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I GlAY PHEP LlTU HANH SAN PHAM 3m
i vVvMARKETING AUTHORIZATION

T§n thu6c 
^ Name of Drug:
\ Thdnh ph^ln chinh, ham lirgmg M5i tuyp 20g kern chi>a: Crotamiton 2g 
J Active Ingredients, Strength:
?_ Qui each <J6ng g6i, bdo ch6 -: H$p 1 tu^p 20g; Kern b6i da 

Packing Size, Dosage form:

Tifiu chuin ch4t lu’p'ng ^ 
r - Quality Specification:

Hgn dCing . y 
(2 Shelf-life: * ■'

w

S6 giiy ph6p luu hanh san phSm (SDK):
Marketing Authorization Number:
S6 quy4t djnh • y ‘ : 97/QB-QLD

t Approval Decision Number , , .
g-jfi Hi#u lye cOa gi^iy ph6p Imj hanh sdn ph5m: c6 gia trj 05 nSm k4 ti> ngdy c4p

Expiration Date of this Marketing Authorization:' ' ,

Tdn ca sd dSng k^ C6ng ty TNHH LD Stada-Vi^t Nam.
oT{4 Name of Marketing Authorization Holder

Oja chi 
Address:
Ten ca sd1 sSn xu^t 
Name of Manufacturer
Bia chi :f - K63/1 NguySn Thi S6e, 4p M? H6a;2, xa Xuan Th6i nVJ
Address: , ** Z O^ng, huy^n H6c M6n, fp: HCM - Vi$t Nam
Ten co' sd <56ng §A-0*Y BAN CHINH* j

Crotamiton Stada 10%
u
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\ nVD-24574-16 \\

Ngayc4p: 23/3/2016
Date of Issuance: ■, s \
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K63/1 Nguyin Thj S6c, ^p My Hoa 2, xa Xuan Thai 
06ng, huy#n H6c M6n, Tp. HCM - Vi$t Nam ■
Cong ty TNHH LD Stada-Vl^t Nam. ,

#

£ji m1o]
N . 4%

9 V.
\ i , ' 4

• SName of Assembler 6 -14' 2023 *i Bja chi

ff^Y CONGTY NfA 
e?/ ‘T>JUH 
a( oddCflO

Address.
•;
i
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- " " H& N$i, ngay 23 th6ng 3 nSm 2016.
~ ^ eye TRi/C/NG eye quAn lV DiPQyc*^\RHl'dNG ------r

t6nggiAm
DS. Nguyen

1-GiSy phdp Imj hSnh s3n ph^m nSy fliryc c^p thel®lng#6scr ,t 
dSng ky thu6c d3 diryc BO Y t6 phS duy$t. \r /

sf L-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAMG

Ghi chu: tuo\&)

This marketing at/f/ionzafton has been issued in accordance wiil
approved by the Vietnam Ministry of Health.
2- Bdt ci> si/ thay d6i ndo v6 nOi dung cCia gi^y phdp phSi

TRIFCTNG QU6C Cl/aNGCyc Quin ly dyc/c - BO Y xdc nh$n.
Any variations of the contents of the marketing authorization ere required to be
adopted by the Drug Administration of Vietnam.



C0NG HOA XA H0I CHU NGHIA VIET NAM 
B9C lap - Tir do - Hanh phuc

B0 YTE
eye quAn ly niSQC

S6: /QLD-BK
V/v thay doi ten thu6c, thay doi mau 

nhan

thdng ndm 2019Hd N6i, ngdy^ 1

Kinh gui: Cong ty TNHH LD Stada-Vi^t Nam.
Dja chi: K63/1 Nguyen Thi S6c, ap My Hoa 2, xd Xuan Thai Dong, 
huy$n Hoc Mon, Tp. HCM.

Ngay 29/08/2018, Cue Quan ly Dugc nhan dirge dem dang ky thay doi de 
ngay 30/07/2018 cac tAi lieu co lien quan cua cong ty (so tiep nhan 
3316/TDTN) ve viec thay doi ten thuoc, thay doi mau nhan doi vai thuoc san 
xuat trong nucc da dugc cap so dang ky luu hanh.

Can cu Thong tu so 44/2014/TT-BYT ngay 25/11/2014 cua Bo trudng Bo 
Y te quy dinh viec dang ky thuoc; Thong tu so 01/2018/TT-BYT ngay 
18/01/2018 cua Bg truang Bo Y te quy djnh ghi nhan thuoc, nguyen lieu lam 
thuoc va to huong dan su dung 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 de cong ty dugc thay doi ten thuoc, thay doi mau nhan doi voi 
thuoc Crotamiton Stada 10%, so dang ky:VD-24574-16, cu the nhu sau:

1. Thay doi ten thuoc:
- Ten thuoc da phe duygt: Crotamiton Stada 10%.
- Ten thuoc thay doi: Stadeurax.
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2. Thay doi mau nhan: mau nhan thay doi dugc dong dau xac nhan cua 
Cue Quan ly Dugc kern theo Cong van nay.

Ngoai noi dung dugc thay doi tren, tat ca cac ngi dung khac giu nguyen 
nhu ho so dang ky thuoc luu tai Cue Quan ly Dugc.

Cong ty dang ky, nha san xuat phai chiu trach nhiem ve chat lugng doi 
voi thuoc luu hanh tren thi truang va co trdch nhiem thong bao sir thay doi nay

t

den cac ca quan lien quan va khach hang.
Sau 06 thang ke tu ngay ky cong van nay, cong ty khong dugc san xuat 

thuoc tren vai cac ngi dung cu da de nghi thay doi.
Cue Quan ly Dugc thong bao de cong ty biet va thuc hien dung cac quy 

dinh cua Viet Nam v6 luu hanh thuoc./.
Nat nhan:
- Nhu tren;
- CT.Vu Tuan Ctfdng (de b/c);
- Luu: VT, £>K (Chi).
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XT. C\JC TRlTONG 
CUC TRLTdNG
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CONG hOa XA HQl CHU NGHlA VIET NAM 
D9C lap - Tu do - Hanh phuc

BQ Y T&
eye QUAN LY PUQC

Sd-MslH?) /QLD-DK 
V/v thong bao thay doi ten ca sa 

dang ky, ca sa sdn xuat

Ha Ngi, ngay Qty thdng AZ. ndm 2019

Kinh gui: Cong ty TNHH Lien doanh Stellapharm.
■Dia chi: K63/1 Nguyen Thf Soc, dp My Hda 2, xa Xudn Thai Dong, 
huyen Hoc Mon, Tp. HCM.

Ngay 24/10/2019, Cue Quan ly Duac nhan dirgre h6 sc dang ky thay doi 
cua cong ty (so tiep nhan 4460/TDTN) ve viec thay doi ten ca sa dang ky, ca sa 
san xuat doi vai thuoc san xuat trong nude da du<?c cap so dang ky luu hanh.

Can cu Thong tu so 32/2018/TT-BYT ngay 12/11/2018 cua Bo trudng Bq 
•. Y te quy djnh viec dang ky luu hanh thuoc, nguyen lieu Jam thuoc;

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

Bong y de cong ty dugc thay doi ten ca sa dang ky, ca sa san xuat doi vdi
f 4

96 thuoc theo danh muc dinh kem cong van nay, cu the nhu sau:
- Ten ca sa dang ky, ca sd san xuat da phe duyet: Cong ty TNHH Lien 

doanh Stada - Viet Nam.
- Ten ca sd dang ky, ca sd san xuat thay doi: Cong ty TNHH Lien doanh

Stellapharm.
Ngoai ngi dung dugc thay doi tren,' tat ca cac ngi dung khac giu nguyen 

nhu ho sa dang ky thuoc luu tai Cuc 'Quan ly Dugc.
Ca sd dang ky, ca sd san xuat phai chiu trach nhiem ve chat lugng doi vdi*

thuoc luu hanh tren thi trudng va cd trach nhigm thong bao su thay doi nay den 
cac ca quan lien quan va khach hang.

Sau 06 thang ke tu ngay ky cong van nay, thuoc khong dugc san xuat vdi 
cac ngi dung cu da de nghi thay doi.

f

Cue Quan ly Dugc thong bao de Cong ty biet va thuc hien dung cac quy 
dinh cua Viet Nam ve san xuat va luu hanh thuoc./.
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KT. CVC TRlfCfNG 
PPQ.CVC TRUCfNG

No'i nhan:
- Nhir tren;
- CT.Vu TuJin Curing (de b/c); 
-Uu: VT, DK (Chi).

\o /,

en Thanh Lam



CONG HOA XA HOI CHU NGHIA VlfT NAM 
Dqc lap - Tu do - Hanh phuc

BO yt6
CVC QUAN LY DlTOC

DANH MUC
Cac thuoc de nghj thay doi ten c<y dang ky, cct s& san xuat

(Kem theo cong van sSoiCUWQLD-DK ngay04 thdngJz. nam 2019)

So d5ng kyTen thuocTT

VD-20124-13Aceclofenac STADA 100 mg

VD-24572-16Acyclovir STADA 200 mg2.

Acyclovir STADA 400 mg VD-27536-173.

VD-25031-16Acyclovir STADA Cream4.

VD-25032-16Albendazol STADA 400 mg5.

Allopurinol STADA 100 mg VD-26572-176.

VD-23986-157. Asthmatin

Azicine250 mg VD-19693-13 ' * /.8.

%VD-25488-169. Betahistine STADA 8 mg

QLDB-760-1910. BK-1
■5

i'.
QLDB-761-19II. BK-2

TCandesartan STADA 16 mg VD-25489-1612. 'C
■JCandesartan STADA 8 mg VD-26573-1713.

VD-22008-14Celecoxib STADA 100 mg14. a

VD-22009-14Celecoxib STADA 200 mg15.

Cetirizine STADA 10 mg VD-27537-1716.

VD-23347-15Cimetidin STADA 200 mg17.

VD-22680-15Cimetidin STADA 400 mg18.

VS-4973-16 •19. Cineline

Colchicine STADA 1 mg VD-24573-1620.
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VD-27538-17Dexpanthenol 5%21.

VD-25033-16Dibencozid STADA22.

Diclofenac STADA 50 mg VD-21098-1423.

VD-18850-13Diclofenac STADA Gel24.

VD-20542-I4Domperidon STADA 10 mg25.
Doxycyclin STADA 100 
mgTabs VD-18531-1326.

VD-27539-17Efavirenz STADA 600 mg27.

Entecavir STADA 0.5 mg VD-28561-1728.

Fexostad 120 VD-23987-1529.

Fexostad 60 VD-30108-1830.

QLDB-706-1831. Flazacort 6

32. Flucistad VD-23350-I5

Furostad33. VD-23988-15

Glimepiride STADA 4 mg34. VD-25490-16

35. Gynostad VS-4974-16

$'as 36. Ibudolor 200 VD-23351-15

Ibuprofen STADA 400 mg37. VD-22681-15
(

38. Indopril 10 VD-27540-17

39. Lamzitrio VD-31398-18
T

40. Lercastad 20 VD-21102-14

Lipistad 1041. VD-23352-15

Lorastad VD-20375-1342.

43. Lostad 25 VD-22351-15

44. Lostad 50 VD-21107-14

Meclopstad45. VD-25988-16

46. Mediprist VD-31001-18

2
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Mefenamic acid STADA 
500mg VD-21108-1447.

VD-10730-10Metformin STADA 850 mg48.

VD-23989-15Metronidazole STADA 500 mg49.

VD-29503-18Mifestad 1050.

VD-11306-10Mifestad 20051.

VD-26575-17Mirastad 3052.

VD-33097-1953. Misoclear

VD-13626-10Misoprostol STADA 200 meg54.

VD-23358-15Nevirapine STADA 200 mg55.

VD-26034-1656. Nevitrio 30

VD-23356-15Novofungin 25057.

Novofungin 400 VD-22682-1558.
yVD-30109-1859. Pamidstad 2.5 A

Pantostad 40 VD-26576-1760. t

i
VD-30837-18 /&61. Partamol Extra

&c
V.D-23360-15 vPartamol F62.

c
VD-25035-16Partamol Tab.63. •h

VD-23361-1564. Perindastad 2 \
i

VD-21769-14Perindastad 465.

VD-23990-15 . .Perindastad 866.

67. Prednisolone STADA 5 mg VD-21537-14

VD-27541-17Predstad 2068.

VD-23991-15Rabestad 1069.

Rosuvastatin STADA 10 mg VD-31399-1870.

VD-31400-18Rosuvastatin STADA 20 mg71.

VD-22352-15Salostad gel72.
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Scanax 500 VD-23362-1573.

VD-25491-16Scanneuron74.

VD-23992-15Smetstad75.

VD-22014-14Sorbitol STADA 5 g76.

VD-26577-17Spirastad 1.5 M.I.U77.

VD-30838-18Spirastad 3 M.I.U78.

VD-28562-1779. Spirastad Plus

80. Stacytine 200 GRA VD-23357-15

Stadeurax VD-24574-1681.

82. Stadexmin VD-2QJ28-13

83. Stadgentri VD-23363-15

84. Stadmazol 100 VD-24576-16

Stadsone 1685. VD-29505-18

86. Stadsone 4 VD-26578-17

87. Stadxicam 15 VD-19694-13

88. Stafloxin 200 VD-23359-15 3
v. \

Tadalafil STADA 10 mg89. VD-23364-15 in

Tadalafil STADA 20 mg VD-21119-1490. .(-
Terbinafln STADA cream 1%91. VD-23365-15

Y

92. Terpin STADA VD-28563-17

93. Urostad 40 VD-25987-16

94. Vastad VD-22683-15

95. Zanastad VD-27544-17

Zidovudin STADA 300 mg VD-22353-1596.

Danh myc gom 04 trang 96 thuoc./.

4



BO YTE
eye QUANLY Dirpc

S6: /QLD-DK
V/v thay doi, bo sung doi vdi thuoc 

da cap GDKLH

CONG h6a XA HOI CHU NGHlA VI$T NAM 
Dpc lap - Ty do - Hanh phuc

Ha Noi, ngay OS'thdng 'f' ndm 2022

Cong ty TNHH Lien Doanh Stellapharm.
K63/1 Nguyln Thi Soc, Ap My Hoa 2, xa Xuan Thai Dong, 
Huypn Hoc Mon, Tp. Ho Chi Minh.

Cue Quan ly Dugc nhan dugc ho sa so 199/TDTN ngay 14/01/2022 cua 
cong ty ve viec thay doi, bo sung doi vai thuoc da dugc cap giay dang ky Ivru 
hanh.

Kfnh gui: 
Dia chi:

Can cu Thong tu so 32/2018/TT-BYT ngay 12/11/2018 cua Bg Y te quy
t » »

dinh viec dang ky luu hanh thuoc, nguyen lieu lam thuoc; Thong tu so 
01/2018/TT-BYT ngay 18/01/2018 cua Bp Y t6 quy dinh ghi nhan thuoc, 
nguyen lieu lam thuoc va to huemg dan su dung thuoc;

Can cu ket luan tai 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 viec thay doi ten thuoc thanh pham,_ thay doi mau nhan doi vai 
thuoc Stadeurax, so dang ky VD-24574-16, cu the nhu sau:

- Ten thuoc da dugc duyet: Stadeurax
- Ten thuoc de nghj thay doi: Crotaminton Stella 10%
Mau nhan de nghi thay doi dugc dong dau xac nhan cua Cue Quan ly 

Dugc kem theo cong van nay.
Ngoai noi dung dugc thay doi tren, tat ca cac ngi dung khac giu nguyen 

nhu ho sa dang ky thuoc luu tai Cue Quan ly Dugc.
• \ t t

Cong ty dang ky, nha san xuat phai chiu trach nhiem ve chat lucmg doi
t 4

vdi thuoc luu hanh tren thi truang va co trach nhiem thong bao su thay doi nay 
den cac ca quan lien quan va khach hang.

4 4 4 >

Cac noi dung thay doi, bo sunp neu tren dugc thuc hien ke tu ngay thuoc 
dugc gia han hoac duy tri hieu luc giay dang ky luu hanh.

Sau 06 thang ke tu ngay dugc gia han hoac.duy tri hieu luc giay dang ky 
luu hanh, ca sa khong dugc san xuat thuoc tren vai cac ngi dung cu da de nghi 
thay doi.

>
0-1 ro

k

4 ^

Cue Quan ly Dugc thong bao de cong ty biet va thuc hien dung cac quy 
dinh cua Viet Nam ve san xuat va luu hanh thuoc./. -

jsgicyc TRITON G 
i/feuc TRl/dNG

N<ri nhan:
- Nhir tren;
- Cyc trirang (de b/c);
- Liru: VT, DK (HM).

uy ou&c11/.m
Nguyen Thanh Lam
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M \ Ctr^CLWV.J/■I Aw 25^*- CONG H0a XA HOI CHil NQHiA- VI$T NAM... 

D§c Iflp - Tjf_do - Hanh phiic |
bOy t^ . 

eye QUAN LY Dl/QC

So: 4324 /QLD-BK 
V/v dinhchinhthdng (in.trong Cong 
vSn.phc duy^Mhay dSi/ bdsvrig d6i 
v<W thuoc da dugc cip giiy dfing 

Iiruhdnh

10.11

r
! ■t .

Ha N$i, ngay 25 thang 04 ndm 2023 . *

Kinh gui: Cong ty TNHH Lien Doanh Stellapharm 
Bja chi: K63/1 Nguyln Thj S6c, Ap My Hoa 2, xa Xuan Thdi 

B6ng, Huy?n H6c Mon; Tp. Ho Chi Minh
Cpc QuAn ly Du(?c nhSn dirge edng y5n so 12I/2023/CV-STE de ngAy 

05/4/2023 cua c6ng ty de nghj dfnh chinh thfing tin trong C6ng v5n so 5747/QLD- 
BK ng^y 05/7/2022 cua Cyc Quin ly Dugc phe duyft thay doi/bo sung d6i vdi 
thu6c da dirge dip giay ding ky liru hanh.

Can cu h6 so dang ky thuoc liru tai Cue Quin ly Dugc, Cyc Quin ly Dugc 
thong bao dinh chinh ngi dung trong Cong yin s6 5747/QLD-BIC ngiy 05/7/2022 
theo npi dung chi tid dugc dinh kim theo Cong vin niy.

Cac ngi dung khic tyi C6ng vin s6 5747/QLD-BK ngay 05/7/2022 khong
thay doi.• >

Cue Quiin ly Dugc thong b4o <36 <3on vi bi4t v4 thgc hifn./.
KT. eye TRlTONG 

O eye tritOng
AW nhgn:
-Nhir tren;
- C\ic tnrong (de b/c);
- Lim: VT, BK.T (HM).
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Phv lvc
COC^V i>ANHMVCTHU6CDU*0CDiNHCHfNHTH6NGTIN 

Si QoT&QtyG^pNG vAn thay d6i/ b6 sung giAy dAng ky liTu hAnm thuoc
Dufflgm ftiep Cong van so 4324 /QLD-DK ngdy25 / 04 / 2023 cua Cue Quart ly Dupe)

\\

*/)

N$i
Ng^y ban 
h^nh edng 

van

So dang S6 CongC6ng ty 

dang
dung Thdng tin da Thong tin.dfnh 

chfnh
Dja chi_c<r sb 
^dSngk^XTen thuocSTT ky ghivdn dfnh

/ v: chinh? . y

Crotamiton 
Stella 10%

VD- Cong ty 
TNHH Lien 
Doanh 
Stellapharm

Crotaminton 
Stella 10%

Crbtamiton Stella 
10% *'

K63/1^.C |
Nguylri'. ‘fhj 

S6c,- Ab -My.

Xuan 
Dong, Huy$n 
Hoc Mon, Tp. 
Ho Chi Minh

Ten
thuoc

;^747/QLD- 05/7/2022
24574*16 DK
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