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cQNc HOA XA ugr CHo NGHIA Yrr.0T NAM
D6c IAp - Tu do - Hanh pht'ic

An Giang, ngdy 25 thdng 02 ndm 2025

KiNh Efti: . SO Y TE TiNTU rcNN GIANG
- cAc co so y r[ rntN DIA BAN rinn xmN GrANG

C6ng ty CO phan Dugc phAm Agimexpharm xin grli ldi chric srtc kh6e vd cim cyn d6n Quf tlcm vi
dd quan t6m vd ung h0 C6ng ty chfng t6i trong su6t thoi gian qua.

CEn cri Quy6t tlinh s6: 18I/QE-QLD kf ngdy 2tl\3/2.024 ctra Cgc Quan lf Du-o. c vO viQc ban hinh
Danh mgc 881 thu6c san xu6t trong nu6c dugcgia hqn gi6y it6ng kf luu hanh tai ViQt Nam - Dqt 193.

Cdn crl Quy6t dinh s0: 4O\IQD-QLD kli ngdy 18/0612024 cria Cgc Quan ly Duo. c vO viQc ban hdnh
Danh mgc 512 thu6c sdn xu6t trong nu6c tluqc gia han gi6y dEng kf luu Lanfr lai VQt Nam - Dqt 200.

Cdn cri Quy6t dinh s6: 1630/QD-SYT nedy 271612024 cira S0 y tC vA viQc ph6 duyQt k6t qun
lga cho.-n nfraifrAu cOi sO 2: G6ithlu thu6c g""*.i" thdng tfr"orJ tfr"o" ki5 hopch lya chgn rhe tht;
cung c6p thui5c tQp tnrng tinh Ki6n Giang, giai tto4n 20Zi-2025 tOqr:1.

Trong d6, C6ng ty C6 Phdn Ougc PhAm Agimexpharm c6 tring thiu c6c m{t hang c6 trong danh
muc Cuc Quan lf Dugc.c6p s6 itlng kf gia h4n moi gia.ha", NuV Cdng ty CO phen nuqc Pham
Agimexpharm kinh giri <16n Quf don vi c6ng v6n xin thay d6i sO ddng kf moi gia hqn voi nQi dung cq
thO nhu sau:
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I PP230062981 I Piracetam Agicetam 400 400mg
Agimexpharm

- Vi€tNam Vi6n vD-26091-17 893110429024

2 PP2300629813 Piracetam Agicetam 400 40Omg
Agimexpharm

- Vi0tNam Vi€n vD-2609t-17 8931t0429024

J PP2300630046
Sumatriptan (du0i
dqng Sumatriptan
succinat)

Sutagran 50 5Omg
Agimexpharm

- Vi€tNam ViOn YD-23493-15 893110145824

cong ty chung toi cam tiSt ctr6t luqng ct.r-c6c san pham vdn kh6ng thay <16i.

R6t mong nhQn duo. c sg ch6p thudn cria Quf dcm vi.

C6ng ty chring t6i xin ch6n thanh cim crn vi trdn trgng kinh chdo!
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YPHEPLTIU HANH SAN PHAM
MARKETING AUTHORIZ,ATION

T6n thu6c
Name of Drug:

Thdnh phAn chinh,

Address:

I en cC) scv

Name of

Eia

DATTAT

c{iNG HOA XA HgI CHU NGHIA vIsT NAM

TCCS

36 th6ng

,ffi

ffi?Nffi ?T ilW#^!3lll.J,'.1?,qheo d(ns
A\A ddng kV thu6c dd dusc BQ Y t6 ph6 duvQt'

#,* This marteting authoizalion has boon issuor/ rn accotdance wilh lha

ryW approveo by ihe vietnam Ministty of Health.

: 2- Be1 cl'sqr thay d6i nlo v6 nQi dLrng cOa gi6y phep

Any vatialioDs of ,ho conlenls of the nafueting authorization arc r(

adopled by lhe Drug Administralion of Vietnam.
Any varialions of tho contants ofthe marketing a

adopled by lhe Drug Administralion of Vietnam.
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EQc l$p - TrP do - II4nh Phtic
*''tUC 

euAN r,V otlgc

s6: 401 iQD-QLD Hd Noi, ngaY 18 thdng 06 ndm 2024

QIrvET DINH
ViiviQc ban hinh Danhmgc 512 thu6c.t3-l^r:it trong n
tluqc gia h4n gi6y dlng \i luu he4r-1lAtviQt Nam -

CUC TRIIffNG CUC QUAN LV DIIqC

Cdn crh LuQt Duqc tA IOS/ZOI6/QH13 ngdy 06/4/2016;

cdn c* Nghi dinh sa gs/zozz/No-_cP .ngdy I5/11/2022 cila Chfnh

chuc ndng, nhiQi vq,' quydn.hqn vd co ciiu t6 it ri" cila B0 Y ta;

cdn cu Quydt dinh s6 1969/8D-BYT ngd.y 26/4/2023 cila B0 tru&ng BQ Y tA quy

dinh chtlc ndig,'nhiQm ur, quyin hqn vd 
"o "du 

t6 ch*c cila CUc Qudn li' Duqc thuAc

BAYft;
cdn c* Th6ng ta sii 08/2022/TT-BYT ngdy !5/09/2a22 cfia BQ rruong B0 Y ft

quy dinh vi€c ddng lry ln" hdnh thu6c, nguyAn l,iQu ldm thu6c-; !
Cdn c* kAt luqn cfia HAi d6ng tw vAn cdp gidy ddng lry ln hdnh thu6c, nguy1n

liAu ldm thu\c - BO Y te aE 20.0 tqi COng vdn,sA nrupff-VPHE ngay 15/5/2024 c[ta

Ydn phdng HQi ding ta vdn cdp GDKLH thudc, ng,ryAn li€u tdm thudc;
' 
n ei ai nshi itia Traong phdng Ddng bi' thuiic, CTtc Qudn l!' Daqc.

QUYET DINH:

Eiiju 1. Ban hdnh kdm theo Quytit dinh niy danh mpc 512 thu6c sin xuAt trong

nu6c dugc gia h4n gi6y ddngkf luu t arn tai ViQt Nam - Dqt 200, cg thi5:

1. D;nh r"ui +ts th;o; sin xu6t trong nu6c dugc gia h4n gi6y d6ng kf luu

hanh hiQu lirc 05 ndm(Phw luc I kim,theo).
2.Danhmgc 89 thu6c sin xu6t trong nu6c dugc gia hqn gi6y dlng kli luu hdnh

hiQu lgc 03 ndm (Phu luc ll,kdm theo).
3. Danh muc 05 thu6c s6n xu6t trong nu6c dugc gia han gidy d6ng kf luu hinh

hiQu lsc d€n3l/12/2025 (Phu luc III kim theo).

Di6u 2. Co s6 sin xu6t ve ccr sd d[ng klf thu6c c6 tr6ch nhiQm:

1. S6n xu6t thu6c theo dirng c6c h6 sry, tdi liQu d5 ddng hI v6i Bo Y t6 vd ph6i

in sO dang k;i dugc BO Y te ViQt Nam c6p l6n nhdn thu6c. .

2.-Chiclugc sin xu6t, dua ra luu hdnh c6c thuiic ki6m sodt dac biQt khi c6 GiAy

chimg nhan dtr diAu kien kinh doanh dugc ph4m vi kinh doanh thu6c phii ki6m so6t

a6c blet pn: r,qp. v6i ph4m vi ho4t dQng cria co s0 d6p img quy dinh t4i khoin 5 DiAu

1a3 Nghi dinh s6 54li0f7AID-CP ngey 08l5l2}l7 cira Ctrinfr phir quy dinh chi ti6t mOt

sO Oieu vi biQn ph6p thi hinh Luflt Dugc.
3. Thpc trien viec cflp nhflt ti6u chufln ch6t luqng ctra thudc theo quy dinh tai

Thong tu s5 lll;O$/TT-BYT ngiry 0415/2018 cua BQ trucmg BO Y tr3 quy dinh vC

chAt lugng thu6c, nguydn liQu lim thu6c.
+. rnuoc duqc-gia han gi6y ddng lqi luu hanh tai Quy6t dinh_nny nhrmg chua

nQp hO so cflp nhat'n6l arng nia, thud-c, io hucrng d6n str aurg itro. itt.o qry Oirr,

cira Th6ng tu 01/2018/TT-BYT ngiy 18/01 12018 cira 86 tru&ng B0 Y te thi phii thyc
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hien cap nhflt theo quy di$ tpi di€m b Kho6n 1 Di6u 37 Th6ng tu s5 ot/2018/TT-BYT

trong thdi hqn 12 th6ngk0 tu ngdy dugc gia han gi6y d[ng kf luu hdnh.- 
5. Sau 12 than;kc ttr ngli ry uun narrr quv6t dinh ndy, c6c thu6c dugc gia hpn

gi6y d6ng ky luu hinh theo Quy6t dinh ndy c6 thay d6i vC nQi.dung hdnh chinh ph6i

ia" *raria iuu hanh v6i c6c nqioung dd duqc ph6 duyQt thay d6i trong h0 so gia hpn.

6. Co s& ddng kf thuOc ph6i bno il6m duy tri didu kiQn hopt dQng trong thoi gian

hiQu lqc ctn gi6y O"a"g ty luuhinh thui5c, nguy6n liQu ldm thu6c. Trong trulng hqp

kh6ng cdn d6p img dtr di6u kiQn ho4t dQng, T :" d[ng.kf phii c6 tr6ch nhiem thuc

hiQn ihay AOi co rO da.,g h.i theo quy dfnh t4i Th6ng tu s6 08/2022lrr-BftEryffi
ir* :O 

"gJV 
te ttr rgayioio dA"g k, kh6ng cOn dtr di6u kiQn ho4t dQ

7. Co s& sin'ruAt thu6c pfrai Uao dim c6c di6u kiqn hoat dQ

xu6t trong thdi h4n hiQu lgc ctra giAy.ddng ky luu henh thu69,lgryC1
8. C6c thu6c dugc gia hA" ei61 dAng ky luu hinh tpi Quy6t d

tqc str dUng qO dqng ki dd cAp tru6c khi gia h4n trong thdi han t6i
ngdy tlugc-c6p sO Aa"g h, gia h4n theo quy dinh tai PhU lUc VI ban

Th6ng tu s5 O8/2022/TT-BYT
9. PhOi hgp v6i cfc co s0 di6u tri dC thpc hiQn theo ching c6c quy dinh hien

hanh vA thui5c kO dcrn, theo d6i an todn, hiQu qui, t6c dgng kh6ng Pong mu6n cira

tffi;,re" "e"iivietN; ra to"! hqp, b6o c6o theo quy diih tai Sicu s thong tu s6

O8:2}Z2ITT-BYT aOi vOi c6c thu6c irong phu lpc II ban hdnh kdm theo Quy6t ainfr

ney.- 
Didu 3. Quytit dinh ndy c6 hiQu luc kO tir ngiy kf ban hdnh.

Di6u 4. Gi6m d6c So Y t6 chc tinh, thanh phd tr.uc thuQc Trung ucrng vdL Gi6m

d5c co s6 sin *uAt va ccy sO d[ng kf c6 thuiSc tAi Di€u 1 chiu tr6ch nhiQm thi henh

Quy€t dinh ndy./.

Noi nltiin:
- Nhu Di6u 4;
- BT. Ddo H6ng Lan (ati b/c);
- TT. D6 XuAn Tuy6n (de b/c);
- Cuc Qudn y - 86 QuOc phdng, Cqc Y tC - BQ COng an;

- Cqc Y t6 CfVf - BQ Giao th6ng vQn tai;
- T6ng CUc H6i quan - 86 Tdi chinh;
- BAo hi6m xd hOi ViQt Nam;
- BO Y tri: Vu PC, Cgc QLYDCT, Cpc QLKCB, Thanh tra
BO, V[n phdng HDTV c6p GDKLH thu6c, NLLT;
- ViQn KN thu6c TU, ViQn KN thu6c TP. HCM;
- T6ng C6ng ty Dugc ViQt Nam - C6ng ty CP;
- C6c BQnh vi9n, ViQn c6 giuong bQnh tr.uc thuOc B0 Y t6;

- Trung tdm mua si.n tAp trung thui5c qui5c gia;
- Cpc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, EKT (C.H) (02b).
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PhLr lgc I
DANrr MUC 4ts rHUOc sAN xuAr rRoNG NtIOc DIIgc GrA HAN GrAY o.i.Nc rcf lUu rrANH

r4r VIET NAM HIEU L-tic 0s Xina - Dqt 200

(Kdm theo Quydt dlnh td qOt /QD-)LD ngav 18 thdng 96 ndm 2024

cila Cuc Qudn lY Du.oc)

g kf: C6ng
Minh, Vi6JNam)

2.1. Ca s& sin xu6t: Cdng ty c6 phin dug'c Apimed (Eia chi: Du&ng N1, cpm c6ng nghiQp Pht Thanh - Vtuh Thanh, xd

Virlh Thanh, huyQn Nhon Trpch, tinh DOng Nai, ViQt Nam)

3. Ccr s& rl5ng kf : Cdng ty c6 phin duqc Danapha (Dia chi:253 Dfing Si Thanh Kh6, phulng Thanh KhO Tdy, quQn Thanh

KhC, thanh pUO Oa NEng, ViOt Nam)

3.1. Co sO sin xu6t: COng ty c6 phin duqc Danapha (Dia chi:253 Dfing Si Thanh KhO, phutrng Thanh KhC Tdy, qu6n

Thanh Kh6, thanh ph6 EdNHng, VietNam)

STT TGn thu6c Ho4t ch6t chinh -
Him luqng

D4ng bio ch6 Quy cdch tl6ng g6i Ti6u
chuin

Tu6i
thg

(thdng)

56 tlnng kf
gia hgn

(56 tlxng tcf
I.

oa capl

S6

Iin
gia
han

(1) (2) (3) (4) (s) (6) (7) (e)

n
Ff

1. Co sO tlSng kf: C6ng tY Duqc - V$t tu y t€ Nghe An (Dia chi:

Phric, thdnh ph5 vinh, tinh NghQ An, viQt Nam)

1.I. Co sd sfrn xu6t: COng ty c6 phAn Duqc - V{t tu y t5 NgtrQ An (Dia chi:

Phric, thdnh phi5 vinh, tinh NghQ An, viet Nam)

r 68 dud'ngNguy6n S!

SO 68 duong Nguy6n 
I

,ffi\
da"h. pt08ns Hur\e9

I ougc n{Aut f
I CinatamDNA Cinarizin 25mg;

Piracetam 400mg

Vi6n nang

cimg
HQp 6 vi x 10 vi6n;
HQp l0 vi x 10 vi6n

NSX 36\ l-11164t5424',N=?y

rffi.w,{Y
2 Piracetam - DNA Piracetam 400mg Vi6n nang

c['ng
HQp 5 vi x 10 vi6n;

HQp 10 vi x 10 vi6n
DDVN

V
36 893TffiT4

(vD-26362-11)
1

J Tetracyclin
25}mg

Tetracyclin
hydroclorid 25Omg

Vi€n ndn L9 450 vi6n, Lg
400 vi6n, Lq 200

vi6n, Lg 100 vi6n

DD\TN
V

24 893110425624
(vD-20e28-14 )

1

Z Co sa tlang kf: C6ns ty cO phAn duqc Apimed (Dia chi:26319 Li Thudng KiQt, Phudng 15, Qu4n 1, Thdnh ph6 chi

4 Misopato 5 Bisoprolol fumarat
5mg

Vi6n n6n bao
phim

HQp 3 vi x 10 vi€n USP 38 24 893tt042s724
(vD-31034-18)

1

5 Nooapi 400 Piracetam 400mg Vi6n n6n bao

phim
HQp 10 vi x 10 vi6n NSX 24 893110425824

(vD-31036-18)
1

6 Nooapi 800 Piracetam 800mg Vi6n n6n bao

phim
HQp 10 vi x 10 vi6n NSX 24 893t10425924

(vD-30220-18)
I

1 Sucrapi Sucralfat 1000mg H6n dich u6ng HQp 20 g6i x 5ml;
HQp 50 g6i x 5ml

NSX 24 893t00426024

ryD-30914-18)

1

8 Disidana Nefopam
hydroclorid
20mg/2ml

Dung dich
ti6m

HQp 10 6ng x 2m1 NSX 36 893110426124
(vD-31s18-1e)

1

9 Furosol Furosemid 20mf,2ml Dung dich
li6m

HQp 10 6ng x 2ml NSX 24 893t10426224
(vD-24683-16)

1

10 Garnotal Phenobarbital 100mg Vi6n ndn HQp l0 vi x 10 vi6n NSX 36 893112426324
(vD-24084-r6)

1

11 Haloperidol2 mg Haloperidol2mg Vi6n ndn HQp I lq x 200 vi6n NSX 36 893110426424
(vD-l8188-13)

1

12 Meloxicam 15mg Meloxicam 15mg Vi6n n6n HQp 3 vi x 10 vi€n NSX 36 893110426524
(vD-31s20-19)

1

13 Neuropyl 400 Piracetam 400mg Vi6n nang

cimg
HQp 5 vi x 10 vi6n NSX 36 893110426624

(vD-2s0e4-16)
1
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STT TOn thudc Ho4t chdt chinh -
Him lugng

Dgng bio ch6 Quy cfch tl6ng g6i Ti6u
chuin

Tu ol
thg

(thdng)

56 dlng kf
gia hgn

(Sii tlnng kf
I.

da cap)

S6

lin
gia

han
(1) (2) (3) (4) (s) (6) (7\ (8) (e)

32 Tenofovir 300 Tenofovir disoproxil
fumarat 300mg

Vi6n ndn bao

phim
HQp 3 vi x 10 vi6n NSX 36 893110428524

(vD-31557-19)
1

13. Co s6'tI @eipharm (Eia chi: 27 Nguy6n Thdi Hsc, Phuong My Binh, Thanh

ph6 Long Xuy6n, Tinh An Giang, ViQtNam)
Ing kf: C6ng ty c6 ph

13.1. Co s& sin xu6t: COng ty c6 phin duqc ph6m Agimexpharm (Eia chi: Dubng Vf, Trgng Phqng, Kh6m Thanh An, P.

My Thdi, TP. Long Xuy6n, Tinh An Giang, Viet Nam)

33 Loperamid Loperamid

hydroclorid 2mg

Vi6n nang

cirng

HQp 10 vi x l0 vi6n NSX 36 893t00428624@a I

34 Agoflox Ofloxacin 200mg Vi6n ndn bao

phim
HQp 03 vi x l0
vi6n, HQp 05 vi x
10 viOn, HQp 06 vi
x 10 vi6n, HQp 10

vi x 10 vi6n

NSX 36/q

kl

ffi1rs+2t1fl2
rr@il?ddto\'CP2
DUOC PHAM
TGTMEXPHAR%

35 Agicardi Bisoprolol fumarat
5mg

Vi6n ndn bao

phim
HQp 3 vi x 10 vi6n NSX 24 ffi 1

36 Agicarvir Entecavir (du6i dang

Entecavir
monohydrat) 0,5mg

Vi€n n6n bao

phim
HQp 03 vi x 10

vi6n, HQp 06 vi x
l0 vi6n, HQp 10 vi
x 10 vi6n

NSX 24 893tt4428924
(vD-25114-16)

1

U
Agicetam 400 Piracetam 400mg Vi0n nang

cung

HQp 10 vi x 10

vi6n; HQp 1 chai x
30 vi0n, HQp 1 chai
x 50 vi6n, Chai 100

vi6n, Chai 200

vi6n, Chai 500

vi6n, Chai 300 vi6n

NSX 36 893110429024
(vD-26091-17)

1

38 Agicetam 800 Piracetam 800mg Vi6n ndn bao

phim
HQp 10 vi x 10 vi6n NSX 36 8931t0429r24

(vD-2s 11s-16)

1

39 Agi-cotrim F Sulfamethoxazol
80Omg;

Trimethoprim 160mg

Vi6n n6n HQp 10 vi x l0
vi6n; HQp 1 chai x
100 vi6n; HQp 1

chai x 200 vi6n;
Chai 500 vi6n

NSX 36 893110429224
(vD-2s116-16)

1

40 Agidoxin Pyridoxin
hydroclorid 250mg

Vi6n n6n bao

phim
HQp 03 vi,06 vi,
10 vi x 10 vi6n

NSX 24 893110429324
(vD-31s60-r9)

1

4l Agietoxib 60 Etoricoxib 60mg Vi€n ndn bao

phim
HQp 3 vi, 6 vi, l0
vi x 10 vi6n

NSX 36 893t10429424
(vD-31s61-1e)

1

42 Agifovir Tenofovir disoproxil
fumarat 300mg

Vi6n n6n bao

phim
HQp 3 vi x l0 vi6n;

HQplchaix30
vi6n

NSX 24 893110429524
(vD-1892s-13)

1

43 Agilinco Lincomycin (dudi
dang Lincomycin
hydroclorid) 500mg

Vi6n nang
ctirng

HQp 3 vi x 10 vi6n,
vhQp6vixl0
vi6n, hQp 10 vi x
10 vi6n, hQp 1 chai

x 100 vi6n

NSX 36 893110429624
(vD-31s62-19)

1
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1 38A GiAng V6 - Ha Noi - VrCt Nanl
Tel: 84.4.37360483J384il41 3 - Fax: 84.438234758

coNG xol xa HQI CHU HC$IA VIET :\lAM
SOC' lALlSl' lItlP{.Jt}L lC OF VII''TN AI4

n$c Qp - Ty do - lllnh Phtic
Intlc'pentlenr:c - Frcctlonr - Ilirppincss

$utagran 50

Sumatriptan (duOi dqng Sumatriptan succinat) 50mg

HQp 1 vi, 2 vi x 6 vien; Vi6n n6n bao phim

TCCS

36 thAng

vD-23493-15(SDK):

IiCu luc c0a giAy phep luu hAnh sin phAm: c6 gi6 tri 05 nim kE tu ngdry c6p
Exptration Date of this Marketing Authorization:

Tdn co s0 ddng kf : G6ng ty c6 phln duqc phdm Agimexpharm

Approval Decision Number

Name of Ma*eting Authorization Holder

Dia chi :

Addr8ss.'

T,in co sd sin xuSt :

Namo of Manufacturec

Dia chi
4ddrass:

..0.J,.nem 20al[.
erAu sdc

h Trang
nAy dugc cAp theo

Thls marketing authorizalion has been /ssuod /n accordanco
approved by the Vielnam Ministry of Haalth.
2- BAt cu sgr thay d6i nio vd nQl dung ctia giSy ph6p phdl
Cuc Qudn lf du,qc - S0 V t6 xdc nhdn

Any variallons of lhe contonts oflho markeling aulhorization Bro rgquired to be
adoplad by fie Drug Adminislration ol Vietnam.

66ZQD.QLD NgAy cAp: 1711U2015
Date of lssuance:

27 Nguy6n Th6i Hgc, P. M! Binh, Tp. Long Xuy0n, An
Giang - Viet f.Jam

Chi nhinh c6ng ty c6 phin dugc phAm
Agimexpharm- Nhd m6y sin xu{t duqc phAm
Agimexpharm

9yong V0 Trqng Phgng, Kh6m Thanh An, p. My Th&i,
TP. Long Xuy6n, Tinh An Giang - Mgt Nam

He NAi, ngdy 17 thdng 12 ndm 2015.
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Name of Drug:

Thlnh phAn chinh, hdm lugng
Activo lngredienls, S/renglh;

Qui cich d6ng g6i, bdo chd
Packing Size, Dosage form:

Ti0u chuAn chAt luqng
Quality Specification:

Hqn d0ng
Shelf- life:

56 giSy ph6p luu hinh sdn phAm
M a ft eti n g Autlloriz ation N umb e r:

56 quy6t ainh

T,3n ccr s& d6ng g6i
Name of Assemblar

cotrl+s.[

DUQC FHA

P['i

ou6c ct CING

ffi
ffi

tr
*

ffi
ffi
ffi

ffi
ffi
ffi

#

ffi
ff
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CQNG HOA XA UQI CHU NGH1A VIET NAM
DQc lflp - Trp do - II4nh Phtic

56: 181 /QE-QLD Hd N|i, ngdy 2l thdng 03 ndm 2024

QIIYET DII\ITI
VdiviQc ban hirnh Danh muc 881 thu6c sin xu6t trong
tluqc gia h4n giiy tling ky luu h?!! l?lviQt Nam - D1

cuc rRuoNG cuc QUAN r,f otlQc

Cdn c* Ludt Dwqc tA |OS/ZO|6/QH13 ngay 06/4/2016;
Cdn cilr Nghi dinh sA SS|ZOZZLUO-CP ngdy I5/11/2022 c*a Chinh

chrlc ndng, nhi€i lu, Quydn hqn vd co cdu t6 ch*c cila !6 ! ,9, 
_

QUYET E!NH:

Diiiu 1. Ban hdnh kdm theo Quyi5t dinh ndy danh mr,rc 881 thu6c sin xu6t trong
nu6c tlugc gia hpn gi6y deng FV lrru han]r tAi ViQt Nam - Dgt 193, cg thi5:

1. D;nh rnui SqS thu6c sin xudt trong nu6c clugc gia han gi6y dang kf luu
hnnh hieu lyc 05 ndm(Pha lqc I kim the.o).

2.Danh mpc 285 thu6c sin xudt trong nu6c duoc gia hqn gidy ddng kf luu
hanh hiQu llrc 03 ndm (Phu luc II kim theo).

3. Danh muc 01 thu6c sin xu6t trong nu6c dugc gia hpn giAy deng ky luu hdnh
hiQu lyc d€:n3l/1212025 (Phu tuc III kim theo).

Di6u 2. Co sd sin xu6t vlr co sd ddng kf thu6c c6 trSch nhiQm:
1. SAn xuAt thu5c theo ching c6c h6 so, tlri ligu dd ddng k1i vcri BQ Y tti vi phii

in sd dang ky duqc BO Y tC ViQt Nam cAp 16n nhdn thu5c.
2. Clll duoc sin xu6t, dua ra luu heoh 

"6" 
thu6c ki6m so6t dac biQt khi c6 Gi6y

chimg nhQn dir dieu kiQn kinh doanh dugc phpm vi kinh doanh thu6c phii ki6m so6t

dac biqt phn hqp, v6i phpm vi hopt dQng cira co sd cl6p ,mg quy dinh tai khoin 5 Di6u
1a3 Nghi dinh s6 54lr)lTINE-CP ngdy O8l5l2}l7 ctra Chinh-phu quy dinh chi ti6t mEt
sO eiAu vi biQn ph6p thi hdnh LuQt Dugc.

3. Thgc hiQn viQc cQp nhflt ti6u chu6n ch6t lucr,ng ctra thuOc theg quy dinh tai
Thgng tu sO U/2018/TT-BYT ngity 04/5/2018 cfia BQ tru&ng BO Y t6 quy dinh vA

chdt lugng thupc, nguy6n lieu lam thudc.
4. Thu6c clugc gia han gi6y d6ng kf luu hdnh tai Quy5t dinh ndy nhrmg chua

nQp hO so cQp nhflt nQi dung nhdn thu5c, to hu6ng d6n su dgng thu6c theo quy dinh
cira Th6ng tu 01/2018/TT-BYT ngdy 18/0112018 ctia BQ tru&ng B0 Y td thi phii thgc

Cdn c* Qrry1t dinh sO 1969/}D-BYT ngdy 26/4/2023 cia B0 trudng BQ Y t€ quy

dlnh chuc ndng, nhiQm vq, quyin hqn vd co cAu t6 ch*c cila Cqc Qudn ry' Duqc thu\c
B0Yft;

Cdn c* Th6ng tu sii 08/2022/TT-BYT ngdy 05/09/2022 c*a BQ trudng B0 Y ft
qny dinhviQc ddng lry lnu hdnh thu6c, nguyAn li€u ldm thu6c; - .

Cdn c* k\t luqn cila HOi ddng ta vdn cdp gidy ddng ley lr* hdnh thu6c, nguyAn

li€u ldm thu6c - BO Y ta dqt ;93 rqi C6ng vdn s6 15/HETV-I/PHE ngdy 19/02/2024
cita Vdn phdng HQi ding ta udn 

"ap 
GDKLH thudc, nguyLn liQu ldm thudc;

fhio diighi cita Trudng phdng Edng lqt thuiic, C4c Qudn $' Duqc.

s
rdu h
W

cP,-
DUOC PHAM



hiQn cQp nhQt theo quy dinh t4i di6m b Khoin 1 Di6u 37 Th6ng tu sO 01i2018/TT-BYT

trong thoi irqfr.l2th6"g kC tu ngny dugc gia hangi6y dAng hi luu hinh.
5. Sau tZ thaneketir ngay (i ban hdnh Quv6t dinh ndy, c6c thu6c dugc gia hpn

Bi6v dang.lci l* h"$.,1"".q"{:, ilinh,ndy c6 thay Ooi vc nQi dung hinh chinh (bao

gom ca mau nhan vd td hu6rng dfu str dgng thu6c) phii sin xu6t vir luu hinh voi c6c

n6i dung dd ducvc oh6 duv6t thav d6i trons h6 scv sia han.
"Ei 

au"g cld tlu-o. c ph6 duyQtttray O6i trong h6 scr gia hpn.

6. Co sd dang ky thu6c phii b6o d6m duy tri di6u kiQn hopt d6ng trong

hiQu lqc cua gi6y ddng ky luuhdnh thuOc, nguy6n liQu ldm thu6c. Trong.

kh6ng cdn ddp ung dir AiCu nen ho4t dQng, 
"o 

to dang.ky phhi c6 trdcfl
hiQn iilay Ooi co rdOarrg kf theo quy dinir tai fno"g tu to ogizoz2nT-
han 30 ngdy k6 tir ngiy co so.derg ky kh6ng cdn dir di6u kiQn ho4t dQnl

7. Co s0 sin'*rat tnuO. pttai Uao cl6m c6c di0u kiQn ho1t tlQngl

xu6t trong thcri h4n hiQu luc cria giSy,dang ki luu hdnh thu5c, nguy6n 1i6

8. C5c thu6c etugc gia han gi6y d[ng hi luu hdnh t4i Quy6t dinh
tuc sir drJng sO ddng ky di c6p tru6c khi gia h4n trong thcri han t6i da 12

ngdy dugc c6p sO ddng ky gia hpn theq quy dinh tai Php lpc VI ban hdnh kdm theo

Th6ng tu sO 08/20221TT-BYT.
9. Ph6i hqp voi c6c co s6 diau tri d6 thgc hiQn theo ehing c6c quy dinh hipn

hdnh v6 thuSc kd dcrn, theo d6i an todn, hiQu qu6, t6c dgng kh6ng Pong mu6n ctta

thul5c tr6n ngudi ViQt Nam vd t6ng hgp, b6o c6o theo quy dfnh tai Ei6u 5 Thdng tu s6

OB|}OI21TT-BYT AOi vOi cic thuOc trong Phg lqc II ban hinh kdm theo quy6t dinh
nay.

Diiiu 3. Quytit dinh ndy c6 hiQu luc kC tu ngdy hi ban hinh.
Di6u 4. Gi6m d6c S0 Y #: cdc tinh, thdnh ph6 tryc thuQc Trung ucrng vd Gi6m

d5c co sd s6n x,r6t va, co s6 ddng lcf c6 thutic tAi Di6u I chiu tr6ch nhiQm thi henh

Quy6t dinh ndy./.

Noi nhQn:
- Nhu Di6u 4;

- BT. Ddo HOng Lan (de b/c);
- TT. D6 Xu6n Tuy6n (de b/c);
- Cuc Qudn y - BQ Qudc phdng, Cuc Y t6 - BQ C6ng an;

- Cgc Y tC GTVT - BQ Giao th6ng vQn tai;
- TOng Cuc Hdi quan - BO Tdi chinh;
- Bio hi6m xd hQi ViQt Nam;
- BO Y t6: Vp PC, Cr,rc QLYDCT, Cgc QLKCB, Thanh tra
BO, Van phdng.HDTV cdp GDKLH thu6c, NLLT;
- Vi0n KN thu6c TU, ViQn KN thu6c TP. HCM;
- T6ng C6ng ty Duo. c ViQt Nam - COng ty CP;
- C6c BQnh viQn, ViQn c6 giudng bQnh trgc thuOc B0 Y t6;
- Trung tdm mua sdm tflp trung thu6c qu6c gia;

- Cpc QLD:P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
-Luu: VT, EKT (C.H) (02b).
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Phg lgc I
DANH MUC s9s rHUOC sAN XUAT TRONG N[I6C DIIqC GIA HAN GIAY DING rf lUu HANH

T+r vrBr NAM HrEU LrI. C 0s N;.M - DEr 1e3

(Kdm theo Quydt dinh sd 181 /QE-)LD ngdv 2l thdng 03 ndm 2024

cila Cuc Qudn li' Du.oc)

ng kf : C6ng ty
Phric, thdnh ph6 Vintr, tinh Ngho An, ViQt Nam)

2.1. Co s& sin xu6t: COng ty c6 phin Dugc - vflt tu y ti6 Ngne An (D!a chi: 56 68 duong Nguy6n S! S6ch, phudng Hrmg

Phric, thdnh phO Vinh, tinhNghe An, ViQtNam)

ng ky gtyc0p uqc - V{
Thanh H6a, tinh Tharh H6a, Viet Nam)

3.1. Co s& sin xu6t: COng ty c0 phAn Duqc - Vit tu y t6 Thanh H6a (Dia chi: 56 04 ctucrng Quang Trung, phucmg Ngqc

Trqo, thdnh ph6 'fhanh H6a, tinh Thanh H6a, ViQt Nam)

STT T6n thu6c Hopt chAt chinh -
Hhm lugng

Dgng bio
ch6

Quy cfch cl6ng g6i Ti6u
chuin

Tudi
thg

(th6ng)

56 tlsng kf
gia hgn

(Sii tlIng lcf
-- -a .
oa caD)

56lin
gia h4n

(1) (2) (3) (4) (s) (6) (7) | -(reo?Njqr
f. Co sA Aeng kf: Cdng ty c6 phin COng nghQ sinh hgc - Duqc ph6m ICA (Dia chi: L6 10, dr

ViQt Nam-singapore, thi xd Thufln An, tinh Binh Duong ViQt Nam)

1.1. Co s6' sin xu6t: CAng ty cO phAn C6ng nghQ sinh hgc - Duqc pham ICA (Dia chi: L6 10,

ViQt Nam-singapore, thi xd ThuQn An, tinh BInh Ducrng, Viet Nam)

'rft.

s/
,td
-fl
\',6

i9idhu cdns-hEhi

'/'cot'to t'V \
it,:48&q*o*)\ enrircvouanu /,

N
o\\

sf
1 Coxlec Celecoxib 200mg Vi6n nang

cimg
HQp 2 vi x 10 vi€n,
vi PVC-Alu

NSX 36

Wffifrffi 7
2. Co s& tli c6 phAn Duqc - vft tu y tii Ngne An (Dia chi: 56 68 dudng Nguy6n S! S6ch,

2 DNAStomat Omeprazol (duoi
dang pellet
OmeprazolS,5Yo:

235,3m9)20m9

Vi6n nang

cung
HQp l0 vi x l0 vi6n,
vi nh6m/nh6m; HOp

I lg x 14 vi€n, lg
HDPE

NSX 36 893t10136524
(vD-24933-16)

I

Co s& tlIne kf: C6 n O,rq" - Vflt tu y t6 thanh H6a (Dia chi: Sti 232TrdnPhri, phuhng Lam Son, thiurh

3 Amoxicilin
500 mg

Amoxicilin (ducri

dqng Amoxicilin
hihydrat compacted)

50Omg

Vi6n nang

cring
HQp l0 vi x l0 vi6n;
HQp 20 vi x 10 vi6n;
HQp 50 vi x 10 vi6n

DD\TN
V

Z+ 893110136624
(YD-24941-16)

1

4 Ampicilin
500 mg

Ampicilin (du6i
dgng Ampicilin
trihydrat) 500mg

Vi€n nang

cring

HQp 10 vi x l0 vi6n;

HQp 20 vi x 10 vi;
HQp 50 vi x 10 vi6n

DDVN
V

24 8931t0t36724
(vD-24396-16)

I

5 Diclofenac Diclofenac natri
5Omg

Vi6n n6n

bao tan
hongruQt

HQp 10 vi x 10 vi€n DD\TN
IV

24 893110136824
(YD-21946-14)

1

6 Glimethepharrn Glimepirid 2mg Vi6n n6n HQp 3 vi x 10 vi6n;
HOp 10 vi x l0 vi6n;
HQp 50 vi x 10 vi6n

NSX 36 8931t0136924
(vD-306s7-18)

1

7 Gut C thepharm Colchicin lmg Vi6n n6n HQp 1 vi x 20 vi6n NSX 36 893115137024
(yD-2227\-ts)

I

8 Mectathepharm Diosmectite 39 Thu6c bQt

phahSn
dich u6ng

HQp 30 g6ix4g NSX 36 893100131124
(vD-19554-13)

1

9 Ptu Thepharm Propylthiouracil
5Omg

Vi6n n6n HQp 4 vi x 25 vi6n;
HQp l0 vix25
Vi6n;HOp 1 1q x
100 vi€n

DDVN 36 893170137224
(vD-18800-13)

1



STT T€n thuOc Ho4t ch6t chinh -
Him lugmg

DSng bdro

ch6
Quy cich tl6ng g6i Ti6u

chudn
Tuo I

thg
(thdng)

56 aung ky
gia hpn

(Sii tlnng kf
-- i.
oa caDl

56l6n
gia h3n

(1) (2) (3) (4) (s) (6) (7) (8) (e)

60 Finasteride Finasterid 5mg Vi6n n6n

bao phim
HQp 3 vi x 10 vi0n NSX 24 893t10r42324

(vD-24698-16)
1

61 Gentamicin 0,3olo Gentamicin (dutri
d4ng Gentamycin
sulphat) 15mg/5ml

Dung dich
nh6 mdt

HQplchaix5mI NSX 36 8931.10142424
(vD-30262-18)

I

62 I-Zhe Tetrahydrozolin
hydroclorid 3mg/6ml

Dung dich

nh6 mit
HOplchaix6ml NSX 24 893110742524ffi

1

63 Larevir 100 Lamivudin 100mg Vi6n ndn

bao phim
HQp 3 vi x 10 vi6n NSX ,TE ,8 t6ffi4?f2\

(vD-?9p5s-13) \,
64 Larevir 150 Lamivudin 150mg Vi6n n6n

bao phim
HQp 10 vi x 10 vi6n NSX ,H Eq4OfilAt'd

TArIITIFHBHASIIY ?))'

65 Larevir 300 Lamivudin 300mg Vi0n n6n

bao phim
HQp 10 vi x 10 vi6n NSX 24\ W 1

66 Magnesium -

Vitamin 86
Magnesium lactat

470mg; Vitamin 86
5mg

Vi6n n6n

bao phim
HQp 5 vi x 10 vi6n NSX 24 893100r42924

(vD-19829-13)
1

67 Medbose 50 Acarbose 5Omg Vi6n n6n

bao phim
HQp 6 vi x l0 vi6n;
HQp 9 vi x 10 vi6n

NSX 24 8931t0143024
(vD-30265-18)

1

68 Natri clorid 0,9% Nahi clorid
0,9gll0Oml

Nu6c sric

miQng

Chai 200m1; Chai

500m1

NSX JO 893100143124
(vs-4951-16)

I

69 Repainlin Diacerein 50mg Vi6n nang

ctng
HQp 3 vi x 10 vi6n NSX aA 893110143224

(vD-24r 10-16)

1

70 Simze Ezetimib 10mg;

Simvastatin lOmg
Vi6n n6n HQp 3 vi x 10 vi6n,

vi nh6m alu-alu

NSX 24 893110143324
(yD-22788-ts)

1

tl Spaswell Phloroglucinol
dihydrat 80mg

Vi6n n6n

bao phim
HQp 3 vi x l0 vi6n;
HQp l0 vi x 10 vi6n

NSX JO 893170143424
(vD-22434-ts)

1

72 Spibiotic 1,5 Mru Spiramycin l,5MIU Vi6n n6n

bao phim
HQp2vix8vi6n NSX 36 893t10743524

(vD-2sse9-16)
1

13 Spibiotic 3 Mru Spiramycin 3MIU Vi€n n6n

bao phim
HQp2vix5vi6n NSX 24 893tt0743624

(vD-25111-16)
1

74 Sulpirid Sulpirid 5Omg Vi6n nang

cimg
H6p 3 vi x 12 vi6n NSX a/1LA 893r10143724

(YD-206s2-r4)
1

15 Timolol0,25Yo Timolol (dudi d4ng

Timolol maleat)

l2,5mf,5ml

Dung dich
!,.ilro mat

HQplchaix5ml NSX .A 893tt0t43824
(vD-30266-18)

1

76 Zostopain 60 Etoricoxib 60mg Vi6n ndn

bao phim
HQp 3 vi x 10 vi€n;
HQp l0 vi x 10 vi6n

NSX 24 893t70143924
(vD-30268-18)

1

13. Co s& clSng kf: Cd ty cO phin duqc phAm Agimexpharm (Dia chi 27 Nguy6n Th6i Hgc, Phucrng My Binh Ihanhg kf: Cdng
ph6 Long Xuy6n, Tinh An Giang, Viet Nam)

13.1. Co s& sin xu6t: Chi nhrlnh Cdng ty c6 ph0n duqc phim Agimexpharm - Nhi m6y sin xu6t duqc ph6m

Agimexpharm (Dia chi: Dudng V[ Trgng PhUng - Kh6m ThAnh An - P. My Thoi - TP. Long Xuy6n - An Giang, ViQt Nam)

Agilosart 12,5 Losartan kali 12,5mg Vi6n n6n
bao phim

HQp 3 vi x 10 vi6n;
HQp 6 vi x 10 viOn;

HQp 10 vi x 10 vi6n,

nhOm-nhOm

NSX 36 893t10744024
(vD-2774s-17)

1



STT T6n thu6c Ho4t ch6t chinh -
Him luong

Dgng bho

ch6
Quy cdch tl6ng g6i Ti6u

chuin
Tuol
thg

(th6ng)

56 tlnng kf
gia hgn

(56 tlnng lcf
-- i.
oa caDl

S0l0n
gia hgn

(1) (2) (3) (4) (s) (6) (7) (8) (e)
92 Niztahis 150 Nizatidin l50mg Vi6n nang

cfng
HQp 3, 6, i0 vi x 10

vi6n
NSX 36 893lt}t4ss24

(vD-30285-18)
1

93 Ribatagin 500 Ribavirin 500mg Vi6n n6n
bao phim

H6p 2 vi x 10 vi6n,
vi nh6m - nh6m

NSX 36 8931t414s624
(vD-28833-18)

1

94 /atagran25 Sumatriptan (Duoi
dqng Sumatriptan
succinat) 25mg

Vi6n n6n

bao phim
HQp 1 vi, 2 vix 6

vi6n
NSX 36 8931t014s724

(vD-30287-18)
I

95 Sutagran 50 Sumatriptan (dudi
dqng Sumatriptan
succinat) 50mg

Vi6n n6n

bao phim
HQp 1vi,2vix6
vi6n, vi nhOm-PVC

NSX 366
88Fr0l45Eg
6b+?fiR4+I;

1

96 Valsgim 160 Valsartan 160mg Vi6n n6n

bao phim
HQp2x14vi€n,
nh6m - nh6m

NSX 'efr
1[ ot

1

9l Valsgim 80 Valsartan 80mg Vi6n n6n

bao phim
H6p 2 vi x 14 vi6n,
nh6m - nh6m

NSX

K4(
[68XPH6fr46054/

$s4.9-$)
1

14.Co s& <IIng kf: COng ty C5 phin Duqc ph6m *np p thi Hi ftan Hiep
Phudc, huyQn Nhon Trpch, tinh Ddng Nai, Viet Nam)

14.1. Co s& sin xu6t: Cong ty CO phin Duqc ph6m Ampharco U.S.A (Dia chi: Khu c6ng nghiep Nhon Tr4ch 3, thi tr6n
Hi6p Phudc, huyQn Nhon Trpch, tinh D6ng Nai, Vi6t Nam)

98 Maxxcardio-L 10 Lisinopril (du6i dang
lisinopril dihydrat)
1Omg

Vi6n ndn

bao phim
H6p I vi x 10 vi6n,
H6p 3 vi x l0 vi6n,
HQp l0 vi x l0 vi6n,
vi nh6m-nh6m

NSX 36 893t10146124
(YD-26730-17)

I

99 Maxxcardio-L 5 Lisinopril (dudi dang
lisinopril dihydrat)
5mg

Vi6n n6n

bao phim
HOp I vix l0 vi6n,
H6p 3 vi x 10 vi6n,
HQp 10 vi x 10 vi6n,
vi nh6m-nl6m

NSX 36 893110146224
(vD-27769-17)

1

100 Maxxflame-B10 Baclofen lOmg Vi6n n6n H6p 1 vi x 10 vi6n;
HQp 3 vi x l0 vi6n;
HQp l0 vi x 10 vi€n,
vi b6m nh6m-nh6m

NSX 24 893110146324
(vD-30290-18)

1

101 Maxxhepa urso

300 capsules

Acid
ursodeoxycholic

30Omg

Vi€n nang

cftng
HQpltriixlvixl0
vi6n, Hdp 1 tui x 3

vi x l0 vi6n, HQp I
tui x l0 vi x l0 vi6n,
vi b6m nh6m - PVC

NSX 36 893110t46424
(YD-26732-17)

1

102 Maxxmucous-
AC 600

Acetylcystein 600mg Vi6n nang

cring
HQpltfixlvixl0
vi6n; H6p 1 tui x 3

vi x 10 vi6n; H6p I
tui x 10 vi x 10 vi6n,
vi b5m nhdm-PVC

NSX 36 893100146s24
(vD:29677-18)

I

103 Maxxneuro-DZ 5 Donepezil
hydroclorid 5mg

Vi6n n6n
bao phim

HQp I vi x l0 vi6n;
H6p 3 vi x 10 vi6n;
HQp l0 vi x l0 vi6n,
vi b6m nh6m-nh6m

NSX 24 893110t46624
(vD-30293-18)

I



cONc ry cO puAN urlQc puAlr
TY.PHARM

-------o0o--------
55: O9/CV.TV.PHARM

Trd Vinh, ngdy 25 thdng 2 ndm 2025

riNn GtI: sd y rn riNn rrtN GrANG

Cdng ty cO phdn duqc phem TV.PHARM ch6n thdnh cirn on sU hqp t6c vd ung h0 cria c6c

co s& y ti5 tryc thuQc quy so trong sui5t thdi gian qua.

Cdn crl Quytit tlinh sO 1630/QD-SYT ngdy 27 thing6 ndm 2024 ct.r-s& Y ti5 tintr Ki6n Giang v6

viQc ph6 duyQt ktit qua lga chgn nhd thAu cung c6p thu6c t{p trung tinh Ki6n Giang, giai doqn

2023-202s (dqt 3);

C6ng ty cO phan dugc ph6m TV.PHARM li tton vi trung thAu vdi t6ng s0 28 mlg. hang,

trong d6 c6 mflt hdng:

cONc HoA xA HOr cHU NGHia vEr NAM
,u 

: _111_ _:: il"": lfl :_1'"

S

T
T

TGn hing h6a dg
thAu

Him
Iugng

D?ng
bio
ch6

DVT Quy
cich
116ng

g6i

SDK S5
lugmg

Dcrn
gif,
(c6

vAr)

Thirnh
tid;n

.P
c0t*t
cdr

3$0c

Tq.PI

M
1 Dextromethorphan 15 15 mg

Vi0n
n6n
bao

phim
Vi6n

HQp 10
vixl0
vlen

vD-31989-
19

907.000 136

Nay C6ng ty TV.Pharm grii c6ng vdn ndy di5n So y t6 tinh Ki6n Giang dd xin tlu,gc thay

ddivi sO ddng h!, sdn phAm fiOn theo Gi6y phep luu hanh san phAm; t<O ttr ngiy 20t02t2025;

do mflt hdng Dextromethorphan 15mg ctd dugc c6p sO dAng ky m6i theo Quytit ilinh so

364IQD-QLD ky ngdy 07 thing6 ndm 2024v6 viQc ban hanh danh mpc 484 thu6c sin xu6t

trong nudc dugc gia h4n gi6y dang ky luu hdnh tai ViQt Nam - Eqt 199 ctnCpc quan ly dugc

ViQt Nam

Sii Arng kf cii : VD-31989-19

Sii Aeng W mdi : 893110394824



COng ty c6 phAn dugc phAm TV.Pharm kinh mong So y t6 tinh Ki6n Giang vui ldng ch6p

thu6n sy diAu chinh tr6n. Chring t6i xin grli kdm Quyi5t ttinh sO 364IQD-QLD de chrlmg minh

s6 dang ky diAu chinh tr6n ld dring.

MQt lAn nfra, Chring t6i r6t mong dugc s1r girip cl0 cria Quy BQnh ViQn. Chring tOi xin

chdn thdnh ci,rn crn

Tr0n trgng kinh chdo!

T/}I CT CPDP TV.PHARM

tana rv
cd Pniu
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CQNG HOA XA ugr CHU NGHIA VIET NAM
DQc llp - Tg do - Hlnh phtfc

/QD-QLD Hd Np| ngdy 07 thdng 06 ndm 2024

vd viQc ban hinh r"rfffiSlt?'iilfr. sin xu6t trong nurc
- .tdugc gia h4n gi6y ilIng kf luu hirnh t4i ViQt Nam - Dqt 199

cuc rnucfnc cuc QUAN r,{'nuQc

Cdn cdr Ludt Duqc sii tOStZOt6/QH13 ngdy 06/4/2016;
Cdn c* Nghi dinh sii SS/ZOZZ/UO-CP ngdy 15/t 1/2022 cfia Chinh phil qtty dinh

chthc ndng, nhiQrn yu, eryi, hgn vd co ciiu td chilrc crta B0 Y tii;
Cdn c* Qrryiit dinh s6 1969/QD-BYT ngdy 26/4/2023 cila BQ trrdng BO Y td quy

dinh chilrc ndng, nhi€m vq, quydn hqn vd co ciiu t6 chilrc cila Cuc Qudn t!, Dtr.oc thuQc
B0 Y t€;

Cdn c* Th6ng tu sii 08/2022/TT-BYT ngdy 05/09/2022 cila B0 truhng BO Y tii
quy dlnhviQc ddng lry tn hdnh thuiic, nguyAn liQu tdm thuiic;

Cdn c* kAt ludn cfia H\i d6ng u rtin ctip giiiy ddng lcy luu hdnh thuiic, nguyAn
li€u ldm thuiic - BO Y ft dqt 199 tqi C6ng vdn sii 40/HDTI/-VPHE ngdy 08/5/2024 crta
Vdn phdng Hpi d6ng tu viin crip GDKLH thu6c, nguyAn tieu tdm thuiic;

Theo di nghi ctia Trudng phdng Ddng b!, thuiic, Clrc Qudn $, Duqc.

QUYET DINH:

Di6u 1. Ban hdnh kdm theo Quyi5t dinh ndy danh mgc 484 thu6c sin xu6t trong
nudc du-o. c gia hpn gi6y ddng ky luu hdnh t4i Viqt Nam - Dqt 199, cg th6:

1. Danh mrpc 362 thu6c sin xu6t trong nudc du-o.c gia h4n gi6y ding ky luu
hanh hiQu lUc 05 nim(Phu lttc I kdm theo).

2. Danh mgc 104 thudc sin xu6t trong nudc du-o. c gia h4n gi6y cl6ng Ly luu
hinh hiQu lgc 03 ndm(Phqt luc II kim theo),

3. Danh muc 18 thu6c stn xu6t trong nudc ducr. c gia h4n gi6y ildng kf luu hanh
hi0u lUc t16n 3l/1212025 (Phu lwc III kirn theo).

Didu 2. Co sd san xuAt vd co sd ddng k1i thu6c c6 tr6ch nhiQm:
1. San xu6t thutic theo itfng c6c h6 so, tdi lieu di il6ng ky v6i B0 Y ti5 vn phii

in sti itAng [i <lucr. c BO Y te Viet Nam cdp 16n nh6n thuiSc.

2. Chi duo. c sin xu6t, dua ra luu hdnh c6c thu6c ki6m so6t ttac biet ktri c6 Gi6y
chrlng nhan dt tli6u kiQn kinh doanh duo. c ph4m vi kinh doanh thu6c phii ki6m so6t
dac biQt phir hqg vdi ph4m vi ho4t dQng cria co s0 <ilip tmg quy dinh t4i khodn 5 Di6u
1a3 Nghi ctinh sO 54l2}l7ND-CP ngdy O8l5l2}l7 cria Chinh phri quy dinh chi ti6t mQt
s6 AiAu vd biQn ph6p thi hinh Luflt Du-o. c.

3. Thgc hiQn viQc cap nhflt ti6u chudn ch6t lugng cria thuiSc theo quy <tinh tai
Thpng tu sti LL/2018/TT-BYT ngiry 041512018 cria BQ truong BO Y tiS quy clinh vO

ch6t luqng thuiSc, nguy€n liQu ldm thu6c.
4. Thu6c duo. c gia han gi6y <IAng ky luu hinh tai Quft itinh.nay nhtmg chua

nQp hO so cflp nhat nQi dung nhdn thu5c, to hucmg din sri dyng thu6c jheo quy dinh
cria Th6ng tu 01/2018/TT-BYT ngdy 18/0112018 cria B0 truong B0 Y te thi phii thyc
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hiQn cap nh{t theo quy tlfnh t4i rli6m b Khoin I Di6u 37 Th6ng tu s6 0l/2018/TT-BYT
trong thoi hEr 12thhngke tu ngny du-o. c gia han gi6y ddng ky luu hdnh..

5. Sau 12 thimgk€ tu ngny ky ban hdnh Quyi5t dinh ndy, c6c thu6c du-o. c gia h4n
gi6y ddng ky luu hinh theo Quy6t dinh ndy c6 thay AOi vA nQi dung hanh chinh phii
san xudt vd luu hdnh v6i c6c nQi dung dd <lugc ph6 duyQt thay d6i trong h6 scy gia h,4n.

6. Co s0 dlng kf thu6c ph6i b6o <tim duy tri di6u kiQn hoat dQng trong thoi gian
hiQu lyc cria gi6y dAng ky luu hinh thu6c, nguy6n liQu lim thu6c. Trong truong hqp
kh6ng cdn d6p rmg dri tti6u kiQn ho4t dQng, co sd cl6ng,hf phii c6 tr6ch nhiQm thUc
hiQn thay d6i c.o s0 dlng ky theo quy ctinh t4i Th6ng tu sO 08/2022/TT-BYT trong thdi
han 30 ngdy kC ttr ngdy ccy s0 <15ng ky kh6ng cdn dri <Ii6u kiQn ho4t ilQng.

7. Co s0 sin xu6t thu6c phii b6o dhm c6rc <ti6u kiQn ho4t tlQng cta co s& sin
xu6t trong thoi h4n hiQu lpc cria gi6y ding ky luu hanh thu5c, nguy6n liQu lim thudc.

8. C6c thu6c du-o. c gia han gi6y ddng ky luu hdnh tai Quy6t itinh nny itugc ti6p
ttlc sti dung s6 dgne kV dd cdp trudc khi gia h4n trong thdi hen ttSi Oa t2 thary t<6 ttr
ngdy dugc.cdp sO <ldng ky gia h4n theo quy ilinh tai PhU lUc VI ban hinh kdm theo
Th6ng tu s6 08/2022/TT-BYT.

9. Ph6i hqp vdi ciic co so c1i€u tri d6 thUc hiQn theo dring c6c quy ilinh hiQn
hdnh vC thuiic k6 dcrn, theo ddi an todn, hiQu qui, t6c dpng kh6ng.mong mu6n cria
thudc trOn ngudi ViQt Nam vi t6ng hgp, b6o c6o theo quy ttinh tai Ei€u 5 Th6ng tu sti
0812O221TT-BYT AOi vOi c6c thuiSc trong Php lpc II ban hanh kdm theo Quyi5t dinh
niy.

Didu 3. Quy0t dinh ndy c6 hiQu lyc kO tir ngdy ky ban hanh.
Didu 4. Gi6m dtic So Y t6 c6c tinh, thanh ph6 tr.uc thuQc Trung uong vi Girim

-t a.
cl6c co s0 sin xudt vd co s0 ddng ky c6 thu6c tpi Ei€u I chiu tr6ch nhiQm thi hanh

Quyet dlnh ndy./.

Noi nhQn:
- Nhu Di6u 4;
- BT. Eio HOng Lan (d6 b/c);
- TT. Dd Xudn Tuy6n (dri b/c);
- Cgc Qu0n y - BO Qutic phdng, CUc Y tti - g9 COng an;
- Cuc Y tC GTVT - BQ Giao th6ng v4n tii;
- T6ng Quc Hii quan - BO TAi chinh;
- Bio hi€m xd hQi Viqt Nam;
- Bg Y ti5: VU PC, Cgc QLYDCT, Cpc QLKCB, Thanh tra
BO, VAn phdng HDTV c6p GDKLH thu5c, NLLT;
- ViQn KN thu6c TU, Vien KN thut5c TP. HCM;
- TOng COng ty Dugc ViQt Nam - C6ng ty CP;
- C6c BQnh viQn, V,iQn c6 giudng bpnh trUc thuQc B0 Y tii;
- Trung tdm mua s6m t$p trung thudc qu6c gia;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, DKT (C.H) (02b).

Vfr Tudn Culng

f:?
li ar

i.*\ "
\*



Phg lgc I
DANH MUC 362 rHUOC SAN XUAT TRONG NrIOC Drrqc GrA HAN GIAY DANG rf luU HANH

T4r vrEr NAM HrSU LrI. C 0s NAM - DEr 199

(Kdm theo Quy€t dinh s6 164 /}D-QLD ngay 07 thdng 06 ndm 2024

cila Cqc Qudn l!,Du.oc)

STT TOn thu6c Ho4t chit chinh -
Him luqng

D4ng biro
ch6

Quy cdch tl6ng g6i Ti0u
chuAn

I UOI

thg
(thdng)

56 dnng kf
gia h4n

(S5 tlang kf
I.

oa cap)

S6

lAn
gia

han
(1) (2) (s) (4) (s) (6) (7) (8) (e)

1. Ccr sO ilSng kf: C6ng ty c6 phAn Dugc - Vflt tu y t6 Nghe An (Dia chi: 56 68 dudng Nguy6n S! S6ch, phuong Htmg

Phric, thanh ptr5 Vintr, tinh NghQ An, Viet Nam)

1.1. Co sfi sin xu6t: COng ty c6 phAn Dugc - V$t tu y t6 Ngne An (D!a chi: Si5 68 iludng Nguy6n S! Sdch, phuong Htmg

Phric, thanh ph5 vinh, tinh Nghp An, ViQt Nam)

1 Ciprofloxacin-
DNA

Ciprofloxacin (dudi
d4ng Ciprofloxacin
hydroclorid) 500mg

Vi6n ndn

bao phim
HQp l0 vi x 10 vi6n DE\TN

V
36 893115377024

(YD-2r941-14)
I

) Nafluextra Caffein 65mg;
Paracetamol 500mg

Vi€n n6n HQp 10 vi x l0 viOn NSX 24 893100377124
(yD-2724e-17)

I

2. Ccr sO tlSng kf: Cdng ty c0 phAn Duqc - Vflt tuy t6 Thanh H6a (Eia chi: 56 232TfinPh( phudng Lam Son, thinh
Thanh H6a, tinh Thanh H6a, Vi€t Nam)

2.1. Co sO sin xu6t: COng ty c6 phAn Dugc - V$t tu y t6 Thanh H6a (Eia chi: 56 04 <tudng Quang Trung, phudmg Nggc

Tr4o, thdnh ptrO ttrantr H6a, tinh Thanh H6a, ViQtNam)

J Ciprothepharm Ciprofloxacin (dudi
dqng Ciprofloxacin
hydroclorid) 500mg

Vi6n n6n

bao phim
HQp 3 vi x l0 vi€n;
HQp 5 vi x l0 vi6n;
HQp l0 vi x l0 vi6n

DDVN
V

36 893115377224
(YD-20937-14)

I

4 Themox Tabs Amoxicilin (dudi
d4ng Amoxicilin
hihydrat) l000mg

Vi6n n6n HQp l0 vi x l0 vi6n NSX 36 893110377324
(vD-2e31l-18)

I

5 Thepacol Flutab Clorpheniramin
maleatZmg;
Paracetamol 500mg

Vi6n n6n HQp 5 vi x l0 vi6n;

HQp l0 vi x l0 vi6n;
HQp 20 vi x l0 vi6n

DDVII
IV

36 893100377424
(vD-2e3r0-r8)

I

3. Co sO tlSng kf : C0ng ty c6 phAn dugc Apimed (Dia chi:26319 Lf Thuong Kiet, Phudng 5, Qufln l. thenh chi
Minh, ViQtNam)

3.1. Ctr sO sin xu6t COng ty cd phAn dugc Apimed (Dia chi: Dudng Nl, cpm c6ng nghiQp Pht Thail - Vinh Thanh, xd

Vinh Thanh, huyQn Nhon Tr4ch, tinh D6ng Nai, ViQt Nam)

6 Apibrex 100 Celecoxib l00mg Vi6n nang

cimg

HQp 3 vi x l0 vi6n NSX 24 893110377524
(vD-30910-18)

I

7 Apifexo 120 Fexofenadin
hydroclorid l20mg

Vi6n ndn
bao phim

HQp 2 vi x 10 vi€n;
HQp 3 vi x l0 vi0n;
HQp l0 vi x l0 vi6n

BP
2016

36 893100377624
(vD-3102s-18)

1

8 Apifexo 180 Fexofenadin
hydroclorid l80mg

Vi6n n6n

bao phim
HQp 2 vi x l0 vi€n;
HQp 3 vi x l0 vi6n;
HQp l0 vi x l0 vi6n

BP
2016

36 893100377724
(vD-31026-18)

I

9 Apifexo 60 Fexofenadin
hydroclorid 60mg

Vi6n n6n

bao phim
HQp 2 vi x l0 vi6n;
HQp 3 vi x l0 vi0n;
HQp l0 vi x l0 viOn

BP

2016

36 893100377824
(vD-31027-r8)

1

10 Apitec 20 - H Enalapril maleat
20mg;

Hydroclorothiazid
12,5mg

Vi6n n6n HQp 2 vi x 10 vi6n;
HQp 3 vi x 10 vi6n;
HQp l0 vi x l0 vi6n

USP 4I 24 893110377924
(vD-309r2-18)

1
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STT TOn thu6c Ho4t ch6t chinh -
Him lugng

D4ng bio
ch6

Quy ctlch tl6ng g6i Ti0u
chuAn

I UOI

thg
(th6ng)

56 il6ng ki
gia h4n

(56 ilIng kf
t.

oa cap,

S6

dn
gia

han

(1) (2\ (3) (4) (s) (6) (7) (8) (e)

169 Paracetamol500 Paracetamol 500mg Vi6n n6n siri

bqt

HQp4vixdx4
vi6ry HOp I tulip x
l0 vi6n

BP
2016

24 893100393824
(vD-31850-19)

I

170 UmenoHCT
l0ll2,5

Flydroclorothiazid
12,5mg; lisinopril
(dudi dang lisinopril
dihydrat) l0mg

Vi6n n6n

bao phim
HQp 3 vi x l0 vi6n NSX 36 893fi0393924

(vD-29131-18)
I

t7t Ursokol 300 Acid
ursodeoxycholic
300mg

Vi6n n6n HQp 3 vi x l0 vi6n;
HQp 6 vi x l0 vi6n

NSX 36 893110394024
(vD-29r34-18)

I

3?. Co sdt5rs k],: COng ty c0 phAn duqc ph6m Tipharco (Dia chi: L6 08, 09 Cgm c6ng ng;hiQp vd ti6u thri c6ng nghiQp

Tan My Ch6nh, Phudng 9, Thanh fhO Vty Tho, Tinh Ti6n Giang, Vigt Nam)

37 .1. Co sO sin xudt COng ty cd phAn dugc ph6m Tipharco (Dia chi: 15 DiSc Binh Ki€u, Phudng 2, TP. My Tho, Tinh

Ti0n Giang, ViQt Nam)

172 Acetylcystein
200mg

Acetylcystein 200mg Vi€n nang

cfng
HQp l0 vi x l0 vi6n,
Chai 100 vi6n

NSX 36 893100394124
(vD-31912-le)

I

173 Auclanityl
500ll25mg

Acid clavulanic(dudi

d4ng Potassium

clavulanat kiit hqp
vdi Avicel) l25mg;
Amoxicilin (dudi
d4ng Amoxicilin
trihydrat compacted)

500mg

Vi6n ndn

bao phim
HQp 02 vi x l0 vi6n;

HQp 06 vi x 10 vi6n

NSX 36 893n0394224
(vD-2e841-18)

1

174 Auclanityl
8751125mg

Acid clavulanic
(tuong <Iuong

Potassium clavulanat
Avicel297,5mg)
l25mg; Amoxicilin
(tuong ttuong
Amoxicilin trihydrat
compacted

1.004,5mg) 875mg

Vi6n n6n dii
bao phim

HQp2vixTvi6n;
HQp 2 vi x l0 vi€n;
HQp 6 vi x l0 vi€n

NSX 36 893110394324

(vD-270s8-17)
I

175 Effalgin-S Codein phosphat
(dudi d4ng Codein
phosphat hemihydrat)
30mg; Paracetamol
50Omg

Vi6n siri HQp4vix4vi0n NSX 36 8931fi394424
(vD-28048-17)

I

176 Tiphadogel Clopidogrel (duoi
dqng clopidogrel
bisulfat) 75mg

Vi6n ndn

bao phim
HQp I vi x l0 vi6n,
HQp 2 vi x l0 vi6n

NSX 36 893110394524
(vD-31e24-19)

I

177 Tiphafast Fexofenadin
hydroclorid 60mg

Vi6n n6n

bao phim
HQp 2 vi x l0 vi6n NSX 36 893100394624

(vD-3192s-1e)
I

38. Co sO ding kf: COng ty cd phAn dugc ph6m TV.Pharm (Eia chi: S627,Nguy6n Chi Thanh, Kh6m 2, Phudng 9, Thanh

prri5 tra vinh, Tinh Trd vinh, viet Nam)
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STT TGn thu6c HoSt ch6t chinh -
Him lugng

D4ng bio
ch6

Quy cfch il6ng g6i Ti6u
chuin

luol
thg

(thdng)

56 tlsng kf
gia h4n

(S5 tlnng kf
I.

oa cap,

SO

IAn

gia

han
(1) (2) (3) (4) (s) (6) (7) (8)

38.1. Co s6'sin xuAt: COng ty c0 ph6n dugc phim TV.Pharm (Dia chi: S0 27 Chi Thanh, Kh6m 2, Phudng 9,

Thenh phO tra Vinh, Tinh Tri Vinh, Viet Nam)

178 Desloratadin 5mg Desloratadin 5mg Vi6n bao
phim

HQp 3 vi,5 vi, l0 vi
x l0 vi6n, vi nh6m-
PVC; HQp 3 vi,5 vi,
l0 vi x l0 vi6n, vi
nhdm- nhdm; Chai
100 vi€n; Chai 200

vi€n

NSX 36 893100394724
(vD-3r988-19)

1

179 Dextromethorphan
l5

Dextromethorphan.H
Br l5mg

Vi6n ndn

bao phim
HQp l0 vi x l0 vi6n;
Chai 100 vi6n

NSX 36 893110394824
(vD-31989-1e)

I

180 Facolmine Clorpheniramin
maleat2mg.
Paracetamol 500mg

Vi€n ndn HQp l0 vi x 20 viOn NSX 36 893100394924

(vD-31990-r9)
1

181 Fexophar 180 Fexofenadin HCI
l80mg

Vi6n n6n

bao phim
HQp 03 vi x 10 vi6n;
HQp 5 vi x 10 vi6n;
HQp 10 vi x l0 vi6n

NSX 36 893100395024
(vD-ree7l-13)

1

182 Osvimec 100 Cefdinir l00mg Vi€n nang

ctlng
HQp I vi x l0 vi6n NSX 36 893110395124

(YD-22239-ts)
I

183 Trafocef-S lg Cefoperazon 0,5g;

Sulbactam 0,5g (H6n
hqp bQt vd khuAn

cefoperazon natri vd
sulbactam natri fj'lQ
(l:l))

Thu6c bOt

phati6m
HOp I lq; Hqp 10lq NSX 36 893110395224

(vD-l94ee-13)
1

184 Travicol PA Ibuprofen 200mg;

Paracetamol 325mg

Vi€n n6n HQp l0 vi x l0 vi6n;

Chai 100 vi6n

NSX 36 893100395324

(vD-2e41l-18)
1

39. Ccr sO dlng kf: Cdng ty c6 phfin dugc ph6m TW 25 (Dia chi: 4488 Nguy6n TAt Thdnh, phudng 8, quQn 4, TP chi
Minh, ViQtNam)

39.1. Ccr so sin xu6t: COng ty c6 phAn dugc phAm TW 25 (Eia chi: 448B Nguy6n T6t Thdnh, phudng 18, quQn 4, TP. HO

Chi Minh, Vi-etNam)

exin (dudi HQp l0 vi x l0 vi6n; 893110395424

(vD-24890-r6)

40. Ca sd dlng kf: COng ty Dug'c phim Trung uong 2 (Dia chi: Th6nh Tdng, phudng B4ch Ding, qufln

Hai BiTnmg, thdnh ph6 HeNOi, ViQtNam)

40.1. Co sO sin xu6t: COng ty C6 phAn Duqc phAm Trung uong 2 (Dia chi: L627, khu c6ng nghiQp Quang Minh, th! tr6n

Quang Minh, huyQn MC Linh, thanh ph6 HA NOi, ViQt Nam)

186 Cefadroxil lg Cefadroxil (dudi

d4ng cefadroxil
monohydrat) lg

Vi6n n6n HQp l0 vi x l0 vi6n DD\TN

IV
36 893110395524

ND-22s22-ts)

I

187 Cefpodoxim
20Omg

Cefpodoxim (dudi
d4ng Cefrodoxim
proxetil) 200m9

Vi6n n6n

bao phim
HQp I vi x 10 vi6n;
HQp 2 vi x l0 vi6n

NSX 36 893110395624
(vD-r9025-r3)

I
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HOANG DUC
6Dp-$$p
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Vi Sri? t<ltofCgng{frryt

36:54212025/TENDER
(V/v thay aAi SOXvd mdu nhdn Divaser-F)

CQNG HOA XA HQI CHU NGHIA VIE,T NAM
Ddc lin - Tu do - Hanh rrhric

Tp.HCM, ngdy 26 thdng 02 ndm 2025

Kinh grli: SO Y TE KIEN GIANG

Ldi rl6u ti6n, Cdng ty TNHH Dugc PhAm vh Trang fniiit Bi Y t6 Hohng Dftc ch6n

thanh c6m crn Quy S0 dd quan tdm trng hQ c6c sin phAm ctra cdng ty chirng tdi phdn ph6i

trong su6t thli gian qua.

Cdn ctb Quy€t dlnh s6 1630/QD-SYT ngdy 27/6/2024 cila SO Y tA vi viQc phA duyQt k€t

qud l$a chgn nhd thdu G6i s6 2: G6i thdu thu6c generic th6ng thadng thu\c k€ hoqch tW

chgn nhd thdu cung crip thui5c tQp trung tinh KiAn Giang, giai dogn 2023-2025 (dqt 3);

Cdn cfi khd ndng cung {rng hdng h6a cfia C6ng ty TNHH Duqc Phtim & Trang fMdt

Bi Y td Hodng Euc.

Cdng ty TNHH Dugc Pham vd Trang fhi6t Bi Y t6 Hoang Eric ld nhd phdn ph6i

chffi thric cho san pham Divaser-F (Betahistin dihydroclorid l6mg). Chung t6i dA trung

thAu san phAm Divaser-X'tpi Quy S&. Nhrmg hiQn tpi, san phAm niy dd ,clugc Cpc Quan ly
Dugc cap s6 ding ky m6i 893110313324 vd m6u nhAn m6i, 16 hang theo s5 ddng lqy vd

X r-
mdu nhfin m6i ndy dd dugc nhflp vO kho vd sE cung img cho Quy 36.

Bdng van bAn ndy, chring tdi xin th6ng b5o vO viQc di6u chinh vd cung img san phAm

Divaser-F theo s6 d[ng ky m6i 893110313324.ViQc thay AOi SO <l6ng Ly rd mdu nhfin ndy

kh6ng 6nh hucrng d6n c6c th6ng tin khSc ciing nhu ch6t lugng san phAm. @inh kdm QuyAt
dinh si| fiI/QD-QLD ngdy 27/05/2024 vd C6ng vdn sd 17411e/QLD-DK ngdy 01/07/2024

aa gui, Sd d6i chiiSQ.

Kinh mong Quy Se xem x6t vd chSp thufln.

Trdn trgng c6m on vd kinh chdo!

Noi nh$n:
- Nhu tuAn

- Ltru phdng thdu

HOANG TRUNG
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cQuc uoA xA ngr cnt Ncnia vrpr NAM
EQc lap - Tr; do - Hanh Phric

Hd N|| ngdy 27 thdng 0s ndm 2024

OTIYTT DINH
V0 viOc ban hhnh Danh-mgc +Of inuiic sfln xu6t trong nufc
tlugc gia h4n gifly aling kf luu hhnh tai Vi$t Nam - Dqt 197

CUC TRIICI{G CUC QUAN LV DUqC

Cdn cn LLqqt Duqc ta tOStZOtOQnt3 ngdy 06/4/2016;
Cdn cilr Nghi dinh t6 SS/ZOZZ\UO-CP.ngdy 15/1 1/2022 ,cfia Chinh phfi quy itinh

chdcc ndng, nhi€m vy, quyin.hqn vd co cdu tii chirc cila B0 Y t€;
Cdn uh Quy€t dinh sd 1969/QD-BYT ngd.y 26/4/2023 ctia BQ trudng BQ Y t€ quy

itinh chthc ndng, fuhtQm vrtr, quydn hgn vd co cAu ft5 chrhc cfia Cqc Qudn li, Daqc thu\c
ao r td;

Cdn cil'ThQng ttr sd O8/2022/TT-BYT ngdy 05/09/2022 crta BQ truong A0 y te
quy dinhvigc ddig W lrru hdnh thu6c, ngu2tin li€u ldm thu6c;

Cdn ah kht tudn ctia HAi ding fitiiin ciip gtiiy ddng bj, ttu hdnh thudc, nguyin
li€u ldm thudc - aA y td do't 197 tqi C6ng vdn sii 33/HDTV-WHE ngdy t 1/4/2024 cfia
Vdn phdng H\i ddns tu vdn ciip GDKLH thu6c, nguyiln b€u ldm thudc;

- 
Theo di ng4i a)a Trudng phdng Ddng lqt thuiic, Olrc Qudn li' Duqc.

QIITET D!NH:

Didu 1. Ban hdnh kdm theo Quy6t dinh ndy danh mpc 402 thudc sin xuAt hong
nu6c dugc gia hpn giAy d[ng kjr luu han]r tpi ViQt Nam -Egt lg7 , cU th9:

1. D;nh -u. ZSO thui5c sin xuAt trong nu6c dugc gia hpn giAy dlng kf luu
hdnh hiQu lpc 05'pdlr:,(Phq l4c I kdm theo).

2. Danh qrc 140 thu6c s6n xuAt trong nu6c clugc gia h4n giAy d6ng ky luu
hdnh hiQu lgc 03 ndm(Ph4 lqc II kdm theo).

3. Danh mqc 05 thu5c sin xu6t trong nudc clugc gia hpn gi6y ddnglcf luu hnnh
hiQu lgc dd'n31/n212025 (Phat luc III kdm theo).

Diiiu 2. Co sd sin xuAt vi co so ddng h! thuOc c6 trich nhiQm:

, 1. Sin xu6t thui5c theo thing c6ch6 so, tdLi 1i0u dd d[ng lcjr v6i B0 Y t6 vd phdi
in sd d6ng k!'duqc B0 Y tC ViQtNam cip 16n nhdnthu6c.

2. Chitlugc sdn xu6t, dua ra luu hdnh c6c thu5c ki6m so6t tlflc biet kni c6 Gi6y
chimg nhQn dir {i6u kiQn kinh doanh dugc phpm vi kinh doanh thu6c phAi ki6m so6t
dflc biQt phr) hOg v6i pham vi hopt dQng cria ccr sd tt6p frrg q.ry dinh tai khoin 5, Ei6u
143 Nghi tlinh s6 5412017fi{E-CP ngdy 08l5l2}l7 ctra Chinh phri quy dinh chi ti6t mQt

sO OiOu vd biQn phip thi hdnh Luflt Dugc.
3. Thlrc hiQn viQc cpp nh$t tiOu chuAn chAt lucrng cira thu6c theo quy dinh tAi

Th6ng tr: s6 l tlZOtSnf-BYT ngdy O4l5l2}l8 cua BQ trucrng BO Y t0 quy tlinh v€
ch6t luqng thrf.i nguyOn liQu ldm thu6c.

4. Thu6c dugc gia hpn gidy d[ng ki' luu hdnh tai Quy6t dinh ndy nhrmg chua
nQp hO so cpp nhat nQi dung nhdn thuiSc, td hudng d6n str dgng thu6c theo quy dfnh
cira Th6ng tu 0l/2018/TT-BYT ngiy 18i01/2018 cria BQ trucrng B0 Y tC thi phii thpc
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hiQn cflp nh6t theo quy di+ tpi diem b Khof,n 1 Di0u 37 Thdng tr: sO O1/ZO18/TT-BYT

trong thcri h.anl2th-6ng kC tu ngiry dugc gia hpn giAy ddng 1c!'luu hdnh.

5. Sau 12 thSng k6 tit 
"euy 

lcf ban hdnh Quyi5t dinh niy, c5c thu6c dugc gia hpn

gi6y ddnghf luu hirnh theo Quy6t dinh ndy c6 thay d6i ve nQi-dung hinh chinh ph6i

sin xu6t vi luu hdnh v6i c6c nQi dung dE clugc phO duyQt thay d6i trong hd so gia h4n.

6. Co sd d[ng lc! thutic phii b6o tl6m duy tri di6u kiQn hopt dQng trong thoi gian

hiQu lUc ciua gi6y AE"g hi luu hinh thu6c, nguy6n 1i0u ldm thutic. Trong trudng hqp

khdng cdn il6p ung dir di6u kiqn hopt dQng, co s0 ddng.ki_P_hai c6 tr6ch nhiQm thpc

hiQn thay tti5i co s0 tting ky theo quy dinh tai Thdng hr sd 08/2022ITT-BYT trong thdi
h4n 30 ngey kC tu ngdyio so ddng lcf khdng con dir diOu kiQn ho4t dQng.

7. Co s& sin xu6t thudc phii b6o df,m c6c di0u kiOn hoat dOng cta co so sin
xuAt trong thoi han hiQu tUc ctra giAy.dang ky luu hdnh thui5c, nguyOn liQu ldm thuOc.

8. C6c thutic tlugc gia han gi6y Aa"g-hi 1uu hdnh tai Quy5t dfuh niy dugc ti6p

t.uc srl dqng sO ding lcf dd cfrrp tru6c lhi gia hpn trong thdi hpn t6i tla 12 thdng kO fu
ngdy tlugc c6p s6 d[ng lc] gia h?n theo quy dinh tai Phu luc vI ban hdnh kdm theo

Thdng tu sd 08/20221TT-BYT.
9. PhOi hqp v6i c6c ccv sd tlidu tri dO thUc hiQn theo dring c6c quy dinh hiQn

hdnh v6 thu0c k0 tlon, theo ddi an todn, hiQu quh, titc qmg k}Ong mong mu6n cta
thui5c ff6n ngudi ViQt Nam vd t6ng hgrp, b6o c6o theo quy dinh tai DiAu 5 Th6ng tu s6

O}]}O}}ITT-BYT aOl vOi cic thui5c trong Php lpc II ban hdnh kdm theo Quy0t ttinh
niy.

Eidu 3. Quytit dfnh ndy c6 hiQu luc kC tu ngdy lcf ban hinh.
Diiju 4. Gi6m d6c Sd Y tC c6c tinh, thdnh phd tr.uc thuQc Trung ucrng vi Gi6m

-t a.doc co so san xuat vd ccr sd tl[ng ky c6 thu6c tai DiAu 1 chfu tr6ch nhiQm thi hdnh

Quytit dinh ndy./.

Noi nhQn:
- MuEiAu 4;
- BT. Eio Hdng Lan (46 t/c);
- TT. D5 Xudn Tuy6n (rtti b/c);
- CUc Qudn y - BQ Qu6c phdng, Cgc Y tO - BQ C6ng an;
- Cuc Y t6 GTVT - BQ Giao th6ng vfln tAi;
- Ti5ng Cuc H6i quan - BQ Tii chinh;
- B6o hi6m xd hOi ViOt Nam;
- BO Y t6: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
BQ, Vdn phdng HETV cdp GDKLH thudc, NLLT;
- Vi0n KN thu6c TU, ViEn KN thur5c TP. HCM;
- T6ng C6ng ty Dugc ViQt Nam - C6ng ty CP;
- C6c BQnh viQn, ViQn c6 giudng bQnh tn;c thuQc B6 Y t6;
- Trung tdm mua sim tip trung thudc qu6c gia;

- Cpc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, DKT (C.H) (02b).

CUC TRTIONG

Yfl Tudn Culng
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Phg lgc I
DANH MUC 2s6 THUOC sAN xuAr TRoNG NII6C DIIqC GIA HAN GrAY DANG Kf LrIu HANH

TAr VrET NAM HIEU LrI. C 0s NAM - DO. T 197

(Kdm theo fuydt dinhrd g:t /QD-QLD ngdy 27 thdng 05 ndm 2024

1. Ctv sd tling kf: Cdng ty DTS Viet Nam (Dia chi: Sri 18, ti5 51, phucrng Quau Hoa, qufn y, thdnh

N0i, ViQtNam)

1.1. Co sO sin xuAt: Cdng ty c6 phAn dugc phAm Nam Hh (Dia chi: Si5 415, dudng Hdn Thuy6n, phuong Vi Xuy6n, TP.

Nam Dinh, Tinh Nam Dinh, Vi0t Nam)

1.2. Ct s& sin xuAt: Cdng ty TNHH MTV 120 Armephaco (Eia chi: 118 Vt XuAn phuong Phric Lg| qufn Long

Bi6n, TP HeNQi, ViQtNam)

2. Co s& tllng kf: C6ng ty n Duqc Danapha (Dia chi: 253 Dtng Si Thanh Kh6, phudng Thanh KhC Tdy, qufn Thanh

Khe, thanh ptrO Oa Ning, ViQt Nam)

2.1. Ct s& sin xu6t: COng ty c6 phAn dugc Danapha (Dia chi: 253 Dfing Si Thanh Kh6, phulng Thanh KhC Tdy, qufln

Thanh Kh6, thinh pht5 DdNing, ViQtNam)

phO nien Uda, tinh E6ng Nai, ViQt Nam)

3.1. Co sfi sin xu6t: Cdng ty c6 phAn Duqc Ddng Nai (D!a chi: SO 221 B, dudng PhamVdn Thufn, phuong Tdn Ti6n, thinh
pnO ni6n Hda, tinh EdngNai, ViQtNam)

cia Cuc Qudn li Duqc)

Quy cdch tl6ng g6i

893110307124
(YD-2407s-16)

893110307224
(vD-286s4-18)

Vi6n n6n

bao phim
HQp 3 vi x 10 vi6n,
HQp 6 vi x l0 vi6n

893110307324
(vD-302r6-18)

HQp 3 vi x 10 vi6nVildagliptin 50mg

4 Amitriptylin
25 mg

Amitriptylin
hy&oclorid 25mg

Vi€n n6n

bao phim
HQp1lpx100
vi6n; HQp 10 vi x
10 vi6n

NSX 36 893r10307424
(vD-31039-18)

1

5 Daquetin 25 Quetiapin (du6i
d4ng Quetiapin
fumarat) 25mg

Vi0n n6n

bao phim
HQp 3 vi x l0 vi6n NSX 36 8931 10307524

(vD-2s580-16)
I

6 Dibulaxan Ibuprofen 200mg;

Paracetamol 325mg
Vi6n n6n HQp 5 vi x 20 vi6n NSX 36 893700307624

(vD-30234-18)
1

7 Magnesi - 86 Magnesi lactat
dihydrat 470mg;
Pyridoxin
hydroclorid 5mg

Vi6n n6n

bao phim
HQp 5 vi x l0 vi6n NSX 36 893tL0307724

(YD-27702-17)
I

8 S-Enala 5 Enalapril maleat

5-g;
Hydroclorothiazid
l2,5mg

Vi€n n6n H$p 5 vi x 10 vi6n;
HQp l0 vi x l0 vi6n

NSX 36 8931 10307824

(vD-31044-18)
1

9 S-Levo Levofloxacin (dudi
dpng levofloxacin
hemihydrat) 750mg

Vi6n n6n

bao phim
HQp 2 vi x 10 viOn;

HQp 5 vi x 10 vi6n
NSX 36 8931rs307924

(vD-31045-18)
1

3. Co s6'tling kf: C0ng ty c6 phAn Dugc D6ng Nai (Dia chi: 56 221 B, rlulng Ph4m VEn Thufln, phuong TAn Ti6n, thdnh

I

:

I

;

2 vi,4 vix 15
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STT TOn thu6c Ho?t chAt chinh -
Him lugng

D4ng bio
ch6

Quy cich tl6ng g6i Ti6u
chuAn

Tu6i
thg

(thing)

36 dnng ky
gia h4n

(s5 dlng kf
tIfr c6n)

56 IAn

gia h4n

(1) (2\ (3) (4) (s) (6) (7) (8) (e)

)t Cefuroxim 250 Ceturoxim (dudi
d4ng Cefuroxim
axetil) 250mg

Vi0n n6n

bao phim
HOp2vi,4vix5
vi6n; HQp 1 vi x 10

vi6n

NSX JO 8937t03t2724

uD-26179-17)

1

58 Ciprofloxacin 500 Ciprofloxacin (ducri

dpng Ciprofloxacin
HCI) 500mg

Vi6n n6n

bao phim
FIQp 10 vi x 10
yi6n; Chai 100 vi6n

NSX 36 893'.t15312824

(vD-28888-18)
1

59 Cohimxazon 960 Sulfamethoxazol
800mg;

Trimethoprim 160mg

Vi6n n6n HQp 10 vi, 100 vi x
10 vi6n; HQp 1 chai
x 100 viOn

NSX 36 8937t03t2924
(YD-26780-17)

1

60 Vitamin C 250 Acid ascorbic 250mg Vi6n n6n

bao phim
Chai 100 viOn; HQp

10 vi x l0 vi6n
NSX 24 893 1003 13024

(YD46785-17)
1

61 Vitamin C 500 Acid ascorbic 500mg Vi6n nang

;ung
Chai 100 vi6n; HQp

10 vi x 10 vi6n
NSX .A 893100313124

(vD-28898-18)
1

18. Ccr s0 tllng kf: C6ng ty cd phin duqc m D3t Vi Phfi (Dia chi: L6 M7A , Dudng D17, Khu C6ng NghiQp M! Phudc
1, Phudng Th6i Hda, Thi Xa BOn C6t, Tinh Binh Duong, ViQt Nam)

18.1. Co sfi sin xu6t: C6ng ty c6 phin duqc phAm Dgt Vi Phri (Eia chi: LO M7A, Dulng D17, Khu C6ng NghiQp M!
Phudc l, Phuong Phfi Hda, Thi x6 B6n C6t, Tinh Binh Duung, Vi6t Nam)

huyQn YCn Phong, tinh Bic Ninh, ViQt Nam)

Ea, thdnh ph5 Ha Nqi, ViQt Nam)

20.1. Co sfi sin xu6t C6ng ty c6 phln duqc phAm IIe NOi (Dia chi: tO s6 tS, Khu c6ng nghiQp Quang Minh, xi Quang
Minh, huyQn MC Linh, thnnh ph6 He NOi, ViQt Nam)

62 Ayite Rebamipid 100mg Vi6n n6n

bao phim
HQp 6 vi x 10 vi6n NSX 36 8931r0313224

(vD-20s20-14)
1

63 Divaser-F Betahistin

dihydroqlorid 16mg

Vi6n n6n HQp4vixTvi6n NSX 36 8931 10313324

(vD-20359-13)
1

b4 Miprotone-F Progesteron

,nislsnized 200mg
Vi6n nang

mem
HQp 3 vi x 10 vi6n NSX 36 893110373424

(vD-2s002-16)
1r\
\qN

V.
65 Zielinsk Cinnarizin 25mg;

Piracetam 400mg
Vi6n nang

cmg
HQp 6 vi x 10 viOn NSX 36 893 1 103 13524

(vD-2107r-14)

,TiE'\
,t vA

19.1. Cc s& sin xu6t: C6ng ty cd phAn Dugc phAm Gia Nguy6n (Dia chi: Ducrng YP6, KCN Y6n Phong, xd Ddng Phg@

,il

66 Ironkey Acid folic 350pg
(mcg);

Phric chAt sit gry
hydroxid
polymaltose tucrng
- ,, !.
ouong vu sat

nguy6n tO tOOmg

Vi€n n6n

nhai
HQp 1 vi x10 vi6n,
HQp 3 vi x 10 viOn

NSX 36 8931r0313624

ND26789-17)
1

20. Ct s& tling kf: Cdng ty c6 phAn duqc m Hh Ndi ia chi: s6 170 Duong La Thiinh, phuong O Chg Dira, qugn

67 Gentamicin Gentamicin base

(Centamicin sulfat)
l5mg/5rnl

Dung dfch
thu5c tra
mit

HQpllqx5ml NSX 24 8937t03t3724
(vD-26801-17)

1

68 Hanodimenal Dimenhydrinat 50mg Vi0n n6n HQp 50 vi x l0
vi6ry HQp 10 vi x
10 vi6n; L9 100 vi6n

NSX 24 893 1003 13824

(vD-28947-18)
I
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CQNG'HOA XA HQr CHU NGHIA \rrr.0T NAM
EQc lfp - Tq do - H4nh phric

KT. CUC TRUdNG
PHO cUC TRTIdNG

Nguy6n Thhnh Lf,m

7411o/QLD-DK Hd N|| ngdy 0l thdng 07 ndm 20 24

d6i, b6 sung d6i vdi thu5c
dd duo. c cdp GDKLH

Kinh giri: GONG Ty c0 pHAN DIIQc pHAM DAT vI pHU

Eia chi: L6 M7A , Eadng DI7, Khu Cdng NghiQp M! Phwdc 1, Phadng Thdi
Hda, Thi Xd B€n Cdt, Tinh Binh Daong, Vi€t Nam

T16 ldi hd so s6 tiOp nhqn s6 2670I12024/TN/TT91 ngdy 0710512024 vit cdc titi
liQu 1i6n quan cira c6ng ty v0 viQc thay ddi, bd sung d6i v6i thu6c dA duqc cAp giAy
etAng $i luu hdnh;

Cdn cri Th6ng tu sO O812O221TT-BYT ngiry 051912022 cria B0 Y ti! quy etinh
viQc ddng ky luu fianfr tnuOc, nguy0n 1i0u ldm thu6c;

CEn cri Bi6n ban thAm dinh h6 so thay dOilUO sung cta c6ng ty, Cpc Quan l1i
Dugc c5 y kiOn nhu sau:

D6ng y v6i nQi dung dA nghi tlray d6i, bd sung dugc ph6 duyQt kdm theo c6ng
v6n ndy d6i vdi thu6c Divaser-F, sO d[ng ky VD-20359-13.

Ngodi nQi dung dugc ph6 duyQt, c6c nQi dung kh6c giii nguy€n nhu h0 so dang
ky thudc luu tpi Cpc Quin hi Duqc.

C6c nQi dung thay AOi, f6 sung n6u tr0n dugc thpc hiQn rc tu ngiy lcy c6ng vdn
niy. Ri0ng nQi dung thay d6i, sau .12 th6ng tC tu ngdy ky cdng vdn ndy, c6ng ty
phii thltc hiQn theo nQi dung thay rl6i dfl dugc ph6 duyQt.

Cpc Quan ry Duqg th6ng b6o d0 c6ng ty bii5t vi thUc hign dring c6c quy etinh vC
dang ky luu hanh thu6c./.

NoinhSn:
- Nhu tr6n;
- Cpc tru&ng (116 b/c);
- Luu: VT, EKT (Chi). rF-''t'*;:\'./- \
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TBn sin phdm: Hqp DIVASER-F
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DIVASER-F
Betafi irtin dlhydroclorid 16m g

69. ki hudng drn sl, dgng trt,dc khi diog

Thudc dtrnq ildihg udng

Fro quan: Nor x'o rao. rrano anl $ang. nhi& G@Hsil
dQ kh6ng qud 3o'c
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DIVASER-F
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T€n s6n phdm: Vi DIVASER-F (Nh6m - Nh6m)

I Sd t6 SX: FiD: j

( DIVASER.F
Betahistin dihydroclorld 16 mg

@
Bl r:avrenaRrra

DIVA$ER.F
Betahistin dihydroclorid 16 $g

EE@
pl r:nvreurnrr

DIVASER.F
Botahistin dihydroclorid 16 sg

@
pl r:rvreurnrra

DIVASER-F
Eetahrstin drhyd.dorid 16 $0

@
B nrr,vtrrnlRlvt

DIVASER.F
Belahi$in dihydrocl0rid 16 ilrg

E@@
pl oavreueRnn

DIVASER.F
6elaliisti,r dihydroclorid 1i mq

E@
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