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et BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
| MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIET NAM
\ CUC QUAN LY Y, DUrQ'C CO TRUYEN Déc 1ip - Tu do - Hanh phic
4 TRADITIONAL MEDICINE ADMINISTRATION Independence - Freedom - Happiness
, 138A GIANG VO - HA NOI - VIET NAM
y
| GIAY PHEP LU HANH SAN PHAM
MARKETING AUTHORIZATION C/ ‘
/
| Tén thube (Name of Drug) Sunkovir
| ' Thianh phin chinh, him lugng Cao khé hin hop duge ligu 600mg twong duong: Sai hcj;
‘ {Aciive ingredients, Strength) 245my; Phuc linh 245mg: Dang sim 245mg; Tién ho &4
‘ | 245mg; Cit cinh 163mg; Xuyén khung 163mg; Chi xic /
i 163mg; Khuong hoat 163mg: Pdc hoat 163mg: Cam thao et _:
1 ' 163mg; Sinh khuong 82mg; Bac ha 82mg. \E
. Quy cich déng géi, bio ché :  Hop 2 vi; 3 vi; 5 vix 15 vién, Vién nang cimg, L5
- [ (Packing Size, Dosage form) o
J i Tiéu chuiin chit lugng : TCCS e ;
| (Quality Specification)
| C | Han ding (Shelf - life) 30 thing 2}
/ = z r X
1 f= Sé iy phép luu hiinh sin phim (SDK) TCT-00104-23 N
C | (Marketing Authorization Number)
2] Sé quyét dinh $2/0D-YDCT Ngiy cp: 12/04/2023
\d (Approval Decision Number) (Date of Issuance) a
| e | Higu lye cia gidy phép luu hinh sin phim Cé gid trj 05 nim ké tir ngdy cip - '."
| / (Expiration Date of this Marketing Authozization) \
Tén co sir diing Ky . Céng ty co phin Sao Thii Duong
(Name of Marketing Authorization Holder) yé
_ Din chi Ld CCI-11L13.4 thudc dy dn khu 46 thi mai Phip Vin - Ta
x> (Address) Hiép, phuimg Hoang Liét, quin Hoing Mai, Thanh phd Ha
/| Noi |
Tén co s sin xuilt Chi nhanh Céng ty ¢ phiin Sao Thii Duong tai Ha Nam
(Name of Manfacturer)
Diu chi Khu céng nghi¢p Ddng Vin, phuimg Déng Vin, thj x3 Duy C/=
(Address) Tién, tinh 1a Nam S
i
Ghi chu: (Neote)
1, Gilly phép luu hdnh sdn philm nay duoc clp theo ding hd so
| dang ky thudc di dugc BY Y 1b phi duybl
| This marketing authazization has been.issued in accordance with the
dossior approved by the Vietram Ministry of Hoalth
2. B#1 cir sy thay 8bi nso v ndi dung cia gily phip phai duoc
Cuc Qudn by ¥, Duoc cb ruyln - BS Y 1l xac nhin
Any vanations of e contents of ihe marketing authorzation are requined
o be adopied by the iradidional medicing adminisiration of Vielinam
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Buoc quét bing CamScanner
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o CUC QUAN LY Y, DUQC

CO TRUYEN

CONG HOA XA HOI CHU NGHIA VIET NAM
Déce lip - Ty do - Hanh phic

PHU LUC 1

DANH MXC 15 THUOC CO TRUYEN SAN XUAT TRONG NUGC BUGC CAP
GIAY DANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - DOT 08
(Ban hanh kém theo Quyét dink sé: .§./OD-YDCT ngay &./04/2023)

1. Cdng ty ding ky: Cong ty cb phiin Sao Thii Dwong
(E¥¢: Lé CCI-1lI 13.4 thuge dy an khu d6 thi mdai Phap Vin - Tie Hiép, phwdng Hoang
Ligt, qudn Hoang Mai, Thanh phé Ha Ngi)

1.1. Nha sin xufit: Chi nhiinh Cong ty ¢b phiin Sao Thii Duong tai Ha Nam
(BVe: Khu cdng nghiép Ding Van, phuimg Déng Vén, thi xd Duy Tién, tink Ha Nam)

| Tom Thank phin chinh - I?i? Tubi | Tiéu | Quy cich dﬁ
thube Hiim lwgng tho | chuéin | dbng goi e
ché ky
Cao khé hin hgp duge
ligu 600mg nrong duong:
Sii hd 245mg; Phyc linh
245mg; Dang siim 245mg;
Tién hd 245mg; Cat cénh | Vién 30 Hop2vi; 3| TCT-
| | Sunkovir | 163mg; Xuyén khung | nang thin TCCS | vi;5vix | 00104-
163mg; Chi xdc 163mg; | cimg | & ISvidn, | 23
Khuong hoat 163mg; Dje
hogt 163mg; Cam thio
163mg; Sinh  khuong
82mg; Bac ha 82mg.
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM - _#
CUC QUANLY Y, DUQC Pic lip - Ty do - Hanh phiic m,..;-
3 CO TRUYEN
Sé: 12 /Qb-YDCT Ha Ngi, ngay /A2 thdng 04 ndm 2023
QUYET DINH

Ve viéc ban hanh Danh myc thube cb truyen, vi thude b truyen sin xuiit
trong nuée duge cip gidy ding ky lru hanh tai Viét Nam - Dot 08

CUC TRUONG CUC QUAN LY Y, DUQC CO TRUYEN

Cén cir Lugt Duoc sé 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh sé 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phi quy dinh
chiee nang, nhiém vu, quyén han va co cdu té chire cua BoY té;

Cén cir Théng tu s6 21/2018/TT-BYT ngay 12/09/2018 ciia Bé trwcmg Bj Y té
quy dinh viéc déng ky heu hanh thude ¢é truyén, dwge lidu;

Can cir Thong tw sé 39/2021/TT - BYT ngay 31/12/2021 ciia Bé truwemg B¢ Y té
vé viéc sira doi, bé sung mét sé diéu cua Thong tw sé 21/2018/TT-BYT ngay
12/9/2018 ciia B truomg Bé Y té quy dinh viée ddang ky lwu hanh thube cé truyén,
duwoc liéu;

Cén cir Quyét dinh s6 7666/0D-BYT ngay 26/12/2018 ciia Bé triomg B Y té
quy dinh chikc ndng, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quan Iy Y,
Dugre cé truyén thuge Bé Y té;

Cén cik két lugn cia Hoi dong twe vdn cdp gidy ddng ky heu hanh thuée, nguyén
liéu lam thuoe, B Y té - Pot 08;

Theo dé nghi ciia Treomg Phong Quan Iy Duge c6 truyén - Cuc Quan Iy Y, Dugc
c6 tmyen

QUYET DPINH: |

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc céc thudc cb truyén,
vi thudc cd truyén san xuét trong nuéc duge cp gidy dang ky lwu hanh tai Viét Nam
- Pot 08, cu thé:

1. Danh muyc 15 thudc cb truyén san xuét trong nude duge cip gidy ding ky
lvu hanh tai Viét Nam hiéu lyc 05 nam (tai Phu luc I kém theo). Cac thube tai
Danh myc nay c6 s6 ding ky véi ky hiéu TCT-xxxxe-23 va hidu luc 05 nam ké tir
ngay ky ban hanh Quyét dinh nay.

2. Danh muyc 14 vi thude ¢b truyén san xuét trong nude dugc cip gidy ding ky
lru hanh tai Viét Nam hiéu luc 05 nam (tai Phu luc Il kém theo). Céac vi thudc tai
Danh muc niy c6 s6 ding ky véi ky hiéu VCT-xoooe-23 va hiéu lye 05 ndm ké tir
ngay ky ban hanh Quyét dinh nay.



