
V/v.: Tltay dOi cach ghi clia chi co sd sin
xu6t cira thu6c Tarceva (Erlotinib l00mg)
vd Tarceva (Erlotinib 150mg)

Kinh gfri: Trung tim mua sim t$p trung thu5c Qu6c gia

Trung ucrng 2 (C6ng ty) xin chdn thdnh cim
gia (Trung tdm) v0 sU hd trcr vd hgp t6c mi

Trung t6m dd ddnh cho ciic sin phAm do C6ng ty cung img trong su5t thoi gian qua.

C6ng U dd trung thAu thu6c Tarceva (Erlotinib l00mg) vd

36: 3308 /DL2-TBV

Tru6c tiOn, C6ng ty Cd phin Ducr. c liQu

Quf Trung tdm mua sim t4p trung thu6c Qu6c

t4i quy6t dinh2990|QD-BYT th6ng 11 ndm 2022 cua Goingdy 02
vd di6u

coNc rY cP Dr.Igc LrEU
TRUNG T.IONG 2

CQNG HOA XA HQI CHU NGHIA VIET NAM
Oq. l4p - Tg do - H?nh p

rp. Hi Chi Minh, ngdy 09 thdng 07 ndm 2024

Tarceva (Erlotinib 150mg)'
thAu l: Cung cdp citc thu6c

biQt dugc g6c di6u tri ung thu hoa mi6n dich thu6c danh muc ddm ph6n gi6 ndm202l
c[ra Trung t6m Mua sim tap trung thu6c Qu6c gia.

Theo th6ng tin nh4n du-o. c cta co s& nhap khAu thu6c - C6ng ty TNHH ZuelligPharma
ViQt Nam, co sd ddng k! thu6c dd n6p h6 so thay d6i th6ng tin dlng ky luu hdnh stn phAm dC

cflp nh$t crlch ghi tlia chi co sd sin xu6t Delpharm Milano S.r.l (dia di6m sin xu6t kh6ng
thay tl6i) cho thudc Tarceva (Erlotinib 100mg) vd Tarceva (Erlotinib l50mg). C6ng ty xin duoc
c4p nhQt th6ng tin li6n quan d6n dia co sd sin xu6t cria ciic thu5c ndy dtin Quy Trung Tdm nhu
sau:

TGn

thuSc

TGn ho4t ch6t,
ndng tIQ, him

luqng
SDK

Thdng tin co s&

sf,n xu6t thuiic
tlang cung rfrng

Th6ng tin co sO

sin xu6t thu5c
xin thay th6

Thdng tin illa
chi co s& sin
xu6t ttray A6i
tlfl. tlugc c6ng
b6 BiQ.t duo. c

goc

Tarceva

Erlotinib
l00mg (dudi
dang Erlotinib
hydrochloride
109,29mg)

vN2-582-17
(HiQu lsc:

301r2t2027)

CSSX: Delpharm
Milano S.r.l (<I!a

chi: Via Carnevale
l, 20090, Segrate
(MI) - Italy);
CSXX:
F.Hoffmann-La
Roche Ltd. (tlla
chi:
Viaduktstrasse 33

4051 Basel,
Srvitzerland)

CSSX: Delpharm
Milano S.r.l (<lia

chi: Via Carnevale
l, 2005-1, Segrate
(MI) - Italy);
CSXX:
F.Hoffmann-La
Roche Ltd. (dia
chi:
Viaduktstrasse 33
4051 Basel,
Switzerland)

Dgt 4 - nim
2024 theo
quytlt Oinn sO

313/QD-QLD
ngiry 211512024

Tarceva

Erlotinib
hydrochloride
163,93mg
(tuong duong
vdi l50mg
Erlotinib)

\rN-17940-
l4

(Hi€u luc:
291412027)

CSSX: Delpharm
Milano S.r.l(dla
chi: Via Carnevale
l, 20090, Segrate
(MI) - Italy)

CSSX: Delpharm
Milano S.r.l (d!a
chi: Via Carnevale
1, 2005+, Segrate
(MI) - Italy);

Dcrt 2 - nim
2023 theo
quy6t a6n so
438/QD-QLD
ngiry 211612023
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H6 so thay d6i crich ghi dia chi co sd sin xu6t dd duoc Cuc Quin Ly Du-o. c chSp thu4n
vd th6ng tin thay d6i da dugc c6ng b6 Biet duoc g6c.

Theo khoin 24 di6u l.th6ng tu 0612023/TT-BYT ngity 1210312023, thu6c c6 thay d6i
c6ch ghi dia chi co sd sAn xu6t nhu trong truong.hqpctra thu6c Tarceva (Erlotinib 100mg) vd
Tarceva (Erlotinib 150mg) duoc xem x6t thay th6 thu6c trfrng thdu d€ dim b6o cung ring thu6c
dAy rlir.

Hi0n tai s6 luqng t6n kho thu6c Tarceva (Erlotinib l00mg) vd Tarceva (Erlotinib
150mg) co c6ch ghi dia chi co sd sdn xudt Via Carnevale 1, 20090, Segrate (MI) - Italy) da h6t.

C6ng qy kinh mong Quy Trung tAm ch6p thu4n cho C6ng ty dugc cung img thu6c Tarceva
(Erlotinib 100mg) vd Tarceva (Erlotinib 150mg) theo c6ch ghi dia chi co sd s6n xu6t tfray d6i.
C6ng ty xin cqm kpt ngodi sg thay aOi ve c6ch ghi tlia chi co so sin xu6t, kh6ng c6 b6t ky rg
thay d6i ndo vA ch6t luqng vd ti6u chuAn dd ddng kj vdi Bq Y t6.

C6ng ty rirt mong nh4n dugc sU h5 trg cria Quy Trung t6m, hy vgng m5i quan hQ gita
Quy Trung tdm vd C6ng ty c6 phAn Dugc liQu Trung uong 2 ngdy cdng t6t tlgp.

Trdn trgng kinh chdo.

Dugc LiQu Trung uong 2
Noi nhQn:
- Nhu fiAn

- Lmr W, TBV

tuulo(]NlurulufiNVttl
Hoirng V[n Phric

p
2
=
,l

oa
o)'

cdpxAn
DUOC LIEU

tJonc

coltc
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cOuc'rv
CO PnA-f'f

DIJdC LIEU

B0 Y lri
c QLIAN LY Dri'oc

../0./ 2 ;qt r)-DK
d6i circh -rrhi dia chi ctr siv

uit thu0c thanh phanr

CQNG IIOA XA llOI ClllU wClliA VIIIT NAM
DQc lflp -'l'r.r'clo - Il:rnh phirc

lh Noi, rtgti.y, ()'/ thcingOa trcim 202 i

x

I(inh gLri: F, I-Ioffinann - l,a Roche l-td.
D i u clt t' ; G ren=achet',s tt'asse I 2 4. C I l-407 0 llasel,,Sx, i t:u'land
l/cin phr)n,q clui c{iOn. 'fcing 5, tou I/CCt, ,t6 g Dito Dtqt ,N,r1r, Phwtng
A4ai, Dong Da, lld N|i

Cyc Quan lj Drrgc nhan clu'oc ho so s6 ti6p nhqn 905/'I'DNN-N ngdy
21101/2022 r,'a c6c tii liqu li6n cpran cua C6ng ty vA vi6c.thay.d6i cdch ghi ctia chi
co srr sain xLriit thuoc thirrh phAnr clCri r,(ri thur6c clfr clLlo-c cdp gi6y ddng ky ItrLr hAnh.

Crirr cu"l'hong tr.r 16 08/20221'l"l-BY'l'n-qa\y 0510q12022 cLra B0 Y te qu1,

dirrlr viCc cliurg l<y luLr liiirrh thuoc, nguy'Cn lic;u.larn,thuoc;
Cdn c['Ri6n ban thim (linh h6 so thai, 6l$17 b6 sung crla Cong ty, Cuc Qudn

11, Drrqc c<l y ki6n nhtr sau:

, D6rrg y vd viec tha1, d6i cdch ghi dia chi co sry san xu6t thuoc thdnir phdni
clCri vrii thr-r6c'['arceva, so cllng l<1i: VN2-582-17, cur th6 nhu satr:

- I)ia chi crr sri siin xudt thutic thAnh plrirn <lii cluy0t: Via Carnevale l,
:()090 Scgratc (fvll), Ital1,

- l)ia chi co so'siur xuat thuoc thAnh phdrn rhay cl6i: Via Carncvalc l,
:00-54 Scgrate (MI), Ital1,

.Ngoii noi ch-rng.clu'o. c thay d6i trdn, tiit cd cdc nQi dung khric giiL nguy0n
rihLr ho so cllnq l<i thLroc lr-rLr tai Cuc Quan ly' Dugc.

, (ltr sci cliing li1i, crr so'san xLrat phiii chiLr trirclr nlri0rn v0 chrlt lu'o'ng cloi vti'i
tlrLroc ILrrr lt:irrh tlcn thi rrud'ng vii cri trirch nhiOrn th6ng bzio str thal,'cl6i niy,cl6n
circ co'qLrarr li0n cluan, vzi l<lrich hing.

Sau l2 th.{ng kC tu'ngziy ki c6ng vin ndy, thu6c trr0n l<h6ng dur<rc nh6p l<haur

vo'i cac noi clLrng cir drj cle ltghi thay cloi.
Cuc QLran l), l)u't)c thong bao cl6 Cong ty bi6t vi thu'c hi6n cl(rng oirc c1ur1,

clinh cLra Vi0t Narl v0 lrru h.inh tlrudc./.

Jo'i nhiin:
- Nhrr lrirr:
- Cuc trutiug (di' b1c)

- l.Lrrr: V'1 . I)l( I (l\4)

KT. CTJC ]'ItT]'ONG
PHO CUC TRU'oNG

Ngu.r'6rr'I'hri nh [,ii nr
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Stt: /rl 7J ,et-D_DK
V,r' lha)' dtii crich ghi dir clti cev str

surt rtnt thuoc lhirnh pltiirtt

llit N6i, ttgi.r 1(, tlfitry1;2 rtcirtt 2()]i

Kinh gui: Ir. Hoffinann - I-a Roche Ltd.
Diu t'ht: Gren:ut'herstrus.\s 124, CH-4070 Busel, Sv'it:erlund
l'un phirtg tlqi clign; Tring 5, titu I"CCI, so 9 Dio Dtq' Anh. Phtruttg
it4cri, Ddng Du. Hu Nii

Cuc Qutin l. Du't1c nhan cLto-c ho so so ti6p nhgn 1036/TDNN-N ngiry
0L)t()5t2022r'a c6c,t.ii lifu lien quan cia Congty r'6 vi,0c,thay,dCri c6ch ghi ct!a clti
co so sarr xuat tlruoc thanh phanr aOi vOi thuoc cli duqc cip gi6y dang ky luu hAnh.

Can cLr Th6rrg tu 16 08/2022/TT-BYT ngiry 0510912022 cua Bq Y t6 quy
d!rrh vifc d[ng li1 Iu'u hr\nh tlruroc. rrguy'€n liQu Idm.thu6c;

Cdn c[r Bien ban thirn dinh ho so thay d6i/ bo sung cua C6ng ty, Cr.rc Qr"ran
ly Du'o-c c6 , ki€n rthur sau:

. Ddng {'r,6 vi6c thal'doi cach glri dia chi ccv so'sdn xudt thu6c thanh phdnr
doi vrii thuoc l'arceva. sCr clang.ky, VN- 17940- 14, cu th6 nhu sau:

- Dia chi cc'r so sarr xuit thu6c thinh ph6nr dd duyQt: Via Carnevale l,
20090 Segrate (MI), Italy

- Dia chi co so'san xuat thuoc thdnh phdm thay d6i: Via Carnevale I,
20054 Segrate (MI), Italy

.Ngoai nQi dung.clucvc thay doi tr6n, tAt ca c5c n6i dung khac giir nguyen
rrhu ho so ding ky thuoc luu t4i Cuc Quan ly Dugc.

, Ccr sci ddng k)i, .n- so'san xudt phai chiu tr6ch nhi6m v6 chdt lugng aOi vO'i

thuoc lunr hiinh tr6n thi truo'ng vi co trdch nhi6rn th6ng b6o sr,r thay doi niy d6n
cic co quan lien quan. r'a khach hang.

Sau l 2 thang ke tir ngay kj'cong vdn nay, thuoc tren kh6ng dugc nhip khdu
r"ti'i cac noi dung cii dd di: nghi thay doi.

Cuc Quan lv Drro-c thong trao de C'ong ty bi6t vA thurc hien dfrng c6c quy
clinh cua Vi6t Narn u'€ 1r'r,., hdnh thuoc.i.

KT. TRU ONG
TRTJ'ONG

lJ(.) \' I I..

ct ('QtiAN l-\',Dlr()C
( ()N(; ilO.,\ \.i llQl ('lltr N(;tliA vtf'I'NANI

DQc liip -'l'u'do - Ilrlnh phtic

PIIO C\]

i tiuAt't L{

LA

/t,

n
7

1\
(

No'i nhf n:
- Nhu trtrr:
- Cpc truring tde h/c)
- l-uu; Vl. DKT(N,l)

t

n Thinh nl
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(
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sQ v r-s
TrruNG rAm rrrua sAryt

rAp TRUNG THUOC QUOC GIA

so:14-?r'rMS-NVD
V/v thai,,loi tl,Ong tin thu6c tn:ng thdu

'l'arceva thuQc Danh mgc ddrn phan gi6 cta
C'6ng ty CP Dugc ligu 1'nmg uottg 2

Kinh gui;

CQNG HOA XA HQI CHU NGHiA VIET NAM
DQc l6p - Ty'do - H4nh Phric

Hd NOi, ngdy A{thdng 4 ndm 2023
:

(
(

t

I

)- Sd Y t6 c6c tinh, thinh ph6 truc thuQc Trung ucmg/
Oon ,! Mua sim tap trung c6p dia phu<rng;

- Y t6 c6c BQA.Jgdnh;
- CAc BQnh viQn/Viqn c6 giuong bQnh trp'c thu6c B0 Y te.

NgAy 0211t12022, 89 Y t6 ban hinh Quytlt dinh s5 zqqolQE-BYT cia

86 truong 89 Y t6 vA viQc ph6 duy6t k6t qud lua chon nhi thAu cung c6p 19

tlruoc thuQc Danh rnuc thu6c dugc 6p dgng hinh thuc dirm ph6n gi6 ndm 2021

cna Trung tAm Mua sim tap trung thu6c Qu6c gia (Trung tArn). Trong d6 c6

thu6c Tarceva (Erlotinib l50mg; SDK: VN-11868-11) do nhd thAu C6ng ty c6

phAn Duoc liOu Trung uong 2 trung thAu.

Ngdy 291312023, Trung tdrn dd nhqn duo. c v5n biLn sO t t t 7/DL2-TBV dC ngAy

241312023 cira C6ng ty c6 phAn Duo. c liQu Trung uong 2 vd cdc tdi liQu kem theo

vd viec dd xudt thay th5 thu6c Tarceva (Erlotinib l50mg; SEK: \rN-11868-ll)
trong cung ung thwc hiQn k5t qua ddm phrln gi6 ndm 2021 dA dAm bAo vi6c di6u

tri cua cac co so y te khong bi gidn doqn.

Cdn cir khoan 4 Didu 42 va di6m c khoin 6 Di6u 37 Th6ng tu s6

l5l2Ol9lTT-BYT ngdy 1ll7l2o19 cua B9 Y t6 quy dinh v0 trudng hcTp thu6c
:,

tr[rrrg thau co thay d6i trong qud trinh lpa chgn nhri thdu hoflc cung ring thu6c

tning thAu, d6 dArn bio cung fng drl thu6c phUc vU kip thoi c6ng tAc kh6m, chira

benh cua c6c co sd y t6, Trung tdm th6ng brlo chAp thu$n thay th6 thu6c Tarceva

(Erlotinib 150mg; SDK: VN-11868-11) do C6ng ty 
"6 

phAn Duoc liQu Trung

uong 2 trring thAu bing thu6c Tarceva (Erlotinib l50mg; SDK: VN- I 7940-lq de

duoc Bo Y t6 c6ng b6 trong Danh mr,:c thu6c biQt dugc g6c. ViQc thay th6 thu6c

thuc l.ri6n sau khi nhd thAu cung ring trtit sO lugng t6n kho thu6c Tarceva

(Erlotinib 150mg; SEK: \rN-l 1868-1 l), th6ng tin thu6c cU th6 nhu sau:

tra
ng

nt
t.t

tm
s_

N
gu

ye
n 

Th
i T

hu
 T

ra
ng

_1
2/

07
/2

02
4 

10
:5

9:
43

sy
t_

bi
nh

ph
uo

c_
vt

_V
an

 th
u 

SY
T 

Bin
h 

Ph
uo

c_
24

/0
7/

20
24

 1
0:

37
:3

3



Ihdng tin thu6c trfng thAu 'I'arccr,a (Erlotinib l50nrg)
Ndi dung

't4i Quy6t tlinh sri 2990/Ql)-llYT' Sau thay d6i

Sii deng kj vN-l r 868-l I vN- I 7940- 14

Co'sri'sin xu{t
- Nu'6'c sin xu6t

F.l'loffmann-La Roche Ltd.. 'l'huy Syl I)clpharm Milano S.r.l.. Y

Trung tdm th6ng bdo vA grii c6c tdi IiQu kem theo aC SO Y t6 c6c tinh.

thAnh ph6, Eon vf Mua sim tap trung c6p dla phuong, Y t6 cdc B6/Ngdnh vd c6c

BQnh viQr/Vign c6 giuong bQnh tryc thu0c 89 Y tti dusc bi6t vd thuc hiQn.

Trdn trong.l. /.
Noi nhQn:
- Nhu tr6n;
- C6ng ty CP Dugc li6u Trung uottg 2 (de t/h);
- Trung tdm Girirn d!nh.BHY'l-

vd'flranh toin da tuy6n (d6 ph6i hqp t/h);
- Luu: VT, NVD.

LO Thanh Dfing

IAM DOC

rAr rnurue

QUOC

fAUruC rrlU
J

MUA S4,,y1
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ceNG HoA xA HgI cHO NGHia vtpl NAM
DOc I$p - TU do - Hanh phric

KT. CUC TRTIONG
6 cuc rRudNG

Mri nhQn:
- Nhu Di6u 3;
- 86 truong Ddo [I6ng Lan (tlti b/c);
- Thu trudng E5 Xudn Tuydn (d6 b/c);
- Cr.rc trunng Vfr Tudn Cucrng (dO b/c);
- figc QuAn Y - Bq Qu6c phong; Cgc Y tC - ga C6ng an;

Y 1e GTVT - 86 Giao th6ng vqn trii;
-'l'6ng cuc I'ldi quan - 86'fdi chinh;
- I16o hi0m Xa hQi Vi6t Nam;
- Ba, Y 16: Vu Phrip chtl, Cuc QLKCB, Thanh tra 86;
- Ctrc Vi0n: KN thuOc'l'W, KN thu6c 1'P. IICM;
-'l'r'ung tinr nrua sirn tirp trung thuoc qu6c gia;
-'l'6ng C6ng ty Du<rc Vi6t Nam- C'I'CI,;
- Ciic cu so kinh doanh durrc;
- Circ IlCnh vien & Vi0n c6 giuong bQnh tryc thu6c 116 Y t6;
- Cuc QLI): QLKDD, QI-CL1'. PC'l"l'ra, QLG'|, VPC, Website;
- l.uu: V'l', I)K(ll) (02b).

BQ Y ]'ti

ffimffi#{: ffi:' IId N|| ngdy 2t thdng 06ndm 2023

QUYET DINH
Vd vi0c cdng b6 Danh mgc thu6c biQt duqc giic - DqL2 nilm2023

cuc rRuoNG cuc QUAN lf nuQc

Ccin cti' LtrQt Du'qtc s(; I OS/zO t 6/QH 1 3 ngdy 06/04/2016;

Cdn cir Nghi dinh tii SS|ZOZZ/w)-CP ngdy l5/11/2022 cila Chinh phu quy
rlinh chri'c ndng, nhient ru, qrryin han vc) co cdu d chu'c cila 86 Y tA;

Cdn cttr Thong tu'sd 08/2022/TT-BYT ngdy 05/9/2022 cila 86 truong BO Y tA

qtty dinh viec ddng ky lru hdnh thu6c, nguy)n li€u ldm thu6c;

Cdn cu Quy€t dinh sd 176L/QE-BYT ngdy 26/4/2023 ctia Bp trudng Bo Y t€
quy ctinh chuc ndng, nhiQm r4, qryin hgn vd co cdu tii ch*c cia CQtc Qudn ly Duqc
thuQc Bo Y t€;

Theo di nghi ctia Trudng phdng Phdng Ddng tqt thudc - Cwc Qudn ly Daqc.

QUYET D!NH:

Di0u l. C6ng b6 Danh muc 83 thu6c biQt duqc gtic Dqt 2 - ndm2023 t4iPhu
luc kcm thco Quy6t dinh ndy.

Di0u 2. Quyiit dfnh ndy co hiQu lUc k6 tu ngdy ky ban hdnh.

Di0u 3. Gi6m d6c So Y t6 c6c tinh, thdnh ph6 trgc thuQc Tmng uong, clac co
scr kinh doanh dugc vd Gi6m d6c co sry c6 thu6c nOu tai Di0u 1 chiu tr6ch nhi0m thi
hdnh Quy6t dinh ndy.l.
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