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/Y(\ BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
\ TRUNG TAM MUA SAM Pjc ldp - Ty do - Hanh phiic
TAP TRUNG THUOC QUOC GIA
86: A4/ TTMS-NVD ‘ Ha Ngi, ngay<- thdng 01 ndm 2019
Vv thay déi s6 dang ky cia thube tring thiu F SO Y TE HAI PHONG
DTTT cap Quoc gia Xalvobin 500mg film-
"yl coated tablet i CONG V?N PEN

sd:..:’f. ...... i
M/ % Kinh gfl’l IL .'H_‘..--’.ﬂ..,.fa _'/{g -
-S¢Y té cac tinh, thanh phé tryc thudc trung uong,
-'Y té cac Bo/nganh,
- Céc bénh vién/vién cé giwdong bénh truc thudc Bo Y té

Ngay 04/ 10/2017 Giam dbc Trung tdm Mua sém tdp trung thudc Quoc gia da ban
hanh Quyét dinh s6 32/QD-TTMS vé vigc phé duyét ket qua lya chon nha thiu goi thau so
02 - Mua thuéc thudc Danh muc dau thau tap trung cap Quoc gia cho céc tinh mlen Bic
(trr ving Trung Du va céc tinh Mién Nui phia Bac) Quyét dinh s6 33/QD-TTMS vé viéc
phé duyét ket qua lya chon nha thdu géi thau sé 03 - Mua thudc thugc Danh muyc dau thau
tap trung cép Quée gia cho cdc tinh ving Trung Du va cac tinh Mlen Nui phia Bac Quyét
dinh s0 35/QD-TTMS ve viéc phé duyét ket qué lya chon nha thiu goi thau s6 05 - Mua
thude thugc Danh muyc déu thau tap trung cdp Quéc gia cho cac tinh Mién Nam. Trong do,
san phim Xalvobin SOOmg film-coated tablet (Capecitabin 500mg) c6 sb dang ky VN2-
277-14 (cong vin gla han so 20774/QLD—BK ngay 21/10/2016) do Lién danh nha thau UNI —
Vin Lang cung cap cho co séy té cac tinh mién Bic va Lién danh nha thau Vin Lang — UNI
cung cép cho co s& y té céc tinh mién Nam.

Ngay 27/3/2018, Cuc Quan ly Dugc da cap Gidy phép luu hanh san phém cho
thudc Xalvobin 500mg film-coated tablet, cu thé nhu sau
s Quy cach, dang
T;‘;;"ﬁrt chit, | P35 ché, dwomg | Han ding | S6 ding ky
N ong ding
Xalvobin 500mg i s Hop 12 vix 10
film-coated | P g vienngn | 24 thing
tablet & bao phim, udng

Hing sdn xuét -

A 'y
Tén thuoe bl £
Nuée sdn xuat

VN-20931- | Remedica Ltd -
18 Cyprus (Sip)

Trung tdm mua sam tap trung thude Qudc gia théng béo va giri kém theo Glay phép
luu hanh san pha.rn Xalvobin 500mg film-coated tablet dugc Cuc Quan ly Dugc cap ngay
27/3/2018 dé S& Y té cac tinh, thanh phé truc thude trung wong, Y té cac Bo/nganh, céc

co s& y té biét.
Noi nhén: M POC W

- Nhu trén;

- TT. Nguyén 'I‘ru'omg Son (dé béo cdo);

- Lién danh nha thau UNI - Vin Lang (de thye hién);

- Lién danh nha thu Vin Lang - UN] (de thure hién);

- Trung tdm Gidm djnh bao hiém y té va Thanh toan da
tuyén khu virc phia Bic (dé phdi hop vh);

- Céc Phé Giam dbc (dé phdi hop vh);

- Luu: VP, NVD.

TRUNG TAM

Nguyén Tri Diing



SO Y TE THANH PHO HAI PHONG SAO Y BAN CHINH

S6: 44 /SY-SYT Hai Phong, ngéydf thang 01 ndm 2019
Noi nhin: TL. GIAM POC

-Cacdonviy té trénﬁia ban;
- VP; (dang tai 1én Cong TTDT SYT)
-Luu: VT, NVD.

ONG PHONG NVD

Ky bgi: S Y té

Email:
soyte@haiphong =t/
N .gov.vn | Sk gy p
b\ Co quan: Uy ban Do Vin Thang

.5 Nhan dan thanh
@ pho Hai Phong

Thdi gian
ky:28.01.2019
17:51:26
+07:00




BOYTE
MmISTR,Y OF H'EALTH
CUC QUAN LY DUGQC
DRUG ADMINISTRATION OF VIETNAM

138A Gidng Vo - Ha NJi - Vidt Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thudce

Name of Drug:

Thanh phan chinh, ham lweng
Active Ingredients, Strength:
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Qui cach ddng géi, bao ché

CQ\IG HOA XA HOI CHU NGHIA VIET NAM
SOCIALIST REPUBLIC OF VIETNAM

Do ldp - Ty do - Hanh phiic
Independence - Freedom--Hap-pmm—

BAN SAQ

Xalvobin 500mg film-coated tablet
Capecitabin 500 mg

Hop 12 vix 10 vién; Vién nén bao phim

Packing Size, Dosage form:

Tiéu chudn chét lvong NSX

Quality Specification: D
Han dung 24 thang :
Shelf- life: r

Marketing Authorization Number:
S6 quyet dinh

Approval Decision Number:

Hiéu lyc cta gidy phép Iwu hanh san phdm: cé gi4 trj 05 nam ké tu' ngay cap
Expiration Date of this Marketing Authorization:

Tén co s& dang ky

Name of Marketing Authorization Holder

Dia chi
Address:

Tén co s& sanxuit

S6 gidy phép lwu hanh sdn phim (SPK): VN-2093‘i 13‘ ; . s - é%
5 quyét g - 173/QP-QLD _ Ngay cép: 27!3!2018 | @{f

Date of !ssuance

; )
D
Céng ty cd phan Du’qc phém va Thlét b| y té Au Vlet %&J

Phong 504, CT4B, KBT Béc Llnh Dém P, Bal Klm,
Hoang Mai, Ha NQI VigtNam - = oo 0

Remedica Ltd. RV b g 5

Name of Manufac

Bija chi

Address: Nedy: 04 - 10-.2018 Limassol - Cyprus
Tén co s& ddrjg goi o

Name of Assembler e 2573 2-- 10 ;
Dia chi Sd chimg Ihuc ...................... Geyén s6..........SCTIRS
Address.

tRONG THyc BANSAoﬁﬂnexqgaAggﬂlgg

et, Limassol Indus;riarl‘_ I(Egta_tef; 3056
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Ghi cha: (Note)

Cuc Quan ly duge - BS Y té xac nhan.

Any variations of the contents of the marketing authorization are required to be

adopted by the Dmg Administration of Vietnam.
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PHO CHU TICH

YDé iy

1- Gidy phép leu hanh san phim nay duoc cip fieo ding hd so
dang ky thudc @3 dugc B Y té pha duyat.

This markeling authorization has been issued in accordance with the dossier
__approved by the Vietnam Ministry of Health.

2- Bat clr sy thay ddi nao v& ndi dung ciia gidy phép phai duge

e > ¥ &
e s S %M§J e asTh

'KT.CUC TRUGNG CUC QUAN LY DUQC
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETN, 1

BHO.CUC TRUONG.
RAL-DIRECTOR

Ha No: ngéy{?’théngf'ném 2018, 3
AM

Lin




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUGC DPgc lap - Ty do - Hanh phiic
S6 /039 4/ QLD-PK Ha Néi, ngayd A thangAO ndm 2016
V/v Gia han hiéu luc s ding ky -

thude.

Cuc Quan ly Duqc nhén duoc van thir s& 01/2016/CV AU ngay 12/9
cia cdng ty ve viéc gia han hiéu luc sb dang ky thube do céng ty ding ky.

Can ctr Thong tu s6 44/2014/TT- BYT ngay 25/11/2014 cia By trudng B Y
t& qui dinh viéc dang ky thudc; Céng van sb 2577/BYT—QLD ngay 06/05/2016 clia
B0 Y t€ vé viéc huéng din tam thoi viéc gia han SPK thube dang ky lai,

Cuc Quén Iy Dugc c6 y kién nhu sau:

1. Bong y gia han hiéu lyuc so dang ky thude @(é tir ngdy ky cong
van gia han s6 dang ky d6i véi thube Xalvobin 500mg film-coated tablet, SDK:

VN2-277-14 va Xalvobin ISOmg film-coated tablet, SPK: VN2-276 14

Thude duge phep san xuft trong thcn han gia han hiéu lyc sb déng ky phai
thuc hién theo dung hd so da duge BO Y té (Cuc Quan 1y Dugc) phé duyét va dugc
phép liru hanh dén hét han dung ctia thude.

Céng ty phai cam két cac thudc d& nghj gia han dép tmg cac quy.dinh tai -
diém a, b va ¢ muc 1 Céng vin sb 2577/BYT QLD néu trén.

2. Trudng hop thude dugc cip sb /dang ky méi trong thoi han hJeu luc gia
han sb ding ky cii, co so dang ky séan xudt, luu héanh thudc phai san xuét, luvu hanh
thudc theo sb ding ky méi ké tir ngay dugc cép.

Cuc Quan ly Dugc thong béo & con ng ty biét va thyc hién theo diing céc quy
dinh hién hanh v& san xuit va hru hanh thude.
Noi nhin:

- Nhur trén;
- Luu: VT, BKT (MH).
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BOYTE CONG HOA XA HOI CHUNGHIA VIETNAM .37
MI'NISTR.Y OF H;E'.ALTH SOCIALIST REPUBLIC OF VIETNAM E
CUC QUAN LY DUQC Pjc lap - Ty do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Gidng V& - Ha NI - Viét Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN P]

MARKETING AUTHORIZATION

Tén thube . Xalvobin 500mg film-coated tablet
Name of Drug:

Thanh phan chinh, ham Iu'cmg . Capecitabin 500.mg
Active Ingredients, Strength:

Qui cach déng géi, bao ché - Hop 12 vi x 10 vién; Vién nén bao phim

Packing Size, Dosage form:

Tiéu chudn chét lvgng . NSX

Quality Specification:

Han ding . 24thang

Shelf- life: ‘

Sé gidy phép Ity hanh san phdm (SBK): VN2-277-14

Marketing Authorization Number:

Sé quyét dinh . - - 533/QD-QLD Ngay cép: 19/9/2014
Approval Decision Number: Date of Issuance:

Hiéu lyc clia gidy phép Iwu hanh san phdm: cé gid tri 02 nam k& tir ngay cép
Expirauan Date of this Marketing Authorization:

Tén co s& d3ng ky .. Cbdng ty cd phin Dwgc phdm va Thiét bj y té Au
Name of Marketing Authorization Holder Viét

Dja chi © Phéng 504, CT4B, KBT Béc Linh Bam, P. Dal Kim,
Address: - ---- + Hoang Mai, Ha Ngi - Viét Nam

Tén co s& san xuét s Remedica Ltd.

Name of Manufa

Bja chi CHUNG THUC BAN SAO DUNG W%ﬁb@ﬂl}ﬁireat, Limassol Industrial -Estate 3056 }

Address: J‘ Limassol - Cyprus . L
Tén co s& dong gdGAY: 2§ 07.:2017 : <
Name of Assem er ) =J
M MO G SCTBS]

Ha Néi, ngay 19 théng 9 ndm 2014,

cuc TRUONG CUC QUAN LY DUQC
GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VlETNAM
e
N

Ghi chi: (otert o\, S
1- Gidy phép Ivu haghss
dang Ky thuéc a3 dud h

This marketing authorization has been rssued in accordance w:t

approved by the Vietnam Ministry o! Health. l‘ h.r L ﬁ
2- Bét ctr sy thay a8l nao v& ndi dung clia gidy phép phél dFgE== .
Cuyc Quan ly dwgc - BY Y té xéc nhan. b, TRUONG QUOC CUONG

Any variations of the contents of the marketing authorization are rnqulraiﬁo be
adopted by the Drug Administration of Vietnam. -
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