
COng ty INHH Dugc PhAm Trang
Thi6t Bi Y T6 Bin Bo

SA; OS-ZOZS/vi vi€c cQp nhQt s6 dang h!,mdi

CQNG HOA XA ngr CHU NGHIA VrE T NAM
DQc l$p - Tg do - H4nh phfc

TP. HCM, ngdy 11 rhdng 04 ndm 2025

Kinh grli: so Y TE TiNH KIEN GIANG
Loi dAu ti6n, chring tdi, C6ng ty TNHH Duoc PhAm Trang Thitit Bi Y T6 Bin Bo xin gui

ldi c6m crn chAn thanh r16n Quy Sd Y fC Oa quan tdm vd ring h6 chring t6i trong su6t thli gian
qua.

cdn cri Quy6t dinh s6 1630/QD-BVEK ngity 27 th6ng 06 nam 2024 ciaGi6m d6c 56'

Y TC Ki6n Giang v0 viQc ph6 duyQt k6t qu6lga chon nhd thAu cung c6p thu6c tdp trung tinh Ki0n
Giang, giai dopn 2023-2025 (dqt 3) G6i s6 2: GoithAu thudc Generic thOng thucrng;

CIn cri ndng luc vd kh6 nlng cung c6p hdng h6a cria C6ng ty TNHH Duoc PhAm Trang
rhi6t Bi Y Tc Bin Bo.

Bing vdn bin ndy, chring t6i COng ty TNHH Duoc PhAm Trang fhi6t Bi Y T6 Bin Bo xin
trinh bdy nQi dung nhu sau:

Cdng ty c6 trring thdu tai Quy S0 y t€ mbt Olanzap 10 (Olanzapin 10mg) c6 s6 dang ky
ld'yD-27043-17 do nhd mriy COng ty c6 phAn duoc phAm SaVi-ViQtNam s6n xu6t. HiCn tai,mdt
hdng ndy dd dugc cap s6 ding ky rndi ld 893110293723 vdd6 vC kho cira c6ng ty.

ViQc thay rlOi nay dd dugc Cuc Quin ly Duqc ch6p thuan theo Quy6t dfnh s6 Z:ZlqO-
QLD ngdy 09/1012023. Ngodi nQi dung dugc Cuc Qudn lyi Duoc xdc nhdn, tdt ch c6c th6ng tin
kh6c cria thudc Olanzap 10 v6n git nguy6n kh6ng eOi. lCOng ty xin grii kdm Quytit dinh sd
737IQD-QLD ngdy 0911012A23 cria Cpc Qu6n ly Duqc).

D€ duy tri viQc cung ring hdng h6a, c6ng ty xin cung ring mflt hdng Olan zap l0 (Olanzapin
10mg) theo sO ddng ky 8g3lt)2g3723 cho Quy Scr y tti.

Kinh mong Quy Sd Y TC xem x6t vd ch6p nhdn

Trdn trgng c6m crn vd kinh chdo!

Noi nhfln:
- Nhu tuAn ;
- Lau phdng thdu.
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ffi
Ki bdi: Cuc Quin
li Duqc
Cs qu&o: B0 Y 16

Nsiy ki: 09-10-
2023 16:20121
+07:00

BQYTE CQNG rroA xA ngr cHU NGHIA vrFr NAM
DQc lflp - Tg do - HSnh phriccuc QUAN r,rf urlQc

737 / QD-QLD Hd Noi, nsdy 09 thdng l0 ndm 2023

QUYET DINII
ViiviQc ban hinh Danh muc 1017 thu6c sf,n xu6t trong nuri,c
duqc gia h4n gi6y tllng \i luu hirnh t3i ViQt Nam - Dqt 1S7

cuc rRrI6r\G cuc QUAN Lf DrIgc

Cdn cu Luqt Daqc sii tOS/ZOI6/QH13 ngdy 06/4/2016;

dinh chac ndng, nhi€m ,,1, quyin han vd co cdu t6 c
Cdn cu Nehi dinh s6 95/2022/ND-CP ngdy 15/11/2022 cila
hac ndns, nhi€m ru, suyin han vd co cdu t6 chac da Bo Y t€OYft,'

Chlruh phi quy

Cdn cu QuyAt dinh s6 1969/QD-BYT ngdy 26/4/2023 cila B0 trudng B0 Y tA
quy dinh chuc ndng. nhi€m uq, quyin hqn vd 

"o "A, 
fi chac cila Crtrc Qudn li Daqc

thu)c Bd Y t€;
Cdn cu Th6ng tu s6 08/2022/TT-BYT ngdy 05/09/2022 cila BQ tradng 86 Y t€

quy dlnh viQc ddng W hru hdnh thu6c, ngl,ty€y ti€u ldm thu6c;
Cdn ca k€t luqn cila Hqi ding tu vdn ciip giliy ddng lry lnu hdnh thudc, nguy\n

liQu ldm thu6c - B0 Y tA;

Theo di nghi cila Tradng phdng Ddng lE thu6c, Cuc Qudn ty Duqc.

QUYET E[NH:
ytit dinh ndy danh muc 1017 thu6c sdn xuAt trong

A .A
nu6c aluoc c6p gi6y dang ky luu hdnh tai ViQt Nam - Dqt 187, cu th6:

1. Danh mgc 9i8 thu6c s6n xu6t trong nu6c duoc gia h4n gi6y dlng ky luu hdnh
hiQu lyc 05 nim (Pha luc I lldm theo).

2.Danhmuc 99 thu6c sin xu6t trong nu6c duoc gia h4n giSy ddng ky luu hinh
hiQu lgc 03 ndm (Phw lwc II kdm theo).

Diiiu 2. Co so sin xu6t vd co so ddng hj,thu6c co tr6ch nhiQm:
1. S6n *u6t thrr6c theo dirng c6c h6 so, tdi liQu dd ddng kj'v6i B0 Y tt5 vd phii in

sO dang ky duqc BO Y tC ViOt Nam c6p 16n nhln thu6c.
2. Chi duoc s6n xu6t, dua ra luu hdnh c6c thuOc kiOm so6t dic biqt khi c6 Gi6y

chtng nhQn dri di6u kiQn kinh doanh dugc phpm vi kinh doanh thu5c phdi kiOm so6t d{c
bi6t phu hqp v6i pham vi ho4t dQng cria ccy sd d6p rmg quy dinh tpi khoin 5 Didu 143

Nghi dinh s6 S+IZOLIND-CP ngdy 08/5/2017 cua Chinh phir quy dinh chi fiet mQt so

di6u vd biQn ph6p thi hinh LuAt Duoc.
3. Thuc hiQn viQc cflp nhflt ti6u chuAn chAt tugng cira thui5c theo quy dinh tai

Th6ng tu sO l II2OISITT-BYT ngdy 041512018 ciia Bd trucrng Bq Y tt5 quy dinh v6 chat
lugng thu6c, nguy6n liQu ldm thu6c.

4. Thpc hiOn, ph6i hqp v6i co sd nhQp khAu thgc hiQn theo dirng quy dinh tai
C6ng vin s6 5853/QLD-CL ngdy lgl4l20lg cira Cr,rc QuAn lj, Dugc vd viQc ki6m tra,,', ,
chdt lugng nguydn liQu ldm thu6c nh6m sartan d6i v6i c6c thu6c thuQc danh muc tai
DiAu 1 ban hdnh kdm theo Quy6t dinh ndy c6 chua dugc chAt thuQc nh6m sartan

5. Thu6c dugc gia han gi6y dnng ky luu hdnh tpi Quy0t dinh niy nhrmg chua nQp
h6 so cfp nhQt n6i dung nhdn thu6c, td hucrng ,JAn su dpng thu6c theo quy dinh cua
Th6ng tu 01/2018/TT-BYT ngdy 1810112018 cira BO trucrng B9 Y tO ttri pnai thUc hiqn
c4p nhdt theo quy dinh tai di6m b Khoin 1 Di6u 37 Thdng tu sO O1/2018/TT-BYT trong
thoi h4n 12 thdngk6 tu ngdy dugc gia han gi6y dang kjr luu hdnh.



6. Sau 12 thhngk6 tu ngdy hj'ban hinh Quy5t dinh niy, c6c thu6c du-o. c gia h4n
gi6y d[ng ky luu hdnh theo Quyiit dlnh niy c6 thay eOl vC nQi dung hinh chinh (bao
g6m cA m6u nhdn vd td hudnS {5n sfr dUqB thu6c) phii s6n xu6t vd luu hdnh v6i c6c nQi

dung d6 dugc phO duyQt thay d6i trong hO so gia h4n. 
.

7. Co sd ddng hj,thu6c phii b6o d6rn duy tri di6u kiQn hoat dQng trong thoi gian
.A 1 , 1 t \ l ,r '

hiEu lUc cira gi6y d[ng h} luu hdnh thudc, nguy0n liqu ldm thu6c. Trong truong hqp
kh6ng cdn d6p img dir <1i0u kiQn hogt dQng, co sd d5ng hjz phii c6 tr6ch nhiQm thgc hiQn

thay tl6i co s& ddng lcj'theo quy tlinh tai Th6ng tu s6 Oa/ZOL21TT-BYT trong thdi h4n
30 ngdy k€ tu ngdy ccv sO ttalg kV kh6ng cdn dri di6u kiQn hopt ilQng.

8. Co sd sin xudt thu6c phdi b6o ditmcic di0u kiQn hoat dQng cta ccv so sin xudt
trong thoi hpn hiQy l1rc cna gidy <ling hjr luu hdnh thudc, nguy6n lieu ldm thu6c.

9. Chc thu6c tlugc gia han gi6y dang kj'luu hdnh t4i Quy0t dinh ndy dugc tiOp

tgc str dung s6 ddng kj'<Id cAp trudc khi gia hpn trong thdi h4n tOi da 12 thdng t6 tu
ngdy dugc cdp s6 ddng kj' gia h4n theo quy dinh tai Phu luc VI ban hdnh kdm theo
Th6ng tu sO OS/ZO}}1TT-BYT.

Eiiiu 3. Quytit dinh niy c6 hiQu luc k6 tu ngiy lcj'ban henh.
Eiiju 4. Gi6m t16c So Y t6 c6c tinh, thdnh ph6 tr.uc thuQc Trung uong vd Gi6m

ddc co sd s6n xu6t vd co sd dlng kj' c6 thu6c tai Di6u 1 chiu tr6ch nhiQm thi hdnh Quy6t
dinh niy./.
Noi nhQn:
- Nhu Di0u 4;
- BT. Ddo Hdng Lan 1dC b/c;;
- TT. D6 Xu0n Tuy6n (dti Ulc);
- Cpc QuAn y - B9 Qui5c phdng, Cuc Y te - g9 C6ng an;
- Cgc Y tC GTVT - BQ Giao th6ng vdn tdi;
- T6ng Circ Hii quan - 86 Tei chinh;
- 86o hi6m xE hOi Vi6t Nam;
- Bg Y tti:Vu PC, Cpc QLYDCT, Cpc QLKCB, Thanh tra
86, VIn phong HDTV c6p GDKLH thu6c, NLLT;
- ViQn KN thu6c TU, Vien KN thu6c TP. HCM;
- T6ng C6ng ty Ducyc Vi6t Nam - C6ng ty CP;
- C5c BCnh viqn, Viqn c6 giucrng bQnh tryc thuQc B0 Y t6;
- Trung t6m mua sim tAp trung thu6c qu6c gia;
- CUc QLD:P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu:VT, DKT (T) (02b).
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38
ST
T

TOn thuiic Ho4t ch6t chinh -
Him lugng

D4ng bio
ch6

Quy c6ch tl6ng
g6i

Ti6u
chuAn

Tudi
thg

(thdng)

S0 dnng kf
gia han

(Sd tllng ky
i.

oa cap.l

S6

lin
gia

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

ll00ml; HQp 06
l9 x l00ml; HQp

01 io x l25ml;
lo 150m1;Lo
180 ml; Lo 200
mi; Lo 220 ml;
Lo 250 ml; Lo
260 ml; Lo 330
ml; Lo 400 ml;
Lo 450 ml; Lo
500 ml; Lo 65

0ml; Lo 750m1;

Lo l000ml; H6p
01 lo xit x 50ml;
Hdp 01 lo xit x
100m1; HOp 01

lo xit x 500m1.

406 Quafacip Ciprofloxacin
(dudi dang

Ciprofloxacin
hydroclorid) 500mg

H6p 10 vi x l0
vi6n

DDVN IV 48 893115292423
(vD-27ee7-17)

01

407 Quanoopyl 400 Piracetam 400mg Vi6n nang
cri'ng

H6p 10 vi x 10

vi6n
NSX 36 8931t0292s23

(YD-27999-17)
01

408 Vitamin C 500 mg Acid ascorbic

500mg
Vi€n n6n
bao phim

HQp 10 vi x 10

vi6n; H6p 100 vi
x 10 vi6n

NSX 24 893tt0292623
(vD-2s768-16)

0l

409 o Dol Paracetamol 5'l0mg Vi0n n6n Hdp 10 vi x l0
vi6n; Lq 200
Vi6n

DD\TN V 36 893100292723
(vD-27e92-17)

01

45. co sri rling kf: c6ng ty cd phan Du-crc phAm Sao Kim loiu 
"rri, 

rcN g"ung Mi thi
Linh, TP. Hd N6i, Vi€t Nam)

Quang Minh, thi Quang Minh, huy€n MO

45'l' ca sil sin xudt: cdng ty co phin Du-oc phAm Sao Kim (Dia chi: KCN euang Minh, thi tr6n euang Minh, huyQn M6
Linh, TP. Hd NOi, Vi6t Nam)

410 Resbat6 300 Clopidogrel (dudi
dgng Clopidogrel
bisulfat) 300 mg

Vi6n n6n

bao phim
HQp3vix10
vi6n

NSX 36 893110292823
(vD-28012-17)

OI

46. Co s& rling kf: C6n g ty cd phfln Dugc phAm savi (D!a chi: L6 201-02-03-o, Kt* c"o"g 
"ghiep 

t.onsxh;chE';rQp trong
Tdn Thufln, Phuong TAn Thu6n D6ng, euQn 7, Thdnh ph5 uo chi Minh, vi6t Nam)
46.1. Co sO s6n xu6t: c6ng ty c6 phAn Dugc ph6m savi (Dfa chi: L6 Z0t-02-03a,Khu c6ng nghi€p trong Khu ch6 xu6t
Tdn Thu6n, Phucrng TAn ThuQn D6ng, eupn 7, Thdnh prr5 uo chi Minh, vi6t Nam)
4tt Leflunox Leflunomid 20mg Vi6n n6n

bao phim
HQp3vix10
vi6n; H6p 10 vi
x 10 viOn

USP 42 36 893110292923
(vD-2e108-18)

0t

412 Amitriptyline
Hydrochloride
lOmg

Amitriptylin
hydroclorid 1Omg

Vi6n n6n
bao phim

HQp 10 vi x 10

vi6n
USP 2021 36 893110293023

(vD-2e098-18)
01

413 SaVi Betahistine 8 Betahistin

dihydroclorid 8mg

Vi6n n6n HQp 10 vi x 10

vi6n
BP 2021 36 8931t0293123

(yD-29119-18)
01
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T
TOn thudc Ho4t chAt chinh -

Him luqng
D4ng bio

.A
che

Quy cf,ch d6ng

96i

Ti0u
chuAn

TuOi
thq

(thfng)

56 tllng kf
gia h4n

(56 <Inng ry
tln c6p)

SO

tAn
gia

han

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

4t4 SaVi Deferipron
500

Deferipron 500mg Vi6n n6n

bao phim
HOp3vixl0
vi6n

NSX 36 893110293223
(vD-24270-16)

01

415 SaVi Lisinopril l0 Lisinopril (du6i
dang Lisinopril
dihydrat) lOmg

Vi6n ndn HQp 3 vi.x 10

vi6n
USP 43 36 8937t0293323

(vD-29121-18)
01

416 SaVi
Moxifloxacin 400

Moxifloxacin (dudi
dpng Moxifloxacin
hydroclorid) 400mg

Vi6n n6n

bao phim
HQp2vix7vi6n NSX 36 8931t5293423

(vD-29123-18)
01

4t7 SaVioToux 600 Acetylcystein
600m9

Vi€n n6n sui HQp4vix4vi6n NSX 24 893100293523
(vD-23014-1s)

01

418 SaViCipro Ciprofloxacin
(du6i dang
Ciprofloxacin
hydroclorid
monohydrat) 500mg

Vi6n n6n

bao phim
H0p

vi6n
vi6n
vi6n

l0 vix I0
Chai 100

Chai 200

BP20Zt 36 8931ts293623
(vD-29125-18)

01

4t9 Olanzap 10 Olanzapin 1Omg Vi6n n6n
phAn t6n

trong mi6ng

H6p3vix10
vi6n

NSX 36 893tt0293723
(YD-27043-17)

01

420 SaVi Colchicine
I

Colchicin 1mg Vi6n n6n Hdp2vix 10

vi6n
USP 41 36 8931t5293823

(YD-2s773-16)
0r

421 SaVi
Gemfibrozil600

Gemfibrozil 600mg Vi6n n6n

bao phim
HQp6vix10
vi6n

USP 42 36 8931t0293923
(vD-28033-17 )

01

422 Betahistin 24 Betahistin
dihydroclorid 24mg

Vi6n n6n HOp3vix10
vi6n

NSX 36 893110294023

(YD-27033-t7)
01

423 Diosfort Diosmin 600mg Vi6n n6n

bao phim
HQp4vix15
vi6n

TCNSX 36 893tt0294123
(vD-28020-17)

0r

424 Donepezil ODT
10

Donepezil
hydroclorid (du6i
d4ng donepezil

hydroclorid
monohydrat) 10rng

Vi0n n6n
phdn t6n

trong miQng

H6p3vix10
vi6n; H6p 3 vi
x6 x 10 vi6n

USP 42 36 893110294223
(vD-27036-17)

01

425 Fuxofen 20 Fluoxetin (du6i
dang fluoxetin
hydroclorid) 2Omg

Vi6n n6n

bao phim
HQp3vix10
vi0n

USP42 36 893110294323
(vD-27038-r7)

01

426 Gabapentin 600 Gabapentin 600mg Vi6n n6n

bao phirn
H6p5vix10
vi6n

USP 42 36 893110294423
(vD-28022-17)

01

427 Itopride Invagen Itoprid hydroclorid
50rng

Vi6n n6n

bao phim
HQp2vix10
vi6n

NSX 36 8931t0294523
(yD-27041-17)

01

428 Metsav 1000 Metformin
hydroclorid 1000mg

Vi6n n6n

bao phim
HQp 10 vi x l0
vi6n

BP 2018 36 893r10294623
(YD-2s263-t6)

01

429 Olanzap 15 Olanzapin 15mg Vi€n n6n
phAn t6n
trong miQng

HQp3vixl0
vi6n

NSX 36 8931t0294123
(vD-27044-11)

01

430 Olanzap 20 Olanzapin 20mg Vien nen

ph6n t6n

trong mi6ng

H6p3vixl0
vi6n

NSX 36 8931t4294823
(YD-2104s-11)

01



fr SALlJp corc
YT Pharma
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CQNG HOA XA HQI CHU NGHIA VIE,T NAMTY TNHH DP SALUD

S 6: 68-2025/CV-SL
V/v: thay aAi sa ddng lqi thtriic

DQc I$p - Tq do - H4nh phtic

TP HO Chi Minh, ngdy 16 thdng 04 ndm 2025

Kinh grii: SO Y t6 tinh Ki6n Giang

C6ng ry TNHH Dugc ph6m Salud xin chdn thdnh o6m on Qui S0 Y t6 dA tin tuong vd nhiQt tinh ring

hQ chring tdi trong sudt thdi gian vira qua.

Cdn crl php lpc VI Th6ng tu 0812022/TT-BYT ngdy 05/09 /2022 cria B0 truong BO Y ti5 quy tlinh viOc

ttdng hj luu hdnh thuiSc, nguyOn liQu ldm thu6c;

C6n cri quyrit dinh s6 550/QD-QLD ngdy O2lO8l2O24 cinCsc tru&ng Cuc Qu6n ly Dugc VO viQc ban

henh Danh mpc 700 thudc s6n xu6t trong nu6c dugc gia h4n gi6y dilngky luu hdnh tai Vi-€t Nam - Dqt206;

Cdn cri Hd so dg thAy G6i sO 2: G6i thAu thu6c generic th6ng thlrdng, thuQc dU r{n Lga chqn nhd thAu

cung c6p thu6c tflp trung c6p dfa phuong nim2023-iOZS phuc v.u di6u tri cho ciic co s0 y tiS trOn <tia bdn

thAnh ptO CA, Thb cria C6ng ty TNHH Dugc phAm Salud;

C6n cri quyrit ilinh s6 1630/QD-SYT ngdy 27 /0612024 ci,r-s& Y t6 tinh Ki6n Giang.v6 viQc ph6 duyQt

ki5t qui lpachgn nhd thAu G6i s6 4: Thu6c Generic nh6m 4 thuQc dU 6n Lga chgn nha thau cung cdp lhuQc
tfp trung c6p <lia phuong ndm 2023-2025 phUc vU tliOu tri cho c6c co s& y ti5 tr6n clia bdn thanh phO CAn

Tho;

C6ng ty TNHH Dugc phAm Salucl dC nghf thay d6i sO dang ki sin phdm Ubinutro theo thOng tin gia

hqn gi6y dang hi sin phAm ffong quyiit dinh s6 550/QE-QLD ngdy 0210512024 ct;a Cpc Quin $ Dugc, cp

thti nhu sau:

o TOn thu5c: Ubinutro - Ho4t ch6t: Lysin + Vitamin + Kho6ng cnft (lysin + Vitamin 81 +
Vitamin B2 + Vitamin 86 + Vitamin PP + KEm) - N6ng tIQlHnm luqng: (1200mg + 26.7mg +

26.7mg+ 26.7mg+ 24mg+ 40mg) - tZ0a! 
, 
Mi phAn (16): PP2300629445 - Nh6m 4.

- SO tldng ky thu6c dd tnhng thdu: VD-16776-12.
- Sd ilIng kf thu6c d0 nghi thay tl6i: 89310070 6224 (YD-L6776-12).

(Dfnh kdm quytit dinh.s6 550/QD-QLD ngdy 02/0812024 ctia.Cpc truong Cpc Qu6n hi Duqc VA viQc

ban hdnh Danh -U" ZOO thu6c sin xu6t trong nudc dugc gia hpn giily ddngky luu hdnh tai ViQt Nam - Egt
206)

Ngodi nQi dung tfray dOi tr6n, t6t ch cdc nQi dung ktr6c itugc giii nguy6n theo nhu hO so dU thAu.

Chfng t6i xin cam k6tve tinh trung thpc cira h6 so dd nQp.

Kinh mong Quj S0 Y t6 xem x6t vd chAp thupn cdng vin cta c6ng ty chring t6i.

Trdn trgng cim on sp h-o. p tdc oia Quy Se Y t6.

Noi nhQn:

- Nhu ffAn;

- KDXNK;

- Vdn thu;

, Nt A, 1i 4/aoL5

qp ph6p cria nhdr thflu

Kf,
'u; I
=(ot,*\

rN_#..\('rp. noY

@ao ffrrnfrldnf



i6fu, KvboCucQum

*l ;. IA cooum: Bd Y tt

ilt# t?ii,,s';t' s0 y rp-@' 
cUC euAN Lf DUqc

CQNG IIOA XA HQI CHU NGHIA VIPT NAM
DQc lpp - Tq do - H4nh Phfc

s[; sso /QE-QLD Hd N\i, ngdY 02 thdng Ot ndm 2024

QUYEr DlNq
ban hinh Danh muc 700 thu6c sf,n xuflt trong nudc

h4n gi6y dlng lrf luu hhnh tai ViQt Nam - Dqt 206

cuc rRrIoNG cvc QUAN l'f utlQc

Ludt Daqc tii tOS/zOl6/QH13 nsdy 06/4/2016;
Cdn c{r NShi dinh sA SS/ZOZZ/NO-CP ngay 15/11/2022 _cfia Chinh phfi quy dinh

ch{rc ndng, nhiei v4, quyin hqn vd co cdu t6 ch*c cila B0 Y d;
cdn c* Quyat dinh sii 1969/QD-BYT ngdy 26/4/2023 cfia B0 truong BQ Y ft quy

dinh chuc ndng, nhiQm u4, q,ryin hqn vd 
"o "du 

t6 ch*c cim Cuc Qudn ly Daqc thu1c

B0 Y tA;

Cdn c{r Th6ng tu s6 08/2022/TT-BYT ngdy 05/09/2022 cila B0 trahng B0 Y ft
quy diylvi€g (ing V lry hyyh. t!1tac, nsttltan tiQu tdm thudc.; 

. ., a 7 7 :
Cdn cdr kAt luqn c{ta H\i ddng tu vdn cdp gidy ddng ky lru hdnh thu6c, nguy1n

liQu ldm thuiic - BO Y ft dot 206 tqi C6ng vdn s6 60/HETV-I/PHD ngay 20/6/2024 cila
Vdn phdng Hgi ding tu vdn ctip GDKLH thu6c, nguy€n liQu ldm thudc;

Theo dd nghi cila Trahng phdng Ddng lcy thu6c, Cqc Qudn ly Daqc.

QUYET Df,NII:

Didu 1. Ban hanh kdm theo Quytit dinh ndy danh mgc 700 thu6c san xu6t trong

nu6c dugc gia h4n gi6y dang ky luu hdnh tai ViQt Nam - Eqt 206, cp th6:

1. D;nh 
^r1" 

4lO thu6c san xu6t trong nu6c dugc gia h4n gi6y dang ky luo
hanh higu lgc 05 ndm(Phu lqc I kdm theo).

2. Danh mqc 193 thu6c san xu6t trong nu6c dugc gia h4n gi6y ding ky luu
hanh hiQu lgc 03 ndm(Phu lqc II kdm theo).

3. Danh mqc 28 thu6c s6n xuAt trong nu6c duoc gia h4n gidy ddng ky luu hdnh

hiqu luc dtin 3lltllzozs (Phu luc III kdm theo).

Didiu 2. Co sd sin xuiit vd co so ddng h-i thudc c6 tr6ch nhiQm:
1. Sdn xu6t thu5c theo dring c6c h6 ro, tai lipu da dAng (f v6i B0 Y ti5 vd ph6i

in s6 dang lqi dugc BO Y tO ViOt Nam c6p l6n nhdn thu6c.
Z. Ct'ridugc s6n xuAt, dua ra luu traoh .a. thu6c ki6m so6t dac biQt khi c6 Gi6y

chirng nh4n dt didu kiQn kinh doanh dugc ph4m vi kinh doanh thu6c ph6i ki6m soSt

dac biet phir hop. v6i ph4m vi ho4t <lQng cua co s0 d6p rmg quy dinh t4i kfioan 5 Di0u
1a3 Nghi dioh # 541i017 ND-CP ngay 0 8l5l2}l7 ctra Cfrintr phri quy ttinh chi ti6t mOt

sO OiOu vd biQn ph6p thi hanh Lupt Dugc.
3. Thyc trien viec cap nh4t ti6u chuAn ch6t lugng cira thu6c theg quy dinh tai

Th6ng tu sO |L/2018/TT-BYT ngity 04/5/2018 cta BQ trucrng Bg Y t6 quy dinh vO

ch6t luqng thu5c, nguy6n liQu lim thu6c.
4. Thu6c dugc gia han gi6y dang ky luu hanh tai Quy6t dinh ndy nhtmg chua

^ . ). ^; , , -nQp h6 so cQp nh6t nOi dung nhdn thu6c, td hu6ng ddn sri dgng thu6c theo quy dinh
cta Th6ng tu 01/2018/TT-BYT ngdy 18/01 12018 cria BO trucmg B0 Y tC thi phii thgc

ffial 'l

=[ ouC
'*\

rJ;
/.9

(
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hiQn cflp nhdt theo quy dinh tpi di0m b Khoan 1 Di0u 37 Thdng ru s6 01i2018iTT-BYT
trong thoi han 12thdngk6 tu ngiy dugc gia han gi6y ddng ky luu hanh.

5. Sau 12 thdngkO tu ngdy ky ban hanh Quytlt dinh ndy, c6c thu6c ttugc gia hqn
gi6y daltg ky luu hanh theo Q"yet dinh ndy c6 thay AOi vO nQi dung hanh chinh phdi
sin xu6t vd luu hanh v6i cdc n6i dung d5 dugc phO duyQt thay d6i trong hd scy gia h4n.

6. Co so ddng ky thu6c phii b6o dim duy tri di6u kiQn hoat dQng trong thdi gian
,.^ .t
hiQu lgc cua gi6y dang ky luu hAnh thu6c, nguy6n liQu ldm thudc. Trong trudrng hqrp
kh6ng cdn d6p img dir di6u kiQn ho4t dQng, co sd deng ky ph6i c6 trSch nhiQm thpc
hiQn thay d6i co so ddng ky theo quy dinh tpi Th6ng tu s6 OS7ZOZ2ITT-BYT trong thdi
han 30 ngdy kO tu ngdy co sd d5ne ky kh6ng cOn Ari aiOu kiQn ho4t dQng.

7. Co sd sin xu6t thu6c phii bdo dim c6c di6u kiQn ho4t dQng ctra co sd san
xu6t trong thoi h4n hiQu luc cin giSy ddng ky luu hanh thu5c, nguy6n lftu lem thu6c.

8. C6c thu5c dugc gia hAn ei6y d6ng ky luu hdnh tpi Quyet dinh ndy dugc ti6p
tsc sir dung qO dang ky dd cdp tru6c khi gla hqn trong thdi han t5i da 12 thilrletO ti
ngdy dugc 9ap sO dang ky gia hqn theo quy dinh tai ptu tU. VI ban hdnh kdm theo
Th6ng tu s5 O8/ZO221TT-BYT.

9. Ph6i hqp v6i c6c co so di6u tri dC thgc hiQn theo dring c6c quy dinh hi6n
hdnh v0 thu6c kO don, theo d6i an toirn, hiQu qui, t6c dpng khOng **g mu6n ctra
thu6c tr6n nguoi ViQt Nam vi t6ng hgrp, b6o c6o theo quy dlnh tai SiOu S th6ng tu so
Oglz}z2lTT-BYT AOi vOi c6c thu6c trong Phg lpc II ban hdnh kdm theo Quydt dinh
ndy.

Eiiiu 3. Quy0t dinh ndy c6 hiQu lUc k0 tu ngdy.ky ban hanh.
Di6u 4. Gi6m d6c So Y t6 c6c tinh, thanh ph6 tr.uc thuQc Trung uong vd Gi6m

d6c co s0 sin xu6t va co sd ddng ky c6 thu6c tqi OiOu 1 chiu tr6ch nhiQm thi hdnh

Quyt5t dffi ndy./.

Noi nhAn:
- Nhu Didu 4;
- BT. Dao Hdng Lan (06 Ulc);
- TT. E6 Xudn Tuy6n (dC b/c);
- Cr,rc Qudn y - B0 Qu6c phdng, Ci-.rc Y tt5 - eg C6ng a
- Cr;c Y te GTVT - 86 Giao th6ng v6n t6i;
- T6ng CUc Hdi quan - 86 Tai chinh;
- 86o hi6m xZ h6i Vi6t Nam;
- B9 Y tt5: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh rra
86, Van phdng HDTV c6p GEKLH thu6c, NLLT;
- ViQn KN thu6c TIJ, Vi6n KN thu6c TP. HCM;
- T6ng Cdng ly Duoc Vi6t Nam - C6ng ty CP;
- C5c BCnh vi6n, Vi6n c6 giuong bQnh trgc thu6c 86 Y t6;
- Trung tAm mua s6m tAp trung thu6c qu6c gia;
- Cuc QLD:P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, DKT (C.H) (02b).
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Phg lgc II
DANH MVC 193 THUOC SAN XUAT TRONG NrIoC DrIgC GrA HAN GIAY EANG ri rUU HANH

rar vrEr NAM HIEU LUC 03 NAM - DqT 206

(Kdm theo Quyil dinh sA 550 /QD-)LD ngay 02 thdng 08 ndm 2021

cira Cttc Quan ly Duqc)

STT T6n thu6c Ho4t chAt chinh -
Him lugmg

D4ng bio
ch6

Quy cdch tl6ng g6i Ti6u
chuAn

Tuol
thg

(thing)

^i --so dang Ky
gia h4n

(Sii tlIng kf
,<'

da caDl

S6

lin
gia
han

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

1. Co s& tling kf: Cdng ty c6 phAn 23 thingg (Dla chi: 11 Tdn H6a, Phu<rng 14, QuQn 6, Thtuh PhO HO Chi Minh, Viet

Nam)

1.1. Ccr s& sin xr6t, COng ty cd phin 23 thring 9 (Dfa chi: 1l Tdn H6a, Phubng 14, Qu{n 6, Thanh Ph6 HO Chi Minh, Viet

Nam)

1 Dotioco Magnesi hydroxyd
400mg; Nh6m oxyd
(du6i dqng nh6m
hydroxyd khd)
200mg

H6n dich
A

uong

HQp 10 g6i x l0g;
HOp 20 g6i x l0g;
HQp 30 g6i x iOg

NSX 36 893t00700524
(vD-29604-18)

1

2. Co s0 dlng kf: C6ng ty Cd ph6n Duqc - V t Tuy t6 Nghe An (Dia chi: 56 68, <luhng Nguy6n S! S6ch, phuong Hmg
Phirc, thdnh ptri5 vintr, tinh NghQ An, viQt Nam)Phirc, thdnh ptri5 vintr, tinh NghQ An, viQt Nam) D
2.1. Co s& sin x,r6t: COng ty Cii phAn Duqc - V$t tu y t6 NgtrQ An (Dia chi: 56 68, dudng Nguy6n S! S6ch, phuong Hmg
Phirc, thdnh pnO Vintr, tinh NghC An, Vi6t Nam) GT\

IHH
2 Alpharusa Alpha chymotrypsin

(tuong ring v6i
Alpha chymotrypsin

4200 dm vi USP)

4,2mg

Vi6n n6n

ph6n t6n

HOp 10 vix 10 vi6n,
HQp 3 vi x 10 vi6n

NSX 1A 893110700624
(vD-3097s-18)

1
PH

3. Ctr sO tlSng kf: C6ng ty cd phAn Duqc - V{t tu y tG Thanh H6a (Dia chi: Sd 232,TrdnP1rri, phucrng Lam Son, Thanh

phil Thanh H6a, tinh Thanh Ho5, Vi€t Nam)

3.1. Co sii srin xu6t: COng ty c6 phAn duqc - v$t tu y t6 Thanh Hor[ (Dia chi: SO 04 dtro'ng Quang Trung, phuong Ngoc

Tr4o, thdnh ph6 thanh H6a, tinh Thanh Ho6, ViQt Nam)

J Saprozin KEm (du6i dang

KEm gluconat 70mg)

1Omg

Ihu6c cdm HQp 25 g6i x 39;

HQp 30 g6i x 39

NSX 36 893100700724
(vD-29961-18)

1

4 Thepacol 120 Paracetamol 120m9 Thu6c bQt

pha h6n dich
uong

HQp 10 96
HQp 20 96
HQp 30 96

x 1,5g;

x 1,5g;

x l,5g

NSX 36 893 1 00700824
(YD-26372-17)

1

4. Co sO tlIng ky: Cdng ty c6 ph6n duqc ATM (Eia chi: YP 26,tdng26 tda elip, 1 0 P [r, Phudng Md Lao, quQn Hd

D6ng, thdnh pn6 ua Ndi, vi6t Nam)

4.1. Co sr! sin xudt: C6ng ty c6 phdn dugc v$t tu y tti Hii Duong (Eia chi: SO 102 Chi Lang, phuong Nguy6n Trdi, thdnh

pfrO Ua Ducrng, tinh Hai Ducrng, ViQt Nam)

5 Cinepark - D Lg 5ml chria:

Dexamethason
phosphat 5mg;

Ofloxacin 15mg

Dung dich
nho m6t, nho

tai

HQp 1 lq x 5m1; HQp

I lq x 8ml; HQp 1 lq
x 10ml

NSX 36 893710700924
(YD-28776-18)

1

5. Co s& tlins kf: C6ng ty C6 phAn Duqc Danapha (Eia chi:253 Dflng Si Thanh Kh6, phudng Thanh Kh6 TAy, quqntling ky: C6ng

Thanh Kh6, thdnh pfrO Oa Ning, Vi6t Nam)

5.1. Ccr scr s:in xu6t: COng ty C6 phAn Dugc Danapha (Dia chi: 253 Dirng ST Thanh Kh6, phr-Long Thanh KhO Tay. qLrdn

Thanh Kh6, thirnh pn5 Oa Nang. Vi6t Naml
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STT TGn thu6c Hoqt chit chinh -
Him lugmg

D4ng bdro

ch5
Quy c6ch ilSng g6i Ti6u

chuin
Tuol

thg
(th6ng)

Sd tl5ng kf
gia h4n

(Sii tlIng kf
,(.

oa caDl

S6

Bn
gia

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

23. Ct s& tl5ng ky: Cdng ty c6 phAn du-oc m Minh Ddn (Dia chi: L6 E2, duhng N4, KCN Hda X6, Phuong L6c Hd4Phuong
TP Nam Einh, Tinh Nam Dinh, Vi6t Nam)

23.1. Co s& sin xu6t: COng ty cd ph6n duqc phAm Minh Din (Dia chi: L6 82, ducrng N4, KCN Hoa X6, Phudng LQc Hda,
TP Nam Einh, Tinh Nam Dinh, Vi6t Nam)

55 Cefaclor 500mg Cefaclor (dang

Cefaclor
monohydrat) 50Omg

Vi6n n6n nhai HQp 10 vi x 10 vi6n NSX 36 893170705924
(YD-29794-18)

I

56 Cefradin 500 mg Cefradin 500mg Vi6n ndn bao
phim

HOp 10 vi x 10 vi6n NSX 36 893110706024
(vD-2900s-18)

1

.2. Co s& sin xu6t: Cd,ng ty co phan duqc ph6m Minh Dfln (Dia chi: Ld N8 - Duong N5 - Khu c6ng nghiCp Hda Xri -Ducrng N5 - Khu c6ng nghiCp
Phucmg My X6 - Thanh phi5 Nam Dlnh - Tinh Nam Dinh- ViQt Nam)

57 Metronidazol
750mg/l50ml

Metronidazole
750mg/l5Oml

Dung dich.).
tlem ruyen

H6p 1 lq x 150m1 NSX 24 893115706124
(vD-30437-18)

1

24. Co s& tling ky: C6ng ty cd phAn du-oc ph6m Nam Hir (Dia chi: 415 Han Thuy6n, phuhng Vi XuyCn,Tp. Nam Dinh,Thuy6n, phucrng Vi XuyCn,TP. Nam Di
Tinh Nam Dinh, Vi6t Nam)

24.1. Co s& sin xu5t: COng ty cii phin duqc phdm Nam Hh (Dia chi: 415 Hdn Thuy6n, phudng Vl Xuy6n, Tp. Nam Dinh,
Tinh Nam Dinh, ViQt Nam)

58 Ubinutro Lo 90mi chfra:

Kem (du6i d4ng
ZnSO4.H2O) 30mg;

Lysine hydroclorid
900mg; Vitamin B1

20mg; Vitamin 82
20mg; Vitamin 86
20mg; Vitamin PP

18mg

Sir6 H6p I lq 90ml; H6p
1 lo 120m1;HQp I 1q

150m1

NSX 36 893100706224
(YD-16776-12)

I

,\v
25. Co s0 tling kf: C6ng ty OPC (Dia chi: 1017 Hdns Bans. Phulns 12. OuAn 6. TP. Hd ChDugc ph6m OPC (D!a chi: 1017 Hdng Bang, Phucmg 12, Qudn 6, TP. HO Chi Minh,
ViQtNam)

25.1. Co s0 sin xu6t: Chi nhinh C6ng ty Cii phAn Duqc phim OPC t4i Binh Ducrng - Nhi m6y Dugc phim OpC (Dla
chi: S5 09/DX04-TH,Td 7,Khu pht5 Tdn H6a, Phulng Tdn Vinh HiQp, Thi xE Tdn Uy6n, Tinh Binh Ducmg, ViQt Nam)

59 Cao sao vdng H6p 49 chira:

Camphor 849,20mg;
Menthol 425,20m9;

Tinh dAu Bac hd
525,20mg; Tinh dAu

Dinh hucrng

130,8Omg; Tinh dAu
que S:,ZOmg; Tinh
dAu Trdm 210,80mg

Cao xoa Tti t hQp x 49; H6p
i hQp x 10g; HQp 1

chai x 20g

NSX 36 893100706324
(YD-26922-17)

1

60 Vitamin AD Vitamin A 5000U;
Vitamin D3 400ru

Vi6n nang
mem

HQp 4 vi x 10 vi6n;
Chai 100 vi6n

NSX 36 893700706424
(vD-29054-18)

I

6l Vitamin C 500mg Vitamin C 500mg Vi0n nang

c(rng

Chai 100 vi6n NSX 36 893100706524

(vD-229s6-ts)
1



Cbng tJ, TNHH Dryc phdm IW CQNG IIOA XA UgI CHII NGIIIA VIET NAM
DOc I0p - TU do - Hanh phlic

fP HO Ch{ Minh, ngay 16 thdng 04 ndm 2025
36: 36/2025/Cv-ryy

Vd vi6c dfnh chfnh cfp nhQt th6ng tin
thu6c trfing thdu

c6Nc vAN xIN DiNH CHINH CAP NHAT
TH6NG TIN THUOC TRUNG THAU

Kfnh eiri: - SO y ff xftN GIANG

TCn nhd thiu: C6ng ty TNFtrI Dugc phAm IVy
Dia chi: 22LC TuAn Mflu, phuong 13, eu4n 6, TP.HCM.
DiQn thoai:09 06625455

M6 s6 thu6: 0316 0297 35

Eai diQn : Ong Ph4m Eic Xu6n - Chric vq: Gi6m d6c

COng ty TNHH Dugc phim M, chdn thinh cim <m Quy SO dE t4o di6u ki6n cho
c6ng ty chring t6i tham du d6u thau t'ong thdi gian vria qua.

- cen cir Quvist <Iinh si5 1630/QD-SYT ngdy 27 th6ng6 nam 2024 ctns6 y t6 tinh
]!ien ciang vc viQc ph6 duy6t k6t [ue tua chq" ,he flrt;";;;6; ,h"d; tpp trung tinhKi6n Giang, giai do$2023-2025 (rlqr 3);

- Cdn cri quy tlinh vd thay d6i th6ng tin thu6c trung thiu tai rti6u 15 mpc 3c cria th6ng
tu 07120241TT-BYT ngiry t7 thangO5 n6m 2024 ctaB0 y ri5;

Bospicine 200
- c6n cri Quytit tlinh sti 4O2IQD-QLD ngdy 18 thang 06 n5m 2024 ciacpc Quan \fDugc vO viQc ban hanh danh muc 394 thudi,nguy6n liQu ldm thui5c sin xu6t;"rrg ""r"nu6c dugc gia hpn gi6y <ting ky luu hanh tAi ViQt Nam _Eqr 201;

Myspa
- cdn ct QuytSt etinh s6 851/eD-er,D ngdy 19 thang 12 ndm 2024 cincgc euin ly

Duoc vc viQc ban hanh danh muc 869 thutic, nguy6n liiu lam thu6c s6n xu6t;rr; r"0,
nudc dugc gia hpn gi6y ddng ky ruu hanh tai viQt Nam -Dqt 2r4;

HiQn nay, san pham Bospicine.200,.My9pa cta c6ng ty chring t6i da dugc cpc eu6nLv Duqc c6p s6 ais.tpoi.yejfq toi re aoq"r.-"Etineo s6 ddng ki m6i niy. vi vfy
c6ng tv chring toi kinh 9:psli Quf sd cho ph6p c6ng Ty Thay Jdi"ap Ju, th6ng tin
thu6c tlfl tning thAu, cu thiS nhu sau :

n [, a, L3 l4tzoli

c6t'tg'
TNH}

Dugc Pl



Me phin (16)

TOn sf,n
phim
tr[38
thffu

Thinh
phAn Him luqng

Th6ng tin xin dinh chinh

Sii tlang ki
xin thay tl6i

PP2300628804 Bospicine
200 Cefpodoxim

cgng tv
C6 ph6n

Dugc
phAm Me
Di Sun-

vi0t
Nam

VD-
31761-19

893110507824
(vD-31761-

le)

PP2300629292 Isotretinoin

cgre tv
CO phdn

Duoc
ph6m Me
Di Sun-

vi0t
Nam

VD-
22926-15

893t10217600
(YD-22926-

ls)

Chfng t6i xin cam k6t c6c th6ng tin vC ch6t luqng san phAm kfi6ng thay d6i,v it c6c
thdng tin cdn l?i nhu nhd s6n xu6t, dgng bdo ch6.v.v. neu tr6n li kh6ng c6 gi sai kh6c.

Kinh mong Quy So ch5p nhpn c6ng vin cria c6ng ty chung t6i.

DAI DIFN P CUA NHA THAU

Ac xuAN

r. I / Y /!,wg

200mg

Myspa

rr{d
I\,

^, lf
iAM I*,&



Ag'qo
..-- {".

ffii+:ti"f,':F. eovrE
cuc euAN r,.f DUgc

S5: sst /QD-QLD

ceNG noA xA ugr cHU Ncnl^t vIEr NAM
DQc lfp - Tg do - H4nh phric

Ha N|i, ngdy t9 th<ing t2 ndm 2024

vG viQc ban hinh Danh -n"t?Iffifll#*un riQu rirm thudc sf,n xuit
trong nufc dugc gia h?n gi6y ilnng kf I,., h.irnh t?i vi-ot Nam -Da.t2l4

cuc rRrIoNG cuc QUAN Lf Duqc

Cdn c* LuQt Duo. c sA t OS/ZOI6/eHt 3 ngdy 06/4/201 6;
Cdn c* Nshi dinh sd 95/2022/Nd-CP nkdy t5/tI/2022 ct)a chinh phit quy

dinh chrirc ndng, nhiQm vq, quyin hqn vd 
"o "riita 

chilrc ctia ao y tii;
cdn air Quyil dinh s6 l96g/eD-BW ngdy 2.6/4/2023 cila BQ truhng ap r te

a!! dinh ch{e9 ndng, nhi€mvq, quyin hqnvdio ciiu t6 chtbc ctia cltc Auai ry, Duo. c
thuQc AO Y te;

Cdn c{c Th6ng tu sti 08/2022/TT-BYT ngdy 05/09/2022 ctia BQ truhng AO y tA
quy dinh viQc ddng lry hru hdnh thu6c, nguyAn hQu tdm thuiSc;

cdn air k't luQ\t cila HQi la"s tn-vtin ciip giiiy ddng lq, lru hdnh thu6c,
nguyan hQu ldm thu6c - B0 y ta aqt 214 tqi cgrs vdn sd igtuorv-wHD ngay
21/I l/2024 cila vdn phdng Hai d6ns tu viin ciip 

-coxtu 
thu6c, nguyan liQu ldm

thuiic;
Theo di nghi cria Trudng phdng Ddng lry thudc, carc eudn lit Du. c.

QTIYET D!NH:

Didu 1. Ban hanh kdm theo euy6t dinh nny {anh muc g69 thu6c, nguyCn
liQu ldm thu6c rfu ryut trong nu6c drrgc gia hqn 

"gi6y 
dnrrrg ky luu hanh tai viQt

Nam - Dot2l4, cg th6:

]. D*h mvc 6l! 9y9", nguyOn liQu ldm thu6c san xu6t rong nu6c dugc gia
hqn giAy d5ng ky luu hanh hiQu l[c-05 ,nFtrn(phu tuc I kim theo).

2. Danh mgc 208 thu5c sdn xu6t trong nu6c dugc gia hqn gi6y <tdng lqy luu
hanh hiQu lgc 03 ndm (Phu lqtc II kdm theo).

3. Danh r-nuc 35 thu6c san xu6t trong nu6c du-o. c gia hqn gi6y <Idng ky luu
hanh hiQu lsc di5n 3111212025 (ph1t fuc III kim theo).

Di6u 2. Co sd s6nxu6t vd co rO Aarg ky thu6c c6 trech nhiQm:
1. san xu6t thu6c theo itring c6c h6-so, tdi liQu dd dang hj v6i 86 y t6 vd

phdi in hodc dan s6 eang ky dugc gO v tc vigi ttam cap lon nh"an ihr6r.- 
' -

2. Chi duoc sdn xu6t, dua ra luu hdnh c6c thu6c ki6m sodt itac bigt khi c6

Sl"v "hy''g-qry 
d,i did; kie" kil-aoant dusc phpm vi kinh ao*r, thu6c phai

ki6m so6t dac biQt phn hqp v6i ph4m vi hopt dOne 
",iu ", s& iLip ung quy <linh t4i

khoan 5 Di6u 143 Nshi 4r"n rA 54/2017/ND-dilngay os/s/2017 
",iu-ihior, 

pni
quy <[nh chi tiiSt m6J s5 diAu vd bien phrtp thi hanh I.riai Ouqc.

3- Thlrc hiQn viQc cap nhAt ti6u chu&r ch6t luqng cria thu6c theo quy dlnh tai
ft.ong tu s6 I U2ot9rrr-B-yr ngiry 04/5/2018 cira eit*"s eo vie q;; ;t"h vc
chAt lugng thu6c, nguydn liQu hri tt rO.. 

-'- ' ---



DANH MUC 626 rHuoc, NGUYEN UEu "in 
ril,bt".'i* -i, rRoNG Nrroc DrIo. c GrA HAN clAy

o,fNc xY r,u'TI uAxrr TAI vIET NAM HIEU LII. C 05 NAnn - r,qT 214
(Kdm theo euyat dlnhsa sst /eD-eLD ngoy t9 thdng t2 ndm 2024

cfia Cltc Qudn ljt Duqc)

1. Ccr s& tting kf: Chi nh6nh R"."oti.
Sa, phudng 14, qufn 3, Thdnh ph5 rtd Chi Minh, ViQt Nam)
1'1' Co sO s6n xuSt chi nh6nh Resantis vi$t Nam-c6ng ty TNHH mQt thinh vi6n Duqc Sdri Gdn (D!a chi: s5 0l vslp,
dudng s6 3, khu c6ng nghiQp viQt Nam - Sinjapore, phudrng Binh Hda, trr'*rr pn6 ri"a" o", o"r, Binh Ducmg, viet Nam)

Phudng 14, QuQn 6, Tp. Minh, ViQtNam)

NQi, ViQt Nam)

I
t0

:
I

Jq

E'
.\
{

3'l' co s6'sin xu6t: cdng ty c6 phAn duqc phim Nam Hh (Dia chi: s.5 415, duong Hdn Thuy€n, phucrng vi Xuy6n, thdnh
phd Nam Dinh, tinh Nam Dinh, Vi6t Nam)

STT TOn thu6c Hoqt chAt chinh -
Him lugng

D4ng biro ch6 Quy c6ch tlting gtii Ti6u
chu6n

Truor

ths
(thdng)

56 tlnng kf
gia h4n

(Sd dlng lrf
I.oa caDl

S6

lin
gia
han(1) (2'l (3) (4) (s) (6) (7) (8) (e)

1 Cinnarizine RVN Cinaizin25mg Vi6n n6n H6p 3 vi x l0 vi6n NSX 36 893 100197800

(vD-27427-17)
I

2 Lifextend Clopidogrel (du6i
dqng Clopidogrel
bisulfat) 75mg

Vi6n n6n bao
phim

HQp 2 vi x 10 vi6n NSX 36 893 I 10197900
(vD-22314-ts)

I

3 Mecasel l5 Meloxicam l5mg Vi6n n6n HQp 2 vi x l0 vi6n NSX 36 8931 10198000
(vD-2ss46-16)

I

4 Mecasel 7,5 Meloxicam 7,5mg Vi6n n6n HQp 2 vi x l0 viOn NSX 36 893110198100
(vD-2ss47-16\

I

5 Repamax 650 Paracetamol 650mg Vi6n n6n bao
phim

HQp 10 vi x l0 vi6n DDVN
IV

48 893100198200
(YD-27428-t7)

1

z. Uo sO rldng kf: COng ty c6 phAn 23 th6ng9 Dia chi: 11 Tdn H6a, t4 chi Vi
2.1. co s& sin xuSt: cong ty c6 phin 23 thangg (Dia chi: I 1 T6n H6a, phudmg 14, eufn 6, Tp. H6 Chi Minh, ViQt Nam)

6 Ibulivi Ibuprofen l00mg/5m1 HOn dich u6ng HQp 10 g6i x 5ml;
HQp 20 g6i x 5ml;
HQp 30 g6i x 5ml

NSX 36 893 r00198300
(vD-32601-19)

1

7 Ironagan M6i l0ml chrla: Ddng
(du6i dang il6ng
gluconat) 0,7mg;
Mangan (duoi dqng
mangan gluconat)
1,33mg; Sit lauOi
dgng s6t gluconat)
5Omg

Dung dich
uong

HQp 10 6ng,20 6ng,
30 6ngx l0m1

NSX 36 893 100198400

(yD-32602-r9)
I

3. co'so tling kf: c6ng ty c6 phin DTS@ 51, phudng quu, Hou,ffi

8 Benfoheal 150 Benfotiamine 150mg Vi6n n6n bao
phim

H6p3vix
FtrQp 6 vi x

0 vi€n;
0 vi6n

NSX 36 8931 10198500
(vD-32604-19)

1

9 Demensyn Donepezil HCI 5mg Vi6n n6n HQp3vix
HQp5vix

0 vi€n;
0 vi6n

NSX 36 893110198600
(vD-18670-13)

I

l0 Dusodril300 Thioctic acid 300mg Vi6nnang
cfng

HOp3vix
H6p6vix

0 vi€n;
0 vi6n

USP

hiQn

hdnh

36 893 1 10198700
(YD-28774-18)

I

4. Co s& tlIng kf: C6ng ty c6 phAn Dugc - V{ttuvtdrn@
pnO fnanfr H6a, tinh Thanh Ho6, ViQt Nam)

Phri, phudng Lam Son, Thdnh



20

BOn C6t, Tinh Binh Duong, ViQt Nam)
Phudng Lqi,

35.1- Ccr s& sin xu6t: c6ng ty c6 phAn dugc ph6m Me Di Sun (Dia chi: 521 Khu ph6 An Lqi, phuong Hda Lgi, Th! xE Brin
C6t, Tinh Binh Ducrng, ViQtNam)

STT TGn thu6c Ho4t ch6t chinh -
Him luqng

D4ng bio ch6 Quy cich tl6ng g6i Ti6u
chu6n

I UOt

thg
(thdng)

56 dlng ky
gia h4n

(56 dnng ry
oa cap)

S6

Bn
gia
han

(1) (21 (3) (4) (s) (6) 0l (8) (9)
196 Flypedalat Lacidipin 4mg Vi6n n6n bao

phim
HQp 3 vi, 10 vi x 10

vi6n
NSX 36 8931 10217300

(YD-341e2-20)
I

t91 Amedtonin 2 Risperidon 2mg Vi6n n6n bao
phim

H$p 3 vi x l0 vi6n;
H$p 10 vi x 10 vi6n;
chai 100vi6n

NSX 36 893fi0217400
(vD-34189-20)

I

35. Ccr sO tling kf: C6n1 ty cd phin duqc ph6m Me Di Sun (Dia chi: S5

198 Gucanat M6i l0ml chr?a: Ddng
(duoi dpng ctdng
gluconat) 0,'7mg;
Mangan (dudi dqng
mangan gluconat)
1,33mg; S6t (du6i
deng sft gluconat)
50mg

Dung dich

uong
HQp 20 6ng x 1Oml NSX 36 893110217500

(YD-31762-te)
1

.t\

*l
,//

t99 Myspa Isotretinoin 10mg Vi6n nang

mem
HQp 03 vi x l0 vi6n NSX 36 8931 10217600

(YD-22926-15)
I

ZUU lr[Irullmus u, I "/o r acfortmus uruurg/ rg rfluoc mo rrvPrLuyP^ruE,
H6pltujpxl2g;
H6pltujpxl5g;
HQp I tujp x20g;
HQp I tufp x25g;
H6pltujpx30g

1\ D,\ JO o7J\LVLt I tlJlJ

(YD-26879-17)

36. Co'sO tlIng kf: C6n1 ty Cd ph6n Duqc Medbolide iDia chi: Phdng 09, l6u 10. toa nhd The EverRich
Jo. LU su uang Ky: Long ry uo phan uuqc phgm Medbolide (Dia chi: phdng
tluong Ba Th6ng Hai, phulng 15, quQn l l, Tp. H6 Chi Minh, ViQt Nam)

, s6 968

36'1' co s& sin xu6t: cong ty c6 phin du-o. c Medipharco (Dia chi: 08 Nguy6., Trudng T6, phudmg phu6c vinh, Thinh ph6
Hui5, Tinh Thira Thi6n Hui5, VigtNaml

BCn Crlt, tinh Binh Duong, ViQtNam)
phuong Lsi,

Thenh phri Nam Dinh, tinh Nam Einh, ViQt Nam)
, Dudrng N4, KCN Hda X6, Phudrng LQc Hda,

201 Menzag Diflorason diacetat
0,05% (dw)

Thu6cmd'b6i
da

HQp 01 tulip x 10g,

HQp 0l tujp x 15g,

HQp 0l tufp x 30g

NSX 36 893 l 10217800
(YD-34197-20)

1

36.2. Co sri'sdn xuit: C ing tv c6 phin duqc ph6m Me Di sun @m Lgi, phudng Hoa Loi. thi x6

202 amoas Flavoxate
hydrochloride 200mg

Vi6n n6n bao
phim

HQp 3 vi x 10 vi6n USP 38 36 893 I 10217900
(vD-2520s-16)

1

203 Locgoda0,lYo Mometason furoat
l5mg/l59

Kem b6i da HQp 0l tufp x t59 NSX 36 893 I 0021 8000
(vD-341e8-20)

1

J7. Cr srf tlling kf : C6ng ty c6 phAn Duo. c m Minh Din (Dia chi: L6 E2 N

37'1' co s& sin xu6t: c61c.ty c6 phAn Duqc ph6m Minh DAn (Dia chi: L|Ez,Dudng N4, Khu c6ng nghiQp Hda Xii,
Phuong LQc Hda, Thtuh ph6 Nam Dinh, TinhNam Dinh, ViQtNam)

HQp l0 vi x l0 vi6n 893110218100
(vD-34199-20)



Dugc
TNHH

or&4odr'r
IVV

tlaS ptcin(

ceNG HoA xA ngr cnu Ncnla vrpr NAM
DQc lfp - Tq do - H4nh phric

Hd NAi, ngay 18 thdng 06 ndm 2024

QTIYET DINH

dugc gia h4n gi6y tling lrf luu hdrnh tai ViQt Nam - Oqt ZOf

CUC TRTIONG CUC QUAN Lf DIIqC

Cdn cu Luqt Duqc sii tOS/ZOt6/gHt3 ngdy 06/4/2016;
cdn c* Nghi dinh s9 g5/2022/N5-.ce,ng"ay t 5/il/2022.cria ch{nh phi quy dlnh

ch*c ndng, nhiQmult, quyin_hqnvd co cAu tA 
"h*" 

cila Bp y tA;
cdn c* Quydt dlnh sii lg6g/eD-Byr ngd.y 26/4/2023 ctia B0 truhng ae r te quy

qry\!rybc ndng, nhiQm vqr, quyin hsn vd 
"o 

iiiu t6 chtic ctia cqrc eudn tl,, ouq" thuQc
B0Yft;

cdn c* Th6ng tu s6 08/2022/TT-BYT ngay 05/09/2022 ctia BQ truhng So y ta
quy ilinhviQc ddng b lnu hdnh thu6c, nguyAn heu la* thuiic;

Cdn ctb.kat t",A!- 
"y1 

Ugilons 1a1k ciip.giib ddns try lru hdnh thu6c, nguy€n
liQu ldm thu6c - BO Y tii aqt 20.1 tqlCdng vdn.s6 4I/HDTI/-VzHE ngay 22/5/2024 cfia
vdn phdng Hgi dong tu vdn ciip GDKLii thu6c, ng,ryan h€u ldm tn 3ol

Theo di nghi c*a Truhn[ phdng Ddng td th;6;, Cqc eudn l!, Duqc.

QUYtrT DINH:

Didu 1. Ban hdnh_kdm theo Quyi5t dinh ndy danh muc 394 thu6c sin xu6t trong
nudc duoc gia hpn gi6y rldng kf luu hdnh tpi viQt Nam -Dqtz}l,cu thiS:

1. Danh myc292 thu5c s6n xu6ttrong nu6c duocgia hpngi6y <tdng kf luu
hnnh hiQu lpc 05 ndm (Pha lltc I kim the,o).

2.Darh mgc 82 thuoc s6n xu,6t trong nu6c du-o. c gia hpn gi6y d[ng hf luu hanh
hiQu lgc 03 n5m (Pha lltc II kdm theo).

3- Danh muc 20 thua5c sin xu6t trong nu6c ducr. c gia han gi6y d[ng kf luu hdnh
hiQu lsc Aenytt)D}Zs (phu htc III kim theo).

Diiiu 2- co s& san xuSt vd ccr so rtdng Li thu5c c6 tr6ch nhiQm:
1. sin xu6t thu6_c_t!e_o_.dung cacho so, tdi liQu qa d6rg ky'r& eo y ti5 vd ph6i

in s6 dang klf ducr. c eO y tis ViQt N-am c6p len Jan tfr"O". 
--

2. Cllt clugc s6n xu6t, dua ra luu tanh c6c thu6c kiiSm sorit d6c bi6t khi c6 GiSy
chimg nhQn tlt t1i6u kiQn kinh doanh du<r. c ph4m vi kinh aounf, tfr"6. ptraiti6- *at
<Iac bigt phn hqq vdi ph4m vi hopt tt6ng cira co sd r16p ung quy rlinh t4i ttroan 5 Did;
1a3 Ngh! dinh sO 54/1017lND-cf ngdy-08/5l2ol7 cta Ctriifr phir quy <tinh chi ti6;61
s6 AiAu vi bi6n ph6p thi henh Luat Du;

3. Th,uc hiQn viQc cfp nhat ti6u chu6n ch6t luqng cta thu6c theo quy <tinh tai
Thgng w so ttlzolsiTT-Byr ngiry 04t5t2018 cua soir"*s-il n;6 il, ;il ,6
ch6t luqng thudc, nguy6n liQu lim-thu6c. 

-'-' - i ---

4. Thu6c duoc gia han giSy d[ng k5i luu hinh tpi euytit tflnh ndy nhtmg chua,lp !9 so cflp nhat'nol d""s ;# tl"3-;, io r,""r,e Iai rtr-?#Jii,"a"?#'rr=" u,*
cta Thong tu 01/2018/TT-BYT ngdy, 18i01/20ts cua BO trueniBq y ti! ttri phat ,h"

ffi



Phu lgc I
DANH NLVC 292 THUoc sAN xuAr rRoNG NUoc Drlgc GrA HAN GrAy DANG Kf LU'u HANH

TAr VrET NAM HrEU LrI. C 0s NAM - DgT 201
(Kim theo euviir dinh s6 402 /eD-eLD ngay 18 thdng 06 ndm 2024

cila Cttc Quan lj, Duqc)

r. Lo so oang ky: uong ry c0 ph0n cOng nghQ sinh hgc _ dugc phAm ICA (Dia
ViCt Nam - Singapore, Thanh pn6 fnu4n An, Tinh Binh Duong, Vi6t Nam)

, dulng s6 5, khu c6ng nghi€p

1.1. Co s& sin xu6t c6ng ty c6phin c6ng nghQ sinh hgc - dugc ph6m ICA (D!a chi: L6 10, rludrng s6 5, khu c6ng nghiQp
ViQt Nam - Singapore, Thanh pnO fnu6n An, Tinh Binh Duong, Viet Narn)

Thanh H6a, tinh Thanh H6a, Vi0t Nam)

2.1. Ca sO sin xu6t: CAng ty c6 phin Duqc - Vft tu y t5 Thanh H6a (Dia chi: 36 04 duong euang Trung, phudng Nggc
Trao, thdnhpnO fna*r H6a, tinh Thanh H6a, VietNam)

Minh, Vi6tNam)

,4
,f,c
Dtl

a

3'1' Co so sin xudt: Cong ty c6 phAn duqc Apimed (Dia chi: Dudmg Nl, cqm c6ng nghiep phri Thanh - Vinh Thanh, x6
VTnh Thanh, huyQn Nhcrn Trpch, tinh Ddng Nai, ViQt Nam)

pnO fi6n Hda, tinh Edng Nai, ViQt Nam)
phudng

4'l' co s6'sin xu6t: c6ng ty c6 phAn Dugc Edng Nai (Eia chi: 56 221B,ducrng pham vdn Thu6n, phucrng T6n Ti6n, thdnh
pnO ei6n Hda, tinh D6ng Nai, Vi6t Nam)

STT TGn thu6c Ho4t chAt chinh -
Him lugng

Dqng biro
ch6

Quy cich rl6ng g6i Ti6u
chuAn

I uot
ths

(thing)

56 tHng kf
gia hgn

(56 tlIng lg
tI6 c6p)

S6

Iin
gia
han

(2) (3) (4) (s) (6) (7) (8) (e)
1.CosotIIngkf:C6ngtyc6phinc6ngnghQsinhhgc-dugcph6

1 Caricin Clarithromycin
500mg

Vi6n n6n
bao phim

H6p3vix4vi6n;
chai 350 vi6n

NSX 36 893t10476624
(vD-ls312-11)

1

2. co sti'rlrng kf: cdng ty 
"6 

phAo 
, phudmg Lam Son, thdnh

2 Clindathepharm
capsule

Clindamycin (duoi
d4ng Clindamycin
HCI) 300mg

Vi€n nang
ct?ng

HQp l0 vi x 10 vi6n DDVII
tV

24 893110476724
(vD-17651-12)

1

3 Leukas Montelukast (du6i
d4ng Montelukast
natri) 5mg

Vi6n n6n

bao phim
H6p 2 vi x l0 vi6n NSX 24 893t10476824

(vD-176s5-12)
1

4 Theprilda Indapamid l,25mg;
Perindopril erbumin
4mg

Vi6n n6n HQp 3 vi x l0 vi€n;
H6p 20 vi x 10 vi6n;
HQp 50 vi x l0 vi6n

NSX 36 893110476924
(vD-30662-18)

1

5 The4zung Cetirizin
dihydrochlorid 1Omg

Vi6n n6n

bao phim
H6p 10 vi x l0 vi6n;
HQp 50 vi x l0 vi6n;
HQp 100 vi x l0 vi6n

DDVN
IV

36 893100477024
(vD-17663-12)

1

ffi

6 Allerpa Loratadin 5mg Dung dich
uong

HQp 10 6ng x 5ml,
H$p 20 i5ng x 5ml,
HQp I chaix30ml

NSX 24 893100477124

ND-3t462-19)
I

7 Apidom Domperidon (duoi
d4ng domperidon
maleat) 5mg

H6n dich
uong

HQp 30 g6i x 5ml;
HQp 30 g6i x l0ml;
HQp l chaix30ml

NSX 24 893110477224
(vD-30e33-18)

1

8 Nooapi 1200 Piracetam l200mg Vi€n n6n
bao phim

HQp 10 vi x 10 vi6n NSX 24 89311047',l324
(vD-31035-18)

1

4. Co srf tlSng kf: C6ng ty Ducr. c Nai (Dia chi: 221B, tludng Ph4m V[n Thuan Tan rhd
'nh

l0 vi x l0 vi6n 893t10477424
(vD-25s88-16)



gia h4n
(S5 tlSng lcf

893 100506824

(vD-32823-19)

proxetil) 100mg

893t10506924
(vD-32825-1e)

Magnesi hisilicat
25Dmg;Nh6m
hydroxyd 120mg

HQp 6 vi x l0 vi6n 893 100s07024

(vD-32826-19)

Cafein l5mg;
Paracetamol 300mg;
V6 sfta (du6i dang

tl{c v6 sta l/20)

H6p l0 vi,20 vi, 50
vi x l0 vi6n; Lo 200

i6n; HQp I le 50
vi€n,70vi6n, 120
vi6n, 200 vi6n

8931t0s07124
(vD-32s15-19)

Nicotinamid 15mg;

Riboflavin lmg;
HQp 10 vi x l0 vi€n,
L9 100 vi6n

893110507224

ND-32s17-19)

itamin A-D Vitamin A S.etinyl
palmitat) 2500ru,
Vitamin D3
(Cholecalciferol)
25oru

HQp I lq 100 vi6n 893100507324
(vD-32831-le)

-v,s
l:l!

,v ,l--l*

^(fl

74 Dulng , phulng Vpn Thing,

l0'1' Co s& sin xu6t Cong ty c6 phAn Duqc phAm Kh6nh Hda (Dia chi: Dudrng 2/4,kh6mD6ng Bic, phudng VTnh Hda,
thdnh ph6 Nha Trang, tinh Kh6nh Hda, ViQt Nam)

BCn C6t, Tinh Binh Duong, ViQt Nam)
Phuong Loi, Thi

11'1. co s& sin xu6t: c6ng ty c6 phAn duqc phim Me Di Sun (Dia chi: 56 521, Khu pho an Lqi, phuong Hda Loi, Thi x6
BiSn Crlt, Tinh Binh Duong, ViQt Nam)

17 Katoniron B9 Acid folic 0,4mg;
Slt tr sulfat 1fi6
160mg

Vi6n n6n
bao phim

HQp 03 vi x 10 vi6n,
H-6p l0 vi x l0 vi6n

NSX 36 893100507424
(rD42623-19)

I

18 Niphadal Nefopam
hydroclorid 30mg

Vi6n nang

crlng
HQp 3 vi x 10 vi6n,
H$p 10 vi x l0 vi6n

NSX 36 893110s07524
(vD-32851-19)

I

t9 Vitamin B1 Thiamin hydroclorid
250 mg

Vi6n nang
ctng

HQp l0 vi x 10 vi6n,
H$plchaixl00
vi6n, H6p I chai x
200 vi6n

NSX 36 893t10507624
(vD-19390-13)

I

Il. Ctr sri ding kf: C6n1 ty duqc Me Di Sun (Dia chi: 56 521, Khu ph6 An Lsi, Phudne Hda Loi- Thi xE

H6p I vi,3 vi, l0 vi
x 10 vi6n

893110507724
(vD-31760-19)

Cefpodoxim (duoi
d4ng cefoodoxim
proxetil) 200mg

H6p I vi,3 vi, 10 vi
x 10 vi6n

893110507824
(vD-31761-le)

STT TOn thu6c Hogt ch6t chinh -
Him lugmg

D4ng bio
ch6

Quy cr{ch tl6ng g6i Ti6u
chu6n

Tu6i
thq

(thrf,ng)

S6

tAn

gia
han

11 BocalsoNTB Calci lactat
pentahydrat (tuong
duong 64,9mg calci)
50Omg

Dung dich
uong

HQp6vix56ng
1Oml

NSX 24 I

12 Disoverim 100mg Vi6n n6n
ph6n tin

HQp 2 vi, 10 vi x l0
vi6n

NSX 36 I

l3 Mezatrihexyl Vi€n n6n

nhai
NSX 36 I

t4 Pasepan Vi6n n6n NSX 36 I

l5 Irivitamin B
complex

Vi€n nang

cftng
NSX 36 I

16 Vi6n nang
x

mem
NSX 36 I

lU. Cr sti diing kf: C6n1
Thdnh phO Nfra Trang, tinh Kh6nh Hoa - Vi6tNam)

20 Bospicine 100 Cetirodoxim (duoi
Cang cefpodoxim
nrnwafil\ 1nn*-

Vi6n nang
cung

NSX 36 I

t'osprclne zuu Vi6n nang NSX 36 1



c0Nc rv cO psAN HoA - Duoc puAvt
. MEKOPHAR

29715 Lf Thuong Kiet, P.15, Qufln 11, Tp. HCM

sdz t99 /KHKD

L rj:,

cONc HoA xA nOr cHU NGHia vryr
DQc Lflp - Tp Do - H4nh Phric

$9
NAM

Kinh gfri: - S& Y t6 tintr KiGn Giang
- Chc co sO y t6 tinn Ki6n Giang

Thdng b6o vd viQc cflp nhflt gia h4n sii ilnng ky cria sin phAm trfing thAu G6i s6 Z: GOi thflu thuiic
generic thdng thudmg tLuQct<6 ho4ch lqa chgn nhi thiu cung cdp thuiic t$p trung tinh

Ki0n Giang, giai doqn2023A025 (dqt3)

Cdn crl Quyi5t dinh sO 1630/QE-SYT ngdy 271612024 cria Sd Y tC v0 viQc ph6 duygt ki5t

qu61113 chgn nhd thAu.G6i sti Z: G6i thdu thu6c generic th6ng thuong thuQc kri hoach lya chgn
nhd thdu cung cdp thu6c tflp trung tinh Ki6n Giang, giai do4n 2023-2025 (dqt 3).

Chring t6i, COng ty CO.fnan H6a.- puei phAm Mekophar tham gia dg thdu thu6c vd tt6
dugc {ry.t ffhngthAu.G6i sO Z: COi thAu thuiSc generic th6ng thucmg thuQc kiS hoach lga chgn
nhd thAu cung c5p thuiSc tflp trung tinh Ki6n Giang, giai do4n 2023-2025 (dqt 3). C6c sin phAm
c6 s6 <tAng ky cfl hiSt hiQu luc, COng ty chring t6i dA nQp kdm theo c6ng vdn gia han higu lgc s6

<tdng hj tir Cpc Quan Ly Duqc.

HiQn.nay, C6ng ty chring t6i dA dryOc Cpc Quin Ly Dugc duyQt c6p sO el6ng kf gia h4n ttdi
v6i s6n phdm Mekoamin S 57o, cU th6 nhu sau:

COng ty CO Ph6n H6a - Dugc pham Mekophar sE cung img sin phdm Mekoamin S 57o c6 sd

dAng ky gia h4n 893110857324 thay th6 cho ciic sin phdm c6 s6 dang ky VD-25369-16 vd c6c
sin phAm mdi c6 ch6t tuqng kh6ng thay tl6i so v6i c6c sin phdm c6 sti deng h1i cfi. (Dinh kdm
bin chgp hO so sin ph6m Quyi5t dinh c6p s6 dang b! eiahpn cria sin ph6m Mekoamin S 5%).

Xin tr6n trgng th6ng b6o drSn Quy SO Y T6 tinh Ki6n Giang vd C6c co s& y tiS tinh Ki6n Giang
xem x6t vd tiiip nhQn s6n phdm cria c6ng ty chring t6i.

Trin trgng.

Tp. ftOCtri Minh, ngdy 18 th6ng04 ndm2025 
Uc)

c6Nc ry cO rHAN HoA - Drrgc rHAM MEKorHAR"-"
o6ct/

NoinhAU:
- Nhu tr6n;

- Luu./.

STT
TGn sin ph6m

trring thiu
Quy
cich

S5 Oeng kf iI6 duyQt trring thiu Si6 afng kf gia h4n

sii drng ky Ngny cdp
Hen
ding Sii dEng ky Ngny cip H4n ding

1 Mekoamin S 5%o
Chai

250m1
YD-25369-16 05t09/20t6 36 th6ng

893110857324
(vD-2s369-16) 2310812024 36thang
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BQYTE
I;AN r,.f otlgc

/QD-QLD

cgNG HoA xA HeI cHU Ncnia vrET NAM
DQc l$p - Tg do - Hlnh phtic

Hd N/i, ngdy 23 thdng 08 ndm 2024

f

QUYTT DINH
VO viQc ban hinh Danh muc 730 thu6c sfln xu6t trong nufc
tlugc gia h4n gi6y tl5ng ki tuu hhnh t?i ViQt Nam - Dqt 208

crJC TRrIor{c cuc QUAN r,f orlQc

Cdn cir Ludt Daqc sd tOStZOt6/QH13 ngdy 06/4/2016;
Cdn c* Nghi dinh si| SS/ZOZZ/NO-CP ngdy t5/11/2022 cfia Chinh phfi quy dlnh

chuc ndng, nhi€m v4, quyin hgn vd co ciiu t6 chilrc cila BQ Y t€;
Cdn c* QuyAt dinh s(i I\6L/QD-BW ngdy 26/4/2023 cfia BQ truhng BQ Y tA quy

dinh chdtc ndng, nhiQm vqt, quyin hgn vd co ciiu td chthc cila Cqrc Qudn l!, Duqc thuQc
B0 Y tA;

Cdn c{r Th6ng tu sd 08/2022/TT-BYT ngdy 05/09/2022 crta B0 truhng AO y te
quy dlnhviQc ddng ty lwu hdnh thu6c, nguyAn li€u ldm thudc;

Cdn cth k€t luqn c1,ta HQi d6ng ta vAn cdp giiiy ddng tcy tmt hdnh thudc, nguyAn
liQu ldm thutic - A9 f te dd 205 tqi C6ng van idlztUOftt-fip*O ngay 24/7/2024 cila
Vdn phdng H9. i d6ng tavdn ciip GDKLH thu6c, nguyAn li€u ldm thuAc;

Theo di nghi cila Truong phdng Edng lqt thutic, CUc Qudn l!,Duqc.

QUYf,T EINH:

Di6u 1. Ban hdnh kdm theo Quytit dinh ndy danh mgc 730 thu6c sin xu6t ffong
nudc dugc gia h4n gi6y dAng ky luu hdnh tpi ViQt Nam - Dqt 208, cp th6:

1. Danh mgc 453 thudc s6n xu6t trong nu6c dugc gia h4n gi6y ddng ky luu
hnnh hiQu lgc 05 ndm (PhE lqc I kdm theo).

2. Danh mltc 2t9 thuSc s6n xu6t trong nudc dugc gia h4n gi6y dlng ky luu
hdnh hiQu lpc 03 nim (Phq luc II kdm theo).

3. Qanh mgc 58 thu6c s6n xu6t trong nu6c dugc gia hpn gi6y dAng kf luu hdnh
hiQu lpc d_en 3111212025 (Phqlac III kdm tieo).

Di6u 2. Co sd s6n xu6t vd co so dEng ky thu6c c6 tr6ch nhiQm:
1. San xu6t thu6c theo dring c6c hdio, tdi 1i0u da dAng ky v6i BQ Y tti vd phdi

in ho{c d6n s5 ddng ky <lugc BQ Y t6 ViOt Nam c6p l6n nh6n tt 
"Or.2. Chi dugc sdn xu6t, dua ra luu hanh cdc thu6c ki0m so6t dac biQt khi c6 GiSy

chimg nhAn dt diOu kiQn kinh doanh dugc phpm vi kinh doanh thu6c ph6i kiOm so6t
dac biQt phir hgp_ v6i ph4m vi hopt <lQng cria ccy sd ddp rmg quy dlnh tpi khoan 5 Di0u
1a3 Ngh! dinh sO 54l2ol7INE-CP ngdy 08l5l2}l7 cria Ctrintr phtr quy dinh chi ti6t mQt
sO dieu vd biQn ph6p thi hdnh Luflt D*qr.

3. Thyc hiQn viQc c4p nhpt ti6u chudn ch6t lugng cria thudc theo quy <tinh tai
Thpng tu s5 lll2}lSlTT-BYT ngity 04/5/2018 cria BQlrucmg BO Y t6 quv Ainl vA
ch6t lugng thu6c, nguy0n lieu ldm thu6c.

4. Thu6c dugc gia hpn gi6y dang ky luu hinh tpi Quy6t dinh ndy nhtmg chua
nQp ho so cflp nhQt nQi dung nhdn thu6i, io rru,rrg d6n su d\rrg ituo. ih.o quy dinh
cria Th6ng tv 0U2018/TT-BYT ngdy 18/01l2OlS cria BQ truC,ng BO Y t6 ttri ph6i thgc
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hiQn cflp nhQt theo quy dfnh tai diOm b Kho6n 1 Di6u 37 Th6ng tu s6 O1/2018/TT-BYT
trong thdi hqn 12 thingt<C ttr ngiy dugc gia h4n gi6y ddng kli luu henh.

5. Sau 12 thangt0 tU ngny.ky ban hanh Quy6t dlnh @y, crlc thuiSc duo. c gia h4n
giey d+ng ky luu hdnh theo Quy5t dinh ndy c6 thay OOi vO nQi. dung hanh chfnh ph6i
s6n xu6t vd luu hdnh vdi c6c nQi dung dd dugc phO duyQt thay d6i trong h6 so gia hqn.

6. Co so d6ng ky thu5c ph6i b6o d3m duy tri <liAu kign hoat dQng trong ifrOi gian
hiQu lyc ctra gi6y dang { luuhdnh thu5c, nguyOn 1i0u ldm thu6c. Tiong t*t g r,q,p
kh6ng cdn d6p img dri tti6u kiQn hopt dQng, co s& deng ky ph6i c6 tr6c[ nhiQ- thu"
hiQn thay d6i ccv sd d5ng ky theo quy itinh tai Th6ng tu sO O87ZO22/TT-Ir-YT trong thoi
hqn 30 ngdy kd tir ngdy co sd d6ng k;i kh6ng cOn Ori itidu kien ho4t dQng.

7. Co sd sdn xu6t thu6c phdi b6o d6m c6c di6u kiQn hoat dOng cta co sd sin
xu6t trong thdi han hiQu lyc coa gidy deng ky luu hdnh thu6c, nguyOn li--Qu lnm thutic.

8. C6c thu6c duoc gia_har, eiey d6ng kf luu hdrrh tai Quy6t dlnh ndy duo. c ti6p
tpc sri dpng s6 dgng ky da c6p tnr6c khi gla irq" trong thdi h?n tOi da tZ$angk6 tir
ngdy dugc.cap so dang ky gia han theo quy dfnh tpi Phu lgc vI ban hdnh kdm theo
Th6ng tu sO Ogi2022lTT-BYT.

9. Ph6i hgp v6i c6c co scv <1i0u tri d6 thyc hiQn theo ttfng c6c quy dinh hiQn
hinh vc thu6c k0 don, theo doi an toan, hiQu qu6, t6c dpng kh6ng mong mu5n cria
thu6c tr€n ngudi ViQt Nam vd t6ng hgrp, b6o'c6otheo quy di.;h tai SiCu 5 ih6ng tu sd
08120221TT-BYT d6i v6i c6c thu6c trong Phu lqc II ban hdnh kdm theo Quyi5t dinh
niy.

Eidu 3. Quy6t di,nh ndy c6 hiQu luc k6 tu ngdy ky ban hanh.
Di6u 4. Gi6m d6c So Y t5 c6c tinh, thenh ph6 ir.uc thuQc Trung uong vd Gi6m

ddc co s0 s6n xu6t vA ccv sd ddng ky cO ifruOc tii oicu 1 chiu tr6ch nhiQm thi hAnh
Quyi5t dinh ndy.i.

Noi nhQn:
- Nhu'DiAu 4;
- BT. Edo H6ng Lan (dC b/c);
- ff. O5 Xudn Tuy6n 1AC b/c;;
- Cuc QuAn y - BO Qu6c phong, Cqc Y tC - e6 C6ng an;
- Cgc Y tC GTVT - 86 Giao thdng vdn t6i;
- T6ng Cpc Hii quan - B0 Tai chinh;
- Bio hi6m xd h6i Vi6t Nam;
- B0 Y t6: Vg PC, Cpc QLYDCT, Cpc QLKCB, Thanh tra
BQ, Vdn phdng HETV c6p GDKLH thu6c, NLLT;BQ, Vdn phdng HETV c6p GDKLH thu6c, NLLT;
- viQn KN thui5c TLI, ViQn KN thu6c Tp. HCM;
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- Vi6n KN
- T6ng COng ty Du'o. c Vi6t Nam - C0ng ty Cp;
- C6c BOnh vi6n, ViQn c6 giuhng bQnh tryc thuQc B0 y tii;
- Trung tAm mua sim t4p trung thu6c qutic gia;
- Cpc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, DKT (C.H) (02b).
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Phg lgc II
DANH MUC 219 THUOc sAN xuAr rRoNG Ntldc DUgc GrA H4N GrAy EANG KV LuU nANn

T4r vrpT NAM Hr-Eu LUC 03 NAM - DqT 20S
(Kdm theo Quy€t dinh sii 607 /eD-eLD ngdy 23 thdng 08 ndm 2024

cila Cuc Qudn ly Duqc)

STT TOn thu6c HoSt ch6t chinh -
Him luqng

D4ng bio ch6 Quy c6ch tl6ng g6i Ti6u
chuAn

Tu6i
thg

(th6ng)

56 dnng kf
gia h4n

(S5 tlnng ky
I.oa cap)

S6

lin
gia
h?n

(1) (2) (3) (4) (s) (6) (7) (8) (e)
1. Co s& tliing kf: Cdng ty C5 phAn DuEc - V6tTuvt6N An (Dia chi: Sd 68 Nl. Co sif tliing kf: Cdng ty C6 phAn Duqc - V{t Tu y td Nghe An (Dia chi: 56 68 rtudng Nguy6n S} S6ch, phudrng Hmg
Phric, thdnh pn6 Vintr, tinh NghQ An, Viet Nam)
1.1. Co so sin xudt: C6ng ty c6 phin Duqc - V$t tu y t6 NgtrQ An (D!a chi: 56 68 <iudng Nguy6n S! S6ch, phudng Hrmg
Phric, thanh ph6 Vinh, tinh NghQ An, ViQt Nam)

1 Neuronal DNA
V
V
(n

itam
itam
itam
lcg)

n Bl 125mg;

n B6 l25mg;
nBl2lZiytg

Vi6n ndn bao
phim

HQp l0 vi x 10 vi6n NSX 24 893110842424
(vD-32108-19)

1

2. Co s& tlSng kf: C6ng fy c6 phin Dugc - V tu y tG Thanh H6a (D!a chi: Sd 232 TAnPhri, phudng tam Son, thanh
Thanh H6a" tinh Thanh H6a, Vi6tNam)
2-l- Ca s& sin xu6t: C6ng ty c6 phin Duqc - Vflt tu y t6 Thanh Ho6 (Dia chi: Sii 04 ilucmg euang Trung, phucrng Nggc
Tr4o, thdnh pnO fnanfr H6a, tinh Thanh H6a, Viet Nam)

2 Berberin Berberin clorid 1Omg Vi€n n6n Ls 50 vi6n;Lq 100

vi6n; Lo 200 vi6n
NSX 36 893100842524

(YD-24397-16)
1

3 Hovinlex Cyanocobalamin
lmg; Pyridoxin
hydrochlorid
l00mg; Thiamin
nitrat 200mg

Vi6n n6n bao
phim

HQp l0 vi x 10 vi6n DD\TN 36 893t10842624
(vD-3326r-te)

I

4 o,-Thepharm Chymotrypsin
(tuong rmg v6'i 2l
microkatals ho{c
42OO USP
chymotrypsin Unit)
4,Zmg

Vi6n n6n HQp I g6i x2vix
l0 vi6n; HQp l0 vi
x 10 vi6n; HQp 50
vi x 10 vi6n; H6p
100 vi x 10 vi6n;
H}p2 vi x l0 vi6n;
HQp 5 vi x 10 vi6n

DDVN
V

24 893110842724
(w-17647-12)

I

3. co s& tlrng kf: c6ng ty c6 phin duqc Apimed (Dia ctri: zo:D ii rhuone K 15" Oudn 11. Thdnh oh6 Hd Chf Thuong KiQt, Phudng 15, Qu{n 11, Thdnh p
Minh, VietNam)

3.1. Co sr! sf,n xuft: C0ng ty c6 ph6n duqc Apimed (Dia chi: Dudmg Nl, cgm cong nghiQp phri Th?nh - Vinh Thanh, xd
Vinh Thanh, huyQn Nhon Trpch, tinh E6ng Nai, ViQt Nam)

5 Fortapi 500 L-Ornithin L-
Aspartat 500mg

Vi6n n6n HQp 2 vi x 10 vi6n,
HQp 3 vi x l0 vi6n,
HQp 5 vi x l0 vi6n,
HQp 10 vi x l0 vi6n

NSX 36 893110842824
(YD3-129-21)

I

6 Para-Api 325 Paracetamol 325m9 Thu6c bQt

uong

HQp 20 96
HQp 30 96

*29;
x29

NSX 36 893100842924
(vD-31s01-le)

1

4. Ccr s& tlIng ky: C6ng ty c6 ph6n duoc ATM (Dfa chi: Yp 26,tdne26 :da elio. 110 Tran Ph[ H
D6ng, thdnh ptr6 uaN6i, ViQt Nam)

ng26 tda elip, 110 Trdn Phri, phudmg MQ Lao, quQn

4.1. Co so sin xu6t: Cdng ty c6 phin Dugc Hi Tinh (Dia chi: 767 Hi Huy Tflp, Tp. He finh, tinh Ha finh, ViQt Nam)
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STT T0n thuSc Hogt ch6t chfnh -

Him luqng
Dgng bio ch6 Quy cr{ch tl6ng g6i Ti6u

chuin
I UOt

thq
(thing)

56 tlSng kf
gia h4n

(36 tlsng kf
I.

oa cap.)

S6

lin
gia

hen(1) (2) (3) (4) (s) (6) (7) (8) (e)
141 Berberin Ex Berberin clorid 5mg;

Cao khd ba ch6
2mg; MQc huong
3Omg

Vi6n ndn Lq 100 vi6n, Lo 200
vi6n, Lg 250 vi€n,
Lq 500 vi6n, Lg 80
vi6n

NSX 36 8931008s6424
(yD-22s92-ts)

1

142 Cdn 90 Ethanol 960/o 46,7m1 Dung dich
dirng ngodi

Lg 50m1, Lg 100m1,
Lg 250m1, L9
300m1, Chai 500m1,
Chai 1000m1, Can 5

lit, Can20lit

NSX 36 8931008s6s24
(vs-4e62-16)

1

t43 Magnesi sulfat Magnesi Sulfat 59 Thu6c b6t G6i 50 trii x 59; G6i
50 tfi x l5g

NSX 36 893100856624
(vD-30670-18)

1

144 Newbavita lVitamin Bl
lrtniu,nin
lhydroclorid )

I lZSn"rg; Vitarnin

le 
rz

(Cyanocobalarnin)
l25p"g (mcg);
Vitarnin B6
(Pyridoxin
lrydroclorid) l25mg

Vi6n nang

mCm
HQp 10 vi x l0 vi6n NSX JO 893 1 00856724

(vD-33002-19)
1

53. Ccr siir (I5ng kf: COng ty
Thdnh Ph5 H6 Chi Minh, vi6t Nam)

h6a-dug'c ph Mekophar (Eia chi: 29715 L! Thu'ong Kiet, phudnel5, eua, l l;
53'1' co sri sin xu6t: cong ty cii phin h6a-duqc ph6m Mekophar (Dia chi: 297 /5 Ly Thuong KiQt, phurmg 15, eugn I t,Thdnh Ph6 H6 Chf Minh, viQt Nam)

=) ,,J

c
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145 Chloram-H TuliP 59 chria:

Chloramphenicol
50mg;
Hydrocortisone
acetate37,5mg

kem b6i da Hdpltulipx59 NSX 36 893 I 15856824
(vD-1880s-13)

I

146 D6u gi6
Mekophar

Chai 10ml chr?a:

Camphor 0,179;
Eucalyptol3,5g;
Menthol3,9g;
Methyl salicylate
0,439

D6u xoa HQp l chaix6ml;
H$plchaixl0ml;
H6p I chai x24ml

NSX 36 8931008s6924
(vD-209s0-14)

I

147 Maloxid Aluminium
hydroxide (gel kh6)
300mg;Magnesium
trisilicat khan 400mg

Vi6n nhai HQp l0 vi x 8 vi6n NSX 36 8931008s7024
(YD-32141-19)

I

148 Maloxid Plus Magnesi hydroxyd
200mg;Nh0m
hydroxyd gel khd
tuong duong nh6m
hydroxyd 200mg;
Simeticon 25mg

Vi6n nhai HQp l0 vi x 10 vi6n NSX 36 8931008s7124
(vD-32571-19)

1



STT TGn thu6c Ho4t ch6t chfnh -
Hlm luqng

DSng bio ch6 Quy cSch il6ng g6i Ti6u
chu6n

I UOt

thg
(thing)

56 illng kf
gia h4n

(Sd ilsng kf
I.

oa cap)

S6

IAn

gia

h?n
(1) (2) (3) (4) (s) (6) (7) (8) (e)
149 Lysinkid-Ca lepna tocopheryl

lacetate 30mg/30m1;
lCul"iu- lactate

lpentahydrate Tucmg

Itmg calcium

lzao^gzoa;r-
Itysine
lhydrochloride
lo,ogl:o'nt;
lNicotinamide
l+orngZro*t;
lPyridoxine

lhydrochloride
ll2mg/30m1;
Riboflavin sodium
phosphate tuong
img riboflavin
6,7mgl3}ml;
Thiamine
hydrochloride
6mg/30m1

Si16 HQp 0l chai x 30m1,

HQp 0l chai x 60m1,

H6p 30 G6i x 7,5m1

NSX 24 893100857224
(vD-18462-r3)

I

1s0 Mekoamin S 5% lM6i chai 250m1

lchrla: Glycin

ll+zs*g; L-Arginin
lhydrochlorid
It tZs*g; L-Histidin
lhydrochlorid
lmonohydrat 550mg;

lLJsoleucin 750mg;

lL-teucin l700mg;

lr-rysin
hydrochlorid
307Smg;L-
Methionin 1000mg;
L-Phenylalanin
1200mg; L-Threonin
750mg;L-
Tryptophan 250mg;
L-Valin 825m9;
Xylitol 12500mg

Dung dlch
ti6m truy6n

lchai zsoml, Chai
lsoo,nt

NSX 36 18931105s7324

llvo-zsteexl
1

151 Mekoderm-
Neomycin

M6i tufp chria:
Betamethason

dipropionat 0,64
mg/g; Neomycin
(du6i dang
Neomycin sulfat)
3,5 mglg

Kem b6i da HQp 01 tuyp x 10g NSX 24 893110857424
(YD3-143-21)

I
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