CONG TY CP DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM

SAGOPHAR Doc lap - Tw do - Hanh phic
Sé: 2206/2020/CV-SGP Tp. H6 Chi Minh, ngay 22 thang 06 ndm 201

V/v: Thay Déi SDK + Han Dimg

... 124 jf - Kinhgii: - SO'Y TE TINH NINH THUAN
y - BAO HIEM XA HQI TINH NINH THUAN

(. ., = Traoc tién, Cong ty CP Duoc pham Sagophar chan thanh cam on su hop tac va hé trg

T Qﬁ'y S y t¢ tinh Ninh Thuan trong thoi gian qua.
Can cir vao Quyét dinh 333/QD-SYT ngay 03 thang 05 nam 2019 cta Giam Péc So Y
Té tinh Ninh Thuan vé viéc phé duyét két qua lua chon nha thdu Goi thau sé 3 - Thube cb
truyén, thube duoce ligu.
Chuing t8i ¢6 tring thau san phdm Hoan Tiéu Déc TW3 — Qua nha thiu Sagophar Do sb
dang ky V1369-H12-10 da hét han nay ching ti xin diéu chinh s dang ky. va han ding san
pham trung thiu nhu sau:

> Noi dung truée diéu chinh:
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Hoan Ti¢u | linh, Thuong nhi <87 V0% thi 5g, .| VD-32647- 36 duoc
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Doc TW 3 | tr, BO cong anh, 0790 4 Hop 1 19 thang pham
Sinh dia. Thao 0 3?7 chai 50g Trung
quyét minh e Uong 3




hudmg dén gid tring thiu va chit lugng san pham

Rat mong Quy Co quan xem xét va tiép nhén cdng van nay
Trén trong cam on!
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BOYTE CONG HOA XA HOI CHU NGHiA
CYC QUAN LY DUQC Dije lap - Tu do - Hanh pjfd
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Sé: 303 /Qb-QLD Ha Noi, ngaypthdng Snd

QUYET PINH Qs

Ve viée ban hanh danh myc 141 thudc san xuit trong nudc
duoe cap glay ding ky lru hanh tai Viét Nam hi¢u lre 5 nam- Dot 164 (bd sung)

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Duoc ng&y 06 thang 4 nam 2016;

Can cir Nghi dinh s0 75/2017/ND-CP ngay 20/6/2017 cua Chinh phi quy dinh
chic ndng, nhiém vy, quyen han va co cdu té chirc cua BS Y té;

Can cir Quyét dinh sb 7868/QD-BYT ngay 28/12/2018 cua BS truong BS Y té
quy dinh chirc néng, nhiém vy, quyen han va co chu to chic ctia Cyc Quan ly Dugc
thugc Bo Y te

Can ¢t Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia BS Y té quy dinh
viéc ding ky hru hanh thude, nguyén liéu lam thudc,

Cancuy kién cua Hoi dong tu van cip gidy dang ky lua hanh thude, nguyén ligu
lam thude - B Y té;

Xét d& nghi cia Trudng phong Pang ky thude - Cuc Quén ly Dugc,
QUYET DINH:

Dicéu 1. Ban hanh kém theo Quyét dinh nay danh muc 141 thudc san xuat trong
nudc duge cap gidy dang ky luu hanh tai Viét Nam hiéu luc 5 nam - Dot 164 (bd
sung).

Piéu 2. Cong ty san xuét va cong ty dang ky co thudc lwu hanh phai in sb dang
ky dugc B6 Y te cép 1én nhan thubc va phai chip hanh dung cac quy dinh c6 lién
quan t&i san xuét va hru hanh thude. Céc sb dang ky ¢6 ky hiéu VD-...-19 ¢6 gia tri
05 nam ké tir ngay ky Quyét dinh.

Diéu 3. Céng ty san xuat va dang ky chi duge san xuét va luu hanh céac thudc
kiém soat dic biét khi cé Giay chirng nhan du diéu kién kinh doanh dugc pham vi
kinh doanh thudce phai kiém soat dac biét phu hop vai pham vi hoat déng cua co so
dap ung quy dinh tai khoan 5, Diéu 143, Nghi dinh s6 54/2017/ND-CP ngay
08/5/2017 cua Chinh phu quy dinh chi tiét mdt s diéu va bién phap thi hanh Lut
duoc.

Picu 4. D6 voi cac thude ban hanh kém theo quyét dinh nay thudc danh muc
thudc dc va nguyén liéu dfc lam thude theo quy dinh tai Théng wr 06/2017/TT-BYT
ngay 03/5/2017 ciia BS Y 1é vé viée ban hanh danh muc thudc doc va nguyén liéu doc
tam thudc; cong ty dang ky, co so san XUt phai cdp nhét quy dinh vé thudc ddc trén
nhan va huéng din su dung theo quy dinh tai Théng tu 01/2018/TT-BYT ngay
18/01/2018 ciia B§ Y té quy dinh ghi nhan thudc, nguyén ligu lam thude va to huéng




dan su dung thude va chi dugc san xuét, luu hanh thude trén thj trudng sau khi Cuc
Quan ly Dugc phé duyét ndi dung cap nhat nay.

Pidu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Giam ddc S& Y té cac tinh, thanh phd truc thudc trung uong va giam
dée cdng ty san xuat va cong ty dang ky c6 thudc tai Didu 1 chju trach nhiém thi hanh

Quyét dinh nay.

Noi nhin: cyc TRUONG
- Nhis Diéu 6;
- BT. Nguyén Thj Kim Tién (dé b/c);
-TT. Truong Quédc Cudng (dé bre);
- Cuc Quan y- Bo Qudc phong, Cuc Y té - B4 CA; !
- Cyc Y té giao thong van tai- Bo GTVT; c
Tong Cl,fC Hai Quan- B Tai Chinh;
- Bao hiém xa hou Viét Nam;
- Vy Phap che, Cyc Quan ly Y Duoc cd truycn, Cuc
Quan ly Kham, chita bénh - BO Y té; Thanh tra BO Y t¢;
- Vign KN thube TU va VKN thuée TP.HCM;
- Tong Céng ty Duge VN - CTCP,
- Cac bénh vién, Vién cé giudng bénh tryc thuje BYT,
- Website ctia Cyc QLD, Tap chi Dugc My pham - Cuc
QLD;
- Luu: VT, KDD, BDKT (15b).
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Hoan tiéu ddéc TW3

Lumbrotine

Marathone
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mg 0,40g; Cao dic
Thién nién kién
(turong duong 0,32g
Thién nién kién)
0,06g; Cao dac
Thuong nhi to
(twong duong 0,4g
Thuong nhi ur)
0,046g; Cao dac
Huyét gidc (tuong
duong 0,4g Huyét
giac}0,016g

Mou t0i Sg chura: Sai
dat 1,2g; Tho phuc
linh 1,2g; B cong
anh 0,8g; Sinh dia
0,72g; Kim ngan
hoa 0,4g; Thio
quyét minh 0 ,36g;
Cao dac Kim ngéan
hoa (wong duong
0,8g Kim ngan hoa)
0,1g; Cao dac
Thuong nhi tr
(tuong duong 0,88g
Thuong nhi tr) 0,1g

Dja long 100mg;
Hoang ky 140mg;
Duong quy 80mg;
Xich thugc 60mg;
Péao nhan 40mg.
Hong hoa 40mg;
Xuyén khung 40mg
M tién ché 50,0mg;
Cam thao 11,5mg;
Ma hoang 115mg;
Mot duoc 11,5mg;
Nhi huong 11,5mg;
Nguu tat 11,5mg;
Tam voi 11,5mg;
Thuong trut
11,5mg
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Hép 10 tai 5g;
Hop 01 chai
50g

Hop 03 vix 10
vién; Hop 06 vi
x 10 vién; Hop
10 vi x 10 vién

Hop 10 vix 10 |

vién

VD-32647-19

VD-32648-19
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26. Céng ty dang ky: Céng ty ¢d phén dugc pham Trung wong I - Pharbaco (D/c: 160 - Tén
Purc Thang - Pong Da - Ha Noi - Viét Nam)

Trang 13
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578, Ténco s¢ dang ky * Céng ty c6 phén duge phém Trung u'o'ng 3 Py
& Name of Marketing Authonzation Holder {‘ 5
-7 Djachi - . - Sb 16 Lé Dai Hahh - P Mmh Khal Q Héng Bang Tp g
*T Addross: - Hai Phong - Viét Nam « 7 ba,{‘
tl ‘5 Tén co s¢& san xuét . : 4~Céng ty cé phén dugre, phém Trung u'o*ng 3 }’;a £
MY rume of Manulucturer: . " 5
. Ciachi : - 18628. Duong 351 - Xa Nam Son Huyen An Du‘o'ng i*«‘»}'
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Ha N6, ngay 10 thang 05 i1dm 2019.
KT, CUC TRUONG CYC QUAN LY DUQC,
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g "FOR GENERAL-DIRECTOR OF THE ORUG ADMINISTRATION OF VIgTNAM A
» , PHO CYUC TRUONG g
o _DIPUTY GENERAL-DIRECTOR 1“,*;

ast i Ghi Chik: (vosy $e
L1 1. Gidy phép lunu hanh sdn phim ndy dutrc cdp theo ding ho 5, "y
“- dang ky thudc 03 duge 86 Y té phé duyét. 3
ta, Ting niarkaling muhonzation has been jssusd in asoordance with the do By
v " approved by the Vietnam Munistry of {leahh, !A'._
P 2 B4t cir sy thay d8i nao va ndi dung ciia gidy phép phai die &

Cuc Quan Ly Dugc - BS Y té x4c nhan,

Any variations of the contents of the marketing authorization are roquirad to be
acdoptad by the Drug Adminisiretion of Vistnem
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< Tu,.'\ LY DUQC
STRATION OF VIETNAM

Tén thudc
Mame of Drug:

Thanh phan chinh, ham lugng:

Aciive Ingredients, Strengih:

Oui cach déng g6i, bdo ché
Packing Size, Dosege form:

Tiéu chudn chat Iugng

Qualily Specification.

Han dung - -

Shelf-life: ~ .+ .

S6 gidy phep IUU hanh s&n pham (SDK)

Markeling Authorizalion Number;

S0 quyét Ginh

Approval Decision Nutnber:

Hiéu luc clia glay phép luu hanh san pham: cb gia trl Gén het ngay 31/1?/?010
L)pr. alion Date of this Matketing Authorization:

Tén nha san xuat =~
Neme of {-.‘?anu,’ccru.'er:

Dia chi ~

!fﬂi~}’ElEf\"G r-.U""E-" -' ON

: 42/Q'9-QLD

CONG HOA XA HOT CHU NGHTA
SOCIALIST REFUBLIC OF VIET?
Doclap - Tu do - Hanh /@
independence - Freednm - Huplf

VIET NAM

:Hoan tiéu doc TW3

Sai dal, Kim ngan hoa, Th8 phuc linh, Thugng nhi td,
B6 ¢dng anh, Sinh dia, Thao quyét minh .

: Hép 10 10ix 5g. HOp-1 o x 50g vién hodn ciing

: 24 ihén@.f

V1369-H12-10 | =
Noay cap: 24/02/2010

- Date of Issuance:

: Cong ty cé phan du’oc pfwm T, ung u’ong 3

16 Le Ban Hank PMlnn Khal QHong Bang Tp Hai ¢ -

Address:! : . nong . - '
S6diénthoai ' . . e e So facsnmle*f e e
Tel. No.» . oo oo FexoNoo .o s S
Tén nha déng ky Cong ty co phan duoc pham Trung ugng 3 : '

) 23 i

"3

nh- Pan Khal Qhong Bang~Tp Ha:
;3.-".:.'_'_-_‘:: So acsumie : ‘s
> Fax.No. =~ ' C

Name of Meikeling /'qu!honzaff

Dia Chl

Addre SS!

86 dien thoal 5y
Tel. No.

o,

_\\

E tONG Gl AM D(f)k’ No.' ngay 24 théng 02 né'n 2010.
o Uz,, TQUOI\'G cucC QUAN LY DUOC

Ghi chu: (Wote) 0S. %/// .%.M/&u 3

1- G»éy phép i hanh s&n phdm ndy Gudc cap dus irén hd so
6ang ky 6& Suge Cuc Quan Iy dugc - BO Y i6 chap nbian.
Tris mpsieling auvthonzaiion hes been istusd hased op Mhe dossiers
Bpprov aa‘by'l‘oD'ug, Adrninisteation of Vieinsm, .
2- T&i ca cae thay ¢6l vE: ¢ 88 sdn xudl, dang bao che ha
lugng, chi Ginh... Géu phai dige dang ky leyi 6& cc')_g,:ay

phép méi.
Al changas lo ihe msnulativiing site, doszpe fomm, stunGth, indicstion,
elz. pre subjectfo se-regis! nfor 3 new markeling sutherization,

w
T

#3u nhin 63 duge Cuyét va i€ hudng ¢n s dung dude
ginh kémtheo gidy pheép nay.
The epprovodiabals and package inse are attached.



