UBND TINH BONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Pic lap - Tw do - Hanh phuc

sé 445 /SYT-NVD Péng Nai, ngay 04§ thang 01 nam 2019
V/v thay ddi s6 dang ky cua thube

trang thiu PTTT cdp Qudc gia
Xalvobin 500mg film-coated tablet

Kinh gui:
_ Giam dbc¢ cac don vi tric thude S¢ Y té;

_ Giam déc cac co sd y té true thude Trung wong, Nganh trén dia
ban tinh;
- Giam dbc cac Bénh vién, Phong kham da khoa tu nhan trén dia
ban tinh.

(sau ddy goi tat a cdc co SOy té)

S Y té nhin duge Cong van so 14/TTMS- NVDT ngay 21/01/2019 ciia
Trung tam Mua sam tap trung thuoc Qudc gia— B3 Y t& ve viéc thay doi so dang
ky cia thuge tring théu DTTT cép Qudc gia Xalvobin 500mg film-coated tablet.

Giam déc S& Y & thong bao viée thay déi so dang ky thude trén nhu sau:
(dinh kém Cong van 50 14 TTMS- NVDT ngay 21°:01/2019 cua Trung tam Mua
sam (dp trung thuoc Quoc gia — Ba Y té).

Trong qué trinh thye hién néu c6 kho khan, vudng mac, d& nghi béo cao
kip thoi vé S& Y te (phong Nghiép vu duge - PT: 0251.3840654, Email

7 ’
~

tod@utllausytdn@g}nail.com) 48 bao cao Trung tAm Mua sam tap trung thude
Quéc gia-Bo Y te./.

Noi nhin GIAM DOC L,
- Nhu trén (thuc hién); T

. BGD SYT (dé bao céo);

. BHXH tinh DN (phdi hop chi dao);
_ Website SYT Dong Nai;

- Luu VT, NVD.

S% 2 - Phan Dinh Phung, phudrng Quang Vinh, thanh ph& Bién Hoa, tinh Dong Nai
PT: (0613) 942641, Fax: (0613) 847269, Email: syt@@dongnai.gov.vn,
Website: syt.dongnai.gov.vn




BOY TE CQNG HOA XA HOI CHU NGHIA VIET NAM

~ TRUNG TAM MUA SAM Pjc lip - Tw do - Hanh phiic
TAP TRUNG THUOC QUOC GIA
Sé: A"? / TTMS-NVD Ha Noi, ngay<l{ thdng 01 ndm 2019

V/v thay dm 56 dang ky ctia thude tring thau
DTTT cdp Quéc gia Xalvobin 500mg film-
coated tablet

Kinh giri:
-S6Y té céc tinh, thanh phé truc thude trung wong,
- Y té cac Bo/nganh,
- Céc bénh vién/vién c6 giudmg bénh truc thude Bo Y té

Ngay 04/10/2017, Gidm déc Trung tdm Mua sam tép trung thube Quoc gia da ban
hanh Quyét dinh sb 32/QD-TTMS v€ vi¢e phé duyét ket qua lua chon nha thau gbi thau sé
02 - Mua thudc thudc Danh muyc déu thau tap trung chp Quoc gia cho cac tinh m:en Bac
(trir viing Trung Du va céc tinh Mlen Nui phia Béc) Quyét dinh s6 33/QD-TTMS vé v1¢c
phé duyét ket qua lua chon nha thiu géi thau sé 03 - Mua thude thugc Danh myc. déu thau
tdp trung chp Quéc gia cho céc tinh vung Trung Du va céc tinh Mién Nui phia Bac Quyét
dinh s6 35/QD-TTMS vé vigc phé duyét ket qua lya chon nha thau g6i thdu s 05 - Mua
thudc thude Danh muc déu théu tap trung cap Qudc gia cho cac tinh Mién Nam. Trong dé,
san phdm Xalvobin 500mg film-coated tablet (Capecitabin 500mg) ¢é s6 ding ky VN2-
277-14 (cong vin gla han s6 20774/QLD-BK ngéy 21/10/2016) do Lién danh nha thau UNI -
Vin Lang cung cép cho cosdy té céc tinh mién Béc va Lién danh nha thiu Vin Lang — UNI
cung cp cho co s y té céc tinh mién Nam.

Ngay 27/3/2018, Cuc Quén 1y Dugc da cap Gidy phép hru hanh san phdm cho
thuéc Xalvobin 500mg film-coated tablet, cu thé nhu sau:

a Quy cdch, dang . £

o £ Tén hoat chilt, N Hang sin xuat -

Tén thude ham lrgng bdo cclltz:lt;ubng Han ding | S0 dang ky Nuwée sin xudt

Xalvobin 500meg Capecitabin ng 12.Yi X f 0 . VN-20931- | Remedica Ltd -
film-coated 500ma vién, vién nén 24 thang 18 Cyprus (Sip)
tablet & bao phim, ubng P P

Trung tam mua sim tap trung thube Qudc gia thdng bdo va giri kém theo Glay phép
luu hanh san pham Xalvobin 500mg film-coated tablet duge Cyc Quan ly Dugc cap ngay
27/3/12018 dé S Y té céc tinh, thanh phé tnre thude trung uong, Y té céc Bé/nganh, céc
co sy té biét.

Noi nhin:
- Nhar trén;
- TT. Nguyén Trudng Son (dé bdo cao);
- Lién danh nha thau UNI - Van Lang (dé thyre hién);
- Lién danh nha thu Vin Lang - UNI (dé thure hién);
Trung tdm Gidm dinh bao hiém y té va Thanh toan da
tuyén khu virc phia Bic (dé phm hop vhy;
- Céc Phé Giam dbc (dé phdi hep vh),
- Luu: VP, NVD,

guyen Tri Diing
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BOYTE C()VG HOA XA HQI CHU NGHIAVIET N AM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUANLY DUQC Péc lap - Ty do ~ Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independeﬂce - Freedom aHappindimrmr
138A Gidang V& - Ha Noi - Vidt Nam
Tal: 84.4,37366483/384584413 - Fax: 84.438234738 ] E AN § A@

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

L g A

Tén thudc . Xalvobin 500mg film-coated tablet
Name of Drug: 4
Thanh phan chinh, ham lwgng ! Capecitabin 500 mg
Active Ingredients, Strength. i
" Gui cach déng goi, bao ché - Hép 12 v x 10 vién; Vi&n nén bao phim
Packing Size, Dosage form:
Tigu chuan chét ivgng : NSX
Quality Specification:
Han dung © 24 thang
Shelf- life: . _ . _
Sé gidy phép ivu hanh sén phém (SBK): VN-20931-18 S
Marketing Authorization Number: .
$4 quyét dinh - 173/QP-QLD Ngay cap: 27!3!2018
Approval Decision Number: - Dateof !ssuance :

Hiéu lwc ctia gidy phép fvu hanh san phém: ¢d gi tri 05 nam ké tir ngay cip -
Expiration Date of this Marketing Authorization: t

Tén co s& dang ky . Céngtycd phin Dwoc pham va Thlét b! y té Au Viét

Name of Marketing Authorizaltion Ho!der

Pia chi X Phong 504, CT4B, KBT Bic Linh Pam, P. Dal Klm ?@3
: Address: Hoang Mai, Ha N&i - Viet Nam : :

Tén co & sanxudt Remedica Ltd.

Name of Manufact ; | ‘ o
” Dia chi mNG ?HUC BAH $A0 BUNGXQLBA“HI& et, Limassol industna! Estate 3056
- Address: Neay: 04 -10 ZmlﬁlmaSSOl Cyprus

Té & dorlg L

Na;ecg'::‘semgtergm 2 5 7 32' = 1 0 ‘

Bia chi S8 GG G- wyén6..........SCTBS

Address.

NS P KT.CUC TRUONG CUC QUAN LY DUQC
R FOR GENERAL-DIRECTOR DF THE DRUG ADMINISTRATICN DF VIETN h

H j C TRUONG. .
PHO cHU TlC @Epuw G%&ERAL DIRECTOR

Ha Nof nga;o?}thang S nam 2018, 3

Ghi chu: mote) %

1- Gidy phép luu hanh sén phim néy dm;rc chp theo aing hd so
dang ky thubc da dugc BO Y té phé duyét.

This marketing authorization has been issued in accordance with the dossier
approved by the Vielnam Ministry of Health. iy i J

2. BAt cir sur thay ddi nao vd ndi dung coa gidy phép phai duoc >~ a2l pONG
Cuc Quan Iy duge - BS Y t xac nhan. :

Any variations of the contenls of the marketing authorization ere requirad to be
adopted by the Drug Administration of Vietnamn.




BOYTE
M}NISTR}' OF H}EALTH
CUC QUAN LY DUQC
DRUG ADMINISTRATION OF YIETNAM

138A Gldng V& - Ha Ngi - Vigt Nam
Tk 84.4. 3736648 338464413 . Fax; 84438234758

GIAY PHEP LUU HANH SAN P "%ﬁ

SOCIALIST REPUBLIC OF VIETNAM
Déc lap - Ty do - Hanh phic
Independence - Freedom - Happiness

MARKETING AUTHORIZATION

Tén thuée . Xalvobin 500mg film-coated tablet

Name of Drug:
Thanh phan chinh, ham leeng
Active Ingredients, Strength:

Qul cach ddéng goi, bao ché
Packing Size, Dosage form:

Capecitabin 500 mg

Hop 12 vi x 10 vién; Vién nén bao phim

Tiéu chudn chat lvong : NSX

Quality Specification:

Han diing » 24thang

Shelf-life:

Sé gidy phép lvu hanh san phdm (SPK): VN2-277-14

Markeling Authorization Number:

$6 quyét dinh 533/QD-QLD Ngay c&p: 19/9/2014
Approval Declsion Number: Date of issuance:

Higu luc clia gidy phép leu hanh san phim: cb gid trj 02 nam k& tir ngay cép

Expiration Date of this Markeling Authonzafion:
Tén co s& déng ky :
Narme of Marketing Authorization Holder Viét

CONG HOA XA HOI CHU NGHIA VIET NAM

Coéng ty cd phin Dwoc phim va Thiét b y té Au

Bia chi  Phong 504, CT4B, KBT Béc Linh Bam, P E)al Kim,
Address: : * Hoang Mai, Ha N§i - Vigt Nam -

Tén co s& san xuit
Name OfManufa THHEL

Bia chi CHUNG THUC BAN SAGDUNG WW!M

Address: 1 Limassoi -
Tén co s& dong gdGAY: 2§ .07.:2017

Name of Assemter .
Bia chi

G

Address, {56 chinng m“{'ﬁ'ﬁ"‘?‘ﬂ - _&lhémﬁ .. SGT/BS

Remedica Ltd

Y prus

This markating authorization has BEET £ 4
epprovsd by the Viatnam Ministry of Heaith,

2- Bt el sy thay dbi ndo v& ndl dung cla gidy phép phé
Cuc Quan ly dugre - BO Y td xde nhan.

o

reet, Limassol industrial Estate 3056

Ha Noi, ngay 19 théng 9 ndm 2014.

CYC TRIPONG CIJC QUAN LY DUQC -
BA L—DlRECTOR OF THE DRUG ADMINISTRATION DF VIETNAM .. -

TRUONG QUOC CUONG

Any variations of the contents of the marketing euthorization are requiret o be

adopled by the Dmg Administration of Vietnam, -
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BOYTE 'CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DUQC Poc lap - Ty do - Hanh phiic
88 o)/ QLD-BK Ha N3i, ngay2/ thangAC ndm 2016

V/v Gia han hi¢u luc sb dang ky

thude. ‘ @ \
\'?’4,

Kinh giri: . Cong ty cd phén Duge phém va Thiét bi y té Au Viét
Dia chi: Phong 504, CT4B, KDT Bic Linh Dam, P. Pai Kim, Hoang Mai,

Cuc Quén Iy Duge nhan duge vin thu b 01/2016/CV-AU ngay 12/9
otia cong ty vé viéc gia han hiéu lyc sb dang ky thudc do cong ty ddng ky.

Can cft Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 cua B trudng Bd Y
té qui dinh vigc dang ky thudc; Cong van sb 2577/BYT-QLD ngay 06/05/2016 cha
B Y t& vé viec hudng din tam thdi viéc gia han SPK thubc dang ky lai, ‘

Cuc Quan ly Duge ¢b y kién nhu sau:

1. Pdng ¥ gia han hiéu luc sb dang ky thubce @é tir ngay ky cong
van gia han sb ding ky d6i véi thude Yalvobin 500mg film-coated tablet, SPK:
VN2.277-14 va Xalvobin 150mg film-coated tablet, SDX: VN2-276-14

Thubc duge phép san xuét trong thoi han gia han hiéu luc sb ding ky phéi
thuc hién theo ding hd so didugc BOY té (Cuc Quan ly Dugc) phé duyét va dugc
phép hru hanh dén hét han ding cia thube.

_ Cong ty phéi cam 1cét cac thubc d& nghi gia han dép img céc quy dinh tai
didm a, b va c muc 1 Cong van s6 2577/BYT-QLD néu trén.

2. Trudng hop thubc duge cip sd dang ky moi trong thiri han hiéu luc gia
han sb déng ky cfi, oo s¢ dang Ky <n xuit, uu hanh thubc phai san xudt, uu hanh
thudc theo sé ding ky méi ké tir ngay duge cép.

Cuc Quén Iy Dugc thong béo d3 cong ty biét va thuc hién theo dlng céac quy
dinh hién hanh v& sin xuft va luu hanh thuoc.

Noi nhin: B
- Nhu trén;
- Lwu: VT, DKT (MH).
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NG THIC BN SAO DG C
| NGAY: 28 .07, 2017
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