
CONG TY CP DLT0C PHAM
SAGOPHAR

C0NG HOA XA HOl CHU NGHIA VIET NAIM 
Ooc lap - Tir do - Hanh phuc

^\07933,
Tp. Ho Chi Minh, ngay 22 thang 06 nam 201wfy^ ^

v4tc6ngiyc6i
*( DliCCPHi
\o\SAG0PImil.

So; 2206/2020/CV-SGP 

V/v: Thay Doi SDK + Hem Dimg

Kinh guri: - 80 V TE TINH N1NH THUAN
BAG HIEM XA H0I TINH NINH THUAN^

\

Trtr6c lien. Cong ty CP Dirac pham Sagophar chan thanh cam an sir hap tac va ho trg 

"cua Quy y te tinh Ninh Thuan trong thai gian qua.
11/.** i.u

Can cir vao Quyet dinh 333/QD-SYT ngay 03 thang 05 nam 2019 cua Giam Doc So Y 

Te tinh Ninh Thuan ve viec phe duyet ket qua lira chon nha thau Goi thau so 3 - Thuoc co 

truyen, thuoc duoc lieu.

Chung toi co trung thau san pham Hoan Tieu Doc TW3 - Qua nha thau Sagophar Do so

dang ky V1369-H12-10 da het han nay chiing toi xin dieu chinh so dang ky, va han dung san 
* »

pham trung thau nhir sau:

> Noi dung truac dieu chinh:

Quy
each
dong

Ca so 
san xuat 
- Nuoc 
san xuat

Ten
Thirofig

mai

Dan So dang Han
DungM3 so Ten boat chat Ham luong v! kytinh

goi

Sai dat. Kim 
ngan hoa, tlio 

phuc linh, 
Tlurcmg nhT tir, 

136 cong anh, 
Sinh dia, Thao 

quyet minh

V1369- 
1-112-10, 
cong vSn 
gia han 

13162/QLD 
DK ngay 

I 1/07/2018

Cong ty 
co phan 

dirge 
pham 
Trung 

U ong 3

l,2g+ l,2g + 
l,2g + 0,88g + 
0,8g + 0,72g + 

0.36g

Hop 10 
tui 5g? 
Hop 1 

chai 50g

Hoan 
1 icu Doc 

TW3

24
G3047 Tui

thang

> Ngi dung xin dieu chinh: thay doi So Dang Ky va Han Dimg

Quy
each
dong

Co- so- 
san xuat 
- Nuoc 
san xuat

Ten
Thuoiig

mai

Don
So dang Han

Dung
Ma so Ten boat chat Ham lugng v! kytinh

got

Sai dat, Kim ngan 
hoa, tho phuc 

linh. Tlurong nhT 
tir, 86 cong anh, 
Sinh dia. Thao 

quyet minh

Cong ty 
co phan 

dirge 
pham 
Trung 

U'ong 3

l,2g+ 1,2g + 
l,2g + 0,88g

+ 0,8g +
0,72g + 
0,36g

Hop 10 
tui 5g, 
Hop I 

chai 50g

Hoan Ticu 
Doc TW 3

VD-32647- 36G3047 Tui 19 thang



Chung toi xin giri di'nh kem quyet djnh 303/QD-QLD ngay 10/05/2019 ve viei^fe^n hanh 

danh muc 141 thuoc san xuat trong nuac dirge cap so dang ky liru tai Viet NamH&KeiTWc 5
• \ “Oil

» « t <

nam - Dgt 164 ( bo sung ) de chirng minh sir thay doi nay va viec thay doi 
hudng den gia trung thau va chat Urgng san pham.

/ »
Rat mong Quy Ca quan xem xet va liep nhan cong van nay

Tran trong cam an!

“‘M hnh

g-5

DAI DlEN HOP PHAP NHA ThAu



BO yt£
eye QUAN LY DUQC 

86: 303 /QD-QLD

CQNG HOA XA HOl CHIJ NGH1A VR

, . QUYETDINH
Ve vice ban hanh danh muc 141 thuoc san xuat trong mr6,c^^=^^ 

diro-c cap giay dang ky liru hanh tai Viet Nam hi£u lire 5 nam- Dyt 164 (bo sung)

eye TRITONG eye QUAN LY DUQC
Can c\s Luat Dirge n^ay 06 thang 4 nam 2016;
Can cir Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh .phii quy djnh 

eh ire nang, nhiem vu, quyen ban va ca cau to chirc cua Bp Y te;
CSn cu* Quyet dinh so 7868/QD-BYT ngay 28/12/2018 cua Bp truang Bp Y te 

quy dinh chuc nang, nhiem vu, quyen han va co cau to chuc cua Cyc Quan ly Dupe 
thupc Bp Y te;

can cir Thong nr s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo Y t4 quy djnh 

vice dang ky liru hanh thuoc, nguyen lieu lam thuoc,

Can cu y kien cua Hoi dong tu van cap giay d&ng ky liru hanh thuoc, nguyen lieu 
lam thuoc - Bp Y te;

* t

Xet de nghi cua Truong phong Dang ky thuoc - Cyc Quan ly Dupe,

QUYET DINH:

Dicu 1. Ban hanh kern theo Quyet dinh nay danh muc 141 thuoc san xuat trong 
nuoc dupe cap giay dang ky luu hanh tai Vipt Nam hieu luc 5 nam - Dpt 164 (bo 
sung).

X 4 4 % 4Dieu 2. Cong Xy san xuat va cong ty dang ky co thuoc luu hanh phai in so dang 
ky dupe Bp Y te cap len nhan thuoc va phai chap hanh dung cac quy djnh co lien 
quan tai san xuat va luu hanh thuoc. Cac so dang ky co ky hieu VD-...-19 co gia trj 
05 nam ke tu ngay ky Quyet djnh.

Dicu 3. Cong ty san xuat va d§ng ky chi dupe san xuat va luu hanh cac thuoc
« 9 \

kiem soat dac biet khi co Giay chung nhan du dieu kien kinh doanh dupe pham vi 
kinh doanh thuoc phai kiem scat dac biet phu hpp vai pham vi boat dong cua co so 
dap irng quy dinh tai khoan 5, Dieu 143, Nghi dinh so 54/20IV/ND-CP ngay 
08/5/2017 cua Chinh phu quy djnh chi tiet mot so dieu va bien phap thi hanh Luat 
dupe.

Dieu 4. Doi vai cac thuoc ban hanh kem theo quyet dinh nay thupc danh muc 
thuoc dpc va nguyen lipu dpc lam thuoc theo quy djnh tai Thong tu 06/2017/TT-BYT 
ngay 03/5/2017 cua Bp Y te ve viec ban hanh danh muc thuoc dpc va nguyen lieu dpc 
lam thuoc; cong ty dang ky, ca sa san xuat phai cap nh|t quy dinh ve thuoc dpc tren 
nhan va huang dan sir dung theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 
18/01/2018 cua Bp Y te quy djnh ghi nhan thuoc, nguyen lieu lam thuoc va to huang



^ » 4 *

dan su dyng thuoc va chi du<7C san xuat, liru hanh thuoc tren thi trircmg sau khi Cue 
Quan ly Du<?c phe duyet npi dung cap nhat nay.

€icu 5. Quyet dinh nay co hieu luc ke tir ngay ky ban hanh.

£)ieu 6. Giam doc So Y te cac tinh, thanh pho true thuoc trung uong va giam 
doc cong ty san xuat va cong ty d&ng ky co thuoc Dieu 1 chju trach nhiem thi hanh 
Quyet djnh nay.

CVC TRUONGNot nh(tti:
- Nhir Oieu 6;
- BT. Nguyen Thj Kim Tien (dl b/c);
- TT. Truong Quoc Ci/ong (de b/c);
- Cyc Quan y - Bp Quoc phong, Cyc Y te - Bp CA;
• Cyc Y te giao thong van tai- Bp GTVT;
- Tong Cyc Hai Quan- Bp Tai Chinh;
- Bao hiem x4 hpi Viet Nam;
- Vy Phap che, Cyc Quan !y Y Dupe co truyen, Cyc^i^^^ 
Quan ly Kham, chita benh - Bp Y te; Thanh tra Bp Y te;
- Vipn KN thu6c TU‘ va VKN thuoc TP.HCM;
- Tong C6ng ty Dupe VN - CTCP;
- Cac b?nh vipn, Vipn c6 giudng bpnh true thuoc BYT;
- Website cua Cyc QLD, Tap chi Dupe My pham - Cyc 
QLD;
- Luu: VT, KDD, DKT (15b).

u Tuan Cu-o'ng

1793,3

TYCOI
)c m
OPB
H.t.P



mg 0,40g; Cao d$c 
Thien nien ki£n 
(tuang duang 0,32g 
Thi€n nien kien) 
0,06g; Cao dac 
Thirang nhT tu 
(tucrng dirang 0,4g 
Thirang nhi tii) 
0,G46g; Cao d$c 
Huyet giac (tuang 
dirang 0,4g Huyet 
giac)0,016g

Moi tui 5g chira: Sai 
dat l,2g; Tho phuc 
linh ),2g; B6 cong 
anh 0,8g; Sinh dia 
0>72g; Kim ngan 
hoa 0,4g; Thao 
quyet minh 0,36g; 
Cao dac Kim ngan 
hoa (tuang dirang 
0,8g Kim ngan hoa) 
0,lg; Cao d$c 
Thirang nhT tu 
(tuang duang 0,88g 
Thuang nhT tu) 0,1g

49 Hoan tieu dpc TW3 TCCS H$p 10 tui 5g; 
Hop 01 chai

Hoan cung 36 VD-32647-19
thang

50g

36 TCCS 
thang

Hpp 03 vix 10 
vien; Hop 06 vi 
x 10 vien; Hop 
10 vi x 10 vien

VD-32648-1950 Lumbrotine Bja long lOOmg; 
Hoang ky 140mg; 
£>ucmg quy 80mg; 
Xich thupc 60mg; 
Dao nhan 40mg; 
Hong hoa 40mg; 
Xuyen khung 40mg

MS ticn che 50,0mg; 
Cam thao 1 l,5mg; 
Ma hoang 115mg; 
Mpt duoc 11,5mg; 
Nhu huang 1 l,5mg; 
Nguu tat 11,5mg; 
Tam voi ) l,5mg; 
Thuang truat 
1 l,5mg

Vien nang 
cung

______
VD-3264'9-19*

AR/#,

\
TCCS Hop 10 vix 10 

vien
51 Marathone Vien nang 

cung
36

thang
OS

uo.o

26. Conp ty d5ng ky: C6ng ty c6 phan dtrgrc pham Trung uang I - Pharbaco (D/c: 160 - Ton 
Dice Thang - Dong Da - Ha Nqi - Vi?t Nam)

Trang 13



**«S8&BKM3fj
cOnc h6a xa hOi chu ngh!avi£t nam

SOCIALIST Kr-.PUBLlCOF VIETNAM 
&(kc l|p - Tgr do - H^nh phijc

Indoperidenoe - Freedom - Happin

r.T,c
BO y te

ir^y MINISTRY OT MRALTH"4^ eye QUAN LV Dtroc
DRUG ADMINISTRATION OF VIETNAM

w' (<t -••w

y/v/^ Ttv^V ^
fc/CONGiYCOPHAfiXO 
*[ DLiCfCPHAM

^f0PHA»

& 135A^*r«8 VO- Hi NOi • Nam 
T4(; »d24 3736048.V3fi4«4413 ■ Fax'. 84 24 382347581 GIAY PHEP LU U HANH SAN P

MARKETING AUTHORIZATION
3 J®sjM pr

3 ,
: .y-

T^n thu6c
AAwio of Dniy

Hoah ti@u ^90 TW3
; H24 ■ ..vi^ >.

Thanh phin chlnh, h^m Ju’Q’ng ’ 5g chij-a: Sai d£t )t2g; Th6'phyc linh 1,2g; Bb
\ derive htgredionis, sunngtiK* - ^ , cong aoh 0.8g; Sinh dja 0.72g; Kim ng§n hoa 0,4g; Thao ^

minh 0,36g; Cab <J$c Kim ngSri hoa (tu'cng diwrog 
*+ 0,8g Kimingan hoa) 0;,1gfCao dje Thtrong nhT iu- lj\E 

Oup-ng du'O'ng 0,88g Thirorig nh7ti>) 0,1g . ( r*-'*
; y HOp 10 tiii Sg; Hdp 01 chafsOg; Hodh curig ' ^ ■**

■4i

■zf>. /-

.* •

Qui c^ch d6ng g6i, b^o ch4 
Packing Sizo, postage fpim: • - 

J ,TiCu chu^n chit lirgrng 
r Ouotify Specification: +'

yM Handdng
ik * Shelf- life: ‘ ^

j: Si giiy phip liruihinh.san phim'(S0K)r # TVD-32647-19
Marketing Autho'ihaiion Nutnbor: t i • *■ t.-.,..;,. . .7.”.,-,. ,„ ^
Siquyit djnh ..,t, 303/QO-QLD ^ \ 1 NgSy cip: 10/05/2019

.4 Approval Offc/sion Nnmbdi: ^ ^ Opto of issuance -
p Higu Krc cua*giiy phep lu'u hdnh sdn phim: cO gte td 05 nSm ki tOjigAy cip 
i* v j ExphatitHt Data of this Mediating Authatizotion:, - H.'_
> ‘ TSn ca S61 d§ng ky Cong ty ci phin du^c phim Trung

8?~<rs
i+

TCCS .

(4. * 'i1*
36 thing

&
* V 4J *• T ,<V“

^ <
V; i J

sCong ty ci phin du’p'c phim Trung u,o,ng 3
^ ' ' * . r

: ^ Side,- Le 0^1 Hinh - F^inhKhai - Q.Hing Bang - Tp,

Hii Phdng - ViOt Nam .A "
: ^‘‘COng ty ci phin du’^c phim Trung U’d’ng 3 
' * .̂ ' 4w‘

<S6 28 - 0u,6'ng'351 - Xa Nam San - HuyOn An Duang *
, - Tp. Hai Phong - ViOt Nam - ^ ' ‘ ' “ '

FV

rP
V: n

NPme of Marketing Authorizotion Holder ^
Oja ChiI ''•4

j**i Addmss:
Ten ca s6 san xuit
Name of Manufacturer: 
Bia chi * 

f Address:
ten ca scy d6ng g6i 
Nome of Assembler 
Dja chi 
Address:

$A
*» . k?-'*|X4

' n>- tr
P i£ rs .3 - :a7& r-

. ^ -
n m N0i, ng&y 10 Mng 05 hSm 2019. " 

kt. eye truing ege quAn LY OUVC.
FOR GGNERAUOIRECTOR OF THE DRUG AOMINISTRATtOW OF VlSTNAM

pho eye tru'Cng
• 02PUTY GENERAL-DIRECTOR ,

i •'

tP
! *» ■ 

ip-*lb.
Ghi chu: tNo»)
1- Giiy ph6p Ilfu hdnh s^n phim niy duryc cip theo diing ho Sf ^ 
dang ky thuic d3 diroc BO Y ti ph6 duySI.

*■* TTm merkQtng mshonz/HKV> bos been issued in accoafaneit wilft die doMuer 
approved by the Vietnam Ministry of l helth. 1^
2- Bit cif sv thay dfii nao vi nOi dung cua giiy ph6p phai d».B.

* Cue Quin Oiroc - B6 Y ti xic nh$n. \
£* >4. Any variations of the contents of the tvorkoUng euthoriietion ere required to be
t ■ T adopted by the Drug Ad/mnistrelion of Vietnam

J

J Wk' \
-v

Vx >‘4

ivfei /k fe:s?0
h K*

F.NGUy£NjALPAT % *t'
'lsr%.3?> rwUr. .



B6 V TE
.VJl’N'ISTP.S' OF HEALTH

eve quan ev otj'o'c
rj A i)M!.\isTR.n'ION 0 }■ \ IK TNAM
13SA Giang Vci • Ha Iv'oi - V:i; K!6fr;

Fet cX.i.37-.;'.:63.;3£-;£4^13 - t- 4.3L2.V7*?

cOng hoa >:a hoj chu nghTa nam
SOCIALIST REPUBLIC OT

Sec lap - Tir do - Hanh
^SONGIYCOPHANVcv 

*[ Dt/dC PHAM

^A60PHAR4

iiidepeiKU^..-e - Freedom • Ha

O
•*.-

&/,r ;
j. . ...

MAR-KETING AUTHORiZAilON

Ten thuoc
Name of Drug:

Thanh phan chinh, ham fu'o'ng:
Active Ingredients, Strength:

Qui each dong goi, bao che
Pecking Size, Dosage form:

Tieu chuan chat luting
Quality Specification:-

Han dung • • '
Shelf-life: V' ■' ' '

So giay phep ii/u hanh san pham (SDK):'
Marketing Authorization Number:

So quyet djnh
Approval Decision Number:

Hieu lu'c cua giay phep iu'u hanh san pham: cogia triden het ngay 31/12/2010 . 
Expiration Date of this Matkeiing Authorization:
Ten nha san xuat ' • : Cong ty co phan dtro’c pham Trung i/o'ng 3 •
Name of Manufacturer:

Dia chi '
Address:

Sodienthoaj
Tel. No. ' . .

: Koan lieu doc T\V3

Sai dat, Kim ngan hoa, Thd phuc linh, Thuting nhi tOf. 
Bo cong anh, Sinli dja, Thao quyet rninh .

: Hop 10 tui x 5g. Hpp-1 Ip x 50g vien hoan ctrng

.: TCCS

; 24 thang

V1369-H12-10
Ngay cap: 24/02/2010 
Date of Issuance:

: 42/Q0-QLD
:

'•'16 Le Qai Hanh-P.Minh Khai-Q.Hong Bang-Tp. Hai 
Phong • _ • '

■t.

’. So facsimile:-': . •
. Fax. No. .. ' '•••• s'-

: Cong ty cd'phan dutic pham Trung i/dng 3, :Ten nha dSng ky /
Name of Me/keting Authorization Hnlrlar.
Dia chi; ^ “ ISHM^jpnivP.Minh 'Khai-Q.Hong B^ng-Tp.:.Hai ;
Address:..

ST° fn ,h^i VTel. No. . ff J buac PH-AmJJ^
o\ TRUNG U0NG' 3/f if 

FORjPHAR^P/'^
Vg t.9 ^

-r • a So facsimile:' 
Fax. No. • -

:p■t

1QNG.&\MA ®§S N&> W*)'24 mn9 02 n*m 201 °'
<Z>' • ’or - tru6ng' eye quan ly duoc

JSw^^yS^^Stf&^fett&ROFTHBDRUGADMlK'SSlRAllONOFVIETWAM ' ’•
■■ . ■ r-

/*f' s\

LffvWQ
DS..Ghi chu: (Note)

1- GiS’y phep ii/u hinh san pham r.sy di/uc c-ip dpa ‘.fen ho so 
CSng kyda dugc Cue Quan ly di/gc -136 Y t6 chap nhan.
7t\:s mcr-xting aif.horizRtlon !i&s boon isti/Bd hsued or tbb o'oss'srr 
npprzvadby'.r.o Drug Admr.isUsHon o! VTcsneni.

2- Tal ca cSc lhay doi ve: co sc; san xuat, o'nng bao ch(e, h<im 
luong, ch? 6inh... 6eu phni 6\igz dang ky In; cie cap giay 
phepmdi.
A!'< zb.angQS *o U:o msn’jfaZiuhng sHo. c'oKSpf h'nl »/iaf,'escort,

s'o stihjbci fo te-regisiuXon !o' a rowm.vkoVng authorr/sHon.
3- Mau nhan 6a dupe 6uy6t va 1c hi/6ng can siY dung duoc 

dtnh kem theo giay phep nay.
The (-.pproeodiobats end package inse-l arc slteched.

. •.>
L /-<-.v 

w> ,!«»»«»»»■ *

TRU'O'NG qu6c CITCJ.NG :
J


