
Cong Ty TNHH Diroc PhSm AT & C 

17 Diro-ng So 1, Khu Nha O Hiep An, P5, Q8

S6: 065/CV/ATC-2024 
V/v tfe nghj thay rfoi so dang ky

CONG HOA XA HOI CHU NGHIA V\$T NAM 

Doc Lap - Tu*Do - Hanh Phtic

Thanh pho Ho CM Minh, ngay 11 thang 03 nam 2024

UBIfDT
Kinh sui: SO Y TE N1NH THUAN

- Can pu Quyet dinh so 08/QD-SYT ngay 05 thang 01 nam 2024 cua Giam doc Sa Y te Ninh Thuan 
ec phe duyet ket qua lira chon nha thau goi so 01: goi thau Thuoc Generic va van xin nam 2023;
I___ . - Jg van so 131/BHXH-GDBHYT ngay 27/02/2024 cua Bao hiem xa hoi Ninh Thuan.

- Can cu cong van so 075-24/VC-AT ngay 08/03/2024 ve viec cung ung thuoc.

- Cong Ty TNHH Dirge pham AT & C xin gui den So Y Te Ninh Thuan cong van de nghi thay doi 
so dang ky va so lugng cung ung cua mat hang thuoc triing thau theo QD 08/QB-SYT ngay 05/01/2024 
chi tiet nhir sau:

tty ft*
- Can cu con

'jt’'

So dang ky theo 
QD 08/QD-SYT 
ngay 05/01/2024

So dang ky 
dieu chinh

So luong 
cung tingThong tin thuoc trung thau

Mahang: G11163
Ten thuong mai: Atisalbu
So lugng trung thau 71.700 ong
S6 dang ky: 893115277823 (VD-25647-16)

893115277823
(VD-25647-16) 71.700 ongVD-25647-16

Rat mong nhan dugc sir dong thuan va ho trg cua Sa Y Te Ninh Thuan. 

Tran trgng!

■p phAp cua nha thau

(fey' CONGTY Vgt 
5 / TRACH NHIEM HU1!) HAN\^
*1 DUflC PHAM )U

^ & VM

DAI DIE

Nai nhan:
- Nhu tren
- Liru: PKD

Tfj4 A^ NGQC AN
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CONG TY CO PHAN 
DlTQC PHAM AN TH1EN

CONG HOA XA HOI CHU NGHlA VIET NAM 
Doc lap - To do - Hanh phuc

Tp. Ho Chi Mirth, ngay 08 thdng 03 nam 2024cftf'vMlevM-
V/v cung umg thuoc

So:

Kinh gin: Cong ty TNHH Dirp’c pham AT & C

Cong ty Co phan Duac pham An Thien xin goi lai chao tran trong va cam cm sir hop tac cua 
Quy Cong ty trong thoi gian vira qua.

CSn cu Quylt dinh so 737/QD-QLD ngay 09/10/2023 cua Cue Truong Cue Quan ly Dugre 
ve vice ban hanh Danh muc 1017 thuoc san xuat trong nuoc dugc gia han giay dang ky luu hanh 
tai Viet Nam-Dgrt 187;

Bing van ban nay, chung toi xin thong bao d6n Quy Cong ty ve vice cung ung thuoc 
Atisalbu ( Hoat chat: Salbutamol (dudi dang Salbutamol sulfat) - Nong dp/ham lugmg : 2mg/5ml 
- Dang bao che : Dung dich u6ng - Quy each dong goi: Hop 30 6ng x 10 ml - So dang ky : 
893 i 15277823 (VD-25647-16)), cu th6 nhu sau :

- Chung toi van cung ung thude tren cho Quy Cong ty theo so dang ky cu : VD-25647-16.

Tran trong cam on.

kvY'IEN NRAm w. b6c
cOngty 

SY c<5 PHAN
Dl/OCPHAMni^

UVANTHf
Nai nhqn:
-Nhu tren
-Luu: P.HCNS, P.KD m

JrhS

ThS.5W«



CONG TY TNHH DU<?C PHAM 

VIET DlTC
CONG HOA XA H0I CHU NGHIA VIET NAM 

Doc lap - Ty do - Hanh phuc

S6: 75/CV-VD
V/v: dinh chinh ten thuoc trung thau

Thanh pho Ho Chi Minh, ngay 23 thang 02 nam 2024

Kinh gin: S6 Y TE TWH NINE THUAN

/J,-(Can cur Quyet dinh so 08/QD-SYT ngay 05 thang 01 nam 2024 cua So Y te tinh Ninh 

^ Thuan ve vice phe duyet ket qua lua chon nha thau Goi so 01: Goi thau Thuoc Generic va vac xin 

. nam 2023.

• - .Gan cu theo Cong van 11816/QLD-BK ngay 28/07/2020 cua Cue Quin ly Duoc ve viec
/ » r

dinh chinh thong tin tai Quyet dinh cap Giay dang ky luu hanh. Chung toi, Cong ty TNHH Duoc 

pham Viet Due kinh de nghi Quy So Y te cho phep dinh chinh ten cua thuoc trung thau de thuan 

tien trong viec thanh loan Bao hiem y te, nhu sau:

Ten thuoc 

de nghi dinh chinh

Ten thuoc

tai Quyet djnh 08/QD-SYT

Tieu chi

Ma thuoc: G10668 - Nh6m 3

So dang ky VD-33887-19

Ten thuoc Imidu® 60mgImidu 60 mg

Ma thuoc: G10669 - Nhom 4

So d5ng ky VD-33887-19

Ten thuoc Imidu® 60mgImidu 60 mg

Chung toi rat mong nhan duoc su dong y cua Quy Sd Y te cho phep chiing toi dirge cung 
ung mat hang tren theo ten thuoc sau dinh chinh vdi cac tieu chuan khac khong doi so voi ho so 

du thau.

Tran trong./.

Ncri nhan:
- Nlur tren;
- Liru: VT.

* v-
'/<?/. C°NG TY w 
^7 TRACK NHIEM Hl/U HAN
+ l Dl/dc '
^VIET DtfcX-

->

I Due Thang

Cong ty TNHH Diro-c pham Viet Du-c
OmU» vj/86 To H,un TIiiVi’i. uin/ong 15 quSn 10 Tp HoChiMinh

Ema:t •/ieH1uci)haimag.griiai|rornDi-;n il.oai 026 8663 38J3 Fax 028 3663 113<:



UBND TINH NIMH THUAN 
SCJ YTE

C0NG HOA XA HOI CHU NGHIA VIET NAM 
Bpc lap - Tu do - Hanh phuc

Ninh Thugn, ngay05 thdngOl nam 2024^339^^08 /QD-SYT

CONG TY
^/trach nhiImh(K)hah\>\\ 

l DUdCPHAM lXii

sAviet otfc
QUYET DINH

Ve viec phe duyet ket qua lira chon nha thau 

Goi so 01: Goi thau Thuoc Generic va vac xin nam 2023

★/I

GLAM ©OC S0 Y TE NINH THUAN

Can cir Ludt dau thau so 43/2013/QHJ3 ngay 26 thang l J nam 20 J3 aw 
Quoc hoi nude Cong hoa Xa hoi Chu nglva Viet Nam;

Can cu Nghi dinh so 63/2014/ND-CP ngdy 26 thang 6 nam 2014 aia 
Chinh phu guy dinh chi tiet thi hanh mot so dieu cua Lugl Dau than ve lua chon 
nha thau;

Can cu Thong tu so 15/20I9/TT-BYT ngay 11 thang 7 nam 2019 aia 136 V 
(e guy dinh ve viec ddu thau thuoc (rang tai cac ca soy te cong lap;

Can cu Thong tu so 29/2020/TT-BYT ngdy 31 thang 12 nam 2020 cua Bo 
truong Bo Y te thong tu sua doi, bo sung vd bai bo mot so van ban guy phgm 
phdp lugt do Bo fruemg Bo Y te ban hanh, lien tjch ban hanh;

Can cu Thong tu so 06/2023/TT-BYT ngdy 12 thang 3 nam 2023 cua Bo 
truong Bo Y te thong tu sua doi, bo sung mot so dieu cua Thong tu .vd 
15/2019/TT-BYT ngdy 11 thang 7 nam 2019 aia Bp truong Bp Y te guy dinh 
viec ddu thau thuoc tgi ede co soy te cong lap;

Can cu Thong tir so 03/2019/TT-BYT ngdy 28 thang 3 nam 2019 aia Bp Y 
te ban hanh danh muc thuoc sdn xudt trong nude dap ting yen can ve dieu trj. 
gib thuoc vd khd ndng cung cap;

Can cu Thong tu so 20/2022/TT-BYT ngdy 31 thang 12 nam 2022 cua Bp 
Y te guy djnh viec ban hanh danh muc, ty le, dieu kien thanh todn doi vdi thuoc 
hoa dupe, sinh phdm, thuoc phong xa vd chat danh ddu thuoc phgm vi dupe 
hudng cua ngudi tham gia Bdo hiem Y te;

Can cu Thong tu so 08/2022/TT-BKHDT ngdy 31 thang 5 nam 2022 cua 
Bp truong Bp Ke hoach vd ddu tu ve cung cap, dang tai thong tin ve ddu than vd 
lira chon nha than tren He (hong mang ddu than quoc gia:

Can cu Quyet dinh so 11/2023/QD-UBND ngdy 07 thang 02 nam 2023 
aia Uy ban Nhdn dan tinh Ninh Thudn ve viec Ouy dinh chuc ndng, nhiem vu, 
quyen han vd co can to chuc cua So Y te tinh Ninh Thudn;

Co'

1



Can cis Quyet dinh so 431/OD-UBND ngdy 15 thang 3 nam 2021 ciia
* sty 0

UBND tinh ve viec phi chiyit danh myc thuoc dau thdu tap trung cap dia 
phuang tinh Ninh Tinian;

Can civ Quyet dmh so 667/QD-UBND ngay 11 thang 5 nam 2020 cua 
UBND tinh ve viec giao nhiem vu thivc hien mua thuoc thuoc Danh myc thuoc 
dew thdu tap trung tren dia ban tinh Ninh Thudn;

Can cvr Quyet dmh so 1358/QD-UBND ngdy 11 thang 10 nam 2023 cua 
Chu tich Uy ban nhdn dan tinh Ninh Thudn ve viec phe duyet Ke hoach lua chQn 
nhd thdu cung cap thuoc nam 2023 cua So Y te;

Can civ Quyet dinh so 490/QD-S)rT ngdy 16 thang 10 nam 2023 cua So Y 
te tinh Ninh Thudn ve viec phi duyet E-H6 so mdi thdu goi so 01: Goi thdu 
Thuoc Generic vd vac xin nam 2023:

Quyet dinh so 522/QD-SYT ngdy 01/11/2023 cua So Y te Ninh Thudn ve 
viec phi duyet dieu chinh E-H6 so mdi thdu Goi so 1: Goi thdu thuoc generic vd 
vac xin nam 2023:

Quyet dinh so 605/QD-SYTngdy 13 thang 12 nam 2023 ciia Gidm doc So 
Y te Ninh Thudn ve viec phi duyet danh sdeh mat hang thuoc dap img yiu can 
At thudt Goi so 01: Goi thdu Thuoc Generic vd vac xin nam 2023;

Xet de nghi tai To frinh so 13/TTr-TCG ngdy 29 thang 12 nam 2023 ciia 
To Chuyen gia ve viec di nghi phi duyet kit qua lira chon nhd thdu goi so 01: 
Goi thdu Thuoc Generic vd vac xin nam 2023 vd Bdo cdo so 09/BC-TTD ngdy 
05 thang 01 nam 2024 ciia To Thdm dinh ve viec bdo cdo thdm dinh kit qua hya 
chon nhd thdu goi so 01: Goi thdu Thuoc Generic vd vac xin nam 2023.

%

im
t

QUYET DINH:

Oicu 1. Phe duyel ket qua lira chon nha thau goi so 01: Goi than Thuoc
* / \ * t

Generic va vac xin nam 2023 thuoc Ke hoach lira chon nha thau cung cap thuoc
* ^

nam 2023 cua So Y te; cu the nhu sau:
t > \ >

- So lirong ma hang trung thau gom 1097 ma hang thuoc 156 nha than 

trung than thco phu luc dinh kem.

- Tong gia tri trung than: 251.749.312.010 dong

(Bang dm: llai tram nam muoi mot ti bay tram bon muai chin trieu ba 
tram nnvai hai nghin khong tram muai dong).

- Loai hop dong: Thco don gia co dinh.
- Thdi gian thuc hien hop dong: 12 thang kc tu ngay nha thau ky hop 

dong voi cac don vj sir dung thuoc.



A ** f / •Dieu 2. Giao To Chuyen gia phoi hop Phong Ke hoach - Nghiep vu - Tai
9 4 9 \

chinh thong bao ket qua nay den tat ca cac nha thau tham dir va thuc hien cac
9 » \ \ 9 9

buoc tiep theo cua quy trinh dau thau. Dong thai dang tai ket qua len He thong
9 \ 9 9

mang dau thau quoc gia va website So Y te.

Dieu 3. Quyet dinh nay co hieu lire ke tir ngay ky.
♦ % f \ *

To tnrcmg To chuyen gia dau thau, To truong To tham djnh, Trirong cac 

phong chuc nang va cac dan vj co lien quan chiu trach nhiem thi hanh Quyet 
dinh nay./.

Nai niigii:
- Nhir dieu 3;
- UBND tinh (Wo cao);
- Bao hiem xS hpi tinh;
- Lanh dao So:
- To Chuyen gia. To Tham dinh;
- Website So Y tc;
- Luu: VT, KUNVTC.
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—x. mmt

PHV Lye DANH Mge THU6C TRUNG THAU 
G6i so 01: Goi than Tluioc Generic nam 2023

(Kent then Qu\vi dinh so: G % /QD-SYT ngayO$ lhang (}Knoin 2024 a'/a Sir Y le S’inh Thu(in)

Song do - Him 
lirifnc

Nhom
TCKT

Dirdtig
diing

Hjn dung 
(thing)

Nirfrc san 
xual

Hem vjTen hunt ehi'tt Thinh tiinl)(ing linn chcTen lliutfng mji Or mV siin xuitMi Ming S4 luyngQuy edeh dong g6i SDK hojc (iPNK Dorn gti
llnh

|f)(>ng ly Co [ihnn Duyc t>hnm Triiiig irrrng Cl’f'l 8^57.212,500

UongOldDSM Aldan Tablets iOing Amlodipin lOrng. Vicn nen W«p 3 vi s 10 vitn 113,750,00036 Vls-15792-12 I’olfarmcx S.A 65013a Lin Vtfcn 175.000

Chi nhinh 3 - Cong 
ly Co phfin Duoc 

phiim Imexpharm Ini 
Binli Duong

Tliuoc Wt ph.n 
linn

Ampicilin t 
sulbneian:

GIOI.’I 7 [Nerusyn 3n. 2g-r |g TiOm 1.680.000,000Hop 10 lo 84,00024 VD-26I59-I7 IViCu Nam U 20.000

Cong ly phan 
du<?c pham SaVi

010162 iBacfcn/. 20 Uong7. Haclofcn 20mg Vi£n nen 18.500.000Hop 3 vi x 10 viin VD-3048S-18 Vicn 5.000 3.70036 IVipi Nam

Cong ty co phan 
dupe pham SaVi

Vicn nen ban 
phim

CI0I7K UnngSaVi Bc/afihia'.c 2002 Dezafibsas 2W»mr. 322.000,000Hpp5 vi x 10 vicn Vicn 115.000 2.80036 VD.21893-14 Ivici Nam

I
Savil’iolol Plus HIT 
2.5/6.25

Bisoproln] ■! 
Iiydioduiolliia/id

Cong ly co phan 
duoc phim SaVi

Vicn mJn bao 
phim

*H6p3 vl x 10 vicn 
(vi nhom - nhnm)

GKH89 Uiing2.5mgj 6.25mg 121.000.001)36 Ivici Nam Vicn 55.000 2.200V|>.20813-|4 'O

Calci carhonal • 
vilatnin D3

Dongkon Bio & 
Pharma Co.. Lid

(510220 Uong2 [Tnlcal Soft capsule Vicn nangmem jllin Qli6c750mg • 0,1 mg H6p 20 x-i x 5 vicn 93.600,0003b VN-20601M? Vicn 24,000 3.900

Hop 5 lo ihuoc liim 
dong kho J 5 nng 

dung moi |0ml

ITiuoe lion dong Cong ty Co plian 
Dupe pham An Tbien

CHW CoIBndi 3.0 MM ' Colistin' 5 MU l 661,500,000Tic-m 661.500VD-35930-22 Viet Nam 1.9 1.0D036khn

H$p 10 4ng ihuy 
linh 10ml

B.Braun MclsungcnilM 514 I liiiomidaii' • :J|ii:iu 6nglilomicini 120.000.000SlImg/lDml Nhu dich liem Tiem 1.000 120.00014 VN-2225M9 Due
AG

Cting ly co phan 
dupe pham SaVi

Vicn nen ban 
phim

■ i I nv:X ktahariea 40:t Uiing2 Cabapcnlin 400mi* 79.800,000Hop 3 vi li; »icn Vicn 3.99036 VD.2484K.16 Viiu Nani 20.000

ijelnlin succinyl 
• nnlii clorid 1 
mini hydioxyd

20g • 3.505g •: 
''.'.'Sg: 51h)nil

Dung ilidi u'i-m 
iniyen

TiOm
luivcn

Hiip 10 chai phisuc 
500ml

13. Biaun Medical 
Indusirics Sdn. Bhd.

iil'i572 5 Gcloliisiiii' Chai 23.200.000W-L'sXv .i 200 116,00024 (Malaysia

Cling ly eii phan 
duuc. ph.iin SaVi

<:HiM)5 3 I.Savi filipi/.ide 4 Glipi/iii .‘•mg Vicn nen 1 Vmj: Hop 5 vi x 10 Men 647.900.000VD-29I201S Vicn 2.94530 (Vicl Nam 220.000

i

a
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Nonj; flp - Him 
luynC

llyn dunR 
(Ihing)

Ninlirsin
suit

Don vjDirfrni;

dung
Nh6m

TCKT
CffS'Tsin xun(Ten lioal chut Dime !**<> ohr So li/yng ThAnh tiinSDK hope (iPNKQtiy rich <lAng gAiTen thiHmc m?l DcmgiiMA linng

tfnh

Cong ly TNHHUcn 
donnh Stciluphorm - 

Chi nhlnh I
imng VD-265A5-17MeUhrinin Sidla RJOtng Mclforniiii 850mg vicn non Iwo phim I lop 4 vi v 15 Men 36 Vift Nam viin 497.500 348,250.000(|I0829 700I

Cong ty •I’NHH Lien 
doanh Sicllnpharm • 

Chi nhanh I
uong200m|; VD-22667-15Siacyiinc 200 CAP N-acciylcyMcin vicn nang cimj; Hyp 10 vi x 10 vicn 24 Vi$; NamfilOSM vien 340,000 255.000.000750

C'flng ty TNHHUcn 
doanh Stcllapharm • 

Chi nhanh I

uongAsilrnalin 4 Nairi inoutclukasi VD-26556-170110923 2 4mg vicn non nhai 1 lop 3 vi x 10 Men Viet Nam24 Vicn 19,000 19.000.0001,000

Cong ty TNHHUcn 
doanh Stcllapharm • 

Chi nhAnh I
uong011078 I I’laecwm 800 I’iracctam 800nig vicn nen ban plum II6p6 vi x 15 vicn VI).18538-13 ViitNam3b vicn 150,000 1,225 183,750,000

Cong ty TNHHUcn 
doanh Sldlaphamt - 

Chi nhAnh I

Simvastatin * 
c/etimihc

uor.g011211 2 Vytosiad 10'111 lOmg4 lOmg ' ien nen 893110225323 Viqt Namllnp 3 vi x 10 vicn 24 Vicn 33)00 3,750 11.250,000

Cong ty TNHHUcn 
doanh Stcllapharm • 

Chi nhinh 1

vicn nen bao 
plum tan trong 

ruot

Vitamin 136 * 
magnesi lactat

I i$p 5 vi x 10 vi£n. 
Hop 10 vi x 10 vicn

uong 72.800,000011362 Viyl NamMagne • H6 Stella Tahlci 5 mg •• 470mg VD-23355-15 vicn36 91.000 800

Cone tv TNH H Dupe PltAm Huy Ciront; 975,500,000

Cong ty Co phan 
Du<rc jiham Tenamyd

Thunc bpt pha 
tiern

Cl 10306 VD-34 243-20 Viet Nam2 l:otimy<l 500 Cefotiam 0.5g 36 Lp 500Tiem HgplOlo 57,000 28.500,000

Vicn nen bao 
phim

an DpUongG10.523 Mdcro I jibs LimitedIjhuitin -145 i;eiiofihiat 145mg VN-19183-15 Vicn 60.000Hyp 3 vi x 10 vicn 24 5.900 354,000.000

-i'Conlucl

Manufacturing & 
Packaging Services 

Ply. Ltd.

IVicn nen bao 
phim

Gli)5Sl) UongGinkgo 3000I 60ing VN-20747-17 iic VifinGinkgo lulolia Hop 6 vi x 15 vicn 36 50.000 5.960 298.000.000

Cong tyCP Duuc 
Pham Trung Uong 1 - 

Plinthaeo

Paiaccianuil
(acetamimiphenl

Dung dieh tlem 
tiuycii

Tiem

truyvn
(111017 <1 Paia/ucol 750 iOmg/ml. 75ml l.o 75ml VD-26287-17 Viet Nam24 Lp io.ooo 29.500 295.000.000

IQy TNHII Dupe Plilini Minh Tri 515,650,000
j 1110527 Uongi.livilnmax 300 Cty CP DP Snvi Viet Nam300 mg I lop 3 vi \ 10 vicn VD-23652-15 Vicn 31.000Fenofihrai Vien nangcun;; 36 3,300 102,300.000

Vicn nen ban 
pliim

llximctimi Phaima 
Co..Ltd

I Gi!20S Uong1 1 iiniiufnst .Siinv.-isialin VN-21877-19 Hungary Vien40mg Hyp 3 vi x 10 vien 24 23.000 9.450 217,350,000

Ursodeoxycholic

acid
Vien nen ban 

phim
i 1)11318 •) Uongi;r«.nkol 500 
T'l'mu tv TNHH tluire phiini Itinh Chau

V11-35591-22 Cty CP DP Savi Vipt Nam500 mg Hop 4 vi x 15 vicn 36 Vicn 10.000 196,000,00019.600I

435,400,000

Cong ty c<t phan 
dime pham Me Di 

Sun

CI0537 .1 Civo |St) Vien nang mein 1 long. VD-33862 19 Viet Nam VienPexofcnadiii IKOmg Hop 3 \i x 10 vien 2.00036 5.200 10,400.000

Flamingo

Phannaceuticals

Uiuited

Vien nen ban tun 
ttong tuut

0iII25 an l)t;|{.ihelci-4',) I long VN-19733-16 ViCnNnhcpia/o! •Itlllll! I fop Id vi x |(i vien 50.0002-: 8.500 425.000.000

(‘iint; i v TNIHI Huyv iiliani Viet |)u<• 7,431,158,070

Cong tv TNHH 
1 lasan -1 lemiapharni

Alfuxo>.rn 
hvtlrocloml iihng

Vien nen plioug 
line!: ken dat

(ilO<!4'» Alanbtis4-XI 1<) VD-34S'JJ-20 Viet Nani vien 62.200Ailii/rv-in H6p 3 \i x 10 Menl.-iine 3ft 6.888 428,433.600
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Nongdv- lli'ini 
lir^rnp

Nirt'c son 
xunl

Mon dime 
(thine)

Oirirne

dune
Doro vjNhitn

TCKT
Thinh ticnCcr sirsin xuatTon h«i»t dint D^nc him rho So IttvnpSDK tu.?r CPNK Dim giiyuv cnclt d6nc ci>Mi'i hrmp Ton ihntme mni tinh

Cnlci caihonm • 
cak'i

glucomdtK'tnt

Conjj tyTNI IH 
llasan - Dermaiihann

267,393,000l Jon (5 VD-2K536-I7 Viet Nnm 1.785Glf’U. ISOmp? I'.7<im£ vicn iki> sin’ hi,n Mi)]* I tuyp 12 vii-n 36 vicn 149,800Calcium Masnu 2.‘'0nn:

Ciing ty TN11H 
11(15011 • Dcminpharm

Cnlci cnrbntmi • 
viinnmi l.)J Utmj; 137J40.000ViviMnm 840uii}22: I lop 3 Vi \ 10 vicn VD-3-1X96-20 viCn 163.500I250nit • 125IIJ Vicn nen 36Cildilinsun•:

Cone ty TNI 1H Lien 
donnh 11,-LMin • 
IX-nnapharm

I lop 03 vi. 05 vi, 10 
vi x 10 vicn

Vicn ticn ban 
jihiiti

Uoni; 64,050,000GIIW03 893110209323 Viet Nam vicn 12.8105.(1005 Gblnjiin ID Dnpa£liHo/.in lOmt; 36

ConelyTNMIl lien 
donnh lltiKin- 
IXimnphaini

Dibydio

eiijotaniin

mexylni

l.lcmp 73.080,000G 11)43 7 Viet Nam 1.827Mpp 3 vi x 10 vicn vicn 40,000?nn: VO-23371-15■i Miiii'iiuk vicn nen 36

Cong ly TNI III lien 
do anh Hasan- 
Detmaphann

vicn nen bao 
I'hiin i;ic dung 

kco dai

Ueni;010520 43,659.000Viet Nam vicn 3X500 1.134I lop 3 vi 10 vicn VD-25036-163 Mihcplcn Jnii’, rdodipm 5mp 36

Conj; lyTNUH lien 
dnanh Hasan- 
IX'imaphann

Vii-n non ban 
plum

G1052-1 Until! 556.962.000Viet Nam vicn 178,000 3,129Mibclen NT 145 Hop 3 vi ,v 10 vicn Vn-34478.20-I bcnnfihtnt I45m£ 36

Glibencbmid 
.2,5mg ‘ meHbrinin 
: bydrnelotid 500mi!

Cone ty TNI 111 
llnsan - Dermapbarm

Glibcitclainui • 
iv.ctr**:inni

I lop 2 vi. 8 vi ,\ 15 
vien

GIOJ.S4 l I6ni: 122.010.000\'iet Nnm 1.743vicn 70,0004 I insimbcst ?('tl? “■ VI).52391-19vicn nen bao plum 36

Gtihcncbmid 5tne 
> meirormin 

hcdiocloiid SDOtm;

Cling lyTMIH 
Hasan - Dermapbarm

H0p2vi,8vix 15 
vicn

Glibenclnimd • 
meirormin

U<mg 55.860,000G105X6 Viet Nam 28.000 1.995vien3 llnsnnbcsi 51HW5 VD-32392-19vien nen bao plum 36

Glibenclamid Jnig 
1 metformin 

hydrockuid 50iiint!

Glimcpirid 2iiie * 
meilbnuin 

liydioelmid 50t)iiie

Ciine ty TNHH 
Hasan - Dctmapbarm

t.ihlieiicliiiiiHl - 
met lot iinn

Hop 2 vl. 8 vi x 15 
vien

GI05X7 Uong 39,900.0001.995Viet Nam vien 20.000I lasanbesi ^00/J VD-32392-194 vicn nen ban phim 36

Cfing ly TNHH 
Hasan - Dcmuiphaini

Glimcpuio- • 
meifoimm

1 lop 5 vi. 10 vi ,\ 10 
vien

G10602 1 li'mp 1.147.041.0002.499Viet Nam vien 459.000.1 VD-33885-19Cniniaiyl 2me,5lK)me vicn nen ban phim 36

Isnsotbid 
(dimtiiil ho.'ic 
mnnomiiat)

Cong ly TNHH 
Hasan • IXimapharm

Isnsotbid -5- 
moitoniliat 60m};.

vien nen trie dung 
kOi> dai

Hop 5 vt. It) vl \ 10 
vien

GHlf-f.K 714,798,000Ucmg Viet Nam 1.9533 vicn 366.000IiiikIii (til mi' VD-338K7-I960

IsoMiibid 
(diniiiai iin.'ie 
nmniiiiilial)

lli.p ’• vi. 10 six 10 
vien

Ciuig ty TNHH 
I lasan - IX'rinitphann

l.sosmbid -5- 
nmnomtiat 60mg

\ :eu nen lac ilimg 
kco dai

GHiril.o Dong 42.966,000Viet Nam vien 22.000 1.953•l Inndii fit' me VD."38S7-I‘i60

Cong ty TNI 111 lien 
dnanh I lasan- 
IXnniiphami

l.cvi)dti)i;i • 
eaibniup.i

i i I (‘722 Untig 3.486 288^36.220Viet Nam 82.770.! M;c.«|vn 25<),25 Hitp 3 vi x 10 sicn VD-3447(v20 vienVicn nen250ml1. • 25mg 36

Cong ty TNHH lien 
dnanh l lasan- 
Dama|)hann

•VSagncM
hsilioxyd • 

nhnm b'.diosvd

1-iOOmi;. ‘ 
300m{<)'|0m)

G10782 Unng 155.610,000-I (ieliicltie ! iun dieh 116115; Viet Nam gdi 65.000 2.394VI)-114U2-IXHop 5(1 i;6i \ 10ml 36

M.igiifs)

livdrnxvd • 
nhnm hvdtitxyd 

- simetbieon

Cong ty TNI Ml Lien 
dam)) Jiasrur - 
Dcnnaphtmn

(800.4m,; • 
i dJX.XJrng ' 
XOtngV'IOml

G I(i79-i .1 in'ii didi (i<mg Vimj 3.402 408.240.000ihni’ixl-S Viet Nam giS; 120,000Hup •.(Jgni.v 10ml \'l>-36:J3-2236

Mcifiirmm

Itydniclotul

IQUUnii',

(Vingty TNI ill 
Hasan - Dama|^i:um

I i6p * \t Hi vi \ 10 
v icn

vie:; i:eu ;th6ng 
'.'ueh ken d-ii

<i IOS34 i i-Mcti’lu Xi< 1000 t king 1.680 1.142,400.000.Viet Nam vien i.XO.OOO.Vciliumm Vl)-27'(i7-1736

tVmgiv I'NIIIt 
Hasan - Uciinnphatni

G ioxs;’. -] 1 rer • Aiehns.in 10(1 1.092 63.008.400Viet Nam vicn '7,700i |,ij- |0 si \ 4 vicnN-a, civ L v 'tem \.:)-’';ius.i6loOrng vn ticn stii but 1 Vuig 24

?0



None dy- Ham
lur/np

Nh6m
Tf.'KT

Hirfrnp
diinp

linn diing 
(llinng)

Nu6c san 
xuul

Doit vjTen hnal chiSt D^ine hio die CVsd'siln xualMa hAne Ten ilitnmii mai SolirynR Thdnh ti£nSDK hoje Ol’NKQuy crich <l6nc Don giilinh

vien nen hao 
phini lac dunt; 

ken d:'u

Nifedipm Hasan 20 
Retard

Cong lyTNHH 
Hosan • I3cmiaphann

Udnt(] 10'Mft Nifedipin3 20mi; Hop 10 vj x lOvien 3f. vooasw-iy Viyi Nam vien 744.000 374.976.000504

IVtindopnl ten - 
bmylamin 2mg-» 

indaivamidfi.625mE

(’ctindop"! ' 
mdajvnnud

Cong lyTNHH 
Hasan - Oermapharm

Umific;il054 Vitnin pins vien n6n Hop 3 vj x 30 vien 36 VD-25977.16 Vi{i Nam vien 20.000 29.R20.0001.491

C6nglyTNHH lien 
doanh Hnsan- 
Dcfmaphann

Saccharnmyces
boulardii •Rmoc Ihii Uong(Nil 59 MICI-7.VM H>04 2.20 x lO^CTU Hyp 30 gdi x 1.0 g 24 QI-SI’-947-l6 Vicl Nam goi 25.000 114.975.0004.599

Telmisartan ■»
1 lydroclornlhia/i

Cong lyTNHH lien 
doanh Hasan- 
Dcrmopharm

Uongl!l 1252 3 Mibeicl IIC1 •iCrng-i I2.5mp Vien nen Hop 10vi x lOvien 36 Vici NamVD-jORiIg.lg vien 80.000 3,990 319,200.000
(1

Tmanidin (dum 
dang Tizanidin 

hydroclorid) 6mg

C6ng ly TNHH lien 
doanh Mnsan- 
Dcrmapharm

Tizanidin
hydrodorul Uong(■.II2S4 Muslcxan 64 vien nang cirng Vici NamHop 3 vi x 10 vien 36 vienVD-339I6-I9 30,000 3.654 109.620.000

vien nen bao 
phim lan Irong

Cong lyTNHH lien 
doanh Hasan- 
I3ermaphami

Uong011295 Duhemos 500 Trancxamic acid4 500mg Viet NamI lop 5 vix lOvien 36 VD-27547-17 vien 4.150 2.499 10,370.850
ruot

Vitamin B6 5mg * 
magnesi lacial 
diliydrai 470mg

Vitamin 116 • 
magnesi laclai

Cong ly TNHH 
I lasan - Dcrmapharm

Ufing011366 Neurixal4 vien nen siii bpi VD-285S2-I7 Vicl Nam 63.000Hop I tuypx 20 vien 24 vien 1.848 116.424.000
r

Cong lyTNHH 
I lasan - Dcrmapharm

Hpp3M-.5vi. I0vi 
x 4 vien

UongGl1371 Nasan-U 501) Vitamin C■l 500mg Vien nen sui hot 24 VD-36242-22 Vi^i Nam vien 505.000 1.197 604.485.000 5
Cong ly CI’XNK V t^Tp. Iln Clii Minli 4S4.92S.OOO

I lop 50 ongx 5ml Ijboratorios 
Nomion. S.A

Toy Ban 
Nlia ongG1086? Bdi/nlnm 5rng? 5mlI Midazolam 5mg/5ml TiemDungdich tiem 24 W-229d|-2l 15.500 29.350 454.925.000

< Ving iv Co I’hnri Dune I’lirtm Viyl Ha 1.449.705,000
Ferrer tnlernacional Tay Ban 

Nha
ongHop 5 ong 4mlo:o5<>5 CmcnlinSoma/ina inppmg lOOflmgMrnl Dungdich liem1 Tiem 36 VN-18763-15 5.000 81,900 409J00,000 •*SA

Codon
camphosulphonat 

• sulfiipaincol • 
cao mem 
gimdelia

2i
25mg • lOPmg- 

20mg
Vien nen bao 

dtxttig
I Uong1 0111388 I NVo-l'inliop. Sophancx I’hip VienI (Op 2 \i x 1C vien 36 VN.|8%6.|5 107.000 3.585 383.595.000

Daewoong 
I’harmaceulieal ('o . 

I.ld.

Dioctnhcdral
smeeiu

Hon dieh unng Uong Him Ouocokm;.') I lop 21) goi X 20ml 36 GoiVN-18887-15 10,000 7,850 78.500,000

Hgis Pharmaceuticals 
Private I.imiied 

company

Glyceryl inmitai 
(Niimglyccrin)

O.OSgfirong lOg 
klii dung)

i.; 1062(1 I Nr.ii'-nmi Phuti muRhi ihmg Hi>p 1 1o lOg 36 VN-2027H-17 Hungary l-V 30 150,000 4.500.000

l.evmln ro-'in 
(iniKii nntril

Berlin Chcmic AG 
(Mcnanni Group)

UongGK1758 Hcilthvrox lOU VtinKlOmcg VN-KI763-10 Dire 50.000Vien nen Ihm 4 \ i x 25 vien 24 26.750.000535

ligis Pharinacciiiicah 
Prix’aie i.mined 

company

G1H739 i I .ivjc'cani llunguiy l.ol.iducai:' I0'U 38g ! huiic phun mil 36 10(1Phun mu Hop I 1o 3Sg VN-2i)49y-l7 15.900.000159.000

2)
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BQYTE
eye QUAN LY Dirge

So:JJ84£ /QLD-DK
V/v di'nh chinh thong tin tai Quyet

^9/ CONG TY 
^/trach nhiemhOuhanX^

I DI/0C PHAM j

QvVIET OLTC A/
. .

ArpHO^dc Quan ly Dirge nhan dirge cong van cua cac ca sd dang ky thuoc de
tt* /

nghi dirth chinh thong tin trong cac Quyet dinh cap Giay dang ky Iiru hanh thuoc 
va cong van duy tri hieu lire Giay dang ky luu hanh thuoc cua Cue Quan ly Dirge.

\ f

Can cu ho so dang ky thuoc liru tai Cue Quan ly Dirge, Cue Quan ly Dugc
r » t $

thong bao dinh chinh mot so noi dung tai cac Quyet dinh cap Giay dang ky luu 
hanh thuoc va Cong van duy tri hieu lire Giay dang ky luu hanh thuoc doi vbi cac 
thuoc tai danh muc cu the nhu sau:

1. Danh muc cac thuoc dugc dinh chinh thong tin tai Quyet dinh cap Giay 
dang ky luu hanh thuoc (Phu hie I kem theo Cong van nay).

2. Danh muc cac thuoc dugc dinh chinh thong tin tai cong van duy tri hieu 
lire Giay dang ky luu hanh thuoc (Phu luc II kem theo Cong van nay).

Cue Quan ly Dugc thong bao de cac don vi biet va thuc hien./.

CQNG HOA XA H0I CHU NGHlA VIET NAM 
£>gc lap - Ty do - Hanh phuc

Ha Noi, ngay^ thang J- rtam 2020

H, C6ng v5n duy tri 
r^GDKLH

'2-

Kinh gui: Cac ca sa dang ky co thuoc dugc dinh chinh

^JCT. CUC TRU'GNG 
^ CUC TRUONG

Nffi nhan:
- Nlur tren;
• Q. Bp tnrong Nguyen Thanh Long (de b/c):
- Thir trirang Trvrang Quoc Circrng (de b/c);
- Cue trirang Vu Tuan Cirang (de b/c);
- Cue Quan Y - Bp Quoc phong, Cue Y te - Bp Cong an,
Cue Y te Giao thong van tai - Bp GTVT;
- Tong Cue Hai quan - Bp Tai chinh;
- Bao hiem Xa hpi Viet Nam;
- BYT: Vu PC, Cue QLYDCT, Cue QLKCB, Thanh tra Bp;
- SYT cac tinh, TP true thupc TU;
- Vien KN thuoc TIT, Vien KN thuoc TP. HCM;
- Tong Cong ty Dupe Viet Nam - Cong ty CP;
• Cac benh vien. Vien co giirong benh true thupc BYT:
- Cue QLD: P.QLKDD. pTqLCLT. P.PCTTra. Website Cue:
- Liru: VT. DKT (04).

guyen Thanh Lam



CONG HOa XA HOI CHU NGHlA VlfT NAM 
DQc lap - Tv do - Hanh phuc

BQ Y TE
CUCOUAN LY Ol/OC

Fhu luc I
DANH M UC 71 THUOC £>UOC D1NH CHINH THONG TIN TAI QUYET DINH CAP GIAY ©ANG KY LlTU HANH THU6c

(Kem (heo Cong van sojjfyk QLD-DK ngay^/ f / 2020 cua Cue Qudn ly Diayc)

Ng&y ky 
ban hanh 

Quyet dinh

So Quyet 
djnh

N91 dung dmh 
chi'nhSo dang kyTen thuoc Thong tin da ghi Thong tin dinh chi'nhSIT Co’ so' dang ky

Simtanin 20 mg 
(CSNQ: Cong ty 

Mibe GmbH 
ArzneimiUel; 

Djachi: S6 15, 
Duong

Miinchener, D- 
06796 Brchna, 

CHLB Due)

Simtanin 20 mg 
(CSNQ: Cong ty Mibe 
GmbH Arzneimittel; 

Dja chi: S6 15, Dubng 
Munchener, D-06796 
Brehna, CHLB Due)

■<

c'Cong ty TNHH 
Hasan- 

Dermapharm
Ten thuoc Simtanin 20 mg547/QD-QLD 15/11/2016VD-25976-161

Casantin(,iJ 
6.25mg (CSNQ: 

Cong ty Mibe 
GmbH 

Arzneimittel: 
Dia chi: So 15, 

Duong
Munchener. D- 
06796 Brehna, 

CHLB Due)

Casantin 6,25mg 
(CSNQ: Cong ty Mibe 
GmbH Arzneimittel; 

Dia chi: So 15, Duong 
Miinchener, D-06796 
Brehna, CHLB Due)

Cong ly TNHH 
Hasan- 

Dermaphann
Casantin 6,25mgTen thuoc22/02/201899/QD-QLDVD-29481 -182

1



Ngay ky 
ban hanh 

Quyct djnh

So Quyet 
djnh

Noi dung dinh 
chmhTen (luioc So dang ky Thong tin da ghiSTT Co sd" dang ky Thong tin dinh chinh

Cong ty TOHH 
Lien doanh 

Hasan -

Bosentan (du6i dang 
Bosetan monohydrat) 

125mg

Bosentan (dudi dang 
Bosentan monohydrat) 

125mg

Cach ghi boatMisenbo 12545 01/08/2019VD-33102-19 457/Q0-QLD chat

Cong ty TNHH 
Lien doanh 

Hasan - 
Dermapharm

Bosentan (diroi dang 
Bosetan monohydrat) 

62,5mg

Bosentan (dudi dang 
Bosentan monohydrat) 

62,5 mg

Cach ghi boat46 Misenbo 62,5 01/08/2019VD-33103-19 457/QD-QLD chat

Cong ty TNHH 
SX-TM dirge 

pham Thanh Nam

Quy each dong Hpp 10 vi x 10 vien; 
Lp 200 vien

47 Paracetamol Hop 10 vi x 10 vienVD-33129-19 457/QD-QLD 01/08/2019 goi

Chi nhanh Cong ty 
TNHH SX-TM Dirge 
pham Thanh Nam tai 

Binh Dirong

Cong ty TNHH 
SX-TM dirge 

pham Thanh Nam

Chi nh£nh cong ty 
TNHH SX-TM dugc 

pham Thanh Nam
48 Paracetamol VD-33129-19 457/QD-QLD 01/08/2019 Co so san xuat

So 60 - Dai lp Doc lap 
-KCN Viet Nam- 

Singapore - Phugng 
An Phu - Thi x3 Thuan 
An - Tinh Binh Duong

So 60 - Dai 16 Dpc lap - 
KCN Viet Nam- 

Singapore - Phuong 
An Phu - Thj xa Thuan 

An - Binh Duong

Cong ty TNHH 
SX-TM dugc 

pham Thanh Nam

Dja chi co so 
san xuat

49 Paracetamol VD-33129-19 457/QD-QLD 01/08/2019

Cong ty TNHH 
Lien doanh 

Hasan -
50 Imidu® 60mg Imidu 60mgVD-33887-19 652/QD-QLD 23/10/2019 Ten thuoc Imidu® 60mg

Cong ty TOHH 
Lien doanh 

Hasan - 
Dermaphann

Isosorbid-5-mononitrat 
60mg (duoi dang 

isosorbid-5-mononitrat 
80%)

lsosorbid-5-mononitrat
60mg

Cach ghi boat 
chat

51 Imidu® 60mg VD-33887-19 23/10/2019652/QD-QLD

12
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Ngay ky 
ban hanh 

Quyct djnh

So Quyct 
djnh

Noi dung dfnh 
chi'nhSo dang kyTen thuoc Thong tin da ghiC(Y so’ dang kySTT Thong tin dfnh chinh

Cong ty TNHH 
Lien doanh 

Hasan -
652/QD-QLD 23/10/2019 Tuoi thpVO-33887-19 36 th^ng52 Imidu® 60mg 60 th^ng

Spinolac® 50 
(CSNQ: Cong ty 

Mibe GmbH 
Arzneimittel; dia 

chi: So 1 5, IDucrng 
Miinchener, D- 
06796 Brchna. 

CHLB Hire)

Spinolac 50 (CSNQ: 
Cong ty Mibe GmbH 
Arzneimittel; dia chi:

So 15, ©irtmg 
Munchener, D-06796 
Brehna, CHLB Due)

Spinolac® 50 (CSNQ: 
C6ng ty Mibe GmbH 
Arzneimittel; dja chi:

So 15, Duong 
MOnchener, D-06796 
Brehna, CHLB Due)

Cong ty TNHH 
Hasan - 

Dermapharm
TenthuocVD-33888-19 652/QD-QLD 23/10/201953

Cong ty TOHH 
Lien doanh 

Hasan -

Cach ghi boat Alpha lipoic acid 
600mg

Alpha lipoic acid 
(thioctic acid) 600mg

652/QD-QLD 23/10/2019VD-33898-19Almintic54 chat
\

Cong ty TNHH 
Lien doanh 

Hasan -
Dang bao che652/QD-QLD 23/10/2019 Vien nen bao phim Vien nen bao duongVD-33899-1955 Brocizin 10 j

>
>Hop 03 vi x 10 vien; 

Hop 05 vi x 10 vien; 
Hop 10 vi x 10 vien

Hpp 03 vi x 20 vien; 
Hpp 05 vi x 20 vien; 
HQp 10 vi x 20 vien

Cong ty TNHH 
Lien doanh 

Hasan -

Quy each dong
23/10/2019652/QD-QLDVD-33899-19Brocizin 1056 goi

Moi 15g gel chua: 
Calcipotriol (duoi 
dang Calcipotriol 

monohydrat) 0,75mg; 
Betamethason (duoi 
dang Betamethason 
dipropionat) 7,5mg

Moi 15g thuoc md 
chua: Calcipotriol 

(dudi dang Calcipotriol 
monohydrat) 0,75mg; 
Betamethason (duai 
dang Betamethason 
dipropionat) 7,5mg

Cong ty TNHH 
Lien doanh 

Hasan - 
Dermapharm

Cach ghi boat 
chat652/QD-QLD 23/10/2019VD-33900-1957 Divibct

13
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Ngay ky 
ban hiknh 

Quyet dmh

So Quyet 
dinli

Noi dung dfnh 
chinhTen thudcSTT Casa dang ky So dang ky Thong tin da ghi Thong tin dinh chinh

Cong ty TNHH 
sinh dugc pham 
Hera

Sorafenib (dudri d^ng 
Soravenib Tosylate 

form II) 200mg

Sorafenib (dudri d^ng 
Sorafenib Tosylate 

form II) 200mg

Cach ghi boat71 Soravar QLDB-773-19 306/QLD-DK 05/10/2019 ch^t

TRl/ONG 
Pl^CTC TRirdNG

e

s( oeSwly
UV Dl/Oc V

w\h s/ili'*

In Thanh Lam



CONG TY CO PHAN DU'OC 
PHAM TRUNG U'ONG CPC1

CHI NHANHTPHQCHi MINH

CQNG HOA XA HOI CHU NGHIA VI$T NAM 
Dgc lap - Ty do - Hanh phuc

C RCi

Sir. 235/CPC1-CNHCM 
V/v cap nhat quy each 

Enyglid Tablet

Thanh pho Ho Chi Minh, ngay 11 thdng 03 nam 2024

TUBNT r.' •
-c.

Kinh giri: Sa Y te tinh Ninh Thuant

■ -Lai dauj1^11^ Cong ty Co phan Dugc pham Trung irong CPC1 xin cam an sir ung ho 
a hap.tacxuajouy Sa Y te trong suot thai gian qua.

Can cu Quyet djnh so 08/QD-SYT ngay 05/01/2024 cua Giam d6c Sa Y t4 tinh Ninh 

Thuan ve viec phe duyet ket qua lira chon nha thau G6i so 01: goi th4u Thu6c Generic va 

vac xin nam 2023.

Can cu Cong van so 776/QLD-DK ngay 07/02/2022 cua Cue Quan ly Dugc ve viec 

thay doi quy each dong goi thuoc thanh pham, trong do co mat hang thuoc Enyglid Tablet 
(Hoat chat, ham lugng: Repaglinid, Img) vai thong tin cu the nhu sau:

Don vi 
tinh

Quy each 
tren QDTT

Quy each xin 
dugc cap nhat

Ten thuocSTT Ma hang SDK

Enyglid
Tablet

VN-22613- Hgp 3 vi x 10 
vien

Hop 2 vi x 15 
vien

G111341 Vien20

De dap ung kjp thai nhu cau kham chua benh tai Quy Sa Y te va can cu theo Muc 

DK.C 26.1 (d) - Chuang VII. Dieu kien cu the cua hgp dong, Cong ty chung toi xin dugc
r t \ » y ,

tiep luc cung ung thuoc tren theo noi dung dieu chinh; cam ket thong tin ve hoat chat, ham 

lugng, cac tieu chuan chat lugng va dan gia khong thay doi so vai ket qua trung thku va E- 
HSDT.

Kinh mong Quy Sa Y te xem xet va chap thuan. 

Tran trong cam an su hgp tac cua Quy So Y le.

GIAJVJR NHANH^/Nffi tthdtt:
- Nhu tren;
- Luu: Ban Kinh doanh, VT.

:6ng rr c6 miNV?A\ 
0-/ di/oc phXw Y3, 

s[TRI/NG 1/0NG CPClV-ol' 
*1 -CwinhAnh 
Crt\ thanh ph6
VfcXHO CN( MINH

★//>

Tp.
DS. dAo thi hAng



BQ YTE
eye QUAN LY DUQC 

/ QLD-DK
W c®ch,d6n8 86i lhudc

' S*/ ouoc ph^m YoVi ihinh pham 
s/TRUNG l/ONG CPC1 •-« j

CONG HOA XA HQ! CHII NGHlA VI$T NAM 
Poe lap - Tff do - Hanli phuc

Ha Nqi, ngay 0^ thang OZnam 2022

. \ • CHI NHANH . 1 +
C\ thAnh ph6

CHI mm/Jf//
Kinh giri: Cong ty TNHH Dirge pham Nhat Anh 
Dia chi: 122/7-9 Dang Van Ngir, quan Phu Nhuqn, TP Ho Chi 
Minh, Viet Nam.

Tiep theo cong van so 6400/QLD-BK. ngay 03/06/2021 cua Cue Quan ly 
Dirge, xet don de nghi va cac tai lieu bo sung co lien quan cua Cong ty (so tiep 
nhan 591/BSTDNN ngay 14/06/2021) ve vice thay doi quy each dong goi thuoc 
thanh pham doi voi thuoc da dugc cap giay dang ky luu hanh,

Can cu Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bp Y t6 Quy 
dinh vice dang ky thuoc,

Can cu Bien ban tham dinh ho so thay doi/ bo sung cua cong ty, Cue Quan 
ly Dugc co y kien nhu sau:

Dong y ve vice thay doi quy each dong goi thuoc thanh pham doi voi thuoc 
Enyglid tablet, so d&ngky: VN-22613-20, cu the nhu sau:

- Quy each dong goi thuoc thanh pham da duyet: Hop 3 vi x 10 vien.
- Quy each dong goi thuoc thanh pham thay doi: Hgp 2 vi x 15 vien.
Mau nhan cua quy each dong goi moi cua thuoc dugc dong dau xac nhan

cua Cue Quan ly Dupe va dinh kem theo cong van nay.
Ngoai npi dung dupe thay doi tren, tat ca cac npi dung khac giu nguyen 

nhu ho so dang ky thuoc luu tai Cue Quan ly Dupe.
/ \ r t

Cong ty dang ky, nha san xuat phai chiu trach nhiem ve chat lupng doi voi
thuoc luu hanh tren thi truong va co trach nhiem thong bao sir thay doi nay den
cac co quan lien quan va khach hang.• * *

Sau 06 thang ke tu ngay ky cong van nay, thuoc tren khong dupe nhap khau 
voi cac npi dung da de nghi thay doi.

Cue Quan ly Dupe thong bao de Cong ty biet va thuc hien dung cac quy 
djnh cua Vi^t Nam ve luu hanh thuoc./.

H

.. KT. CVC TRUONG 
PHOGUC TRUONG

Noinhan:
- Nlur treiv,
• CT. Vu Tuan Cirang (de b/c);
- Liru: VT, DKT(DN). K/■'<':

li o

C4.0 ■Wen Thanh Lam
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CARTON BfjiXo ,G tv
fiS( ,

DUO ? PHAM

JrX N IV';'
/.

\n\ NS-iAT AHH /• •; '0853^5s

G TY c6 PKiN \
aoc ph/Jm ' 
G 1/0NG CPC1
HI NHANH • 
ANH PHff J 
CHf MlHH/'n

^ItllliiON NR:

I
MANUFAaURCR/COsdsAN XUAT: KRKA, 0.0. NOVO MtSTO

t, Sl-eSOi Novo Slovene IfnINYCUO TAftliV
Thu£<K4 Ocm 

rvtn,
fHANH PkAn: tAAi 'hWi 1 irtg 
QUY C/CM OONG QCt ^ » 15 vl>n
chI oinm. chOnc cmI oiwa cAch oOng va cac thong
1IN KHAC: 10 tijorw <li'' kg ciung tt-^o
6A00OAN:B«ouj5'''«"IIij1 :nr4i ji Ji nlnr J6cJO" 3C‘C.
SOt.OSI.NSX, HO
t'g'.dungljiYUvtutWvoiUittWKNA l* t t>
T1£U CHuAn CHAl UIOMG: TCCS

FNYGUD TABifl 
Rt«i<rtp()on Drug 
TaM*it.O>*l gift
COMPOSfTtON:tii.riUtjl« contami tmgg?ir(vagtmiil» 
PACKAGE: Boaof2Hivrr-ik» IS utXtv 
INOKATION. DOSAGE. CONTRA-INDICATION AND 
OTHER LNfORMATTON; t** v*.Th«tr,rrgrfKykg>.itVt 
STORAGE: Stoif irs ijr/pl*:p. wntfft (•om bgfi;. jr a 
trgrtp^'aiufrrvJow VDY

I T3 % 
-= 2 cns

: c 
: txj

i •

SaUK. Vtg. (ip I'Pn (»*g l>
REG. Ns/SDK:

IDOC KV HOONG dAn $Cr DUNG TROOC KHI DONG, 
of xa tAm tay rw cm.

READ THE LEAM.ET CARiEUUY BEFORE USE.
KEEP Our OR THE SIGHT AND REACH OP CHIIOREN.

Enyglid
tablet

.. ^
30 tablets y cur 0{.M

\ VUi
{^IPfescfiption drug•i> i

I Enyglid KI.-

tablet
Repaglinide ■

,=r . 30 tablets
Oral use

I

'"1 ~ QL A^' LY DL'OC

>A PHE DIJYE1’

;■ •r iTE
\

l D/'BS ncay (hint nAm .>&{£ Z' 
;hco cfine vin ■m 7QLD-DK)

i
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C0NG HOA XA H0I CHU NGHIA VIET NAM 
Boc lap - Tu' do - Hanh phuc

Nha Trang, ngay 12 thdng 3 nam 2024

CONG TY CP DI/0C PHAM 
KHANH HOA

S6: Jfci /CP-DP* /
V/v xirt thay doi thong tin sd dang ky 

thudc trung thdu Allopurinol
-1UEN.0 7, .

------ Kinh eiii: - So’Y te Ninh ThuanW/1/3JJ4- ; ^^ ,
; _ Can.,cu..Quyet dinh so 08/QB-SYT, ngay 05 thang 01 nam 2024 cua Giam doc So Y

...... te.tinh.Ninh.Ximan ve vice phe duyet ket qua lira chon nha than Goi so 01: Goi thau thudc
| L& U ^Jjeneric-va^vac1 xin nam 2023

Cong ty cd phan duoc pham Khanh Hoa da tning thau mat hang Allopurinol do Cong 
ty san xuat va da duoc Cue Quan ly Duoc bo sung gia han sd dang ky, cu the nhir sau:

SoSoSo IirQttg 
de nghi 

thay 
the con

So dang 
ky trung 

thau

Ten boat 
chat, ham 

lir^ng

llfOTlgSo dang ky 
thay doi

lu’Q^g
trung
thau

Ten thuoc DVTSTT da
cung
ung lai

Allopurinol
300mg

VD-Vien 893110064024 28.000 9.900 18.1001 Allopurinol 25704-16ll
4

(Dinh kem:
-Ban sao Quyet dinh gia han giay dang ky luu hanh cua Cue Quan ly Duoc;
-Ban in gia ke khai dugc edng bo tren trang thdng tin dien tu cua Cue Quan ly

Duoc);
Chinh vi vay, Cong ty cd phan dugc pham Khanh Hoa kinh de nghi Quy dem vi

cho phep Cong ty chung tdi dugc cung ung mat hang tren theo sd dang ky gia han vai * * > ^
cac tieu chuan khac khdng doi so vdi hd so du thau 

Tran trong kinh chao./.

Dai dien hup phap cua nha thau^ 

H6 TONG GIAM D(fc
Non nhdn:

- Nhutren.
- Luu TC, KD

'(£/ CON( I'Y 
■?/ CO 
*1 OOdCPH/’.M 
k^AKHANH liOA^

VO
l‘-0

VA

I



CONG TY CP DU'OC PHAM 
KHANH HOA

S6: /CP-DP
V/v: Xin bo sung thong tin so dang ky 

gia han mat hang (rung than

CONG HOA XA HQI CHU NGHIA VIET NAM 
Doc lap - Tir do - Hanh phuc

Nha Trang, ngdy ^ thdng d,£jiam 2024

' " Kmh gui: - Sfr Y te tinh Ninh Thuan

4^/^ Can-cuj Qiiyet dinh so 08/QD-SYT, ngay 05 thang 01 nam 2024 cua Giam <36c Sd Y

....... te tinh Nmh ‘|Thuan ve viec phe duyet ket qua lira chon nha Mu G6i s6 01: G6i thiu thudc
^—^^Generic'va^vic xin nam 2023

Cong ty co phan dirge pham Khanh Hoa da trung thau mat hang Thelizin do Cong ty 
san xuat va da dugc Cue Quan ly Dugc bo sung gia han s6 dSng ky, cu th6 nhu sau:

1 Lv.a ^

SoSo SoSo dang 
ky trung 

thau

Ten boat 
chat, ham 

lirgng

lirong 
de nghj 
thay thi 
con lai

So dang ky 
thay doi

FWl ATen
thuoc

lirgng
trung
thau

lirgng 
da cungSTT

ung

Alimemazin 
(duoi dang 
Alimemazin 
tartrat) 5mg

VD-
1 Thelizin 24788- 893100288523 545.000 85.000 460.000

16

(Dinh kem:
-Ban sao Quyet dinh gia han giay dang ky luu hanh cua Cue Quan ly Dugc;
-Ban in gia ke khai dugc cong bo tren trang thong tin dien tu cua Cue Quan ly

Dugc);

Chinh vi vay, Cong ty co phan dugc ph§m Khanh Hoa kinh d£ nghi Quy dom vi cho 
phep Cong ty chung toi dugc cung ung mat hang tren theo so dang ky gia han voi cac tieu 
chuan khac khong doi so vdi ho so du Mu

Tran trgng kinh chao./.

Dai dien hgp phap cua nha thau,

6 TONG GIAM 0OC
Noinhdn:

- Nhu tren.
- Luu TC, KD

>^7.0056?

c/ CONGTY V 
CUFHAN 

*1 oOgCTFrtej Ji 
^AKHANHUdAA?

s.

v 4

m

I



CONG HOAXAHOI CKUNGHlA VIETNAM
SOCIALIST REPUBLIC OF VIETNAM 
Boc lap - Ty do - Ilanh phuc 

Independence - Freedom - Happiness

Mcuq ■v
Vi

Hy 138.
•T » ¥Tel: 84.4.3731 38234758

GIAY PHEP Ll/U HANH SAN PHAM m
11

- i %

XI MARKETING AUTHORIZATION
Ten thuoc 
Name of Drug:

ThelizinM %$Thanh phan chfnh, ham lu'p’ng. : Alimemazin (du’O’i d^ng Alimemazin tartrat) 5mg. 
Active Ingredients, Strength:

Qui each dong goi, bao che 
PvAjP Packing Size, Dosage form:

' it&£* Tieu chuan chat lypng^

* Han dung
Shelf- life: ... ................................

f • ,*> ^ .

So giay phep Iipu hanh san pham.(SBK): - ^ T VD-24788-16 
Marketing Authonzation Number: '•

So quyit djnh * t t^.
Approval Decision Number/ ■■ + r

^ Hiouju’c cua giay phep lu’u hanh son ph5m: co g!a trj 05 nam ti> ngay cap v \ • f 
Expiration Date of this Marketing Authonzation: .* . ^ ^
Ten co-so1 d§ng : - Cong ty c6 phlin dtpyc phlm Khanh Hoa ‘ ^

^ Name of Marketing Authorization Holder [ ‘ ^ ^ f-

Bjachi , * i 
Address: '

Ten'co’sa san xuat .
;«/ Name of Manufacturer \

B|a chi 
Address: 'K: *T!

// B|a chi

ft?

3ft
:^'HppA vi x 25vien;-Vi§n nen bao phim if.s' , my : X

s- '• 'V ? 
^ ‘ . A . v v

TCCS
sQuality Specification: > •*»x

t<i

1'X •: ^.36thang'./r* •V.
VV *v

* Vf •Av
*»

P |V

. 'Ng%4p: 15/7/2016^-
i Date of Issuance:* \ * v

..5.m V*

297/QB-QLD
■ •*%,4 ,

• i

. 5
[.’.I

It'
- , x ■ ■ ■; 74 Thong Nhat, TP, Nha Trang, Khanh Hoa Nam

Cong ty co phan duve pham Khanh Hoa / > ^
^ A - /• X .
y /*-? L,'*’

: . Bu’d’hg 2 thang 4, P. VInh Hoa, TP. Nha Trang,' Khanh 
. Hoa - Vi§t Nam > / ^ 1 . *- -

A!
M:Ni. %

Io»*

fi !B »«
V t V

XJ m\
y1, nTen co so dong goi 

Name o f Assembler
■ry'

■ X •
■V-*>x

1 i
■V\ •■y- i»*Address. S',( \X 'v*4 7^ -

• ■' .A
iNv^i

^ Ha Ngi, ngay 15 thang 7 nam 2016.
^ . CyC TRU’O’NG eye QUAN Lf ougc

GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM
^ ■ 4-

-<.y.
’ V

k' ^
V/ *4

5! I--*'3^/ ‘ 4» ’

Ghi chu: ('wofe; ^
1- GiSy phep luu hanh san pham nay du‘o-c cap theo^dung^ho’.sff /
dang ky Ihuoc da dupe Bo Y te phe duy^t. t
This marketing authorization has bean issued in accordance with U>eidossier'^} 
approved by the Vietnam Ministry of Health. '' ^
2- Bat cO’ su thay doi nao ve ngi dung cua giay phep phai da’O'c 
Cue Quan ly dugc - Bp Y t§ xac nhgn.
Any variations of the contents of the marketing authonzation are required to ba 
adopted by the Drug Aduvnishation of Vietnam.

4 7, Mu W£ -
P' TcT *

•A
• s:-i

TRUO’NG QU6C CUONG >

X



^■Cuctju7

^^^c6ngBC^!E 

■ (:^( cwd Dl/Q'C
11*1 i)V0cmfw~hf

com HOA XA HOI CHXINGHIA VIlT NAM 
Hoc lap - Ty do - Hanh phuc

Ha N6i, ngay 09 thano 10 nam 2023

QUYET DINH
Ve viec ban hanh Danh nine 1017 thuoc san xuat trong niro'c

* x ' &duoc gia han giay dang ky luu hanh tai Viet Nam - Hot 187

CUC TRU’ONG cue QUAN LY DU'O’C

Can cuLuqtDuac so 105/2016/QH13 ngay 06/4/2016;
Can cu Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cita Chink phit quy 

dinh chuc ndng, nhiem vu, quyen han vet co can to chuc cua B6 Y te;
Can cu Quyet dinh so 1969/QD-BYT ngay 26/4/2023 cua Bo truang Bo Y te 

quy dinh chuc ndng, nhiem vu, quyen han vet co cdu to chuc cua Cue Qudn ly Duqc 
(huge Bd Y te;

Can cu Thong tu so 08/2022/TT-BYT ngay 05/09/2022 cua Bo t?‘ucmg Bo Y te 
quy dinh viec dang ky luu hanh thuoc, nguyen lieu lam thuoc;

Can cu ket luqn cua Hoi dong tu van cap gidy dang ky luu hanh thuoc, nguyen 
lieu lam thuoc -B6Y te;

Theo de nghi cua Truongphdng Dang ky thuoc, Cue Qudn ly Dupe.

QUYET HINH:
Bieu 1. Ban hanh kem theo Quyet dinh nay danh muc 1017 thuoc san xuat trong 

nude duoc cap giay dang ky liru hanh tai Viet Nam - Bgt 187, cu the:
* * f

1. Danh muc 918 thuoc san xuat trong nude duoc gia han giay dang ky luu hanh
hieu luc 05 nam (Phu luc 1 kem theo).* * *

2. Danh muc 99 thuoc san xuat trong nude duoc gia han giay dang ky luu hanh 
hieu luc 03 nam (Phu luc II kem theo).

Hieu 2. Co sd san xuat va ca sd dang ky thuoc co trach nhiem:
1. San xu4t thude theo dung cac ho so, tai lieu da dang ky vdi Bo Y te va phai in 

sd dang ky dugc Bp Y te Viet Nam cap len nhan thuoc.
2. Chi dupe san xuat, dua ra luu hanh cac thuoc kiem soat dac biet khi co Giay 

chung nhan du dieu kien kinh doanh dupe pham vi kinh doanh thuoc phai kiem soat dac 
biet phu hop vdi pham vi hoat dong cua co sd dap ung quy dinh tai khoan 5 Bi4u 143 
Nghi dinh so 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiet mot so 
dieu va bi^n phap thi hanh Luat Dupe.

* t f

3. Thuc hien viec cap nhat tieu chuan chat lupng cua thuoc theo quy dinh tai 
Thong tu so 11/2018/TT-BYT ngay 04/5/2018 cua Bp trudng Bp Y te quy dinh ve ch§t 
lupng thuoc, nguyen lieu lam thude.

4. Thuc hien, phdi hop vdi co sd nhap khau thuc hien theo dung quy dinh tai 
Cong van so 5853/QLD-CL ngay 19/4/2019 cua Cue Quan ly Dupe ve viec kiem tra 
chat lupng nguyen lieu lam thuoc nhom sartan ddi vdi cac thuoc thuoc danh muc tai
__ f 4 *

Dieu 1 ban hanh kem theo Quyet dinh nay co chua dupe chat thuoc nhom sartan
5. Thuoc dupe gia han giay dang ky luu hanh tai Quydt dinh nay nhung chua nop 

ho so cap nhat npi dung nhan thuoc, td hudng din su dung thuoc theo quy dinh cua 
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bp trudng Bp Y td thi phai thuc hien 
cap nhat theo quy dinh tai diem b Khoan 1 Dieu 37 Thong tu so 01/2018/TT-BYT trong 
thdi han 12 thang ke tu ngay dupe gia han giay dang ky luu hanh.



/'Cy' * >Slv A
/ 'if fy tnMH ke tu ngay ky ban haoli Quyet dinh nay, cac thuoc dirge gia han

haiiB theo Quyet dinh nay co thay d6i ve noi dung hanh chi'nh (bao 
gfttiffi iili^vajd huemg dan su dung thuoc) phai san xuat va luu hanh vai cac noi 

thay d6i trong ho so gia han.
ky thuoc phai bao dam duy tri dieu kien boat dong trong thai gian 

dang ky Iiru hanh thuoc, nguyen lieu lam thuoc. Trong tmang hgp 
khong con dap ung dii dieu kien boat dong, ca sd dang ky phai co trach nhiem thuc hien 
thay d6i ca sd dang ky theo quy dinh tai Thbng tu so 08/2022/TT-BYT trong thdi han 
30 ngay ke tir ngay ca sd dang ky khong con du dieu kien boat dong.

8. Ca sd san xuat thuoc phai bao dam cac dieu kien boat dong cua ca sd san xuat 
trong thdi han hieu lire cua giay dang ky luu hanh thuoc, nguyen lieu lam thuoc.

? r t t

9. Cac thuoc dugc gia han giay dang ky luu hanh tai Quyet dinh nay dugc tiep 
tuc su dung sd dang ky da cap trude khi gia han trong thdi han toi da 12 thang ke tir 
ngay dugc cap sd dang ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo 
Thong tu so 08/2022/TT-BYT.

Dieu 3. Quyet dinh nay co hieu luc kl tu ngay ky ban hanh.
Dieu 4. Giam doc Sd Y te cac tinh, thanh pho true thuoc Trung ucmg va Gi^m 

doc ca sd san xuat va ca sa dang ky co thuoc tai Dieu 1 chiu trach nhiem thi hanh Quyet 
dinh nay./.
Noi nhgn:
- Nhir Dieu 4;
- BT. Dao H6ng Lan (d4 b/c);
- TT. D6 XuSn Tuydn (<t6 b/c);
- Cue Quan y - Bo Qu6c phong, Cue Y t§ - Bo Cong an;
- Cue Y te GTVT ■■ Bp Giao thbng v5n tai;
- T6ng Cue Hai quan - Bp Tai chi'nh;
- Bao hi6m xa hpi Viet Nam;
- BO Y Xt: Vp PC, Cue QLYDCT, Cue QLKCB, Ihanh tra 
Bp, Van phong HDTV cap GDKLH thufic, NLLT;
- ViSn KN thude TEJ, Vien KN thu6c TP. HCM;
- T6ng Cong ty Dugc Vipt Nam - Cong ty CP;
- Cac Benh vien, Vi£n co giuong benh true thupc B$ Y t4;
- Trung tam mua sSm tap trung thu6c qubc gia;
- Cue QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
-Luu: VT,DKT(T)(02b).

gom\-o
du:

^79.
hieu luc

UC TRU’O’NG

p

u Tuan Cuong



if'*/ CONG TY/V*
DANH MlfQ'flB T^^^|.4iN^ATTRONG NlTOC Dl/OC GIA HAN GIAY DANG KY LUU HANH TAI 

*( DI/^CPh/m )}feTNAMHI?UL1/C05NAM-DQTl87 
\^KliA$&$$0/Qyl>et Til /QD-QLD ngay Wthang \0nam2023

Cl’a C{/c Quart ly Dirac)

Phti luc J

fTchat clu'nh - 
Ham luoTig

Tuoi So 55ng ky 
gia han 

(So dang ky 
da cap)

S6ST Ten thul? Dang bao Quy each dong Tieu
chuandie IanT goi thp

(thing) gia
han
(9)(1) (2) (3) (4) (5) (6) (8)0)

1. Co1 so' dang ky: Cong ty Co phan Du'Q'c pham 2/9 (Dia chi: 299/22 Ly Thuong Kjft, Phudng 15, Quan 11, Thinh pb6 
Ho Chi' Minh, Vi$t Nam)
1.1. Or s& san xuat: Cong ty Co phan Dupe pham 2/9 (Dia chi: 930 C4 dirbng C, Khu cong nghiep Cat Lii, cum 2, 
Phirong Thanh Lpi, Quan 2, TP.H6 Chi Minh, Viet Nam)

H6p 20 6ng x 5Nadygenor Arginin aspartat Ig1 Dung dich 
uong

36 893110251923
(VD-27732-17)

01NSX
ml

M6i gdi chua 
Macrogol 4000 lOg

Thuoc hot 
uong

2 Nadypharlax Hpp 20 G6i x
10,21 g

NSX 36 893100252023
(VD-I9299-13)

01

3 Allopurinol 300 Alopurinol 300mg Vien n^n Hpp 3 vi x 10 
vien

NSX 36 893110252123
(VP-25103-16)

01

4 Atorvastatin20 Atorvastatin (dirdi 
dang Atorvastatin 
calci) 20mg

Vien n<5n 
bao phim

Hgp3 vix 10 
vien; HOp 10 vi 
x 10 vien

NSX 36 893110252223
(VD-30253-18)

01

Fexofenadiit 
hydroclorid I80mg

5 Fexnad 180 Vien nen 
bao phim

Hop 1 vix 10 
vien

36 01NSX 893100252323
(VD-29639-18)

2. Co so- dang k)-: Cong ty Co phan Dupe Pham Imexpharm (D|a chi: So 04 Duong 30/4, Phirong 1, TP.Cao Lanh, Dong 
Thip, Vi^t Nam)
2.1. Co* so san xuat: Chi nhanh 3 - Cong ty CPDP Imexpharm tai Binh Du ong (Dia chi:-So 22, Duong so 2, Khu cong 
nghiep Viet Nam - Singapore II, Phuong H6a Pbu, TP.Thu Dau Mpt, Tinh Binh Duong,Viet Nam)

Thuoc bpt 
phatiem

Cefoxitin 1 g Cefoxitin (dudri 
dang cefoxitin 
natri) Ig

6 HOp 1 Lp x 1 
gam; Hpp 10 Lp 
x 1 gam.

USP hien 24 893110252423
(VD-26841-17)

01
hanh

Thuoc bOt 
phatiem

Ceftizoxim Ig Ceftizoxim (dudi 
dang ceftizoxim 
natri) Igam

7 HOp 1 Lp x Ig; 
HOp 10 Lp x Ig

USP hien 24 893110252523
(VD-29757-18)

01
hanh

8 Imedoxim 100 Cefpodoxim (dubi 
dang Cefpodoxim 
proxetil) lOOmg

Vien nen 
bao phim

HOp 03 vi x 10 USP hien 24 893110252623
(VD-27S90-17)

01
ViSn hcinh

ThuOc bOt 
pha tiem

9 Imetoxim 1 g Cefotaxim (dubi 
dang Cefotaxim 
natri) Ig

HOp 1 Lp x 1 
gam, lp thuy 
tinh; Hpp 10 Lp 
x 1 gam, lp thuy

NSX 24 893110252723
(VD-26846-17)

01

tinh

Imexime 20010 Cefixim (dubi dang 
cefixim trihydrat) 
200mg

Vien nang 
cung

HOp 02 vi x 10 
vien

NSX 24 893110252823
(VD-30399-18)

01

Cefuroxim (dubi 
dang Cefuroxim 
axetil) 250mg

11 Zanimex 250 Vien nen 
bao phim

HOp 2 vi x 5 vien NSX 36 893110252923
(VD-20746-14)

01

2.2, Co- sb san xuat: Cong ty Co phan Dupe Pham fm exp harm (Dia chi: So 04, Duong 30/4, Phudng 1, TP. Cao Lanh, 
Tinh BongThap, Viet Nam)



>5^00562^

>7 CONG TV Y 
CO PHAN ,

tf.

to:
(O 31

ST Tu6i So Sang kj' 
gia han 

(So Sang kj' 
da cap)

SoDang bao Quy each dong Tieu
chuandie lanT goi tho

(thang) gia
han

0) (9)(2) (3) (4) (6)(5) (8)(7)
339 Fasthiol Carbocistein

100mg/5ml
Siro Hpp 1 Ip x 60 

m];Hpp 1 lox 
80 ml; Hop 1 ]p 
x 100 ml; Hop 1 
lo x 125 ml

NSX 893100285723
(VD-25692-16)

24 01

340 Pravastatin natri 
20mg

Vien ndiHypevas 20 Hop 6 vi x 10 
vien

NSX 0136 893110285823 
(VD-31108-18)

Loperamide 2mg341 Loperamid 
hydroclorid 2mg

Vien nang 
cung

Hpp 50 vi x 10 
vien; hpp 10 vi x 
10 vien

DBVN 
hien hanh

36 893100285923 
(VD-31109-18)

01

342 Metronidazol
250mg

Metronidazol
250mg

Vien nen Hpp 50 vi x 10 
vien; Hop 10 vi 
x 10 viSn; Hpp 
20 vi x 10 vi£n

DBVN 893115286023 
(VD-25177-16)

0136
IV

Mezaoscin Hyoscin
butylbromid 20mg

Vien n&i 
baophim

343 Hop 10 vi x 10 
vien

NSX 36 893100286123
(VD-26826-17)

01

344 Mezapentin 600 Gabapentin 600mg Vien n6n 
bao phim

Hpp 6 vi x 10 
vien.

NSX 36 893110286223
(VD-27886-17)

01

Rebamipid lOOmg V ien nen 
bao phim.

345 Mezapid Hpp 10 vi x 10 
vi6n

NSX 36 893110286323
(VD-26149-17)

01

Bambuterol 
hydroclorid 20mg

Vien n6n346 Mezaterol 20 Hpp 6 vi x 10 
vien

NSX 0136 893110286423
(VD-25696-16)

347 Cefditoren (dirdi 
dang Cefditoren 
Pivoxil) 200mg

Vi§n n^n 
bao phim

Parutan H^p 1 vi x 10 
vien; H$p 2 vi x 
10 vien; Hop 3 
vi x 10 vien; 
H§p.2 vi x 15 
vien

NSX 0136 893110286523
(VB-29746-18)

348 Royalgsv Besloratadin 0,5 
mg/ml

Siro Hpp 1 Ip x 60 
ml; Hpp 1 Ip x 
50 ml; Hop 1 Ip 
x30 mI;Hfipl0 
6ngx 5 ml; Hpp 
20 ongx 5 ml.

NSX 0136 893100286623
(VD-26153-17)

Hpp 20 ong x349 Safetamol250 Paracetamol
250mg/5ml

Bung djeh NSX 0124 893100286723 
(VD-25181-16)5mluong

Vien nen 
bao phim

350 Tradamadol Paracetamol 
325mg; Tramadol 
hydroclorid 37,5mg

Hpp 3 vi x 10 
vien

NSX 893111286823
(VD-30396-18)

24 01

36. Co-sa dang ky: Cong ty Co ph5n Duoc phim Khanh Hoa (Bia chi: S6 74 diremg ThdngNhlt, phircmg Van Th§ng, 
thanh pho Nha Trang, tinh Khanh Hoa, Viet Nam)
36.1. Co so san xuat: Cong ty Co phan Dupe pham Khanh Hoa (Bja chi: Bucmg2/4J Khom Bong B3c, phircmg Vlnh 
Hoa, Thanh pho Nha Trang, tinh Khanh Hoa, Viet Nam)
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ST Tu6i So dangky 

gia han 
(So dang ky 

da cap)

S6Dang bao Quy c.'ich dong Tieu
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(thang) gia
han

0) (9)(4) (5) (6) (8)(7)
360 Kamydazol Spiramycin

750.000IU;
Metronidazol
125mg

Vien nen 
bao phim

Hpp 2 vl x 10 
vien; Hop 10 vi 
x 10

NSX 36 893115287823
(VD-25708-16)

01

361 Magnesi-B6 Magnesi lactate 
dihydrat 470mg} 
Pyridoxin 
Hydroclorid 5mg

Vien nen 
bao phim

Hop 5 vi x 10 
vien; Hop 10 vi 
x 10 vien

36DDVN V 893110287923
(VD-23583-15)

01

01362 Methocarbamol Methocarbamol
500mg

Vien n6n 
bao phim

Hpp lOvix 10 
vien; Hop 1 Chai 
x 100 vien; Hpp 
1 Chai x 200 viSn

USP-NF 36 893110288023
(VD-28974-18)2021

363 Nabumeton Nabumeton 500mg Vien n6n 
bao phim

USP 43 36 893110288123
(VD-27918-17)

01Hpp 3 vi x 10 
vien; Hop 10 vi 
x 10 vien

Norfloxacin364 Norfloxacin 400mg Vien n£n 
bao phim

Hpp 10 vi x 10 
vien

DDVN IV 36 893115288223
(VD-24787-16)

01

Ofloxacin 200mg365 Ofloxacin Vien ndn 
bao phim

Hpp 10 vi x 10 
vien; Hop 1 Chai 
x 200 vien; Hpp 
1 Chai x 500 vien

NSX 36 893115288323
(VD-27919-17)

01

366 Prednisolone Prednisolone 5mg Vien n6n H6p 20 vi x 15 
viSn; Hpp 40 vi 
x 15 vien; Chai 
100 vien,; Chai 
200 vi6n; Chai 
500 vien; Chai 
1000 vi6n

NSX 36 893110288423
(VD-29766-18)

01

367 Thelizin Alimemazin tartrat 
(tirong dirong 
Alimemazin 5mg) 
6,25mg

Vien nen 
bao phim

Hpp 4 vi x 25 
vien; Hpp 10 vi 
x25 vidn; Hop 
20 vi x 25 vien; 
Chai 100 vidn; 
Chai 500 vien

NSX 36 893100288523
(VD-24788-16)

01

y 368 Tunadimet Clopidogrel (dudi 
dang clopidogrel 
bisulfat) 75mg

Vien n6n 
bao phim

Hop 3 vi x 10 
vien; Hpp 10 vi 
x 10 vien

USP 37 36 893110288623
(VD-27922-17)

01

369 Vitamin B6 Pyridoxine
hydrochloride
250mg

Vien nen 
bao phim

Hop lOvix 10 
vien; Hop 1 Chai 
x 100 vien; Hop 
1 Chai x 200 
Vidn

NSX 36 893110288723
(VD-27923-17)

01

37. Caso'dang ky: Cong ty Co phim Dup'c pham Me Di Sun (Dia chi: So 521, khu pho An Lai, phucmg Hoa Leri, thi xa 
Ben Cat, tinh Binh Duong. Viet Nam)
37.1. Co’sosan xuat: Cong ty Co phan Dupe pham Me Di Sun (Dja chi: So 521, khu pho An Lpi, phucmg Hoa Lpi, thi xa 
Ben Cat, tinh Binh Duong, Viet Nam)

370 Fedrez Leflunomid 20mg Vien nen 
bao phim

Hpp 3 vi x 10 
vien

NSX 36 893110288823
(VD-2S982-18)

01

A
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