwoc - Vit tw y té Nghé An (Dia chi: S6 68 dwong Nguyén S§ Sach, phwong Hung

Phiic, thanh phd Vinh, tinh Nghé An, Viét Nam)

1 |Ciprofloxacin- Ciprofloxacin (dudi |Vién nén Hop 10 vix 10 vién |[DDVN 36 | 893115377024 1
DNA dang Ciprofloxacin  |bao phim \% (VD-21941-14)
hydroclorid) 500mg
2 [Nafluextra Caffein 65mg; Vién nén Hop 10 vix 10 vién | NSX 24 | 893100377124 1
Paracetamol 500mg (VD-27249-17)

2. Co sé ding ky: Cong ty c6 phin Dugc - Vit tw y té Thanh Hoéa (Dia chi: S6 232 Trén Pht, phuong Lam Son, thanh phd
Thanh Hoa, tinh Thanh Héa, Viét Nam)
2.1. Co s& san xudt: Cong ty cb phan Dwoc - Vit twr y té Thanh Héa (Pia chi: S6 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Hoa, Viét Nam)

3 |Ciprothepharm Ciprofloxacin (dudi |Vién nén Hop 3 vix 10 vién; |DDVN 36 |893115377224 1
dang Ciprofloxacin  |bao phim Hop 5 vi x 10 vién; \'% (VD-20937-14)
hydroclorid) 500mg Hop 10 vi x 10 vién
4 |Themox Tabs Amoxicilin (dudi Vién nén Hop 10 vix 10 vién | NSX 36 893110377324 1
dang Amoxicilin (VD-29311-18)
trihydrat) 1000mg ; 1,
5 |Thepacol Flutab  |Clorpheniramin Vién nén Hop 5Svix 10vién; |DPDVN | 36 |893100377424 1 \J
maleat 2mg; Hop 10 vix 10 vién; | IV (VD-29310-18) “ “\}1
Paracetamol 500mg Hop 20 vi x 10 vién i
OPHAI
3. Co s¢ diing ky: Cong ty c6 phan dwge Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phudng 15, Quén 11, thanh phd H) Chi
Minh, Viét Nam) 1cop®

3.1. Co s& sin xudt: Cong ty cd phin dwgce Apimed (Pia chi: Puong N1, cum céng nghiép Pht Thanh - Vinh Thanh, x&
Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

6 |Apibrex 100 Celecoxib 100mg Viénnang |Hop 3 vix 10 vién NSX 24 | 893110377524 1
cling (VD-30910-18)
7 |Apifexo 120 Fexofenadin Vién nén Hop 2 vi x 10 vién; BP 36 1893100377624 | 1
hydroclorid 120mg  |bao phim Hop 3 vix 10 vién; | 2016 (VD-31025-18)
Hop 10 vi x 10 vién
8 |Apifexo 180 Fexofenadin Vién nén Hop 2 vi x 10 vién; BP 36 | 893100377724 | 1
hydroclorid 180mg  |bao phim Hop 3 vix 10 vién; | 2016 (VD-31026-18)
Hop 10 vi x 10 vién
9 |Apifexo 60 Fexofenadin Vién nén Hop 2 vi x 10 vién; BP 36 893100377824 1
hydroclorid 60mg bao phim Hop3vix 10vién; | 2016 (VD-31027-18)
Hop 10 vi x 10 vién
10 |Apitec20-H Enalapril maleat Vién nén Hop2vix 10 vién; |USP41]| 24 893110377924 | 1
20mg; Hop 3 vix 10 vién; (VD-30912-18)
Hydroclorothiazid Hop 10 vix 10 vién
12,5mg
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STT Tén thudc Hoat chit chinh - Dang bao | Quy cich dong géi | Tieu Tudi S6 ding ky §6
Ham lrong ché chuén | tho gia han lin
(thang)| (SO dingky | gia
dd cap) han

@ @ A @ ® 6 (@) ® ®

99 |Bacsulfo 1g/1g Cefoperazon (dudi  |Thubc b6t [Hop 11o; Hop 1010 [DDVN | 24 (893110386824 | 1
dang hén hgp bdt vé |pha tiém \Y (VD-32834-19)
khuin gdm

cefoperazon natri va
sulbactam natri ty 1€
1:1) 1g; Sulbactam
(duéi dang hén hop
b6t vo khudn gdbm
cefoperazon natri va
sulbactam natri ty 1¢

1:1) 1g

100 |Cefamandol 0,5g |[Cefamandol (dudi Thubc bot Hop 1 1o x 0,5g; NSX 24 893110386924 1
dang cefamandol pha tiém Hop 1010 x 0,5¢g (VD-31705-19)
nafat) 0,5g

101 [Cefamandol 1g Cefamandol (dudi Thudc bdt Hopllox 1g; Hop | NSX 24 893110387024 1
dang cefamandol pha tiém 10lox 1g (VD-31706-19)
nafat) 1g

102 |Cefamandol 2g Cefamandol (dudi Thubc bot Hop 1 lox2g; Hop |USP 41 24 893110387124 1
dang cefamandol pha tiém 101lox2g (VD-31707-19)
nafat) 2g

103 |Cefoperazone 0,5g |Cefoperazon (dudi Thubc bét  [Hop 110 x 0,5g; USP 41| 24 |893110387224 1
dang cefoperazon pha tiém Hop 1019 x 0,5¢g (VD-31708-19)
natri) 0,5g

104 |Cefoperazone 1g |Cefoperazon (duéi  [Thudcbdt |Hop 1lox 1g; Hop |[DDVN | 24 [893110387324 | 1
dang cefoperazon pha tiém 10lox 1g hién (VD-31709-19)
natri) 1g hanh

105 |Cefoperazone 2g  |Cefoperazon (dwéi  |Thudc bot [Hop 1lox 2g; Hop [DPVN| 24 |[893110387424 1
dang cefoperazon pha tiém 101lox2g hién (VD-31710-19)
natri) 2g hanh

106 |Cephalexin Cephalexin (dudi Viénnang [Chai 200 vién USP 36 |893110387524

250 mg dang cephalexin cung hién (VD-31712-19)

monohydrat) 250mg hanh

107 |Claminat 1,2g Amoxicilin (dudi Thubc bt  |Hop 1 1o x 1,2g; NSX 24 1893110387624
dang Amoxicilin pha ti€ém Hop 101ox 1,2¢g (VD-20745-14)

natri) 1g; Acid
clavulanic (dudi dang
Kali clavulanat)

200mg

108 |Claminat 600 BOt vO khuén gom:  [Thudc b6t  [Hop 1 lo x 600mg; | BP 24 1893110387724 | 1
Amoxicilin (dudi pha tiém Hop 1010 x 600mg | hién (VD-31711-19)
dang Amoxicilin hanh

natri) 500mg; Acid
clavulanic (dudi dang
Kali clavulanat)
100mg
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STT|  Tén thuoc Hoat cht chinh- | Dangbiao | Quy cich dong géi | Tiéu | Tudi | S§dingky [ S6
Ham lwgng ché chuin | tho gia han lin
(thang)| (S6 dingky | gia
da cap) han
@® @ A “) ®) © (™) ® €]
90 |Dixasyro Dexamethason (duéi |Dungdich |Hop 10 6ng, 20 ng | NSX 24 1893110385924 1
dang dexamethason |ubng X 5ml (VD-32514-19)
natri phosphat)
2mg/5ml
91 |Pacemin Clorpheniramin Vién nén Hop 10 vix 10 vi?n, NSX 36 1893100386024 1
maleat 2mg; Hop20vix 10 Vi§n, (VD-24772-16)
Paracetamol 325mg Hop 50 vix 10 vie‘”:n
92 |Fahado Extra Cafein 65 mg; Vién nén Hdp 10 vi x 10 vién; [DDVN 36 893100386124 1
Paracetamol 500mg Hop 15vix 12 vién hién (VD-27882-17)
‘ hanh

21. Co s& ding ky: Cong ty C6 phan Dugc ph?

tinh Ddng Thap, Viét Nam)

21.1. Co s& sin xuat: Cong ty C§ phéan Dugc phim Imexpharm (Pia chi: S6 4, dwong 30/4, phudng 1, thanh phd Cao

Lanh, tinh Pdng Thap, Viét Nam)

im Imexpharm (Pia chi: Sé 4, duong 30/4, phudng 1, thanh phd Cao Lanh,

93 [Amoxicillin/ Acid |Acid clavulanic (duéi |Vién nén Hop 2 vi x 7 vién NSX 24 1893110386224 1
clavulanic dang Kali clavulanat - [bao phim (VD-29761-18)
500 mg/125 mg avicel (1:1)) 125mg;
Amoxicilin (dudi
dang Amoxicilin
trihydrat) S00mg
94 |Anticid Calci carbonat 500mg | Vién nén Chai 200 vién, Chai | BP 36 |893100386324 1
nhai 500 vién hién (VD-31726-19)
hanh
95 |Dikren 50 mg Diclofenac natri 50mg|Vién nén Hoép 3 vix 10 ViéIP, DDVN | 24 (893110386424 | 1
bao tan Hop 10 vix 10 vién | hién (VD-18961-13)
trong rudt hanh
96 |Fexofenadin 60mg |Fexofenadin HCI Vién nén Hop 3 vi x 10 vién USP 24 1893100386524 1
60mg bao phim ‘ hién (VD-27899-17)
hanh
97 |Paracetamol Paracetamol 500mg |Vién nén Chai 200 vién; Chai | BP 48 893100386624 1
500mg bao phim 500 vién | hién (VD-29764-18)
hanh
98 |Synerbone Acid alendronic Vién nén Hop 1 vi x 4 vién NSX 24 1893110386724 | 1

(duéi dang Natri
alendronat) 70mg;
Vitamin D3
(Cholecalciferol)
28001U

(VD-26862-17)

21.2. Co s& san xuit: Chi nhanh 3 - Coéng ty ¢ phan dwgc phim Imexpharm tai Binh Dwoeng (Dia chi: S5 22, Pudng sb
2, Khu cong nghiép Viét Nam - Singapore II, Phudng Hoa Phi, TP.Tha Dau Mét, Tinh Binh Duong, Viét Nam)
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STT Tén thudc Hoat chit chinh - Dang bao | Quy cich dong géi | Tieu | Tubi So dingky | SO
Ham lwgng ché chuin | the gia han lin
(thang)| (S6 dingky | gia
da cﬁp) han
[€)) [€) (€)) @ () Q) (@) ®) (€))
109 |Nerusyn 1,5g Hén hop Ampicilin ~ [Thuée bot  |Hop 1 lo; Hop 1010 | USP 24 1893110387824 1
natri va Sulbactam  |pha tiém hién (VD-26158-17)
natri tuong duong: hanh
Ampicilin 1g;
Sulbactam 0,5g
110 [Nerusyn 3g Hén hop Ampicilin | Thudc bét Hop 119; Hop 1010 |USP 41| 24 |893110387924 1
natri va Sulbactam pha tiém (VD-26159-17)
natri tuong duong:
Ampicilin 2g;
Sulbactam 1g
111 |Nerusyn 750 Hén hop Ampicilin  [Thudc bot  [Hop 1 lo; Hop 101o | NSX | 24 | 893110388024 | 1
natri va Sulbactam  |pha tiém (VD-26160-17)
natri tuong dwong:
Ampicilin 500mg;
Sulbactam 250mg
112 |Opxil 250 Cephalexin (duéi Viénnang |HOp 10vix 10vién |USP41| 36 [893110388124 1
dang cephalexin cung (VD-31713-19)
monohydrate) 250mg

21.3. Co s san xuit: Chi nhénh Coéng ty co phin dwgc phim Imexpharm — Nha mdy khang sinh Cong nghé cao Vinh
Loc (bia chi: L6 B15/I-B16/I dudng 2A, khu cong nghiép Vinh Lgc, phudng Binh Hung Hoa B, quin Binh Tén, thanh phd HS
Chi Minh, Viét Nam)

113 |Imefed 625 mg Acid clavulanic (dudi [Vién nén Hop1tiix2vix7 | USP 24 1893110388224 1
dang Clavulanat kali |bao phim vién hién (VD-31717-19)
két hop véi Avicel hanh
1:1) 125mg;
Amoxicilin (dudi
dang Amoxicilin
trihydrat compacted)
500mg

114 (Pharmox IMP 1g [Amoxicilin (duéi Vién nén Hop 2 vi x 7 vién USp 24 1893110388324 1
dang Amoxicilin phén tan hién (VD-31724-19)
trihydrat compacted) hanh
1000mg

115 |Pharmox IMP Amoxicilin (dudi Viénnang |Hop 10vix 10 vién | BP 36 893110388424 | 1

500mg dang Amoxicilin cing hién (VD-32839-19)

trihydrat compacted) hanh

500mg

22. Co s& ding ky: Cong ty co phin Dugc phim Khanh Hoa (Dia chi: S6 74 Dudng Théng Nhit, Phudng Van Théng,

Thanh phé Nha Trang, Tinh Khanh Hoa, Viét Nam)

22.1. Co s6 san xuét: Céng ty c phin dwgc phAm Khénh Hoa (Dia chi: Puong 2/4, Khém Déng Béc, Phudng Vinh Hoa,

Thanh phé Nha Trang, Tinh Khénh Hoa, Viét Nam)
116 |Bromhexin Bromhexin Vién nén Hop 3 vix 15 vién, | NSX 36 |893100388524 1
hydrochlorid 8mg Hop 4 vi x 50 vién (VD-31731-19)
117 |Cinnarizin Cinnarizin 25mg Vién nén Hop 2 vix 50 vién, |[DDVN 36 |893100388624 1
Hop 4 vi x 50 vién v (VD-31734-19)
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CONG TY CP XNK Y TE DOMESCO  CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap -Tw do - Hanh phic

S6: 111/CV-CNCT-25 Cdn Tho, ngay 11 thdang 06 ndm 2025
(V/v Thay déi s6 ding ky ciia
sdn phdm tring thau
Dozinco 15 mg)

Kinh gitri: S¢' Y té tinh Kién Giang

H$i ddng dau thau thudc

Truéc tién, Cong ty Cb phin Xut nhap khdu Y t¢ DOMESCO (Cong ty DOMESCO) xin
chén thanh cam on sw quan tam giup do va hd tro ctia Quy S¢ Y té va Hoi dong déu thau thudce
trong subt thoi gian qua. . )

Cin ctt Quyét dinh s6 1630/QD-SYT ngay 27/6/2024 cua S¢ Y té v& vigc phé duyét ket
qua lya chon nha thiu Goi sb 2: Géi thu thudc generic thong thudng thudc ke hoach lya chon
nha thdu cung cép thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3). Cong ty

DOMESCO triing thiu san phdm Dozinco 15 mg, don gid (c6 VAT) 12 940 ddng/vién.

Ciin cir Quyét dinh s6 181/QD-QLD ngay 21/03/2024 clia Cuc Quan ly Dugc vé viéc ban
hanh Danh muc 881 thudc san xuat trong nudc duoc gia han gidy dang ky luu hanh tai Vit
Nam - Dot 193, trong d6 c6 san phdm Dozinco 15 mg ctia Cong ty DOMESCO.

~ Nay Cong ty DOMESCO gtii cong van ndy kinh mong Quy S¢ Y té va Hoi gif")ng dau
thau thube dong y cho Cong ty cung mg san pham tring thau Dozinco 15 mg theo sO dang ky
mdi, cu theé nhu sau:

Ma . Tén hoat chat — " SPK theo £
STT @s | 3 | Néng g, ham thu,;r;“ | BVT | Quyét dinh S*(;K in 3“’7“ Ghi chil
MT) lwgng g mal tring thau inf1 gia fan
Dinh kém Quyét
| G134 4 Kém gluconate | Dozinco 15 Vién VYD-30019- 893110217124 din’h gia han
15mg mg 18 (VD-30019-18) gidy ddng ky
lwu hanh

Cong ty Cé phén Xuét’ nhép khiu Y té DOMESCO Xin cam két cung ing hang ding gia
trang thu véi s lwong, chat lugng nhu da dang ky trong ho so dy thau. Néu cé dicu gi sai sot
chiing t6i xin hoan toan chiu trach nhiém.

Kinh mong su chp thuén ctia Quy S&¢' Y té va Hoi dong dAu thiu thudc

Xin chan thanh cdm on va trin trong kinh chao.

Noi nhdn:
- Nhu trén.
- Luu

FAM PHUOGC HAU
Giam doc Chi nhanh

)\\



'BO Y TR LONG HUA \A HOI CHU NGHIA VIFT NAM
MINIS TRY OF HE ALTH SOCIALIST REPUBLIC OF VIETNAM
cucC QUAN LY DU ocC : Poc ldp - Tu do - Hanh phic
DRU(, ADMINISTRATION OF VIE [NA‘\[ Independence.- Freedom - Happiness

138A Gxang Vo - Ha Noi - Vidt Nam
Tol: 84.24.37366483/38464413 - Fax: 84.24.38234758

SAY PHEP LUU HANH S SAN PHAM

MARKETING AUTHORIZAT!ON

£

Tén thudc . Dozinco 15 mg
Name of Drug:
Thanh phan chinh, ham lvgng =~ Kem (du*m dang. Kem gluconat 10bmg) 15mg

Active Ingredients, Strength.
Qui cach dong goi, bao ché
Packing Size, Dosage form:

Hop 1 Vi3 vn 6 Vl 10 v1 x 10 vién; Vlen nang cirng

Tiéu chudn chat lwong o TCCS

Quality Specmoanon e :

Han dung S : '36 thang

Shelf- Iffe L

S6 gidy phép luu hanh san pham (SDK) VD-30019-18

Marketing Authorization Number: _ -

Sé quyét dinh , :_ 181/QD-QLD e Ngay cap 27/03/2018

Approval Decision Number: Date of Issuance: "

Higu luc clia gidy phép lwu hanh san pham CO gia tri 05 nam k& tor ngay cap
E,\puanon ‘Date of this Ma:kenng Authouzatlon 5
Tén co s6 dang ky

- Name of Markeling Aulhouzatron Ho/dor :

Coéng ty cbd phan xuat nhap khau y té Domesco

Pia chi'. : _ - 66-Qubc 16 30-P. My Pha-TP. Cao Lanh 1mh Dong
Address:’ . Ex ] Thap - Vlet Nam :

Tén co 8¢ san Xuat ; Cong ty cd phan xuat nhap khau y te Domesco
Name of Manufacturer: '

Bia chi 66 Quoc 16 30 P' My Phu TP, Cao Lanh Tmh bong

Address: 3 B _ Thap Viét Nam
Tén co s¢ dong goi ;

Name of Assembler

Pia chi

Address:

Ha Ngi, ngay 27 thang 03 nam 12018,

KT. CUC TRIPONG CUC QUAN LY DUQC
_FOR GENERAL- DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

PHO CUC TRUONG
DEPUTY GENERAL-DIRECTOR

TR LN

Ghi chu: (Note)

4 s $
1- Gidy phép Itu hanh san pham nay dwoc cép theo dung hd sb * thﬁ
dang ky thuéc da dugc BOY t& phé duyét. \n S e/ ama—

This marketing authorization has been issued in accordance with the C/OSS/
approved by the Vietnam Ministry of Health.

2- BAt cir sw thay ddi nao v& ndi dung cla gidy phép phai duo'c \-“J{, d
Cyc Quan Ly Dugc - B3 Y té& xac nhan. g

Any variations of the contents of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam.

e
“HEUYEN TAT DAT




fee . Ky bai: Cyc Quin
ly Dugc

et BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

7 2024 15:20:

&Y "7 Cyc QUAN LY DUQC Péc lap - Tw do - Hanh phiic
sé: 181  /QD-QLD Ha Néi, ngdy 21 thang 03 ndm 2024
QUYET DPINH

V& viéc ban hanh Danh muc 881 thudc sian xuit trong mwdc
dworc gia han gidy ding ky luu hanh tai Viét Nam - Dot 193

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duogc 5,6’ 105/2016/QH13 ngay 06/4/2016;
Céin cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phil quy dinh

Y
A

chikc ning, nhiém vu, quyén han va co cé 16 chire ciia BO Y té;

Can cit Quyét dinh sé 1969/0D-BYT ngdy 26/4/2023 cia BO trwdng B3 Y té quy
dinh chirc nang, nhiém vy, quyén han va co céu 16 chire ciia Cuc Quan Iy Duoc thude
Bo Yte;
Cén cir Théng tw s8 08/2022/TT-BYT ngay 05/09/2022 cia B truong B Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thude;

Céin cir két ludn ciia Hi dong tu van cdp gidy dang ky luu hanh thudc, nguyén
ligu lom thuéc - B6 Y té dot 193 tai Cong van sé 15/HDTV-VPHP ngay 19/02/2024
ctia Vin phong Hoi dong tw vén cip GDKLH thudc, nguyén liéu lam thude;

Theo dé nghi ciia Trudng phong Dang ky thude, Cuc Quadn Iy Dugc.
QUYLT PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 831 thubc san xuét trong
nudc duoc gia han giéy déng ky luwu hanh tai Viét Nam - Pot 193, cu thé:

1. Danh muc 595 thuéc san xuét trong nu6c dugc gia han gidy ding ky luu
hanh hiéu luc 05 ndm (Phu luc I kém theo).

2. Danh muc 285 thudc san xut trong nuwéc dugc gia han gidy dang ky luu
hanh hiéu luc 03 nam (Phu luc 11 kém theo).

3. Danh muc 01 thudc san xuét trong nuéc dugc gia han gidy ding ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc I1I kém theo).

Pidu 2. Co s& san xudt va co so ding ky thudc c6 trach nhiém:

1. San xuét thubc theo ding cic hd so, tai liéu dd dang ky v6i BO Y t& va phai
in sb dang ky dugc BO'Y té Viét Nam cép 1én nhan thude.

2. Chi dugc san xuét, dwa ra luu hanh céc thubc kiém soat dic biét khi co Giéy
ching nhéan du didu kién kinh doanh dwgc pham vi kinh doanh thudc phai kiém soat
dic biét phi hop voi pham vi hoat dong cua co s& dap Gmg quy dinh tai khoan 5 Diéu
143 Nghi dinh s& 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phi quy dinh chi tiét mot
s didu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cdp nhét ti€u chuén chét lugng cua thudc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 cua B9 trudng B6 Y té quy dinh vé
chét luong thubc, nguyén liéu lJam thudc.

4. Thubc dugc gia han gidy ddng ky luu hanh tai Quyét dinh nay nhung chua
nop hd so cép nhét ndi dung nhén thudc, to huéng dan st dung thudc theo quy dinh
ciia Thong tw 01/2018/TT-BYT ngay 18/01/2018 cua B trudmg BO Y té thi phai thyuc
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hién cdp nhét theo quy dinh tai diém b Khoan 1 Didu 37 Théng tw 86 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han gidy dang ky luu hanh. ‘

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay dbi vé ndi dung hanh chinh (bao
gdm c& miu nhén va to huéng din st dung thudc) phai san xuét va Ivu hanh véi céc
ndi dung da dugc phé duyét thay dbi trong ho so gia han.

6. Co so dang ky thudc phai bao dam duy tri didu kién hoat dong trong thoi gian
hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu lam thubc. Trong trudng hop

khong con dép ung du didu kién hoat dong, co so ding ky phai c¢6 trach nhiém thuc
hién thay ddi co s¢ dang ky theo quy dinh tai Théng tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con da diéu kién hoat dong.

7. Co s& san xuét thudc phai bao ddm céc didu kién hoat dong cia co s& san

4 ,

xuét trong thoi han hiéu lyc cua gidy dang ky luu hanh thude, nguyén liéu lam thudc.

8. Cac thudc duge gia han giéy déng ky luu hanh tai Quyét dinh nay dwoc tiép
tuc su dung s6 dang ky da cap truge khi gia han trong thoi han toi da 12 thang ké tir
ngay dugc chp sb dang ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo
Théng tu s 08/2022/TT-BYT.

9. Phbi hop véi céc co sO didu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tdc dung khong mong mubn cia
thudc trén ngudi Viét Nam va tdng hop, bdo céo theo quy dinh tai Diéu 5 Thong tu )
08/2022/TT-BYT dbi véi céc thuéc trong Phy luc II ban hanh kem theo Quyét dinh
nay.

Pidu 3. Quyét dinh nay c6 hiéu lyc ké tx ngay k¥ ban hanh.

Pidu 4. Gidm dbc S& Y té cac tinh, thinh phd truc thude Trung uong va Gidm

ddc co so san xuit va co s& ding ky co thuoc tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhdn: _....CUC TRUONG
- Nhu Diéu 4; ) ~<'\"/\7:\.
- BT. Pao Hong Lan (dé p/c); fo/" cuc A
- TT. D5 Xuéan Tuyén (dé blc); , /3 o -» y\
- Cuc Quény - B6 Quéc phong, Cuc Y t€ - B6 Cong an; \‘\\U = - "‘r‘““ }}V\‘Z" ,s 4 /
- Cuc Y té GTVT - B¢ Giao thong vén tai; \+\ Duoe” ) 4
2 o A v Wi % T
- Téng Cuc Hai quan - B6 Tai chinh; & : /rf’

- Bao hiém x hoi Viét Nam;

_B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B§, Vin phong HPTV cap GPKLH thube, NLLT;

_Vién KN thuéc TU, Vién KN thude TP. HCM;

- Tdng Cong ty Dugc Viét Nam - Coéngty CP;

- Céc Bénh vién, Vién co giuong bénh tryc thudc B6 Y té;
- Trung tdm mua sim tap trung thude quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;

- Luu; VT, PKT (C.H) (02b).

Vii Tudn Cuong
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(Kém theo Quyét dinh sé 181 /QDP-QLD ngdy 21 thdng 03 ndm 2024

Phu luc II
DANH MUC 285 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH

ctia Cuc Qudn ly Duwoc)

STT Tén thudc Hoat chit chinh - | Dang bao [ Quy cich dong géi| Tiéu Tubi S6 ding ky S6 1dn
Ham lwong ché chuin | tho gia han gia han
(thang)| (S6 ding ky
da cip)
) @) (©) Q) ) (O) ) ® ®

1. Co s& ding ky: Cong ty ¢ phan DTS Viégt Nam (Bia chi: S618,t6 5

N6i, Viét Nam)

1.1. Co sé sin xuit: Cong ty cb phin dwge

Dinh, tinh Nam Pinh, Viét Nam)

1, phuong Quan Hoa, quin Ciu Gidy, thanh phé Ha

phém Nam Ha (Pia chi: S6 415 Han Thuyén, phuong Vi Xuyén, TP. Nam

1 |Ubiheal 200 Alpha lipoic acid Viénnang |Hdp 5 vix 6 vién; NSX 36 |893110195924 1
(thioctic acid) 200mg mém Hop 10 vi x 6 vién, (VD-26669-17)
vi nhdm - PVC
2 |Ubiheal 300 Acid thioctic 300mg [Viénnén  |HGp 3 vi x 10 vién; USP 36 893110196024 1
bao phim  |Hop 6 vi x 10 vién, hién (VD-27692-17)
vi Alu-Alu hanh

2. Co sé ding ky: Cong ty cb phan dugc pham Nam Ha (Pia chi: S6 415 duong Han Thuyén, p

Nam Dinh, Tinh Nam Dinh, Viét Nam)

2.1. Co s& san xuét: Cong ty ¢b phin dugc phém Nam Ha (Bia chi:

phé Nam Dinh, Tinh Nam Dinh, Viét Nam)

huong Vi Xuyén,Thanh phd

S6 415 dudong Han Thuyén, phudng Vi Xuyén, Thanh

3

Aceffex

Vitamin A (Retinol
palmitat) 300IU;
Vitamin D3
(Cholecalciferol)
50IU; Vitamin Bl
(Thiamin
hydroclorid) 3mg;
Vitamin B2
(Riboflavin) 3mg;
Vitamin PP
(Nicotinamid) 10mg;
Vitamin B6
(Pyridoxin
hydroclorid) 3mg;
Vitamin B12
(Cyanocobalamin)
Sug (meg); St
sulfat 16,5mg; Calci
glycerophosphat
Smg; Magnesi
gluconat 5mg;
Lysine HCI 25mg

Vién nang
mém

Hop 12 vi x 5 vién;
Hop 10 vi x 10 vién

NSX

30

893100196124
(VD-17472-12)

Ausginin

L-Ornithine L-
Aspartate 500mg

Vién nang
cung

Hop 3 vi x 10 vién;
Hop 6 vix 10 vién

NSX

30

893110196224
(VD-27955-17)
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STT Tén thubc Hoat chit chinh - | Dang bao | Quy cich déng géi| Tieu Tudi S6 ding ky S6 1in
Ham lwgng ché chuén | the gia han gia han
(thang) | (SO ding ky
da cip)
(9] 2 _ A (G (©)] (6) () (C)) ®
205 |Thanh binh MBoi lo 4g chira: Kem boi Hop Llo4g, lo NSX 24 893115216324 1
Cloramphenicol ngodida  |nhya PVC (VD-25907-16)
80mg;
Dexamethason
acetat 2mg

52. Co s& ding ky: Cong ty ¢ phan US Pharma USA (Pia chi:

Minh, Viét Nam)

52.1. Co s& san xuét: Cong ty c6 phin US Pharma USA (Dia chi:

Minh, Viét Nam)

Lo B1- 10, Buong D2, KCN Tay Béc Cu Chi, TP.H6 Chi

L6 B1- 10, Puong D2, KCN Tay Béc Ct Chi, TP.HO Chi

206 |Sibucap

Paracetamol 325mg;
Ibuprofen 200mg

Vién nang
meém

Hop 10 vi x 10 vién

NSX

36

893100216424
(VD-22385-15)

53. Co st dang ky:
Ha Noi, Viét Nam)

Cong ty cd phin Uspharma Ha N@gi (Dia chi: Sé 1 Giang Van Minh, Phuong Kim M4, Quén Ba Dinh,

53.1. Co s& san xuét: Cong ty cb phén US Pharma USA (Pia chi: L6 B1- 10, buong D2, KCN Ty Béc Cu Chi, TP.HS Chi

Minh, Viét Nam)

207 [Queenlife Chai 60ml chira: o - |Thudc Chai 60 ml; Chai NSX 36 |893110216524 1
terpineol 0,60g; nude dung  |100 ml; Chai 200 ml (VS-4980-16)
Vitamin E 0,045g;  |ngoai

Natri lauryl sulfat
4,8g

54. Co sb dang ky: Cong ty Co phin XuAt nhip khiu Y t& Domesco (Dia chi: S6 66, Qudc 16 30, Phudng M§ Phii, Thanh
phé Cao Lanh, Tinh Déng Thép, Viét Nam)

54.1. Co s& san xuit: Cong ty cb ph?m Xuét nhip khiu Y t& Domesco (Dia chi:

Thanh phé Cao Lanh, Tinh Dng Thép, Viét Nam)

S6 66, Qubc 16 30, Phudong My Ph,

208 |[Amoxicillin Amoxicillin (duéi  |Vién ngdm |Chai 100 vién, NSX 24 893110216624 1
250 mg dang Amoxicillin (chai HDPE) (VD-25916-16)
trihydrat compacted)
250mg

209 |Bromhexin 8 mg |Bromhexin Vién nang [Chai 200 vién, NSX 36 893100216724 1
hydroclorid 8mg cing (chai HDPE) (VD-25415-16)

210 |[Domitazol Bo6t hat Malva Vignnén [Hop 5 vix 10 vién NSX 24 893110216824 1
(Malva purpurea) bao duomg |[(vinhém - PVC); (VD-22627-15)
250mg; Xanh Chai 1000 vién
methylen 25mg; (chai HDPE)

Camphor
monobromid 20mg

211 |Dotocom Natri chondroitin Vién nang |Hop 1 thinhémx 1 | NSX 24 893100216924 1
sulfat 100mg; cung vi x 10 vién; Hop 1 (VD-27380-17)
Cholin L- bitartrat tiinh6m x 2 vix
25mg; Retinyl 10 vién; Hop 1 thi
palmitat 2.500 IU; nhdm x 6 vi x 10
Riboflavin Smg; vién; Hép 3 thi
Thiamin hydroclorid nhém x 6 vi x 10
20mg vién (vi nhom -

PVC)
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STT| Tén thudc Hoat chét chinh - | Dang bao [Quy cich déng goi| Tiéu Tubi S6 dang ky S6 lan
Ham lwong ché chuin | tho gia han gia han
(thang)| (S6 ding ky
di cip)

(03] @ 3) “@ 3) (6) (M ® ®

212 |Dotoux Plus Paracetamol 500mg; |Viénnén [Hop 2 vix 5 vién; NSX 36 893110217024 1
Dextromethorphan  |bao phim  |Hop 5 vix 5 vién; (VD-21464-14)
hydrobromid 15mg; Hop 10 vi x 5 vién
Loratadin S5mg (vi nhém - PVC)

313 |Dozinco [5mg |Kem (dudidgng  |Viennang [Hop Lubimhomx 1 | NSX | 36 893110217124 | 1
kém gluconat cing vi x 10 vién; Hop 1 (VD-30019-18) |
105mg) 15mg tii nhém x 2 vi x

10 vién; Hop 1 thi
nhém x 6 vi x 10
vién; Hop 3 tii
nhémx 6 vix 10
vién (vi nhém -
PVC)
214 |Fortamox 625  |Amoxicillin (dusi  |Viénnén  [HOp 1 vix 7 vién, NSX 24 | 893110217224 1
mg dang Amoxicillin bao phim  [Hop 2 vi x 7 vién, (VD-30020-18)
trihydrat compacted) Hop 10 vi x 7 vién,
500mg; Sulbactam Hop 1 vi x 10 vién,
(dudi dang Hop 2 vi x 10 vién,
Sulbactam pivoxil) Hop 10 vix 10
125mg vién, (vi nhém-
nh6ém); Hop 1 vix
7 vién, Hép 2 vix 7
vién, Hop 10 vix 7
vién, Hop 1 vix 10
vién, Hop 2 x 10
vién, Hop 10 vi x
10 vién, (vi nhdém-
PVC tréng duc)
215 |L-Cystine L-Cystin 500mg Viénnang |Hop 1 ttinhémx 1 | NSX 24 | 893110217324 1
500 mg mém vix 5 vién, Hop 2 (VD-25924-16)
thinhém x 6 vix 5
vién (vi nhom -
PVC)

216 |MAGNE -B6 |Magnesi lactat Vignnén |Hop 1vix 10vién, | NSX 36 893110217424 1
dihydrat 470mg; bao phim  |Hop 5 vi x 10 vién, (VD-27385-17)
Pyridoxin tan trong  |Hop 10 vix 10
hydroclorid 5mg rudt vién, (vi nhém —

PVC); Chai 50
vién, Chai 100
vién, (chai HDPE)

217 |Oresol 245 Natri clorid 520mg; Thudc bot  [Hop 20 goi x 4,1g, NSX 36 893100217524 1
Natri citrat dihydrat ubng (g61 nhdm trang PE) (VD-27387-17)
580mg; Kali clorid
300mg; Glucose
khan 2.700mg

55. Co s& ding ky: Cong ty CP Dugc Ha Tinh (Pia chi: 167 Ha Huy Tép, thanh phé Ha Tinh, tinh Ha Tinh, Viét Nam)




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dic lip — Tw do — Hanh phiic
sé: 225 /QDP-QLD Ha Ngi, ngay 03 thdng 04ndm 2023
QUYET PINH

Vé viéc cong b0 Danh muc thudc, nguyén liu lam thude cé glay dang ky luu
hanh dwoc tiép tuc sir dung theo quy dinh tai khoan 1 Piédu 3 Nghi quyét )
80/2023/QH15 ngay 09/01/2023 cua Qudc hoi Dot 3)

CUC TRUGNG CUC QUAN LY DUQC

Can cur Nghi quyet s6 80/2023/0H15 ngay 09/01/2023 cia Qubc hii vé viéc
tzep tuc thuc hién mgt so chinh sach trong phong, chong dich COVID-19 va st dung
gidy dang ky lvu hanh thube, nguyén liéu lam thuéc hét thoi han hiéu luc tir ngay

01/01/2023 dén ngay 31/12/2024;

Cén cir Nghi dinh s6 95/2022/ND-CP ngay 15/1 1/2022 cua Chinh phil quy
dinh chitc nang, nhiém vu, quyén han va co cau t6 chirc ciia BO Y té;

Cén cir Quyét dinh sé 7868/0D- BYT ngay 28/12/2018 cua Bé truong Bo Y
té quy dinh chirc nang, nhiém vu, quyen han va co cdu to chitc cia Cuc Qudn Iy
Duoc thuoc Bo'Y té;

Can cit Cong van s6 429/BYT-QLD ngay 01/02/2023 cua Bé Y té vé viéc
trién khai thec hién Piéu 3 Nghi quyét s6 80/2023/QH15;

Theo dé nghi ciia Trudng phong Dang ky thuéc, Cuc Qudn Iy Dugc.
QUYET DINH:

Piéu 1. . Cong bb kem theo Quyét dinh nay Danh muc thubc, nguyén liéu lam
thudc co g1ay dang ky luu hanh duoc tiép tuc sir dung tur ngay het hiéu luc dén hét
ngdy 31/12/2024 theo quy dinh tai khoan 1 Piéu 3 Nghi quyet s6 80/2023/QH15
ngay 09/01/2023 cua Quéc hoi (Pot 3), cu thé nhu sau:

1. Danh muc thudc, nguyén liéu lam thudc san xuit trong nwée duge cong b
tai Phu luc I kém theo Quyét dinh nay.

o2 Danh muc thudc, nguyén liéu ]am thudc san xuét tai nudc ngoai dugc cong
b6 tai Phu luc IT kém theo Quyet dinh nay.

Pidu 2. Danh muc thudc, nguyén liéu lam thude duge cong bb tai Piéu 1 dugc
dang tai trén Cbdng thong tin dién tr cta BO Y té tai dia chi: https://moh.gov.vn/home,
Trang thong tin dién tir cia Cuc Quan 1y Dugc tai dia chi: https://dav.gov.vn va dugc
tiép tuc cap nht, bd sung tai cac dot cong bd tiép theo.

Théng tin chi tiét ctia timg thudc, nguyén liéu 1am thudc duoc tra ciru theo s6 dang
ky cong bd trén trang thong tin dién tir cia Cuc Quan ly Duoc tai dia chi
https://dichvucong.dav.gov.vn/congbothuoc/index.

Piéu 3. Truong hop thubc, nguyén liéu lam thubc da thuc hién thay ddi, bd
sung trong qué trinh luu hanh hodc ¢ dinh chinh, stra d6i thong tin lién quan dén
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giéy dang ky luu hanh da duoc cép, doanh nghiép xuat trinh van ban phé duyét hoac
x4c nhén ctia Cuc Quan 1y Duoc v6i cac co quan, don vi lién quan d€ thyc hién cdc
tha tuc theo quy dinh phép luat.
Didu 4. Quyét dinh ndy co hiéu lyc ke tir ngdy kj ban hanh.
) Piéu 5. Gidm dbc S& Y té cac tinh, t}lénh phé trye thude Trung wong, Giam
dbc co s& san xuét va co sé ding ky co thuoe, nguyén liéu 1am thudc dugc cong bd
tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhin: T CUC TRUONG
- Nhu Diéu 5; Ve RN
- BT. Dao Hong Lan (dé b/c); e/ eue NN v

S| QuAN LgiT

- TT. D5 Xuan Tuyén (dé b/c);
- Cuc Quény - Bo6 Quéc phong, Cuc Y té - B6 Cong ant) \ Duoe
- Cuc Y té GTVT - B Giao thong vin tai; D
- Téng Cuc Hai quan - B6 Tai chinh; “kﬁf?__\?"'?,ﬁgf ,

- Bao hiém x4 hoi Viét Nam; “w===" Vi Tuan Cudng
-BoY té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra

Bo, Vin phong Bo;

_ Vién KN thuéc TU, Vién KN thuée TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty Cp;

- Céc Bénh vién, Vién c6 giuong bénh tryc thue BO Y té;

- Trung tAm mua sim tap trung thudc qudc gia;

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

Website BO Y té; Website Cuc Quan 1y Dugc;

-Luu: VT, BKT.
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Phu lucI

DANH MUC THUOC, NGUYEN LIEU LAM THUOC TRONG NUGC CO GIAY PANG KY LUU
HANH DUQC TIEP TUC SU DUNG TU NGAY HET HIEU LUC PEN HET NGAY 31/12/2024
THEO QUY PINH TAI KHOAN 1 PIEU 3 NGHI QUYET SO 80/2023/QH15 NGAY 09/01/2023

CUA QUOC HOI (BOT 3)
(Ban hanh kém theo Quyét dinh 56 2250P-QLD ngdy 03/p4/ Hpstia Cuc Quan 1y Duoc)

(*) Ghi chii: Cac thude khac dap 1ng yéu cdu tai Nehi quyét 80/2023/QH15 dwoc tiép tuc cdp
nhdt, bo sung tai cdc dot tiép theo.

Co s& san xuat

STT |Sodangky  |Tén thudc Co s¢ ding ky
1 VD-29682-18 |A.T Calcium 300 Céng ty C6 phan Dugc phim |Congty Cb phan Dugc pham
2 VD-29684-18 |A.T Fexofenadin Cong ty C4 phén Dugc pham |Congty Cb phan Dugc phim
An Thién An Thién
3 VD-25630-16 |A.T Glutathione 900 |Cong ty C5 phan Dugc phdm  |Cong ty Cb phan Dugc phdm
inj. An Thién An Thién
4 VD-29685-18 |A.T hoat huyét dudng |Cong ty Cb phan Duogc pham  |Céng ty Cb phan Dugc phim
5 VD-29686-18 |A.T Imidapril 10 mg |Cong ty Cb phan Dugc phim  |Céng ty C6 phan Dugc pham
An Thién An Thién
6 VD-29687-18 |A.T Imidapril 5mg __|Cong ty C6 phin Dugc pham  |Cong ty CO phéan Dugc pham
An Thién An Thién
7 VD-29688-18 |A.T Ribavirin Cong ty C3 phan Dugc phdm | Cong ty C8 phin Dwoc phdm
An Thién An Thién
8 VD-30009-18 |Abvaceff 100 Céng ty ¢b phan USpharma Ha [Céng ty TNHH US Pharma
No6i USA
9 VD-29874-18  |Aceblue 200 Cong ty cb phan duge phdm  |Chi nhénh céng ty c6 phan
trung wong VIDIPHA dwoc phdm Trung wong
Vidipha Binh Duong
10 VD-30095-18 |Acehasan 200 Cong ty TNHH Hasan- Cong ty TNHH Hasan-
Dermapharm Dermapharm
11 VD-30156-18 |Acetylcystein Cong ty TNHH SX-TM dugc  [Chi nhanh cong ty TNHH SX-
phdm Thinh Nam TM duoc phdm Thanh Nam
12 VD-29875-18  |Acetylcystein 200 mg|Cong ty ¢b phan duoc phim Chi nhénh cong ty cb phan
trung wong VIDIPHA dwoc phdm Trung wong
Vidipha Binh Duong
13 VD-29711-18  |Acyclorvir VPC 200 [Cong ty cd phﬁn dugc phim Cong ty co phén dugc phim
Ciru Long Ciru Long
14 GC-297-18 AD Tamy (Co s& dit gia cong): Congty  [(Co s nhén gia cobng): Cong ty
c¢b phan dugc pham Tamy cb phan duoc pham Me Di Sun
15 VD-30001-18 |Agatop Cong ty cb ph?m tap doan Céng ty cb phén tap doan
Merap Merap
16 VD-29646-18  |Agi-Bromhexine Céng ty co phén dugc phim Chi nhénh cong ty co phan
Agimexpharm dugc phdm Agimexpharm- Nha
mdy san xuit dwgc phim
Agimexpharm
17 VD-29647-18 |Agi-Bromhexine 4  |Cong ty cd phan dugc phdm | Chi nhénh cong ty ¢b phan

Agimexpharm

dugc pham Agimexpharm- Nha
may san xuat duoc phim
Agimexpharm
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Tén thube

Co s& san xuat

STT [S6 ding ky Co sé ding ky
182 VD-29988-18  |Domela Cong ty c6 phan san Xudt - Cong ty cb phén san xuat -
thwong mai Dugc phém DPéng [thwong mai Dugc phédm Péng
Nam Nam
183 VD-25152-16  |Domperidon Céng ty ¢b phan dugc phim Cong ty cb phan dugc phim
Duoc liéu Pharmedic Dugc liéu Pharmedic
184 VD-30044-18 |Domperidone Cbéng ty Lién doanh Meyer - Coéng ty Lién doanh Meyer -
BPC. BPC,
185 VD-30015-18 |Dopagan - Codein Cong ty cb phan xuat nhép Cong ty cd phén xuét nhap
Effervescent khau y t& Domesco khau y t& Domesco
186 VD-29870-18 |Dophavir Cong ty ¢d phén dugc pham Cong ty cd phén dugc phém
Trung wong 2 Trung wong 2
187 VD-30078-18  |Doripenem 500 Cong ty TNHH Dugc pham ~ |Cong ty TNHH dugce pham
Glomed Glomed
188 VD-30016-18 |Doropycin 750.000  |Cdngty cb phan xuét nhap Cong ty c¢b phan xuat nhap
19 khau y t& Domesco khéu y t& Domesco
189 VD-29604-18 |Dotioco Cong ty cb phan 23 thang 9 Cong ty cb phan 23 théng 9
190 VD-30018-18 |Dotium 10 mg Cong ty cd phan xuét nhap Cong ty co phén xuét nhap
khau y t& Domesco khéu y t& Domesco
191 VD-30121-18 |Doxycyclin Coéng ty TNHH MTV 120 Coéng ty TNHH MTV 120
Armephaco Armephaco
192 VD-30019-18 |Dozinco 15 mg Céng ty 6 phan xuit nhip Céng ty cb phin xuat nhap
khiu y t& Domesco khiu y té Domesco
193 VD-29661-18  |Dronagi 75 Cong ty cb phan dugc phdm | Chi nhéanh cong ty cd phan
Agimexpharm duoc phdm Agimexpharm- Nha
may sén xuét dirgc phdm
Agimexpharm
194 VD-29934-18  |Ducpro 70 Cong ty ¢b phan dugc Trung Cong ty c¢d phan dugc Trung
wong Mediplantex uwong Mediplantex
195 VD-29672-18 |DuoAPC Fort Cong ty cb phan dugc phdm  [Céng ty cd phan dugc phdm
Ampharco U.S.A Ampharco U.S.A
196 VD-29694-18  |Effer-paralmax Congty Co phan Dugc phdm  |Congty Cb phan Dugc pham
codein 10 Boston Viét Nam Boston Viét Nam
197 VD-29880-18  |Effetalvic 150 Cong ty cb phan duoc phdm | Chi nhéanh cong ty cd phan
trung wong VIDIPHA dugc phém Trung uong
Vidipha Binh Duong
198 VD-30002-18  |Efodyl Céng ty cb phan tip doan Cong ty cb phan tip doan
Merap Merap
199 VD-29973-18  |Eloge Piracetam Cong ty ¢b phan lién doanh Cong ty cb phan lién doanh
duoc phim Eloge France Viét |duoc pham Eloge France Viét
Nam Nam
200 VD-29935-18 |Epfepara Codeine Coéngty cd phﬁn dugc Trung Cong ty ¢b phan duge Trung
uvong Mediplantex vong Mediplantex
201 VD-30187-18 |Eraxicox 60 Cé6ng ty TNHH US Pharma Cong ty TNHH US Pharma
USA USA
202 VD-30188-18 |Eraxicox 90 Cbéng ty TNHH US Pharma Cbéng ty TNHH US Pharma
USA USA
203 VD-29952-18 |Esogas Cong ty cb phan Duge-TTBYT |Céng ty c6 phan Duge-TTBYT
Binh Dinh (Bidiphar) Binh Dinh (Bidiphar)
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