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(V/V cAp nhAt th6ng tin s6 ddng ky gia han ci.r-cdc san phArn)

Kinh gri,i: - so Y TE TINH XrnN GIANG
- cAc co so y rE rnrcN DIA BAN TiNH xrnN GIANG

'fru6c tiOn, C6ng'i'y C6 PhAn d6u tu ph6t 1'ri6n Seaphaco xin cdm on So Y TC Tinh Ki6n Giang c16

quan tAm vd giirp <16 c6ng ty chirng t6i trong su6t thdi gian qua.

Chirng t0i cta triurg thAu vA clang cung f'ng thu5c d6n c6c co s6'y t6 t6n dia bdn tinh Ki6n Giang theo

Quyet Dinh s6: 1630/QD-SY1'ngdy 27 thang6 ndm 2024 ciaGi6m d6c Stv y te fien Giang v6 viQc phO

duyQt k5t quA lua chon nhd thAu G6i s6 2: GoithAu thu6c generic th6ng thudng thu6c k5 hoach lua ohon nhd
.,). a ., A

mau oLrng cap muoo t0p trung tinh KiCn Giang, giai do4n 2023-2025 (dqt 3) vd Quytit dinh s6: 1330/QD-

SYI ngAy 241412024 v0 viQc ph6 duy6t k6t quA lua chon nhd thAu 
"rng 

cAp thu6c tdp trung tinh Ki6n Giang,

giai do4n 2023-2025 (dqt2) G6i s6 1: G6i thAu thu6c duoc li6u, thu6c c6 thdnh phAn dugc liQu, ph6i hop

v6i duoc chAt hoa duoc, thu6c c6 truydn @hOng bao gdim vi thu6c c6 truydn).

FIiOn nay , o6c sAn phAm cira chring t6i da ducyc 86 Y tO - Cuc QuAn ly Duoc 
"5p 

tO d5ng kf gia han n6n

chirng t6i xin gui dOn Quy SO vit cdc co sCv y t6 th6ng tin cu th6 nhu sau:

Chirng t6i cam k6t ngoAi vi6c thay d6i Sd d[ng ky giahan, c6c th6ng tin kh6c cira sin phAm nhu tOn
.. A . A, ,
thu6c, nhd sin xud1, han sir dung, ti6u chuAn ch6t luong, nh6m thu6c, don gi6 cung ring ctra s6n ph6m ld
kh6ng thay ddi.

Rtit mong QLry Sd quan tdm vd tao diAu ki€n git)p dd C6ng ty.

Xin trdn trong cdtn on!
'I'p. H6 Chi Minh, ngity 14 th6ng 03 ndm2}25

STT 'l'6n thuilc T6n hoat chfft
N6ng d6, him

lugng
Quy cdch

d6ng g6i

Co s6'sin
xuAt- Nu'6'c

san xuat

SDK tli cip
(SEK cn)

SEK gia h4n
(SDK m6'i)/Kdm theo

QD gia h4n SDK

I Seacaminlblt Mccobalamin I 500nrcg
IIQp 10 vi x

10 viOn

C6ng ty cO

phAn ch-Lo-c l k\
'l]nh - Viet

Nam

vt)-2879ti- r 8

8931 10308100
-r- QD s6: 853/QD-

QLD, ngdy t9/12/2024

2 Mcdiphylamin Il6t bdo hoa d6u

B9l chi6t bdo

hoa ddu (tuong

duong 3,6gam

duo-c li6u) 250mg

H6p 10 vix
10 vi6n

Cdng ty c6

phAn duo-c

trung uong
Mediplantex -

Vi6t Nam

vD-2435r-16
893200 1 28200

I QI) s6: 783/QD-

QLI), ngdy 1911112024

J Sirn a lia ra ng I(irn tidn th6o
v6i goi 69 chila:

.:
L ao lilro l(llr lrcn

thao Ig

HQp 10 g6i

x69

C6ng ty cO

ph8n duo. c I-Ii
l"inh - ViQt

Nam

vD-2409s- 16

893200 1 23400

QD s6: 783/QD-QLD,
ngdy 19/1 1/2024

4 'l'umcgas Ngh0 vdng
M6i lsmlchri'a:
b6t ngh6 vdng

4,5gam

HQp 10 g6i
xl5rnl

C6ng ty c6

phdn duo. c IId
'l"inh - Vi6t

Nam

vt)-25590-16
893200723724

r'QD s6: 591/QD-

QLD, ngdy 12/08/2024

6#\o/ CONG TJL

n ciia nh:i thf,u 
-,t

DS. "//il ,ilnlt gudn



6*eep5
l/-A.'a fV \'.^

> I -..,, or r nu iT TnIEN I *
boHq TY \
oo'rnAu ^,

sfiutU PnAt mtru

783 /QD-QLD

CQNG rroA xa Hqr cH0 NGHIA VIIpr NAM
EQc l$p - Tg do - H4nh phtic

Hd NQi, ngdy t9 thdng 1r ndm 2024

QW6r DINrr
VO viQc ban hinh Danh mgc 130 thu6c, nguy0n liQu lim thui5c

rlugc gia h4n gi6y dnng ky tuu hirnh t4i ViQt Nam -Eqt2l3

cvc rRuoNG cuc QUAN LV Dugc

Cdn ca Ludt Du'e'c sii lOSnAt6/8H13 nsdy 06/4/2016;
Cdn ca Ngtt! dinh sA SS/ZOZZ(NB-CP ngdy 15/11/2022 cila Chinh phil quy dinh

clu)'c ndng, nhiQm vq, quyin hqn vd co cdu tti chu'c cila B0 Y t€;
Cdn cw Quy€t dinh s6 1969/QE-BYT ngdy 26/4/202 j cita BQ trao'ng BO Y t€ quy

dinh chi'c ndng, nhi€n'r vq, qtryin hqn vd co cdu td chil'c cila CUc Qudn t, Daqc thu6c
B0 Y t€;

Cdn cil'Th6ng u sd 08/2022/TT-BYT ngdy 05/09/2022 cia B$ tradng B0 Y t€
Ery dinh viQc ddng lcy twu hdnh thudc, nguy€n tiQu ldm thudc;

Cdn ca k€t ludn cia Hfi ding W vrin ciip gidy ddng tE t * hdnh ttutdc, nguy€n
liQu ldru thudc - BO y ta dqt 213 tqi Cdng vdit i6 g|/HETWVPHE ngdy 23/10/2024
cila Vdn phdng Hgi ddng u vtin cdp GEKLI{ thudc, nguyin li\u tdm thi6c;

Theo d€ nghi ctia Tradng ph.dng Ddng lq, thuiic, Cq.c Qud.n ly Du'qc.

QUYET EINII:
Eii,u 1. Ban hdnh kdm theo Quyiit dfnh ndy danh mgc 130 thu6c, nguy6n liQu

ldur thu6c dugc gia hpn gi6y dnng hjr lrru hdnh tqi Vi0t Nam - Dot 213 cU th6:
1. Danh mvc 127 thu6c, nguy6n liQu ldm thutic sin xu6t trong nu6c dugc gia

h4n gi6y d[ng Ic] luu hdnh hiqu lpc 05 n[m (Phw lwc I kdnt theo).
2. Danh rngc 02 thu6c nu6c ngoii duo.'c gia hpn gi6y ddng hj,luu lrinh hiQu h;c

05 n6rn (PhU fuc II kdm tlrco),
3. Danh rnqc 01 thu6c nudc ngodi dugc gia hgn gi6y ddng lqy luu hdnh hiQu lirc

03 rilm (PhU luc III kdru theo).
Ei6u 2. Co sd sdn xu6t vd co s0 d[ng ky thu6c c6 tr6ch nhiQm:
1. SAn xuAt thu6c, cung cdp thu6c vdo ViQt Nam theo dung c6c h6 so, tdi lieu dd

dlng k!' v6i BQ Y t0 vA ph6i in ho[c d6n sd ddng k!'duqc B0 Y tA ViQt Nam cdp l€n
nhln thu6c

!. Chep hdnh dAy dti ph6p luft ctra Viet Nam vd c6c quy dinh cira BQ Y t0 ve
sin xuAt, nhfp khAu thu6c vA luu hinh thu6c t4i ViQt Nam, ntu c6 b6t cri thay d6i gi
trong qu6 trilrh luu hdrih thu6c & nudc so tpi vd o ViQt Nam thi phAi b6o c6o ngay cho
Cuc QuAn ljr Dugc - Bq Y t6 Vi9t Nam.

3. Thgc hiQn vigc c4p nhfltti6u chu6n ch6t luo.ng cirathu6ctheo quydinh tAi
TIrOng tu s6 ll/zOl8lTT-BYT ngdy 041512018 cria BQ tnro'ng BO Y t6 quy dinh vd
chAt lugng thu5c, nguy6n lipu ldrn thu6c; Th0ng tu s6 OZ1ZOZOTT-BYT ngdy
22lU/2A20 cria BQ ,ir*g BO V t6 sria A6l, UO Jung rnQt sO AiCu cua Thdng tu
lllZ}t8/TT-BYT quy dfnh ve chAt lugng thu6c, nguy6n liQu ldm thu6c; Thdng tu sd

3S12021ITT-BYT ngdy 3lll2lz021 cua BQ truong B9 Y td quy dinh v0 ohAt luqng
dugc 1i-0u, vi thudc cO truydn, thu6c c6 truyen.

4. Thu5c dugc gia han gi6y dfurg kjr luu hdnh tpi Quy6t dlnh ndy nhung chua
^ ,l ,-

nQp hO so cAp nhdt nQi dung nhdn thu6c, to hu6rrg dAn str dr;ng thu6c theo quy dfnh
cta Th6ng fr }L12OL8/TT-BYT ngdy 18i01 DAft cria BQ trucrng BO Y t6 thi phAi thr;c
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hi0n c0p nhft theo quy diqh tai di6rn b l(1ro6n 1 EiAu 37 Th6ng tu sO 0t/ZOl8/TT-BYT
trong thdi han 1.2 th6ng k6 tri ngAy dusc gia hpn giAy dlng kg iuu hdnh.

5. Sau 12 thdngk6 t& ngdy ky ban-hdnh quyet fin[ niy, c6c thutic dugc gia hpn
gi6y ddrttg kj'luu hdnh theo quye, dinh ndy cOitray d6i vd nQl aung hanh chinh ph6i
sin xuAt vA hm hdnh v6i c6c nQi dung dE dugc ph6 duyQt thay d6i trong h6 scy gia h4n.

, .A , 6. 
9o 

sd dhng ky thuOc ph6i bno tlpm duy oi qie, kiQn ho4t dQng trong thdi gian
hiQu lpc cira gi6y dflng k{ hm hdnh thu6c, nguy€n lipu lim thutic. Trong truong hqp
1ch6ng cdn d6p trng dir di6u kiQn hopt dQng, co s& dang.kjr ph6i c6 tr6ch uhiQrn th1rc

Jr-i0+-tb.+y d6r-q.-o-so-6ang-ky-theo,-quy-dinh tai Th6ng*tr1"s a-oai|agn+w-g.v+rrongthdi -
han 30 ngdy k6 tir ngdy co so ddng kjr kh6ng cdn dir di6u kiQn ho4t dQng.

7. co s& ddng k!' thu6c phii b6o c.ao BQ y tti (cpc eyan lj,Duqc) vA cflp nhat
tinh trang d6p irng Th1rc hinh tOt sAn xuAt cira co s0 s6n xuit thu6c, nguy6n 1i-Ou lnm
thu6c nudc ngodi, Tnrcmg hqp. co so sin xudt bi thu h6i giay ph6p sln xu6i hoflc kh6ng
d6p ring lhgc hAnh t6t sAn xu6t thu5e, nguy6n liQu ldm thrif o nudc s& t4i, co so phdl
thgc iriQn viQc b6o c6o trong thoi h;in i5 ngAy te tu ngity cb thdng bin ctn ro quu,
quin lf c6 thArn quyAn nudc so tpi theo q"V ainn tai di6m d khoan- I Di6u 100 Nehi
dinlr sO 54/2017/ND-CP ngdy 081512A1.7 oiaa Cliinh phii quy dinh chi ti6t rnOt sO diAu
vi biQn ph6p thi hAuh LuQt Duoc.

8. Co sd sAn xuAt thu6c trong nu6c phdi bio dim c6c diAu kiQn hopt dQng cira
co sd sin xuAt trong thdi hpn hiQu lrfc cta gi6y d[ng ky luu hdnh thu6c, nguyen tigu
lirn thu6c.

9. Chc thu6c dugc gia.hAn giAy dEng kjr luu hdnh tpi Quyi5t dinh ndy dugc tiOp
tgc str dung s6 deng ki' d6, ciip t.u'6. idri giu iran trong tfrii fran t6i da tzibangtO ttr.
ngAy ducrc.c6p sd d[ng ki gia han theo quy Ointr tai-ptru h;c VI ban hinh kdm theo
Th6ng tu sO 08/20221TT-BYT.

10. PhOi hqp vdi cdc co so di6u tri d0 thUc hien theo dirng c6c quy dinh hiqn
hinh vA thuSc k0 don, theo d6i an toin, hiQu qua, t6c dgng kh6ng mong ;A;;;
thu6c tr'On ngudi ViQt Narn vi t6ng Iiqp, 6eo cao Ureo quy dilh t4i Sieu s iliong tu so
08120221TT-BYT d6i v6i c6c thu6c trong PIiU luc III bau hinh kdm theo Quydt dinh
niy.

Didu 3. Quy0t dfnh niy c6 hiOu lrlc k6 ht ngiy.kji ban hdnh.
Di6u 4' Gi6rn d6c SO Y t6 chc tinh, thinh ph6 tnlc thuQc Trung uo'r1g vd Gi6m

dtic co s6' sin xu6t ve co sd d[ng kf c6 thu6c tai piAu 1 chiu tr6ch-nhi0m thi hdrrh
Quy6t dfnh ndy./.
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Noi nh$n:
- Nhu Ei6u 4;
- BT. Edo Hdng Lau 1A6t/c);
- TT. DO XuAn Tuy€n (d6 b/c);
- Cpc QuAn y - B0 Qu6c phdng, Cuc Y t6 - BO C6ng an;
- Cpc Y t0 GTVT - 89 Giao th6ng vfln tii;
- T6ng Cpc Hii quan - BO Tni chinh;

uc rRr/oNG

- Bioli6m xe hQi ViQt Nan;- pqv rrrvlu  4 rYr Y r9r I\ dlll, rN r: . , , /i
- BO Y tii: Vq PC, Cr;c QLYDCT, Cuc QLI(CB, Tlianh tra -t-+'-j;-Yfi 'fufin Culqg
'80;V-an phtng HDTV c6p GDl(Il{-tliuiic, NLLf ;BQ,-V'Itr phdng. Hpl.V cAp GDl(Ilftliu6c, NIL
- vlen I(N thu5c tu, vien I(N thu5c Tp, HCM;
- T6ng C0ug ty Duqc ViQt Nam - COug ty CP;
- C6c BQnh viQn, ViQrr c6 giuong bgnli tnlc thuQc BQ Y t6;
- Trung tAm rnua sfin tQp trung thu5c qu5c gia;
- Cgc QLD: P.QLI(DD, P.QLCLT, P.PCI-iN, P.QLGT;
Website;
- Luu: VT, EI(T (C.i'i) (02b).
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DANrr MUC 127 THUoC, NGUYEN LrpU LAM THUOC S,[N XUAT TRONG NUoC DUqC GIA HAN

- ctAy pANc xf lurt] HANH r4I vIEr NAM IIIEU LUC 0s NAM - Dgr 213

(Kim theo Quy€t dinh sA fi3 /}E-QLD ngay 19 thdng ll ndrn 2024

cria Crlc Qudn lj,Du'qc)

str l'6n thuOc Hogt chAt chinh -
Him lrgng

D4ng bio
ch6

Quy c6ch il6ng g6i Ti6u
chu6n

TuOI

thq
(th6ng)

S0 dEng kf
gia hln

(Sii dnng kf
I.

oa cap.)

SO

lin
gia
hqrr

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

L. Co sd' ilSug kj: Cdng ty c6 phAn BV Pharma (Dia chi: Sti 1B Drro'ng Le Thi Spc, Ap 2A,Xe T6n Th4nh TAy, huyQn Cri

lhi, Thanh phi5 Uo Chi Minh, Vi6t Nan:)

1.1. Co s6' sin xu6t: COng ty cO phin B\/ Pharma (Dia chi: 56 i 8 DLrd"ng LA Thi Soc, Ap zA,Xd, TAn Tiranh Tiy, huyQn

lfr chi,]'hinh pnii uo chi Minli, viet Narn)

1 Cao ddc Actiso
(3s; 1)

M6i 1g Cao d6c Actiso
(Extractum Foli,wtt

Cyruarae scolynti
spisstun) tuong fing voi
Ld tr-roi Actiso (Folitutt
Cyttarae scob,nti) 359

NguyEn
liQu ldm
'' ,{
UlUOC

Trii 5kg, 10kg;

Tliirng chua 4 tiri
5kg hoflc 2 tui 10kg

NSX JO 893500 1 20900
(vD-31 014-1 8)

1

,R
\N
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2 Cao lch6 Actiso
(6(i,66 : 1)

M6i 1g Cao lch6 Actiso
(Extractwn Folii
C),narae siccum) luong
ung r,6i L6 trroi Actiso
(Foliunt Cynarae

scolynti) 66,669

Nguydn

liQu ldn:
thu5c

Goi 50g, 100g,

2009,5009, 1kg,

5kg,1OkgvA 15kg

NSX 4B 893500 12 I 000

(vD-31447-19)
i

3 Cacr ktrd Cd gai

leo (20 : 1)

IvISi 1g Cao kh6 CA gai

leo (Extractum l{erba
Solani procuntbensis

siccum) tuong ring r,6i
Ci gai leo (Herba

Solani procumbensis)
2os

Nguydn
ligu ldm

thu6c

G6i 50g, 100g,

2009,5009, lkg,
5kg, 10kg, 15kg

NSX 48 893500121 100

(vD-28761-18)
1

4 Cao lchd cd nho

nOi 1tt: t;
M6i 19 Cao kh6 Co. ).. ,^
11nO llol ( f,xtrocll.t)tl

Herba Ecliptae
.sicatm) luong fing vu'i

Co nlro ndi (Herba

Ecliptae) llg

Nguy6n
li6u IAm

thu6c

Tiri 50g, 100g,200g.
500g, 1kg,5kg,
1Okg vA 15kg

NSX 4B 8935001 21 200

(vD-3101s-l8)
1

5 Cao ldr6 I-Id Thil
O do (10:1)

1g cao kir6 Ila thir 6 dd

(Extracttun Radix
Falloptae nrultiflorae
siccunt) hro:rg [rng r,6i

He th'i d db (Radix

Fallopiae nnitiflorae)
1og

Nguydn
lleu lam

tliudc

G6i 50g, 1009,

2009,5009, lkg,
5kg, 101cg, i5kg

NSX 48 893500i 21300
(YD-28762-18)

1

6 Cao l<h6 Ich rl6u
(lixtracturn

Leoiruri japonici
siccLun) (10:1)

1g cao kh6 Ich rrAu
(Extractwn Leonuri

i aponici sicctun) luong
ung vor lch rnall
(Herba Leonuri
japonici) L}g

Nguy6n
liOu ldm
thu6c

T{ri 50g, 100g,2009,

5009, 1hg,5kg,
10kg vd l5kg

NSX 36 893500121 400

(YD-26654-17)
I



Quy c6ch cl6ng g6iI{oat chAt chinh -
Ilim lug'ng

893200128200

(vD-243s1-16)
HQp 10 vi x 10 vi6n,BQt chi6t bdo hoa dAu

(Extructunt Azolla
microphylla) (tuong

ducrng vdi 3,69 dtto. c

liQu) 25Orng

Mediphylanrin

893200128300
(YD-28174-17)

HQp 3 vi x 10 vi6n;
HQp 6 vi x i0 vi6n

Cao kh6 16 b4ch qud

(Extractutn Folii
Ginkgo bilobae

tccunt) (tuong dr-rong

v6i 28,8mg flavonoid
todn phdn) 120mg

Vi6n n6n

bao phim

893200128400
(yD-26340-17)

HQp 3 vi x 10 vi€n;
HQp 6 r,i x 10 vi6n

S icugarin Cao kh6 Carduus
rnariarrus (Exlt"a ctutrr

Silltbi 1110r;nni siccum )
(tuoug duong silymarin
14Omg) 25Omg

Vi6n n6n

bao pliiil

89321 01 28500
(vD-32966-19)

HQp 3 r.i x 10 vi6n,
HQp 6 vi x 10 vi6n

NSXSilyurax complex Cao kh6 Carduus

rnalianus (Extractun
Silybi nt ari ani si ccum)
(luong duong silymarin
toin phin 70rng) i 40mg;

kh6 DiQp hq chiu
(Exlt'aclwn lterbae

P hyl I qp1 1'ti urin aria e

iccrmt) (tuong duong
vdi 1400mg Di6p ha

chdu, Herba P hltl la nt h i
tu"inctriae ) 200mg; Cao

kh6 Ng[ vi tu'

(Exlractun frttcttts
Schis andrae cltinen si s

sicculn ) (tuo'ng duo'ng

vo'i 150m9 Ngfr vi tri,
Fructus Scldsandrcre

chitrcnsis ) 25rng; Cao

l<h6 Nhdn trAn
(Extracturu herbae

d.enosmatis caerulei
cam) (ftong tluong

714,5mg NhAn trin,
I'lerba Adeno.sntatis

caerulei) 50ng;
Curcuminoids (chi6t xuAt

ru'NghQ, Cw"cunru

lortga L.) 25mg

Vi0n narrg
cirng

15

'l6n thu0c D4ng bio
.Acne

Ti0u
chuAn

TuOi
thg

(thdng)

56 dnng kf
gia hqn

(56 dnng kf
I.

oa cap,

s6
lin
gia
h?n

74

(2) ) {4) (6

Vi6n nang

ering

NSX 36 1

75 Ncucitin NSX 36 1

76 NSX 36 I

'71 36 1

I



$-lffi

BQYTE
.uAN LV DUq'c

ceNG HoA xA uer cn0 NcHiA vIPr NA.M

DQc l$p - Tq do - H4nh Phtic

/QD-QLD Hd NOi, ngdY 19 thdng 11 ndm 2024

t qwfr DINrr
viQc ban hinh Danh mgc 130 thuiic, nguyOn IiQu lirn thuiic

cluqc gia h4n gi6y cl{ng ky luu hinh t4i ViQt Nam - Eqt 213

CUC TRIIdNG CUC QUAN Lf DTIqC

Cdn ca Lufit Dnq'c sii lOs/zOt 6/QHl3 ngdy 0614/2016;
Ckr ca Nghi dinh sii gS/ZOZztNB-CP ngd.y 15/1 1/2022 cila Chinlt ph{t quy dinh

chi'c ndng, nh.i€ru vq, qrryin han vd co cdu tii chti'c cua Bo Y t€;
Cdi'cw Quyai'ai"i ta iooot}o-rYT ngdy 26/4/20'23 cita BQ tra6'ng BO Y fi quy

dinh chac ndng, nhiQm rq, quyin hqn vd co cAu t6 chrt'c cila Ctlc Qudn t, Dwqc thudc
B0Yft;

Cdn ca Thdng ta sti 0B/20221TT-BYT ngdy 05/09/2022 cila Bd tradng n0 y O
Ety dinh viQc ddng lcy l*u hdnh thudc, ngtry€n tiQu ldrn thudc;

Cdn ca kdt ludn ctta Hgi ding tu'riin ,dp giAy ddng hi twu hdnh thudc, nguyht
li€tt ldm thudc - BO Y tO dqt 213 tqi C6ng vdn s6 I|/HDTV-VPHD ngdy 23/10/2024
cita Ydn phdng H\i d6ng tw vdn ciip GEKLI{ tlu.Ldc, nguy€n li€u ldm thudc;

Theo di nghi c*a Tradng phdng Ddng lq, thudc, Cqrc Qudn ly Du'qc.

Quv6,r DINH:

Di6u 1. Ban hdnh kdm theo Quy0t dfnh niy danh mr;c 130 thu6c, nguy0n liQu
ldm thu6c dugc gia hqn gi6y ddng hf luu hdnir tqi ViQt Nam - Eqt 213 cU th6:

1. Danh m;,c 127 thu6c, nguy6n IiQu ldr:r thutic sin xri6t trong nudc dugc gia
han gi6y d[ng kjz luu hinh hi0u lpc 05 n6m (Ptu,r lqc I lcdrn theo).

2. Danh rnuc 02 thu5c nudc ngodi duo. c gia hpn gi6y ddng lqf luu hinh higu lUc
05 ndm (Phu tac II kdm theo),

3. Danh rnuc 01 thuiSc nu6c ngodi duo. c gia hgn Bi6y 55rr* Ly luu hdnh hiQu tUc
03 nlrn (Phqlqtc III kim thea).

Eitu 2. Co sd sAn xuAt vdL cry so d6ng ky thu6c c6 tr6ch nhiQm:
1. SAri xuAt thu6c, cung c6p thudc vdo ViQt Narn theo cliurg c6c hd so, tdi liQu dd

ddng ky v6i 86 Y t6 vd ph6i in hoic d6n si5 derg k!'duqc 89 Y t6 ViOt Nam c6p l6n
nhdn thu6c.

?. Chep hdnh dAy du phdp luft cfia Vi0t Nam vi c6c quy dinh.cira B0 Y t0 v0
s6n xu6t, nhQp khAu thu6c vdL luu irdnh thu6c tai ViQt Narn, n6u c6 UAt cir thay d6i gi
tlong qu6 trinh luu hdnh tiruSc 6 nudc so t4i vd o ViQt Nam thi phii b6o c6o ngay cho
Cuc Qudn lf Dugc - Bg Y te ViOtNarn.

3, Thyc hiQn viQc c{p nhft ti0u chuAn chAt lugng cua thu6c theo quy dinh tqi
Tlr6ng tu s0 1LDAL8/TT-BVT ngity 0415/2018 cua BQ truong BO Y t0 quy dinh vd
cii6t iugng thu5c, nguydn liqu lArn thu5c; Th6ng tu s6 I31}O}O1TT-BYT ngdy
2210112020 cua BQ trudng BO Y tt5 stra COi, UO sung rn6t sO aiAu cria Thdng tu
IL1}}18/TT-BYT quy dinh vO chAt lugng thu5c, nguy6n liQu lAm thutic; Th6ng tu s6

38l202llTT-BYT ngdy 3111212021 ctra b0 trudng BO Y td quy dinh v0 ch6t luqng
t.

duo'c liQu, vf thu6c cd truy6n, thu6c c6 tnry6n.
4. Thu5c dugc gia han gi6y d6ng ky iuu hanh tpi Quyiit dinh ndy nhung chua

n$p hd so cpp nh4t nQi dung nhdn thu5c, to'hucmg d6n sir drlng thui5c theo quy dinh
ctra Th6ng tu 01/2018/TT-BYT ngAy l UAlD0l8 cria BQ tlucrng B0 Y te thi phii thpc

ffi
*$
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hiQn cflp nhflt theo quy dinh tpi di6m b l(ho6n I Ei6u 37 Th0ng tu s5 OtUzol8lTT-BYT
trong thoi han 12 thdngtcO trf ngAy dugc gia hpn giay ddngkj'luu hdnh.,

5. Sau lZ thirrr{k6 ft ne"dy lq? fra iant qiyet ein[ ndy, c6c thul5c dugc gia hqn
gi6y dF',nS kj'luu hAnh theo Quy6t dinh ndy c6 thay AOI ve nQi"dung hanh chinh phAi
sAn xuAt vA iuu hAnh v6i c6c nQi dung t15 dugc ph6 duyQt thay d6i trong h6 so gia h4n.

6, Co s& d[ng k!'thu6c ph6i bio d3m duy tri diAu ki$n hoat dQng trong thdri gian
hiQu luc cua gi6y ddng hi iur,r h[nh thu6c, nguy6n 1i0u ldr:r thutic. Trong trucmg hgp
kh6ng cdn d6p ilng d{r diAu ki6n ho4t dgug, co s& ddng.kjr phii c6 ft6ch nhiQm thur

.lrj6._q-tb4y-{0-r-+o- r6-dsog l(y--the"o-quy- dinh tai. Th6ng.-ttr-"s64 81?;02*lT-T=R-Yf"tron8 th' ' ' -
hAn 30 ngdy kC tir ngiy co s& ddng kjr kh6ng cdn dtr diAu kiQn ho4t dQng.

7, Co so d5ng kf thu6c ph6i b6o c6o BQ Y tO (Cuc Quin if Duqc) v€ cflp nhflt
tinh tr4ng d6p tng Thpc hnnh t6t sin xuAt cira cs s& s6n xuAt thu6c, nguy0n liQu ldm
thu6c nudc ngodi. Tnrcrng hop. co' so sin xuAt bi thu h6i gi6y ph6p sin xuii ho[c kh6ng
d6p ring thUc hdnh t6t s6n xu6t thu5c, nguyOn liQu ldm thu6c d nudc s& t4i, co s0 phdi
thlrc hiQn viQc b6o c6o trong thoi hqrn 15 ngdy kO tu ngdy c6 th6ng b6o cira co quan
quan If c6 thAm quy6n nu6c sd tai theo quy dinh tai di6m d kfioan 1 Didu 100 Ngh!
dinlr s6 541201,7IND-CP ngAy 08/5/2017 cba Cliinh phri quy dinh chi ti6t mQt sO aiAu
vi biQn phdp thi hinh Luflt Dugc.

B. Ccv sd sAn xuAt thu6c trong nu6'c ph6i bAo dim c6c diAu ki6n hopt dQng cira
cs sd sin xu6t trong thdi hpn triQu h.rc crta-gidy d[ng k!' luu hdnh thu6c, nguyen Ugu
ldin thu6c.

9. CLc thu6c dusc gia han giAy ddng kf luu hirih tai Quy6t dinh ndy duqc ti6p. a-.-tqc str dqng s6 dlng kf dd cAp hu6c khi gia h4n trong thd'i h4n ttii da 12 thdng te tt'
ngiy dugc cdp s6 d[ug kf gia hqur theo quy dinh tai PhU luc VI ban hdnh kdm theo
Th6ng tu' sO OSiZO 22lTT -BYT.

10. Phdi hqp vdi cic co sd di6u tri t10 thlrc hiQn theo dirng cdc quy dinh hiOn
hdnh vA thu6c k6 don, tlieo ddi an toin, hiQu quA, t6c dgng kh6ng *one 

"ru6" 
.t u

thu6c tr6n ngudi ViQt Narn vi t6ng hgp, b6o c6o theo quy dinh tai 5i0u S th6ng tu sO

08120221TT-BYT rtOi vOi cdc thudc trong Plip lgc III ban hdnh kdm theo Quydt dinli
ney.

Di6u 3. Quy0t dinh niy co higu luc k6 fi ngly ky ban hAnh.
DiAu 4. Gi6m ddc S& Y t6 cic tinh, thd,nh phti trlic tliuQc Trung uong vd GiArl

d6c co s6' sin xu6t ve co sd ddng kjr c6 thu6c tai BiCu 1 chiu trdch nhi0m thi liinh
Quy6t dinh ndy.i.

=
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Noi nhQn:
- Nhu EiAu 4;
- BT. Eio H6ng.Lan (deVc;;
- TT. E6 XuAn fuydn (d6 b/c);
- Cpc QuAn y - BO Quiic phdng, Cgc Y te - BO C6ng an;
- CUc Y te GTVT - BQ Giao th6ng vQn tai;
- T6ng Cuc Hii quali - BO Tdi chinh;
- B6o hi6m xE hOi ViQt Narn;
- B0 Y t6: Vr1PC, Cgc QLYDCT, Cr;c QLI(CB, Thanir tra
'80;V"an phdng-IIDTV-cAp GDKLHttiuOC, NL[t;- - - *
- Vien I(N tliui5c TU, vien I(N thu6c TP, HCM;
- TOng COng ty Duqc ViQt Nam - C6ng ty CP;
- Cac-Benh viQn, ViQrr c6 giulng bpnh trUc thuQc BO Y te;
- Trung tdm mua siln t{p trung thu5c qu6c gia;
- Cuc QLD: P.QLI(DD, P,QLCLT, P.PCI-IN, P.QLGI';
Website;
- Luu: VT, EI(T (C.H) (02b),

TRIIONG

Tudn Culng



Phg lgc I
DANrr MUC 127 THU6C, NGUyflN LrFU LAM rilUOC S,iN XUnr rRONG NIroC E{IqC GIA HAN

^'f -'*Y*'^ -n',- -/;., --)-'---^rvzr*m yllfrrratln iE xrirr nr1'rfia'l ,- GIAy I,AI\U Ily LU U rIAi\fI r4.r VrS.r i\Alvl nrpu rJV \- ur l\ArYr 'aY t Ltr
(Kim tlteo Qq,€t dinh sii lls /}D-QLD ngay 19 thdng ll ndm 2024

ctia Cuc Qudn $,Du'qc)

Tu
thq

(th6ng)

t. Coso'clring kj,: COng ty c0 phAn BV Pharma (Eia chi: 56 1B Duong Ld Thl Soc, Ap 2A,XdT6n Th+nh TAy, huyQn Cu

lhi, Thnnli pnO UO Chi Minh, Vi€t Nam)

1.1. Co' sir'sin xudt: Cdng ty c6 phAn BV Pharma (Eia chi: 56 18 Errdng Le Thi Soc, Ap 2A,Xd TAn Thanh Tiy, huy0n

lu Chi, '1'hirrh ptrO tfO Chi Minh, ViQt Narn)

gia h4n
(Sii deng k)t

I.
oa cap)

Hoat chAt chinh - Quy c6ch tl6ng g6i

1 Cao cldc Actiso
(3s : l)

M6i 1g Cao dic Actiso
(Extractnnt Foliunt
Cynarae scolymi
spisstm) luong fing vo"i

Ld tuoi Actiso (Foliunt
C),norae scolyni) 35g

Npy0n
liQu lim
thu6c

Tii 5kg, 10kg;

Tlitng chira 4 tiri
5kg ho{c 2 tui 1Okg

NSX 36 893500 I 20900
(vD-31014-18)

1

(-

2 Cao lch6 Actiso
(66,66 : 1)

M6i 19 Cao kh6 Actiso
(Extractton Folii
C),nare e siccunr) tvong
img v6i Ld tuoi Actiso
(Folium Cynarae

scolymi) 66,669

NguyOn

ligu ldnr

thu6c

G6i 50g, 100g,

200g,500g, 1kg,

51cg, 1Okg vi i 5kg

NISX 48 893500I21 000
(YD-31447-19)

1

J Cao kh6 Cd gai

leo (20: I)
M6i 1g Cao khd Cd gai

leo (Extraclum Herba
Solani proatntbensis
siccuru) h:ongfng vdi
Cd gai leo (Herba

S o lani pro cu.ntb eusis)

2oe

NguyCn
li€u ldm

thu6c

G6i 50g, 1009,

2009,5009, lkg,
5kg, 101<g, i5kg

i\5x 48 893500121 100

(vD-28761-18)
I

4 Cao l<h6 cd nho

noi(11:1)
M6i 1g Cao kh6 Co, ).. .-
rl11o llot (LxtractLt tn

Herba Ecliptae
sicatm) tuong img voi. ). ---uo nno nor (Herba

Ecliptae) llg

NgryOn
IiQu linr
thui5c

Tiri 50g, 100g,2009,
5009, 1kg,5kg
10kgvd l5kg

NSX 48 8935001 21200
(vD-310r s-18)

1

5 Cao l<h6 I-ld Thir

0 ao (to:r)
1g cao kh6 Ile thtr 6 c16

(Extrachun Radix

Fallopiae nrultillorae
siccunt) tuo'ng frng v6i
Hd tht 6 db (Radix
Fallopiae nntltifl ora e)

1oe

NguyCn

lipu ldm
thu6c

G6i 509 1009,

2009, 5009, 1kg,

5kg, 10kg, 15kg

NSX 48 893500121 300

(vD-28762-18)
1

6 Cao kh6 lch mAu

(Exti'acturn

l,eonuri japonici

siccLun) (i0:1)

1g cao kh6 ich rniu
(Extractrm Leorruri
j apottici siccunt) tuong
ung vOr lcn rnau

(Herba Leonuri

iaponicl lAg

Nguydn

1i0u lim
thuSc

Tiri 50g, i00g,2009,
5009, lkg,5kg,
1Okg vd 15kg

NSX JO 893500121 400

(YD-266s4-17)
1

.:
jdr

.T\
tAl
IAT

flA

'-, H('4

Him lug'ng
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STT I'0n thu6c IIo4t chAt chinh -
Him luong

D4ng bio
chi6

Quy cdch tl6ng g6i Ti0u
chuAn

Tu6i
thq

(thing)

56 dlng ky
gia h4n

(Sii tling kf
I.

da cap,

S6

Iin
gia

h?n
(1) (2) (3) (4) (s) (6) (7) (8) (e)

i. Co s0' rling ky: COng ty cd phAn Duqc Hi finh (Dia chi: s6 167 duo'ng Hd Hriy TAp, Phudng Nam Hli, thdnh ph6 Hd
lJnli, 'fiuh Hd l-inh, Viet Nam)

7.1- Co'so' sin xu6t: COng ty cd phAn Du'qrc Hir finh (Dia chi: Cr.rm Cong nghiCp - ti6u thir c6ng nghiOp Bhc CAm Xuy€n,
K[ Cdni Vinh, huy6nCArn Xuy6n, tir-rh Ha Tinh, Vi6t Nam)

24 Bach b6 I-Iadiphar Cao l6ng Bdch b6

(Exlractzurr Slemona

luberosa liquidun)
tu'ong dlro'ng vo'i B6clr
bQ (Radix Stentonae
tubero.rae A,4g)

0,04gl1ml

Cao i6ng lH$p 10 6ng, 15 6ng,
t,
120 6nex 5ml;

H$p 10 5ng, 15 6ng,
20 6ngx t0m1;

HQpllqx30m1,
60rni, 100m1,200rn1

NSX 36 893200123200
(vD-33301-19)

i

L

25 Ncr-rrogiloban Cao Bach quA

(Extractun (Folii)
Ginlcgortis bilobae
siccuru) (tuong img v6{
9,6rng flavonoid todn
phAn) 40rng

Vi6n n6n

bao phim
HQp 3 vi x 10 viOn,

HQp 6 vi x 10 viOu,

I{Qp 10 vix 10 vi6n;
L9, FIQp 1 lo 100

vi6n

NSX JO 893200123300

(vD-26698-17)
1

"2d Sirlakarang Cao kh6 Kim ti6rr th6o
(Extractum Desmodii
s?,racifolii si ccunt) 1 g

.:
ruong rmg vot l(lnt llelt
th6o (Herba Desntodii
sq,racifolii) 109

Ihu6c c6m H6p 10 g6i x 69 NSX JO 8%20A123400
(vD-24095-16)

1

\
27 Vien ngdm bqc hA Tinh ddu B4c Hd

(,4et h ero I eunt Men th a e

arvensis) (tuong ring
0,B25mg menthol )
1,5mg

Vi6n n6n

ngfin
HQp I lq x 50 vi6n,
I00 r,iOn; I{6p 2 vi,
4vi,5 vi, 10vix 10

vi6n

NSX 36 8932001 23500
(vD-28802-iqil

:a
-/.-9$':D

p
i. Ccr sti tling I<y: C6ng ty C6 phin Du'o'c I{0u Giang (Dia chi: 288 Bis, NguySn Vdn Cir, phuong An Hda, qufln Ninh
,.,). , -1 ^:(i6u, tlrirh pird CArr Tho', Vi6t Naur)

3.1. Co so' srin xr6t, COng ty C6 phf,n Dug'c H$u Giang (Eia chi: 288 Bis, Nguy6n Vin Cu, phudng An Hda, quAn Ninh
Kidu, thAuh ptiii CAn Tho, Vi6t Narn)

ZO Cozzlvy Cao kh6 16 thudng xudr:
(Hed erae heli cis .foli i
extrqctutn siccunt) (ty
10 (6-8) 1) 0,42gl60ni1

Siro H$p1chaix60nl,
HQplchaixl00ml

NSX 24 893200123600
(vD-32609-19)

1

). Co'sti' ding ky: Cdng ty c0 phln dug'c L0m D0ng - Ladophar (Eia chi: 18 Ng6 Quy€n, phulng 6, Thinh ph6 Ei Lpt,
:inh Ldm Ddng, VigtNam)

).1. Co's6' s6n xudt: COng ty c6 phin dug'c L6m Edng - Ladophar (Eia chi: l8 Ngd Quy6n, phuong 6, Thinh pht5 DA Lat,
:irrh Liiir D6ng, Vi6tNam)

29 Cynaphytol Cao khd Actisd
(Extractum Cynara.e

Sicctun) (tuo'ng duong
v6i 49 16 tuoi Actis6)
0,1 69

Vidn n6n

bao ducmg

HQpltuypx50
vi6n, Hdp 10 vi x l0
vi6n

NSX JO 893200123700

ryD-24104-16)

1

-:t
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ceNG noA xA ngr cHU Ncnia vIEr NAM
DQc l$p - Tr; do - H4nh phric

t lQo-Qro HdN|i,ngdy 12 thdng\S ndm2024

QTIYET ETIIH
viQc ban hinh Danh mqc 32 thuOc, nguy6n liQu lhm thu6c

gia hpn gi6y tling ky luu hinh t+i ViQt Nam -Da.t204

CUC TRIIOI{G CVC QUAN Lf DIIqC

Cdn cu Ludt Daqc sd tOs/zOt6/QH13 nsdy 06/4/2016;
Cdn c* NShi dinh sa SS/ZOZZ/NO-CP ngay I5/11/2022 cila Chinh phil quy

dinh chilrc ndng, nhi€m v4, quyin hgn vd co ctiu tti chilrc cfia B0 Y tii;
Cdn uh QuyOr dinh si| 1969/QD-BW ngdy 26/4/2023 cila B0 tradng nO y tA

quy dinh ch*c ndng, nhi€m vqr, quydn hqn vd co cdu d chdrc cfia C4c Qudn It Daqc
thu\c B0 Y tA,

Cd.n cu Th6ng tw sii 08/2022/TT-BYT ngdy 05/09/2022 cila Be tradng AO y ta
quy dinh viqc ddngt y tn hdnh thudc, nguyOn li€u ldm thudc;

Cdn cu kAt hAn cfia HQi d6ng ta ,d'n 
"iip 

gidy ddng t y luu hdnh thudc,
nguy€n li€u ldm thudc - BO Y # dW 204 tqi C6ng vdn sd 65/HDTI/-WHD ngdy
04/7/2024 cila Vdn phdng HQi d6ng ta vdn ciip GDKLH thu6c, nguy€n liQu tdm.,,<
muoc;

Theo di ngh! aia Tru'6ng phdng Ddng lq thudc, Cuc Qudn lj, Daqc.

QIIYET E}NH:

Ei6u 1. Ban hdnh kdm theo Quy0t dinh niy danh muc 32 ttut6c,nguyOn liQu
ldm thuSc dugc gia han giiy ddng hjr luu hdnh tai ViQt Nam - Dqtz}  cu th6:

1. Danh mr,rc 30 thu5c, nguy6n liQu ldm thu5c sdn xuAt trong nudc duoc gia
han giSy ddng kjz luu hdnh hiQu lUc 05 n6m (Phu htc I kdm theo).

2. Danh mgc 01 thu6c sf,n xuSt trong nu6c dugc giahqn gi6y ding lcy luu
hdnh hieu iuc d6n 3111212025 (Phw lwc II kdm theo).

3. Danh mpc 01 thu6c nu6c ngodi dugc gia hqn gi?ry ddngkjr luu hdnh hiQu

lgc 05 ndm (Phu fuc III kAm theo).
Ei6u 2. Co sd sin xuAt vd co so ding ky thu6c c6 tr6ch nhiem:
1. Sin xuAt thu6c, cung cAp thudc vio ViQt Nam theo dirng c6c hd so, tdi liQu

dd ddng hj'v6i BO Y t6 vd ph6i in ho{c d6n s6 d[ng lci dugc BQ Y tO Viet Nam c6p
16n nhdn thu6c.

I Chdp hATh dAy du ph6p luft cua ViQt Nam vdL cic qtty dinh cua BQ Y t6 vO

sin xuAt, nhpp khau thudc vd luu hdnh thu6c tpi ViQt Nam, ntSu c6 Aat cirthay d6i gi
trong qu6 trinh luu hdnh thu6c o nu6c sd tpi vd o ViQt Nam thi ph6i b6o c6o ngay
cho Cuc Quin lj'Dugc - BO Y tC VigtNam.

3. Thuc hiQn viQc cfp nhat ti6u chuAn ch6t luqng cua thu6c theo quy dinh tpi
Th6ng tu s6 l ll2OlSlTT-BYT ngiry 04/512018 cira BQ trucrng BO Y t0 quy dinh vd
ch6t tuo.ng thu6c, nguy6n liQu ldm thu6c; Th6ng tu s6 OI1ZOZO1ITiBYT ngiy
22/0112020 cria BQ tru&ng BO Y ti5 stra AOi, UO sung mQt s5 Aidu cua Th6ng tu
lllz}l9lTT-BYT quy dfnh v0 ch6t lugng thu6c, nguy€n liQu ldm thu6c; ThQng t_u

sO ZA|ZOz\ITT-BYT ngiy 3111212021 cla BQ tru@ BO Y te
luqne duoc 1i0u. vi thuiic c6 truvdn. thu6c cO truviin.

ffi*)t/^fttf"f/$u)ujl c0

Nil

luqng dugc li-ou, vi truydn, thu6c cO truyen.
quy dlnh vd ch6t
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.4. Thu6c dugc gia hW giSy dAng ky luu henhjai Quyet dlnnpl nhtmg chua

nQp h6 so ctp nhfltnQi dung nhdn thu6c, to hucmg d5n sit dqng thu6c theo.quy dfnh

rou Th6ng tu 01/2018/TT-BYT ngiy 18/01 12018 cua B0 truqlg B0 Y t0 thi phii
thUc hiqn cflp nhft theo quy dinh tai di6m b Khoin 1 Ei0u 37. Th6ng tu s6

}ll2}lSlTT-eyf trong thdi han 12 thfngkO tu ngdy dusc gia han gidy ddng lci' luu
henh.

5. Sau 12 thingk6 tu ngiy ky ban hnnh Quy6t dinh niry, cbc thu6c dugc gia
hal ei6y d5ng ky tuu trann theo Quytit dinh ndy c6 thay AOi vC nQi dung hdnh chinh
phii san xuAt vd luu hdnh vli c\c nQi dung dd dugc ph6 duyQt thay ddi trong h6 so
gia hpn.

6. Co scv d7rneky thu6c phii b6o d6m duy tri di6u kiQn hoat dQng trong thdi
gian hiQu l1rc ctra giay Aeng ky lup hdnh thu5c, nguyOn liOu ldm thu6c. Trong
trudng hqrp 1&6ng cdn d5p rmg dtr diOu kiQn ho4t dQng, ctv s& ddng kjl phii c6 tr6ch
nhiQm thuc hiQn thay d6i co s6 d[ng lci theo quy tIffi t4i Th6ng tu sO QSi_ZILL|TT-
BYT trong thdi hqn 30 ngdy kC tu ngdy co sd dlng hj'kh6ng cdn dir diOu kiQn ho4t
d0ng.

7 . Co sd deng kj' thu5c phiibin c6o B6 Y tti (Cgc Quin lj' Duqc) vC cflp

nhit tinh trqte d6O img Thyc hanh t6t s6n xudt cria co so sin xudt thu6c, nguy0l
liqu ldm thu6Cnu6c ngoii. Trudmg hgp co sd s6n xuAt bi thu h6i gi6y ph6p san xu6t
ho[c kh6n g dapung riyc henh t5; sin xo6t thu5c, t g.ry6o liQu liir irr"6t-a nu6c s6

t4i, co sd phiithr;c hiQn viQc b6o c6o trong thoi hpn 15 ngiy t<O tu ngdy c6 th6ng
b6o cua co quun quan lj'c6 thAm quyAn nu6c sd t4i theo quy dinh tai diOm d khoan
1 Dieu 100 Nghf.dinh sO 54l2Ol7/l\tE-CP ngdy 08l5l2ol1 ctra Chinh phri quy dinh
chi tiet mQt sO diOu vd biQn plep thi henh Lu$t Dugc.

8. Co s& sAn xuat tfruOCtrong nu6c phdi b6o dim c6c diOu kiQn hoat dQng

cira co sd sin *u6t trong thoi hpn hiQu luc cta gi6y dang ki'luu hdnh thu5c, nguy6n
1i0u ldm thu6c.

9. Cdc thu6c dugc gia han Si6y deng ky luu hdnh tpi Quy0t tljnh niy duqc
ti6p tuc su dpng sO Aang f& aU cap"mOckhi gia hqn trong thoi han tOi da 12 thilng
kC tu ngdy dugc cdp s6 d[ng Ly gia h4n theo quy dlnh tai Phu luc VI ban hdnh kdm
theo Th6ng tu s6 08/20221TT-BYT.

Di6u 3. Quy0t dinh ndy c6 hiQu luc kO tu ngdy S b* henh.
Ei6u 4. Gi6m d6c So Y td cdc tinh, thdnh ph6 tr.uc thuQc Trung ucrng vd

Gi6m d6c co s& san xr6t vd co sd dlng hjr c6 thu6c tai Di6u 1 chiu tr6ch nhiQm thi
hdnh Quy6t dinh nity.l.

Noi nhQn:
- Nhu Ei6u 4;
- BT. Edo Hdng Lan 146 Ulc;;
- TT. D5 Xudn Tuy6n 

1AC 
Uc;;

- Cgc QuAn y - 86 Qu6c phdng, Cgc Y te - B0 C6ng an;

- Cgc Y te CfVf - B0 Giao th6ng vqn tAi;
- T6ng Cpc Hii quan - BQ Tdi chinh;
- 86o hi6m x6 hQi ViQt Nam;

,=

rl
e
PI

?l
0.1

,--

Tufn Culng- B0 Y t6: Vg PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
BQ, Vdn phdng IDTV c6p GDKLH thu6c, NLLT;
- Vign KN thu6c TU, Vign KN thu6c TP. HCM;
- T6ng C6ng ty Dugc ViQt Nam - C6ng ty CP;
- C6c B0nh vi6n, ViQn c6 giudng bQnh tryc thuOc B0 Y t6;
- Trung tim mua s5.m t4p trung thu6c qu6c gia;
- Cuc QLD:P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, DKT (C.H) (02b).

(4!"Q.



Phg lgc I
DANH MUC 30 THUoc, NGUvEN LrEU r.Avr rnuoc sAN xuAr rRoNG Nurdc Dt gc GrA rr4.N

crAy DING KJ LIJU HANH T+I vIsT NAM HI].OU LUC 05 NAM .DqI 204

(Kdm theo Quyh dinh sii 59t /QD-QLD ngay 12 thdng 0B ndm 2024

cfia C4c QudnI!,Daqc)

1. Co sO rllng ky: COng ty c6 phin c6ng nghQ cao Traphaco (Dia chi: Xd TAn Quang, huyQn VIn Ldm, tinh Hrmg

ViQtNam)

1.1. Co s& sin xuAt: C6ng ty c6 phin c6ng nghQ cao Traphaco (Dia chi: Xe Tan Quarg, huyQn VIn Lam, tinh Hrmg Ydn,

ViQtNam)

Bach EAng, thdnh ph6 H4 Long, tinh Quang Ninh, ViQt Nam)

2."1,. Ca s& sin xudt: C6ng ty C6 phAn Du'gc - V{t tu Y t6 qunng Ninh (Dia chi: T6 l, lfiu 10, phuong ViQt Hung, thanh

phO Ha Long, tinh Qu6ng Ninh, Viet Nam)

finh, Tinh Hd Tinh, ViQt Narn)

3.1. Co s& sin xu6t: COng ty c6 phnn Du'gc Hi finh (Dia chi: Cgm c6ng nghiQp - Ti6u thri c6ng nghiQp B6c Cim Xuy6n,
xd CAm Vfuh, huyQn CAm Xuy6n, tinh Ha Tinh, ViQt Nam)

=,Sr

fY

ir
i1

iil
2
vit-=

STT T6n thu6c Ho4t chit chinh -
Him lugmg

D4ng bio
chii

Quy cSch rl6ng g6i Ti6u
chuAn

Tu6i
thq

(th6ng)

56 tung t<f
gia h4n

(Si6 tling kf
t.

oa cap,

S6
.;.lan
gia
h?n

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

cao T chi: Xd TAn VIn Ldm, tinh YOn

1 ICCn huy6t ich
n5o

Cao d{c rC Einh ldng 5
:7 (Extractum Radix
Polysciacis spissum)
(tuong duong 750mg 16

Dinh ldng) 150rng; Cao

kh6 16 B4ch qui
(Extractum Folii
Ginkgo siccus) (Him
lugng Flavonoid todn
phin2 24%)Sme

Vi6n n6n

bao tludng
HQp I vi x 20 vi6n;
HQp 5 vi x 20 vi6n;

NSX Jb 893200723424
(YD-2406e-16)

1

2. Ccr s& tlIng kf: COng ty C6 phin Dugc - Vflt tu Y tG Quing Ninh (Dia chi: 56 703, ducrng Le ThAnh T6ng, phudng

2 Azairnu 500 Cao df,c Ducmg quy di
thgc (16) (Extractum
Radix Angelicae
acutilobae spissum)
(tuongduongv6i i,83g
RE Ducrng quy di tfuc)
500mg

Vi6n nang

cfng
HQp 3 vi x 10 vi6n,
hQp 5 vi x 10 vi6n

NSX JO 893210723524
(vD-32110-19)

1

3. Co s0 tllng kf: C6n ty C6 phAn Duqc Hi finh (Dia chi: 56 167 ducrng Hi Huy Tip, Phucrng Nam Hi, Thenh Hd

.5 Phalintop Ong 10rnt chria: Cao

l6ng (tuong ring v6i:
DAng s6rn nam ch6

(Radix Codonopsis

iavanicae) l,5g; Cam

thirc @adix et

Rhizhoma Glycyrrhiza)
0,5g)/3rnl;
Dich chii5t men bia
(Fermentum

Saccharomyces

cerevisiae siccaturu)

(tuong r?ng v6i men bia
10g)/aml

Dung dich
thu6c nu6c

HQp 10 6ng x 10m1,

HOp 20 6ng x 10mt;

HQp 10 5ng x 5ml,
HQp 20 5ng x 5m1,

HQp 30 5ng x 5m1,

HQp 40 6ng x 5ml;
HQp 1 le 60m1,

90m1, 100m1, 120m1

NSX 36 893200723624
(YD-240e4-t6)

1



2

STT TOn thu6c Ho4t chit chfnh -
Him lugmg

D4ng bho
ch6

Quy c6ch tl6ng g6i Ti6u
chuAn

Tudi
thg

(th6ng)

Sd tlnng kf
gia h4n

(S5 tlIng kf
T.

da cap)

s6
lffn
gia
h?n

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

e Tumegas M5i l5rnl chira: BOt

nghQ vang (Rhizoma

curcurnae longae) 4,59

Gel u6ng HQp 10 g6i,20 g6i,
30 g6i x 15ml; HOp

1 lg 60srl, lg 90m1,

1g 100m1,1g 125ur1,

lq 200m1

NSX 36 893200723724
(vD-2s5e0-16)

1

4. Co sd tlIng kf: COng ty cd phin Duqc 3lZ (Dia chi: 601 C6ch Mpng Th6ng T6m, Phudng i5, Qufln 10, Thanh

5 Aulakan Cao kh6 16 B4ch qui
(Extractum (Folii)
Ginkgonis bilobae
siccum) 40mg

Vi6n n6n
bao phim

HQp 2 vi x 15 vi6n NSX 36 893200723824
(GC-237-ts)

1

5. Co s0 tlIng kf: C6ng ty c6 phin dugc ph6m An Thi6n (Dia chi:374 Bdng Sao, phuong 5, qu$n 8, Tp.H6 Chi Mint

prro ud Chi Minh, ViQtNam)

4.L. Ca s& sin xu6t: C6ng ty Cd fnAn Duqc PhAm Me Di Sun (Eia chi: 52I An Lgi, Hda Lgi, Bi5n Cit, Tinh Binh Duong,

ViQtNam)

VigtNam)

5.1. Co s6'sin xudt' CAng ty c6 phin dugr ph6m An Thi0n (Dia chi: L6 C16, Eudng s5 9, k*ru c6ng nghiQp HiQp Phudc,
Xd HiQp Phu6c, HuyQn Nhd 36, ftuAnh phA }Id Ctri Minh, ViQt Nam)

ViQtNam)

7.1. Co s0 sin xu6t: Chi nh6nh c6ng ty c0 phin dugc phim OPC t4i Binh Duong - Nhi mrfly duqc phim OPC (Dia
chi: Sri 09/DX04-TH ,T6 7 , Ap Tan H6a, Xd TAn Vinh HiQp, Tdn UyCn, Binh Duong, ViQt Nam)

6 A,T Antihepatic Cao l6ng Actiso (tucrng

ducrng 2,5g Actiso)
(Extractum Herbae
Cynarae scolymi
liquidum) 2,5gl5l;n|

Cao 16ng HQp 20 g6i, 30 g6i,
50 g6i x 5ml; HQp

20 6ng,30 t5ng,50

5ng x 5mI; HOp 20

g6i, 30 g6i, 50 g6i x
10ml; HQp 20 6ng,
30 5ng, 50 6ng x
10rn1; HQp 20 g6i,
30 g6i, 50 g6i x
15m1; HQp 1 chai x
120m1

NSX 24 893200723924
(vD-30304-18)

1

.b

*
6. Co s& tling kf: C0ng ty cO phin Du'-oc phim D4t Vi Phf (Dia chi: LO M7A , Eudng D17, Khu COng Nghi_6p M! I
1, Phudng Th6'i Hda, Thi Xa B6nCLt, Tinh Binh Duong, ViQtNam)

6.1. Co s0 sin xuit: COng ty C5 phAn Du-nc phim Me Di Sun (Dia chi: 521 An Loi, Hda Lgi, BdnCilt,Binh Ducrng,

Nam)

iiEi

:.-

N

'7 Ginknex Cao kh6 16 bach qui
(Extractum Foliunr
Ginkgo biloba Siccus)

8Omg

Vi6n nang

mem

HQp 6 vi x 10 vi6n NSX 36 893200724024
(GC-247-16)

>.4

7. Co's6'rllng kf: C6ng ty Cd phin Dug'c phim OPC (Dia chi: 1017 H6ng Bdng, Phudng 12, QuQn 6, TP. H6 Chi Minh

8 Thu6c tri s6i
..).

than x-lm tlen
thio

Cao Kim Ti€n Thio
(Extractum siccurn
Desmodii styraciftlii)
(tuong duong duoc li6u
Kim ti6n thio Herba

Desmodii styracifolii
2,4g) 720m9

Vi6n bao

dulng
HQp1chaix100
vi6n; HOp I chai x
60 vi6n

NSX 36 893210724124
(YD-20777-14)

1


