BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

~ TRUNG TAM MUA SAM Poc lap - Tw do - Hanh phiic
TAP TRUNG THUOC QUOC GIA
$6:749TTMS-NVD Ha Néi, ngay 08 thang 4 ném 2023

V/v thay dbi théng tin thudc tring thau
Tarceva thugc Danh myc dam phan gié cua
Cong ty CP Duge liéu Trung uong 2

Kinh gui:
-SG Y té cac tinh, thanh phé truc thudc Trung wong/
Pon vi Mua sam tap trung cap dia phuong;
- Y té c4c Bo/Nganh;
- Céc Bénh vién/Vién c6 giudong bénh truc thuoe Bo Y té.

Ngay 02/11/2022, Bo Y t& ban hanh Quyét dinh s6 2990/QD-BYT cua
Bo trudng Bo Y té vé viéc phé duyét két qua lua chon nha thau cung cap 19
thudc thude Danh muc thude duge ap dung hinh thirc dam phéan gia nam 2021
cta Trung tdm Mua sim tap trung thudc Qudc gia (Trung tdm). Trong d6 c6
thudc Tarceva (Erlotinib 150mg; SDK: VN-11868-11) do nha thiu Céng ty cd

phan Duoc liéu Trung uong 2 tring thau.

Ngdy 29/3/2023, Trung tAm da nhan duoc van ban sb 1117/DL2-TBV dé ngay
24/3/2023 ctia Cong ty cb phan Duoc liéu Trung uong 2 va céc tai liéu kem theo
vé viéc dé xuat thay thé thudc Tarceva (Erlotinib 150mg; SPK: VN-11868-11)
trong cung Gng thuc hién két qua dam phan gia ndm 2021 dé dam bao viée diéu

tri cua cac co sO' y te khong bi gidn doan.

Cin ctr khoan 4 DPiéu 42 va diém ¢ khoan 6 Didu 37 Thoéng tu sb
15/2019/TT-BYT ngay 11/7/2019 ctia B§ Y t& quy dinh vé& truong hop thude
tring thiu c6 thay ddi trong qua trinh lua chon nha thau hoic cung (mg thude
trang thiu, dé dam béo cung tmg du thude phuc vu kip thoi cong tac kham, chira
bénh cta cac co s6 y té, Trung tAm thong béo chap thuan thay thé thubc Tarceva
(Erlotinib 150mg; SPK: VN-11868-11) do Céng ty cb phan Dugc liéu Trung
uong 2 tring thau bang thudc Tarceva (Erlotinib 150mg; SDK: VN-17940-14) da
duoc Bo Y té cong bd trong Danh muc thudc biét dugc gbe. Viée thay thé thude
thuc hién sau khi nha thdu cung ung hét sd luong ton kho thudc Tarceva
(Erlotinib 150mg; SPK: VN-11868-11), théng tin thudc cu thé nhu sau:



Thong tin thube tring thiu Tarceva (Erlotinib 150mg)

Néi dung - 2
Tai Quyét dinh s6 2990/QD-BYT Sau thay doi

S6 dang ky VN-11868-11 VN-17940-14

- > A
Co so san xuat

F. - : % i rl, Y
- Nuwée sih xult Hoffmann-La Roche Ltd., Thuy S§ | Delpharm Milano S.r.1

Trung tdm thong béo va gii céc tai liéu kem theo dé 86 Y t€ céc tinh,
thanh pho, Pon vi Mua sam tép trung cap dia phuong, Y té cac Bo/Nganh va cac
Bénh vién/Vién c6 giudng bénh truc thude Bo Y té duoc biet va thuc hién.

Tran trong./. i

"Noi nhan:
- Nhu trén;
- Cong ty CP Dugc liéu Trung wong 2 (dé t/h);
- Trung tdm Giam dinh BHYT
va Thanh toan da tuyén (dé phdi hop t/h);
- Luu: VT, NVD.

Lé Thanh Diing




CONG TY CP DUQC LIEU  CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG UONG 2 Poc lap — Tw do — Hanh phiic

pHYTPRm S6: 1117 /DL2-TBV TP. Ho Chi Minh, ngay 24 thang 3 ndam 2023

V/v: thay thé thuée BDG trong cung itng két
qua dam phan gida 2021

Kinh giri: Trung TAm Mua Sim Tép Trung Thube Qubc Gia

Trwéce tién, Cong ty Co phan Dugc liéu Trung wong 2 xin tran trong kinh chao va cam
on su hd tro va hop tac cua Trung tim Mua sim tap trung thude Qubc gia trong sudt thoi gian
qua.

Theo Thoéa Thusn Khung sb 02/2022/TTK-DPG ngay 09/11/2022, Cong ty ching toi

da trang thau

Goi thiu 1: Cung cp cac thude biét duge goc dicu tri ung thu va di¢u hoa mién dich th

v/ ¢cO PH
3N pygce |

*

danh muc dam phén gia nam 2021, trong do ¢o thude Biét duge gde (BDG) voi thon

trang thau va dang tién hanh cung mg dén cdc co s¢'y € nhu sau:

"""""""" Tén hoat | Han | = .
Tén chat, Dang [Puong| .- Co sé san xuat - Nwde
A A % SHK 5 A N dung 5 Ly
thuoc | Nong do, bao ché | dung \ san xuat
5 , (thang)
. ham lwong 5 ] _
A Erlotinib, |  VN- Vién nén Ubne | 48 I Ioffmann-1.a Roche
farceval 15omg |11868-11] baophim| “°"°| "7 | Lid.ThuySy

Can ¢t theo Thong tw 15 /2019/TT-BYT, cu thé chiong 111, Diéu 37, Khoan 6¢ co
hiéng dan Thuée Biét dwoe goc hode sinh phdm tham chiéu dé tring thau hodc chao trong
hé so dir thau ¢é thay doi thong tin vé 56 gidy ddang ky liru hanh hodc cdc thong tin khdc va
thude thay thé da duwoc Bo'Y (é céng bé trong danh muc thuée BDG hodic danh muc sinh pham
tham chidu thi chi déu tw dwoc xem xét dé nha thau thay thé thuéc nham dam bao di cung
ung thuéc phuc vu kip thoi cong tdac khdam bénh, chita bénh cia don vi. Va, c¢in cir theo thong
tin tr dai dién nha xuét, dé 16i uu hoa viée san xuAt trén toan cau, san phé’im Tarceva s¢ duoc
tiép tuc cung ung tai thi truong Viét Nam bing sb gidy dang ky luu hanh méi da duge Bo Y ¢

cong bé trong danh muc Biét duoe goc, cy th¢ nhu sau:




Tén hoat H ]
Tén chat, SPK Dang | Duong dl‘:'::l Co s6 san xuz”i’t - Nuée
thuoe | Nong do, bao ché| dung (thi g san xuat
ham lugng TP PRy ang)
ny Vién
Erlotinib, VN- . z : . .
Tarceva 150mg }17940-14 n;?lil;?o Ubng 48 | Delpharm Milano Sx.l., Y

Vi vay, chung t6i xin dugc dé xuét cung tmg thay thé thudc Biét duoc da tring thau néu trén
cho cac co séy té bang thude Biét duge co s6 dang ky méi voi cling tiéu chudn chit luong tir
thang 4/2023. K& hoach cung tmg sép 16i cta céc thude ndy nhu bang bén dudi, dé dam bao

viée diu tri cua céac co s0'y t¢ khong bi gian doan:

4 ™ Tarceva 150mg Tarceva 150mg
S0 lugng (Vién) VN-11868-11 VN-17940-14
Tring Thau 544.498
Da cung ng 41.490 -
Ké hoach cung tmg | 21.720 (tdn kho Phyto) 481.288

Chung 161 rat mong nhén y kién chi dao déng thuan kip thoi tr Quy Trung Tam v vice cun
ang thude dén cic co sGy t€ theo thong tin thay thé néu trén nham dam bao du thudc dicu t
cho céc co O y t¢ dugce phén bo. o

6‘.

»
4
c*\““

Mot lan nita xin chdn thanh cam on va chuc mdi quan h¢ gitta Quy Trung Tam va Cong lyvg(:g
phan dugc li¢u trung wong 2 ngay cang tot dep.

Tréan trong kinh chao !
Noi nhén:

- Nhurtrén
- Luu VT

N B0 DU ANTRAU BENE VIEN
Hoang Vén Phic




BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC _ Péoc lap - Tw do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM : Independence - Freedom - Happiness

138A Gidng V6 - Ha N§i - Viet Nam 5~
Tel: 84.4.37366483/38464413 - Fax: 84. 438234753

xﬁ%‘% PHE&?E UU HANH SAN PHAM

MARKETING AUTHORIZATION

Tarceva
ﬁchinh, ham lwong .  Erlotinib 150mg
a O Ingredients, Strength: _
©  Quicach dong géi, bao ché - Hép 3 vi x 10 vién; Vién nén bao phim

. Packing Size, Dosage form: ;
Tiéu chun chét Geng e NBX=r
Quality Spegcifi ication: 0 ;
Handing ' - © 48thang
Shelf- life: :
S6 gidy phép luu hanh san pham (SDK) VN 17940-14
Marketing Authonization Number: ~
S6 quyét dinh . 294/Qb- QLD Ngay cép: 12/6/2014

Date of Issuance:

Approval Decision Number:

Hiéu lwc clia gidy phép lteu hanh san pham: c6 gia tri 05 ndm ké tir ngay cép
Expiration Date of this Marketing Authorization:

Tén co s& dang ky : . F.Hoffmann-La Roche Ltd.

Name of Marketmg Authonzatron Holder s ;
Biaehi ¢ o AR e 20 Grenzacherstrasse, CH-4070 Basel - Switzerland
Address: N - g ' !

Tén co sox s3nxudt vz RocheSp.A

Name of Manufacturer: T g R

Bia chi ; - Via Morelli 2 - 20090, Segrate, Milano - Italy

Address: : - :

Tén co s& dong goi
Name of Assemb!er
Dia chi

Address.

Ha Noi, ngay 12 thang 6 nam 2014.

CUC TRUONG CUC QUAN LY DUQC
. GENERAL:DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNA

déng ky thuoc da duoc Bo Y té phé duyét.

This marketing authorization has been issued in accordance > d
epproved by the Vietnam ths!ry of Health. N 7

2- Bt ctr sy thay ddi nao vé& ndi dung clia gidy phep pha1 ojc o R ;

Cuc Quan Iy dugc - B Y té xéc nhan. 5 TRUONG QUOC CUONG

Any variations of the contents of the markeling authorization are mqwred tobe
adopted by the Drug Administration of Vietnam.




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPoc lap - Ty do - Hanh phiic

sé J63 /QLD-BK Ha Ngi, ngay 06 thang 0 ndm 20.20
V/v thay doi cach ghi tén va dia chi
co SO san xuat

Kinh gui: F. Hoffmann-La Roche Ltd..
BPia chi: Grenzacherstrasse 124, CH-4070 Basel, Switzerland.

Tiép theo cong vin s6 22583/QLD-PK ngay 11/12/2018 cia Cuc Quan ly
Dugc, xét don dé nghi nop ngay 12/4/2019 va céc tai liéu bd sung co lién quan
cta cong ty (so tiép nhéan 314/BSTDNN) vé viée thay 601 cach ghi tén va dia chi
co 56 san xuét ddi véi thuoc nudc ngoai d duge cép sb dang ky luu hanh,

Can cu Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cia B§ Y té Quy
dinh viéc dang ky luu hanh thudc, nguyén liéu lam thude,

Cin o bién ban thim dinh hé so thay d6i/ b6 sung, Cuc Quan 1y Dugc cé
¥ kién nhu sau:

Pdng y thay dbi cach ghi tén va dia chi co s& san xudt (dia diém san Xuét
khong thay d6i) dbi véi thubc Tarceva, s dang ky: VN2-582-17, thudc Tarce\?a;\ \
s6 dang ky: VN-17940-14; thudc Tarceva, so ding ky: VN-17941-14, cu thé: . /\\

- Tén va dia chi co s& san xuét dd dugc duyét: Roche S.p.A; dia chi: Vaa I
Morelli 2, 20090 Segrate, Milano, Italy S

- Tén va dia chi co s& san xudt thay doi: Delpharm Milano S.r.1; dia cl}a, >
Via Carnevale 1, 20090 Segrate (MI) Italy.

Céng ty dang ky, nha san xudt phai chiu trach nhiém vé chét luong ddi véi
thudc luu hanh trén thi trudng va cé trach nhiém thong bao sy thay déi nay dén
cac co quan lién quan va khach hang.

Sau 06 thang ké tir ngady ky cbng van nay, thudc trén khong duge nhép
khéu véi cach ghi tén va dia chi co s¢ san xudt cii ctia thude.

Cuc Quan ly Dugc thong bao d& cong ty biét va thuc hién ding cac quy
dinh cua Viét Nam vé luu hanh thuée./.

KT.CUC TRUONG
Noi nhin: _+~PHQ CUC TRUONG
- Nhur trén; el ,
- CT. Vii Tuén Cudng (d€ blc); f .
- Luu: VT, PKT (AH). f 7

% ; N“gujr,;en Thanh Lam

mvv—'»"'




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
— Poc lap - Tw do - Hanh phic

Sé: |74 ¥BYT-QLD Ha Noi, ngay §othdng 3 ndm 2020
Vv dinh chinh, diéu chinh théng tin
tai cac Quyét dinh cong bd-danh muc

A . at A
m thudc biét duge gbe

o

\

\\ Kinh gui:

AN
o\

y
C

\
- S& Y té cac tinh, thanh phd truc thudc Trung uong;
- Cé4c bénh vién, vién c6 giudong bénh truc thudc Bo.

B6 Y té thong béo dinh chinh, didu chinh théng tin tai cdc Danh muc thude
biét dugc goc ban hanh kém theo cac Quyét dinh cia B truéng Bo Y t€ vé viéc
coéng bo danh muc thudc biét dugce goc.

Danh muc cac thudc duoc dinh chinh, diéu chinh théng tin kém theo cong
van nay.

B6 Y té thong bao cho cic don vi biét va thuc hién./.

Noi nhin: ) K
- Bi thu Ban can su ‘Dﬁng B6 Y té; Phd Thu e

tuong Vil Buc Bam (dé b/c);

- Cac Thir trudng;

- Bao hiém xa hdi VN;

- Tong Cong ty duge Viét Nam - CTCP;

- Hiép hgi Doanh nghi¢p duoc Viét Nam;

- Cuc Quéin y-B6 Quoc phong; Cuc Y té-Bd

Cong an;

- Cuc Y té giao thc‘)ng van tai-Bo GTVT;

- C@c Cong ty ¢ thude duoc dil:\h chinh;

- Cong thong tin dién tr BO Y t¢;

- Website ctia Cuc QLD;

- Luu: VT, QLD (C.H) (02b).

O TRUONG
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
e Poc Iip - T do - Hanh phic

_ 86:254 1QP-BYT Ha Néi, ngay 23 thang /4 ndm 2015

QUYET PINH
Cong bé Danh muc thube biét duge gbe (Dot 12)

BO TRUONG BQ Y TE

¢ir Ludt Duge s6 342005/QH11 ngay 14/06/2005;

cir Nghj dg:h 50 63/2012/ND-CP ngay 31/08/2012 cita Chinh phi quy dinh chire

iém vii, quyen han va wc@u td chire cia B3 Y té;

Can ot Thong tr ién tich sé 01/2012/TTLT- BYT- BTC ngiy 19/01/2012 cia Lién
tich B6 Y té - Bo Tai chinh hudng din ddu thiu mua thudc trong céc co s& y té; Thong tu
lién tich s 36/2013/TTLT-BYT-BTC ngay 11/11/2013 ciia Lién tich B) Y € - B Tai chinh
sira d0i, bd sung mt sd diéu ciia Thang tr lién tich 80 012012/ TTLT- BYT- BTC ngay
19/0 1‘220:2 ciia Lién tich B§ Y té - B) Tai chinh larémg diin ddu thiu mua thude trong cdc co
sy e

p Ciin eir Quyét dinh sé 2962/QD-BYT ngay 22/08/2012 cia B§ truimg B Y 1é vé vide
ban hinh Quy dinh tam thei vé cdc tai lidu cin cung cfip dé cong bé céc duh myc thude bigt
duge gde, thude trong duong didu trj vi thude bidt duge gée, thudc c6 tai lign chimg minh
trong dwong sinh hoe va Quyét dinh sb 1545/QD-BYT ngay 08/05/2013 clia B{ trwing B
Y té vé vige sira dbi, bb sung Quyét dinh sb 2962/QD-BYT ngay 22/08/2012 cia BY Y té vé
vige ban hinh Quy dinh tam thei vé céc ti ligu cdn cung clp dé cong b cic danh myc thude
biét duge gde, thube twong duong didu trj véi thude bigt duge ghe, thube b ti ligu chimg
minh firong dwong sinh hoc:

Can cfr ¥ kién cia Hoi ddng xét duyét danh myc thube biét duge gde, thube twong
dirong didu trf véi thudic biét duge gic, thude c6 tai 1idu chimg minh twong duong sinh hoc
clia Ba Y té;

Xét d& nghj ctia Ong Cyc trudng Cye Quén Iy Duge - B Y té,

QUYET P|NH:

_ Diéu 1. Cong bl kem theo Quyét dinh ndy Danh myc thude biét duge gbe (Dot 12)
gom 88 thude.

Didu 2. Quyét dinh ndy co higu lye ké tr ngay k¥ ban hinh.

Piéu 3. Céc dng, ba: Chinh Vin hong B0, Cue trximg cée Cye: Quin Iy Duge, Quin
Iy kham chita bénh, Quin Iy Y duge co truyén, Khoa hoe Cang nghé va Dio go; WV trudmg
cic Vi Phap ché, Bao hiém y 1é, Ké hoach - TAi chinh; Gidm dée 86 Y té cdc tinh, thanh
phé tryre thude Trung wong; Gidm dbc cde bénh vién, vién cé giwdmg bénh tryc thude BY;
Giéim dbc chc co sér san xudt thude cb thube duge cdng bé tai Piéu 1 va Thi trudng céc don
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Fioay BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic
Sb: 232 /QD-QLD Ha Noi, ngay 29 thdang 04ndm 2022
QUYET PINH

Véviéc ban hanh danh muc 133 thudc nwéc ngoai
dwgre clp, gia han gidy ding ky luu hanh tai Viét Nam - Dot 108.1

A CUC TRUONG CUC QUAN LY DUQC
Ca}; et Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;
fﬁn cu Nghi dinh $6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy

Wy TP @’Ui&/ hire néing, nhiém vu, quyén han vé co cau té chike ciia B6 Y té;

Cén cir Quyét dinh s6 7868/0P- -BYT ngay 28/12/2018 cua B§ truong Bo Y
té quy dinh chikc nang, nhiém vu, quyén han va co cdu t6 chite ciia Cuc Quan Iy

Duoc thuéc Bé Y té;

Can cik Théng tw s6 32/2018/TT: -BYT ngay 12/11/2018 cia B¢ truong B Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thudc,
~ Can cik Thong tu 56 29/2020/TT-BYT ngay 31/12/2020 cua B$ truong Bo Y
té sita doi, bo sung va bai bo mot so van ban quy pham phadp ludt do Bé truong
Bé Y té ban hanh, lién tich ban hanh;
Can civ y kién cua Hoi c?ci‘ng tw van cdp gidy ding ky luu hanh thudc,
nguyén li¢u lam thudc - Bo Y té;

Xét dé nghi ciia Truong phong Pdng ky thuée - Cuc Qudan Iy Duoc.
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 133 thubc nudc
ngoai duoc cép, gia han gidy ding ky luu hanh tai Viét Nam - Dot 108.1, bao
gdm:

1. Danh muc 35 thubc nudc ngoai dugc cip gidy dang ky luu hanh hiéu
luc 05 ndm - Dot 108.1 (tai Phu luc I kém theo). Cac thude tai Danh muc nay cé
s6 dang ky voi ky hiéu VN-...-22 va hiéu luyc 05 nim ké tir ngay ky ban hanh
Quyét dinh nay.

2. Danh muc 09 thubc nuéce ngoai dugc cip gidy dang ky luu hanh hiéu
luc 03 nam - Dot 108.1 (tai Phu luc II kéem theo). Cac thudc tai Danh muc nay
¢ sd dang ky véi ky hidu VN3-...-22 va hiéu luc 03 nam ké tir ngay ky ban
hanh Quyét dinh nay.

3. Danh muc 89 thudc nudc ngoai duge gia han gidy dang ky luu hanh tai
Viét Nam - Dot 108.1 (tai Phu luc Il kém theo). Céc thudc tai Danh muc nay
duoc gift nguyén thong tin sb dang ky da cip va c6 hiéu luc 05 nam ké tir ngay
ky ban hanh Quyét dinh nay.

- k 2 ki F’\ Y 2 - r f’\ r ! i A
Piéu 2. Co s¢ san xuat va co s¢ dang ky thuoc cé trach nhiém:

P

i
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1. Cung cap thude vao Viét Nam theo ding céc ho so tai liéu da déng ky
v6i B Y té va phai in hodic dan s ding ky duoc Bo Y té cép 1én nhan thude.

2. Chép hanh day du phap luét ctia nuéc CHXHCN Vigt Nam va cac quy
dinh ctia B§ Y té vé nhap khau thudc va Iuu hanh thudc tai Viét Nam, néu c6 bat
ctr thay doi gi trong qué trinh Iuu hanh thude & nuée so tai va & Viét Nam thi
phéi bao céo ngay cho Cuc Quan Iy Duoc - B6 Y té Viét Nam.

3. Thuc hién viéc c@p nhét tiéu chuin chét lu’o’ng ctia thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truong Bo Y té quy
dinh vé chat Iuong thudc, nguyén liéu lam thudc.

4.:Cap nhat nhan thubc va to huéng dan st dung thube theo quy dinh tai
Théng tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truéng Bo Y té quy dinh
ghi nhén thudc, nguyen li¢u lam thudc va to hudng dan sir dung thudc theo hinh
thirc thay dbi, bd sung gidy dang ky Iuu hanh thudc quy dinh tai Thong tu
32/2018/TT-BYT ngay 12/11/2018 ctia Bd trudng Bo Y té ddi véi thude chua
cip nhit ndi dung nhén thude, t& huéng din str dung thudc theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta Bo trudng Bo Y té, cu thé nhu
sau:

a) Déi véi thude thude danh muc thude ddc va nguyén lidu doc lam thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua Bo truong Bo
Y té vé& viéc ban hanh danh muc thudc doc va nguyén liéu doc lam thude: chi
dugc luu hanh sau khi dugc Cuc Quéan ly Dugc phé duyét ndi dung cép nhét
nay.

b) Déi véi cac thube khac phai thuc hién viéc cdp nhét nay trong thoi han
06 thang ké tir ngay dugc cip gidy dang ky luu hanh.

5. Sau 06 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc
gia han glay déng ky luu hanh tai Phy luc IIT ¢6 thay d6i vé noi dung hanh chinh
(bao gom cd mau nhén va to hudng dén sir dung) phai nhép khau, luu hanh véi
cac ndi dung da duge phé duyét thay ddi trong hd so diang ky gia han.

6. Ph01 hop v6i céc co s¢ diéu tri dé thyc hién theo dung cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong
mudn ctia thude trén nguoi Viét Nam va tong hop, béo céo theo quy dinh tai
Piéu 5 Théng tu sb 32/2018/TT-BYT ngay 12/11/2018 cua B¢ truong B Y té
quy dinh viée ding ky luu hanh thudc, nguyén liéu lam thudc déi voi cac thude
thuéc Danh muc tai Phu luc I ban hanh kém theo Quyét dinh nay (cac b déang
ky véi ky hiéu VN3-...-22).

7. Co s6 dang ky phai dam béo duy tri diéu kién hoat dong cua co s¢ ding
ky trong thoi gian higu luc cta gidy dang ky luu hanh thudc, nguyén liéu lam
thudc. Trong truong hop khong con dép tmg du diu kién hoat dong, co s¢ dang
ky phai c6 trach nhiém thyc hién thay déi co s dang ky theo quy dinh tai Thong
tu s0 32/2018/TT-BYT ngay 12/11/2018 ctia Bo truong BO Y té trong thoi han
30 ngay ké tlir ngy co s& ding ky khéng con du didu kién hoat dong.



8. Co so dang ky thuoc phal bdo cao BS Y té vé cép nhét tinh trang dap
tng Thuc hanh tét san xuat cua co s¢ san xuat thude, nguyén liu lam thudc.
Truong hop co s6 san xuét bi thu héi gidy phép san xuat hodc khong dap ting
Thuc hanh t6t san xudt thudc, nguyén li¢u lam thube & nuée s6 tai, co sé phai
thue hién viéc bao cdo trong thoi han 15 ngay ké tir ngdy c6 théng bao cla co
quan quan ly cé tham quyén nudc sé tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi
tiét mot sb diduva bién phép thi hanh Luét Dugc.

Picu 3. Quyét dinh c6 hiéu luc k& tir ngay ky ban hanh.

Piéu 4. Giam dbc S Y té cac tinh, thanh pho truc thude trung wong, giam
dbe nha san Xuét va co s& ding ky c6 thude tai Pidu 1 chiju trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUONG

- Nhu Dieu 4; T

- B trudng (dé b/c);

- TTr. P4 Xuan Tuyén (dé b/c); ,'-'fg/ @ Uy AN 5 o
- Cuc Quén Y - B$ Quéc phong, Cuc Y té - Bo Cong/ ;1 2/{%4’ i il

an; Cuc Y t& GTVT - Bo Giao théng van tai; Tong¥ L\
Cuc Hai quan - B§ Tai chinh; N\
- Bao hiém X3 hoi Viét Nam;

- B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB,
Thanh tra B4.

- Vién KN thuée TU, Vién KN thubc TP. HCM,;

- Téng Cong ty Duge VN; Cac Céng ty XNK duge
pham;

- Cac Bénh vién & Vién c6 giudng bénh truc thude
BYT;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BDKT (10b).




(Ban hanh kém theo quyét dinh sé:

Phu luc1
DANH MUC 35 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 108.1

232

../OP-OLD, ngéy 29./04./2022)

1. Cong ty dang ky: Adamed Pharma S.A (D/c: Piénkéw, ul. Mariana Adamkiewicza 64 05-152

Czosnow - Poland)

1.1 Nha sin xuét: Adamed Pharma S.A (D/c: ul. Marszallff& Jozefa Pilsudskiego Street 5, 95 -

200 Pabianice - Ba Lan)

— Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich oo
: ang | 1 Sé ding k
STE(  &TFn tmoe Ham luwong ché | tho [chudn| déng goi o oang sy
1 |[Biseptol 480 Sulfamethoxazole |Viénnén | 24 [NSX [Hop1vix20 | VN-23059-22
400mg; thang vién
Trimethoprim 80mg

2. Cong ty ding ky: Alkem Laboratories Limited (D/c: Alkem House, Senapati Bapat Marg,
Lower Parel, Mumbai - 400 013 - India)

2.1 Nha sin xuit: Alkem Laboratories Limited (D/c: Village Thana, Baddi, Dist. Solan. (H.P.) -

India)
n ’ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cich i o ;
b : <o G Sod k
ad JTenthmde Ham lwgng ché tho (chuin| déng géi GoamE sy
2 [Tacrocend 1.0 |Tacrolimus (duéi  |Viennang | 24 [USP [HopSvix 10 | VN-23060-22
dang Tacrolimus cung thang|41 vién
monohydrate) Img

3. Cong ty ding ky: Ambica International Corporation (D/c: No. 9 Amsterdam Extension,
Merville Park Subdivision, Paranaque City - Philippines)

3.1 Nha sin xuét: Milan Laboratories (India) Pvt. Ltd. (B/c: Plot Nos. 35, 36, 63, 64, 65, 67 &
87 Jawahar Co-op Indusirial Estate Ltd., Kamothe, Raigad 410209 Maharashtra State - India)

< Hoat chét chinh - Dang bao Tudi| Tiéu Quy cach £ n .
é 0 : . 2 Sod k
aTt e thiude Ham lugng ché tho |chuan| déng géi e sy
3 Losachem 50 Losartan pOtaS.;il;l;‘l Vién nén bao| 24 [BP201 Hcf)p_?; vi x 10 | VN-23061-22
50mg phim thang|8 vién

Trane |



4. Cong ty diang ky: Aurobindo Pharma Limited (P/c: Plot No. 2, Maithrivihar, Behind Maithri
Vanam Ameerpet, Hyderabad - India)

4.1 Nha sén xuit: Aurobindo Pharma Limited (P/c: Unit III, Sy. No. 313 & 314, Bachupally,
Bachupally Mandal, Medchal-Malkajgiri District, Telangana State - India)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé dine kv
e Ten smbe Ham lwgng ché tho |chuin| déng gbi Nl &
4 |Taguar 25 " |captopril 25mg  |Viénnén | 36 |BP202 Hop 10vix 10 | VN-23062-22
khong bao  [thang|] vién

5. Cong ty dang ky: Cong Ty C Phin Danson Group (B/c: S6 nha 63, Phé Van Phic, Phuong
Van Phuc, Qudn Ha Dong, Ha N¢i - Viét Nam)

5.1 Nha san xuét: Vetprom AD (P/c: 26 Otez Paissij Str., Radomir 2400 - Bulgaria)

o Hoat chit chinh - | Dangbao |Tudi| Tieu | Quyeich | ¢4 4ane k¢
aRx Tentmoe Ham lwong ché tho chuzxm dong gm aha e
5 |Ambroxol VP 15mg/5m!|Ambroxol Siro 24 [NSX [Hop1chai | VN-23063-22
hydrochlorid thang nhua 120ml va
15mg/5ml 1 coc dong
6 |Ambroxol VP 30mg/5ml [Ambroxol Siro 24 INSX |[Hop 1 chai VN-23064-22
hydrochlorid thang nhya 120ml va
30mg/5ml 1 coc dong

6. Cong ty dang ky: Cong ty cb phan Duwgc MK Viét Nam (P/c: O dat s6 42, L6 dat TT-A2, Khu
do thi tp. Giao Luu, phuong C6 Nhué 2, qudn Bdc Tir Liém, Ha Ngi - Viét Nam)

6.1 Nha sin xuit: Aju Pharm. Co., Ltd (D/c: 23, Sandan-ro 121beon-gil, Pyeongtaek-si,
Gyeonggi-do - Korea)

" Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach & dapaiicd

Lk Tha thaoe Ham lugng ché tho |chuin| déng goi we

7 |Prumdex Cefprozil Vién nén bao| 36 [KP 11 [Hop 10vix 10 | VN-23065-22
monohydrat 250mg |phim thang vién

7. Cong ty ding ky: Cong ty Cd phin Dugc pham Duy Tan (B/c: 22 Hé Biéu Chanh, Phurong
11, Qudn Phu Nhudn, TP. Ho Chi Minh - Viét Nam)

7.1 Nha san xuit: Macarthys Laboratories Limited T/A Martindale Pharmaceuticals (P/c:
Bampton Road, Harold Hill, Romford, Essex, RM3 8UG - United Kingdom)

Trane 2




STT Tén thube

"8 |Ephedrine N
Hydrochloride Injection
30 mgin 1 ml

Hoat chit chinh - | Dang bao |Tudi Tiéu Quy cich
Ham luong ché tho | chuin déng géi
Ephedrm i)ung dich 36 (BP201 Hop 10 6ng x
hydrochlorid tiém thang|6 1ml

30mg/ml

S6 ding ky

VN-23066-22

8. Cong ty diing ky: Cong ty C6 phin Dugc pham Thién Thio (B/c: S6 61-63 Trdn Quéc Hoan,
Phuong Dich Vong Hdu, Qudn Cau Giay, Thanh pho Ha N¢i - Viét Nam)

8.1 Nha sin xuét: Help S.A. (P/c: Pedini, Ioanninon, Ioannina, 45500 - Greece)

STT

Tén thudc

Vasclor

Hoat chét chinh -
Ham lu’O’ng

Progesterone
8%(kl/kl)

Dang bao
ché
Gel dat am
dao

Tudi| Tiéu

tho |chuin
36 [NSX
thang

Quy cach
dong goi

_Plép 1 tﬁip ge]

22,5g va 15 Ong
chia liéu

S6 ding ky

VN-23067-22

9. Céong ty diang ky: Cong ty c6 phin duoc pham Vipharco (B/c: S6 67, ngd 68, dudng Ngoc
Thuy, phwong Ngoc Thuy, Qudn Long Bién, Ha N¢i - Viét Nam)

9.1 Nha sin xuit: Laboratoire Renaudin (D/c: Zone Artisanale Errobi Itxassou, 64250 - France)

STT

10

Tén thubc

Ondansetron Renaudm 2
mg/ml

Hoat chit chinh -

Ham lugng
M3i dng 4ml dung
dich tiém truyén
chira Ondansetron
8mg (dudi dang
Ondansetron
hydroclorid dihydrat
10mg) 8mg

Dang bao
che
Dun.g_(-ii::-h-
tiém/truyén

Tubi
tho

36
thang

Tﬁéy
chuin
TCCS |

Quy cach
dong goi

Hop2 vix s
ong 4 ml

S6 dang ky

VN-23068-22

10. Cong ty ding ky: Cong ty c6 phan Ung Dung va Phat trién Coéng Nghé Y Hoc Sao Viét
(D/c: Phong 5, Nha A10, Tdp thé Hoc vién Thanh thiéu nién Viét Nam, Ng6 59 phé Chiia Ldng, P.
Léng Thuong, Q. Pong Pa, Ha Néi - Viét Nam)

10.1 Nha san xuit: Probiotec Pharma Pty. Ltd. (D/c: 83 Cherry Lane, Laverton North, VIC 3026

- Australia)

STT

11

Abrlcotls

Tén thube

Hoat chét chinh -
Ham lwong

Calcium (dliﬁ?déng

Dang bao
ché

Vién nén

Tubi
tho

36

Tiéu
chuan

INsx

Quy cach
dong goi
Hop 6 vix 10

S6 ding ky

 VN-23069-22
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Calcium carbonate
1500mg) 600 mg;
Vitamin D3 (dudi
dang Colecalciferol
12.5mcg) 500 U

bao phim

thang

vién

11. Cong ty ding ky: Céng ty TNHH diu tu thwong mai Dwgc phim Viét Tin (D/c: 86 2 ngd
25, dwong Bui Huy Bich; Phuong Hoang Liét, Qudan Hoang Mai, Ha Néi - Viét Nam)

11.1 Nha san xuat: USV Private Limited (D/c: Khasra No.1342/1/2, Hilltop Industrial Area,
Jharmajri, Baddi, Dist. Solan, Himachal Pradesh-173 025 - India)

Tén thube

Hoat chét chinh -
Ham lwong

VT-Amlopril 8mg/5mg

Permdoprll
tert-butylamin
(twong duong
Perindopril 6,68mg)
8mg; Amlodipin
(dudi dang
Amlodipin besilate)
Smg

Dang bao | Tudi Tiéu Quy cich
ché tho |chuin| doéng goi
Viénnén | 36 |[TCCS [Hop3vix10 |
thang vién

S$6 ding ky

VN-23070-22

12. Cong ty dang ky: Céng ty TNHH Dugc phiam Do Ha (P/c: S6 30, Tap thé Tran Phii, ngo
105, dwong Nguyén Phong Sdc, 16 16, phuong Dich Vong Hau, Qudn Cau Gidy, Ha Ngi - Viét

Namy)

12.1 Nha sin xuét: Laboratorios Lesvi S.L (P/c: Avda. Barcelona, 69, 08970 Sant Joan Despi

(Barcelona) - Spain)

STT

13 |

Tén thube

Selrato 10

Hoat chit chinh -
Ham lugng
Solifenracin éuécinat
10mg

Dang bao
che

phim

Vién nén bao

Tubi
tho

e

thang

Quy cach
dong goi

Hop 2vix 15
vién

S6 ding ky

VN-23071-22

12.2 Nha sdn xuét: Pharma PLC (D/c: 13, Neofit Rilski Street, 2600 Dupnitsa - Bulgaria)

o Hoat chét chinh - | Dang bao |Tudi| Tiu | Quy cich T
: k
STT ittt Ham lugng ché | tho [chudn| donggei | “°9AnBKY
14 |Cinnarizin Pharma Cinnarizin 25mg | Vién nén 24 [NSX | Hop 5vix20 | VN-23072-22
thang vién

Trang 4




N

12.3 Nha san xuit: S.C. Slavia Pharm S.R.L. (B/c: B-dul. Theodor Pallady nr. 44C, sector 3, cod
032266 Bucharest - Romania)

n % Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cich S& dine ky

SEX it Ham ligng ché | tho [chudn| déng géi shocs L

15 |Painnil Piroxicam 20mg  |Viénnén | 36 |NSX H0p2Vl ix10 | VN-23073-22
thang vién

13. Cong ty diing ky: Cong ty TNHH Dugc pham New Far East (D/c: 6 011- Cao éc Hl,
Duong Hoang Diéu, Phuong 9, Qudn 4, TP. Ho6 Chi Minh - Viét Nam)

13.1 Nha san xuét: Celogen Generics Private Limited (P/c: Plot No. 646/1&2, Agrawal
Industrial Estate Somnath Road, Dabhel, Daman-396 210 - India)

STT

16

17

Tén thube

Betagen 16

Betagen 24

Hoat chét chinh -
Ham !u’orng

Betahistine
dihydrocloride
16mg

Betahistine
dihydrochloride

24mg

Dang bao |Tudi Tiéu | Quy cach

ché tho (chuan| doéng goi

Viennén | 36 [NSX [Hop3vix 14
thang vién

Vién nén 36 [NSX |[Hop3vix 14
thang vién

S6 ding ky

| VN-23074-22

VN-23075-22

14. Cong ty dang ky: Cong ty TNHH Duge phim Thuén Gia (B/c: 781/D7 Lé Hong Phong,
Phuong 12, Qudn 10, Tp. Ho Chi Minh - Viét Nam)

14.1 Nha sin xuét: Swiss Caps AG (D/c: Husenstrasse 35, 9533 Kirchberg SG - Switzerland)
Co s& déng gobi, kiém soat chit lwong va xuét xuong: Innothera Chouzy, dia chi Rue René
Chantereau, Chouzy-Sur-Cisse, Valloire-Sur-Cisse, 41150, France

" £ Hoat chét chinh - | Dang bao |Tudi
e Ham lugng cﬁé tho
Polygynax Neomycin sulfate | Vién nang 24
35000 IU; mém dit 4m |théng
Polymycin B sulfate [dao
35000 IU; Nystatin
100000 IU

7H0p2v1x6

Quy cach
dong goi

vién

S6 ding ky

- VN-23076-22

khu dé thi méi Cau Gidy, phuong Dich Vong, quédn Cau Giay, Tp. Ha Néi - Viét Nam)

15. Cong ty diang ky: Cong ty TNHH Dwgc phim va Thiét bi Y té Phwong Lé (P/c: L6 D3/D6

15.1 Nha sin xuit: Square Pharmaceuticals Ltd (D/e: Square Road, Salgaria, Pabna -

Bangladesh)

Trang 5




b 2
" % Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S5 dine kv
AL Tenrthuce Ham lwgng ché tho |chuin dong goi o Cang Y
19 |ACE Paediatric Drops  |Paracetamol Héndich | 36 [NSX [Hop1lo15ml | VN-23077-22
80mg/ml uong thang

16. Cong ty ding ky: Cong ty TNHH Dwoc phim Viét - Phap (P/c: Tang 20, toa nha ICON 4,
2434 Dé La Thanh, P. Lang Thuong, Q. Péng Pa, Ha Néi - Viét Nam)

16.1 Nha san xuit: Gebro Pharma GmbH (P/c: Bahnhofbichl 13, 6391 Fieberbrunn - Austria)

,. £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé dine kv
S Yo (Rune Ham luong ché tho chuan dong g01 IS 5
20 [Seractil 400mg |Dexibuprofen Vién nén bao| 36 [NSX Hop 1vix10 | VN-23078-22
Film-coated tablets 400mg phim thang vién

16.2 Nha sin xuét: Xellia Pharmaceuticals ApS (D/c: Dalslandsgade 11, Kabenhavn S, 2300 -

Denmark)

STT

21

Tén thube

Colistifn&f?ate

Hoat chét chinh -
Ham lu’ong

Colistin (duorl dang
Colistimethat natri)
4,5 MIU (150mg)

Dang bao
ché
Bét dong
kho pha
dung dich
tiém

Tudi
tho

36

thang

Tiéu
chuan

lusp42

Quy cach

Hop 1 Io

dong go:

S6 ding ky

VN-23079-22

17. Cong ty ding ky: Cong ty TNHH Dwoc Tam Pan (B/c: A4.4 KDC Everich 3, duong Phi
Thugin, Phuong Tan Phi, Qudn 7, TP. Ho Chi Minh - Viét Nam)

17.1 Nha sén xuét: Cooper S.A. Pharmaceuticals (B/c: 64 Aristovoulou Str, 11853 Athens -

Greece)
e e BB Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cich S8 Hing ks
— Touihmie Ham lwong ché | tho |chudn| déng goi o GHieSY
22 |Cleroptic Ketotifen (dudi dang|Dung dich | 24 [NSX |Hop 1lo5ml | VN-23080-22
Ketotifen hydrogen thue nho  |théng
fumarat) 0,25mg/ml |mat

18. Cong ty ding ky: Cong ty TNHH mdt thanh vién dwgc pham Viét Tin (P/c: S6 64 Lé Loi,

Phuong 4, Qudn Go Vap, Thanh phé Hé Chi Minh - Viét Nam)

Trang 6
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. 18.1 Nha san xuit: M/s Windlas Biotech Private Limited (D/c: Plant-2, Khasra No. 141 to 143
& 145, Mohabewala Industrial Area, Dehradun-248110, Uttarakhand - India)

a p Hoat chit chinh - | Dang bao |Tudi| Tigu Quy cach Sé dine ky
i Femirmo Ham lrgng ché tho |chuan| déng géi caang’y
23 |Gabin-150  |Pregabalin 150mg |Viénnang | 24 [NSX |Hop3vix10 | VN-23081-22
clirng thang vién
24 |Gabin-75 Pregabalin 75mg Vién nang 24 INSX |Hop3vix 10 VN-23082-22
cimg thang vién

19. Cong ty ding ky: Cong ty TNHH Y té Canh Cira Viét (D/c: 788/2B Nguyén Kiém, Phuong
3, Qudn Go Vap, Thanh pho Hé Chi Minh - Viét nam)

19.1 Nha sén xuit: Kolmar Korea Co., Ltd (B/c: 245 Sandan-gil, Jeonui-myeon, Sejong-si -

Korea)

” £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy ciach 5 dine ky
e Tea fibe Ham lwong ché tho |chuin| déng goi UAANE B
25 |Vesicam Tablet 10mg  |Solifenacin [Vién nén bao| 36 [NSX |[Hop 10viénx | VN-23083-22
succinate 10mg phim thang 10 vién
26 |Vesicam Tablet Smg Solifenacin Vién nén bao| 36 [NSX |HOp 10viénx | VN-23084-22
succinate Smg phim thang 10 vién

20. Cong ty dang ky: Hetero Labs Limited (D/c: 7-2-42, Hetero Corporate Industrial Estate,
Santhnagar, Hyderabad TG 500018 - India)

20.1 Nha sin xuét: M/s. Hetero Labs Limited (B/c: Unit-V, Sy. No. 439, 440, 441 & 458, TSIIC
Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana -

India)

. Hoat chét chinh - | Dang bao |Tudi| Tiu | Quy cich p—
L Len thage Ham luong ché tho |chuén dong goi SR
27 |Mycophenolate mofetil WMyCOphenoiate Vién na?yc:,T | 24 [Nsx Hop 3vix 10 VN-23085-22
capsules 250 mg mofetil 250 mg cling thang vién

21. Cong ty diang ky: II-Yang Pharm Co., Ltd (B/c: (Hagal-dong), 110, Hagal-ro, Giheung-gu

Yongin-si, Gyeonggi-do

- Korea)

21.1 Nha san xuéit: Kolmar Korea (D/c: 245, Sandan-gil, Jeonui-myeon, Sejong-si - Korea)

& £ Hoat chét chinh - | Dang bao |Tudi| Tigu Quy cach S8 s ”
: gy 2 0 dang k
ol LeKidiniie Ham lwong ché tho |chuan| déng géi 2
28 |Alerin  |Levocetirizine  |Viénnénbao| 36 |[NSX |Hop 10vix 10 | VN-23086-22
hydrochloride 5 mg |phim thang vién

Trang 7
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22. Cong ty diang ky: Kowa Company, Ltd. (D/c: 6-29, Nishiki 3-chome, Naka-ku, Nagoya, Aichi

- Japan)

22.1 Nha sin xuat: Kowa Company, Ltd., Nagoya Factory (D/c.: 18-57,Hatooka

2-chome,Kita-ku, Nagoya, Aichi - Japan)

STT

Tén thube

Hoat chit chinh -
Ham lwgng

Livalo Tablets 2mg

(dudi dang
Pitavastatin calci
hydrat) 2mg

Pitavastatin calci

Dang bao
ché

phim

Vién nén bao

Tubi
tho

Tiéu

chuan

Quy cach
dong goi

36
than

g

P17

Hop 3 vix 10
Vvién

S6 dang ky

VN-23087-22

23. Cong ty ding ky: Mega Lifesciences Public Company Limited (D/c: 384 Moo 4, Soi 6,
Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)

23.1 Nha san xuét: Pharmathen International S.A. (D/c: Industrial Park Sapes Rodopi
Perfecture, Block No5, Rodopi 69300 - Greece)

X £ Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cach Sé dine ky

SLE Lo thnoe Ham hreng ché | tho |chudn| déngeéi 0 dang Ky

30 |Prelynca Pregabalin 150mg  |Viénnang | 36 [NSX [Hop2vix 14 | VN-23088-22
clng thang vién

24. Cong ty diing ky: Novartis (Singapore) Pte Ltd (P/c: 10 Collyer Quay, # 10-01, Ocean
Financial Centre Singapore (049315) - Singapore)

24.1 Nha san xuéit: Haupt Pharma Wolfratshausen GmbH (D/c: Pfaffenrieder Strasse 5, 82515
Wolfratshausen - Germany)

Co so xuit xwong: Sandoz GmbH (dia chi: Biochemiestrasse 10, 6250 Kundl, Austria)

STT

3]

32

Tén thude

C;lré—iu}nfolin;t '-'éﬁewe"

Calciumfolinat "Ebewe"

Hoat chéit chinh -

Acid folinic (dudi
dang calci folinat)
10 mg

Acid folinic (dudi
dang calci folinat)
10 mg

Dang bao
che

tiém truyen

Dung dich
tiém/truyén

Dljng dich” _

Tubi
tho

24

24
thang

thang

Tiéu
chuin

NSX

NSX

Quy cach

dong goi
Hop 1 lo
100mg/10ml

Hop 1 lo
50mg/5ml. Hop
5 1o 50mg/5ml.
Hop 10 lo
50mg/5ml

| VN-23089-22

S6 dang ky

VN-23090-22
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« 25. Cong ty ding ky: Paradigm Pharma (Thailand) Co., Ltd. (P/c: No.87, M Thai Tower 15th
Floor, All Seasons Place, Wireless Road, Lumphini Sub-District, Pathum Wan District, Bangkok

Metropolis - Thailand)

25.1 Nha san xuét: Berlin Pharmaceutical Industry Co., Ltd. (D/c: 222 Romklao Road,
Klongsampravet, Latkrabang, Bangkok 10250 - Thailand)

e Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich S& dine ky

ool Temwtihie Ham lwgng ché thg [chuian| dodng gai oaang sy

| 33 |Caraten25 . |Carvedilol25mg  |Viénnén | 24 [USP |Hop 10vix 10 | VN-23091-22
thang vién

26. Cong ty ding ky: Sun Pharmaceutical Industries Limited. (D/c. UB Ground, 5 & AMP; 6th

floors, Sun House, CTS No. 201, B/1, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra - India)

26.1'Nha san xuit: Sun Pharmaceutical Industries Ltd. (D/c: Village Ganguwala, Paonta
Sahib-173025, District Sirmour, Himachal Pradesh - India)

STT

34

Tén thube

Sunminosper

Hoat chét chinh -
Ham lugng
Diosmin 450mg;
Céc flavonoid biéu
thi bang hesperidin
50mg

Dang bao
ché

phim

Vién nén bao

Tudi| Tiéu
tho
thang

Quy cich

dong goi
Hop 1 vix 10
vién

S6 dang ky

 VN-23092-22

27. Cong ty ding ky: Troikaa Pharmaceuticals Ltd. (P/c. Commerce House-1, Opp Rajvansh
Apartment Judges, Bungalow Road, Ahmedabad GJ 380054, Gujarat - India)

27.1 Nha sin xuét: Troikaa Pharmaceuticals Ltd. (P/c: Sanand-Kadi Road, Thol City: Thol -
382728, Dist.: Mehsana Gujarat State - India)

35

STT

Tén thube

Trdyséf AM

Hoat chét chinh -
Ham lwong

50mg ; Amlodipine
(dudi dang
Amlodipine

besilate) 5 mg

Losartan potassium

Dang bao
ché

phim

Vién nén bao

Tubi
tho

24
thang

Tiéu
chuan

NSX

Quy cach

dong goi
Hop 10 vix 10
vién

S6 dang ky

VN-23093-22
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Phu luc II

DANH MUC 09 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 108.1

(Ban hanh kém theo quyét dinh sé:

232

............ /OD-QLD, ngay29..04./2022.)

1. Cong ty ding ky: Actavis International Ltd (B/c: No.4 SQAQ Tal-gidi Off Valletta Road, Luga

LOA 6000 - Malta)

1.1 Nha san xuét: Pharmachemie BV (D/c: Swensweg 5 Haarlem 2031 GA - The Netherlands)

Al g Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S& dine kv
Lo Tentinige Ham luwgng ché tho |chuén| déng goi HORRe R
1 |Tevatrexed 100mg  [Pemetrexed (dudi  [Botdong | 36 [NSX [Hop 1 lo | VN3-392-22
dang pemetrexet kho pha thang
disodium) 100mg  |dung dich
dam dic dé
pha dung
dich truyén
tinh mach
2 |Tevatrexed 500mg Pemetrexed (dudi  |BGt déng 36 INSX |Hépllo VN3-393-22
dang pemetrexet kho pha thang
disodium) 500mg  |dung dich
dém dac de
pha dung
dich truyén
tinh mach
1.2 Nha san xuit: Pliva Croatia Ltd (B/c: Prilaz Baruna Filipovica 25, 10000 Zagreb - Croatia)
N Hoat chat chinh - | Dangbao |Tudi| Tiéu | Quyecich | ¢ qsio 1y
wLL Fennhuas Ham lwong ché tho | chuin dong goi PHERDE S
3 |Imatinib Teva 100mg  |Imatinib (dudi dang |Vién nén bao| 24 |[NSX |Hop 6 vi x10 | VN3-394-22
Imatinib mesilate) |phim thang vién; Hop 12 vi
100mg x 10 vién
4 |Imatinib Teva 400mg  |Imatinib (dudi dang [Vién nén bao| 24 |NSX |Hoép3 vix 10 VN3-395-22
Imatinib mesilate) [phim thang vién

400mg

2. Céng ty diing ky: Cong ty TNHH Dwgc phim Viét-Phép (D/c: Tdng 20, toa nha ICON 4,
2434 Dé La Thanh, phuong Lang Thuong, Qudn Pong Da, Ha Noi - Viét Nam)

Trane 1




ke

+ 2.1 Nha sin xuit: Oncomed Manufacturing a.s. (D/c: Kardsek 2229/1b, budova 02, Reckovice,

621 00 Brno, Séc

Co s& dong goi thir cAp: GE Pharmaceuticals Ltd; (Dc: Industrial zone, “Chekanitza-South”
area, 2140 Botevgrad, Bungary),;

Co sé xufit xwéng: Synthon Hispania, SL (Dc: ¢/ Castelld, 1, 08830 Sant Boi De L — Séc

STT Tén thude

Bendamustin beta
2,5mg/ml

Hoat chét chinh -
Ham lwong

25mg

Benaaﬁjstirn HCi_ _

Dang bao
ché
Bot dong
kho pha
dung dich
dam dac dé
pha dung
dich truyén

Tuobi

Tiéu Quy céach
tho |chuin| doéng géi
36 [NSX [Hopllo
thang

S6 ding ky

© VN3-396-22

3. Cong ty ding ky: Daiichi Sankyo (Thailand) Ltd (D/c: 323, United Center Building, 24th
Floor, Silom Road, Silom Sub-District, Bangrak District, Bangkok Metropolis - Thailand)

3.1 Nha san xuit: Daiichi Sankyo Europe GmbH (D/c: Luitpoldstrasse 1, 85276 Pfaffenhofen -

Germany)

STT Tén thube

J asuérel

Hoat chit chinh -
Ham lugng

” Pfﬁsugrel (dﬁ'rc’)'i’ dang

prasugrel
hydroclorid) 10mg

Dang bao
ché
Viéﬁ -nén bao

phim

tho
24

Tuoi

thang

Tiéu

NSX

chuin

Quy cach

dong goi
Hop 2 vi x 14
vién

S6 ding ky

VN3-397-22

4. Cong ty ding ky: Ferring Private Ltd. (D/c: 168 Robinson Road, #13-01 Capital Tower,
Singapore 068912 - Singapore)
4.1 Nha san xuét: Ferring GmbH (D/c: Wittland 11, 24109 Kiel - Germany)

Co sé dong g6i thir cip: Ferring International Center SA, (dia chi: Chemin de la
Vergognausaz 50, 1162 Saint-Prex, Thuy Sp)

STT Tén thube

Firmagon

Hoat chét chinh -
Ham lwong
Dega;e[ix (duc'ri“
dang degarelix
acetate) 120mg;

Dang bao
ché
Bt va dung
moi pha tiém

Tubi
tho

e

thang

Tiéu
chuan

NSX

Quy cach

dong goi
Hop 1 lo bdt, 1
bom tiém dong
sin 4,2 ml dung
moi, 1 pittdng,
1 bo phan tiép
ndi lo bot, 1
kim tiém

S6 dang ky

VN3-398-22

5. Cong ty ding ky: Korea United Pharm. Inc. (D/c: 25-23, Nojanggongdan-gil,
Jeondong-myeon, Sejong-si - Korea)

Trang 2
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. 5.1 Nha san xuét: Korea United Pharm. Inc. (P/c: 107, Gongdan-ro, Yeonseo-myeon, Sejong-si -

Korea)
. £ Hoatchét chinh - | Dang bao |Tudi| Tiéu | Quy céch S8 diing ky
LT Ten b Ham lugng ché tho [chuidn| déng goi s ]
8 |Gemtabine Gemcitabin (dudi  |Botdong | 24 |USP41|{Hap 1 I VN3-399-22
dang gemcitabin kho pha tiém|thang
HCI) 1g

6. Cong ty dang ky: Micro Labs Limited (D/c: No. 31, Race Course Road, Bengaluru - 560 001,

Karnataka - India)

6.1 Nha san xuit: Micro Labs Limited (B/c: 92, Sipcot Industrial complex, Hosur-635 126, Tamil

Nadu - India)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy ciach Sé dine kv

5T1 Fen e Ham hrong ché | tho |chudn| déng goi o fang &y

9 |Dapzin-10 Dapagliflozin 10mg |Vién nén bao| 24 [NSX [Hop3vix10 | VN3-400-22
phim thang vién

Trang 3




Phu luc III

DANH MUC 89 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 108.1

(Ban hanh kém theo quyét dinh s6: ...232...../0P-OLD, ngay29../04./2022)

1. Co'sé dang ky: Abbott Laboratories (Singapore) Private Limited (dia chi:3 Fraser Street, #23-

28 DUO Tower Singapore 189352 - Singapore)

1.1. Co s& sin xuit: Laboratorios Recalcine S.A. (dia chi:Av. Carrascal No 5670, Quinta Normal,

Santiago - Chile)

3. Co s6 ding ky: B. Braun Medical Industries Sdn. Bhd. (dia chi:Bayan Lepas Free Industrial
Zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia)

STT | Tén thude Hoat chat chinh — | Dang bao | Tudi Tiéu Quy cich S6 Pang |Lin | |
Ham lwgng ché tho chuan | déng goi ky gia
han
1 Valiera2mg | Estradiol 2mg Viénnén | 60 NSX Hop 1 vix VN- 01
bao phim | thang 30 vién 19225-15
1.2. Co sé sdn xuit: Mylan Laboratories SAS (dia chi:Route de Belleville, Lieu dit Maillard, 01400
Chatillon-sur-Chalaronne - France)
STT | Tén thube Hoat chit chinh — | Dang bao | Tudi Tiéu | Quy cich S6 Piang | Lan
Ham lwong ché tho chuan | déng géi ky gia
han |
2 Luvox 100mg | Fluvoxamine Viénnén |24 NSX Hop 2 vix VN- 01
maleate 100mg bao phim | thang 15 vién 17804-14
2. Co s6 diing ky: Alkem Laboratories Ltd (dia chi:Alkem House, Devashish, Senapati Bapat Marg,
Lower Parel, Mumbai - 400 013 - India)
2.1. Co sé san xuit: Alkem Laboratories Limited (dia chi:Thana, Baddi, Nalgarrh, District Solan,
Himachal Pradesh, In-173205 - India)
|
STT | Ténthudc | Hoat chit chinh— | Dangbao | Tudi Tiéu | Quy cich S6 Pang | Lan
Ham luwong che tho chuan | dong goi ky gia |
han
3 Mycokem Mycophenolat Vién nang | 24 NSX Hop 1 vix VN- 01 |
Capsules mofetil 250mg clirng thang 10 vién, vi 18134-14
250mg Alu-
PVCIPYIDC




A

~3.1. Co sé san xuit: B. Braun Medical AG (dia chi:Route de Sorge 9, 1023 Crissier - Switzerland)

ko 1

STT | Tén thube Hoat chit chinh — | Dang bao | Tudi | Tiéu Quy cich S0 Pang | Lan
Ham lwong ché tho chuin | dong géi ky gia
han |
4 Nutriflex peri | Céng thirc bao ché | Dung dich |24 NSX Tai 1000 ml, | VN- 01
tinh cho mét Pon vi | tiém thang nhua; Hop 5 | 18157-14
déng goéi nho nhét 1a | truyén tinh Tui x 1000
tai 1000ml: mach ml

Isoleucine 2,34 gam,
Leucine 3,13 gam,
Lysine
hydrochloride 2,84
gam (tuong duong
Lysine 2,27 gam),
Methionine 1,96
gam, Phenylalanine
3,51 gam, Threonine
1,82 gam,
Tryptophan 0,57
gam, Valine 2,6
gam, Arginine
monoglutamate 4,98
gam (tuong duong
Arginine 2,70 gam
va Glutamic acid
2,28 gam), Histidine
hydrochloride
monohydrate 1,69
gam (tuong duong
Histidine 1,25 gam),
Alanine 4,85 gam,
Aspartic Acid 1,50
gam, Glutamic Acid
1,22 gam, Glycine
1,65 gam, Proline
3,40 gam, Serine
3,00 gam,
Magnesium acetate
tetrahydrate 0,86
gam, Sodium acetate
trihydrate 1,56 gam,
Sodium hydroxide
0,50 gam, Potassium
hydroxide 0,52 gam,
Potassium
Dihydrogen
Phosphate 0,78 gam,
Sodium chloride

a




0,17 gam, Glucose
monohydrate 88,0
gam (tuong duong
Glucose 80,0 gam),
Calcium Chloride
Dihydrate 0,37 gam.

3.2. Co sé san xuit: B. Braun Melsungen AG (dia chi:Carl-Braun-Straf3e 1, 34212 Melsungen -

Germany)
STT | Tén thube Hoat chit chinh — Dang bao | Tudi Tiéu Quy cach S6 Piang | Lan
Ham luwong ché tho chuin dong goi ky gia
han !
5 Aminoplasmal | Cong thic bao ché | Dung dich |24 NSX Chai 250 ml; | VN- 01
B. Braun 5% E | tinh cho m6t Pon tiém thang Chai 500 ml; | 18161-14
vi déng gbi nho truyén tinh Hép 10 Chai
nhit 1a chai 250ml: | mach x 250 ml;
Isoleucine 0,625 Hoép 10
gam; Leucine Chai x 500
1,1125 gam; Lysine ml

hydrochloride
(twong duong vai
Lysine 0,8575 gam)
1,07 gam,;
Methionine 0,55
gam; Phenylalanine
0,5875 gam;
Threonine 0,525
gam; Tryptophan
0,20 gam; Valine
0,775 gam,;
Arginine 1,4375
gam; Histidine
0,375 gam; Alanine
1,3125 gam;
Glycine 1,50 gam;
Aspartic acid 0,70
gam; Glutamic
Acid 0,90 gam;
Proline 0,6875
gam; Serine
0,2875; Tyrosine
0,10 gam; Sodium
acetate trihydrate
0,34025 gam;
Sodium hydroxide
0,035 gam;
Potassium acetate
0,61325 gam;




Sodium chloride
0,241 gam;
Magnesium
chloride
hexahydrate 0,127
gam; Disodium
phosphate
dodecahydrate
0,89525 gam

3.3. Co sé san xuit: B. Braun Melsungen AG (dia chi:Carl-Braun-Strafie 1, 34212 Melsungen -

Germany)
STT | Tén thuée Hoat chét chinh — | Dang bao | Tudi | Tiéu Quy cich S0 Piang | Lin
Ham lwong ché tho chuin doéng goi ky gia
han
6 Aminoplasmal | Cong thirc bao ché Dung dich | 36 NSX Chai 250 ml; | VN- 01
B. Braun 10% | tinh cho mét Pon | tiém thang Chai 500 ml; | 18160-14
E vi déng géi nho truyén tinh Hop 10 Chai
nhét 1a chai 250ml: | mach X 250 ml;
Isoleucine 1,25 Hop 10
gam; Leucine Chai x 500
2,225 gam; Lysine ml

hydrochloride
(twong duong voi
Lysine 1,7125
gam) 2,14 gam;
Methionine 1,10
gam; Phenylalanine
1,175 gam;
Threonine 1,05
gam; Tryptophan
0,40 gam; Valine
1,55 gam; Arginine
2,875 gam;
Histidine 0,75 gam;
Alanine 2,625 gam;
Glycine 3,00 gam;
Aspartic acid 1,40
gam; Glutamic
Acid 1,80 gam;
Proline 1,375 gam;
Serine 0,575 gam;
Tyrosine 0,10 gam;
Sodium acetate
trihydrate 0,7145
gam; Sodium
hydroxide 0,09
gam; Potassium




acetate 0,61325
gam; Magnesium
chloride
hexahydrate 0,127
gam; Disodium
phosphate
dodecahydrate
0,89525 gam

4. Co s¢ diang ky: Baxter Healthcare (Asia) Pte Ltd (dia chi: 150 Beach Road, #30-01/08 Gateway

West, Singapore 189720 - Singapore)

4.1. Co s& san xudt: Baxter SA (dia chi:Boulevard René Branquart 80, B-7860, Lessines - Belgium)

STT | Tén thudc Hoat chit chinh | Dang bao | Tudi Tiéu Quy cach S6 Ping Lin
— Ham lwong ché tho chuin dong goi ky gia
han
7 | Clinoleic 20% | Hon hop déu Oliu | Nhii dich 18 NSX | Thung 24 tai | VN-18164- | 01
tinh khiét (khoang | lipid thang x 100ml 14
80%) va ddu d4u | truyén tinh
nanh tinh khiét mach
(khoang 20%)
20g/100ml
8 | Clinoleic 20% | H3n hop dau Oliu | Nhii dich 18 NSX | Thung 20 tGi | VN-18163- | 01
tinh khiét (khoang | lipid thang x 250ml 14
80%) va diu ddu | truyén tinh
nanh tinh khiét mach
(khoang 20%)
50g/250ml
5. Co s¢ ding ky: Bharat Serums And Vaccines Limited (dia chi:17th Floor, Hoechst House,
Nariman Point, Mumbai, Maharashtra-400021 - India)
5.1. Co s& san xuit: Bharat Serums And Vaccines Limited (dia chi:Plot no K-27, Jambivili Village,
Anand Nagar, Additional MIDC, Ambernath (East), Thane 421501, Maharashtra state - India)
STT | Tén thude Hoat chét chinh — Dang bao | Tudi Tiéu Quy cach S6 Pang | Lan ’
Ham luwgng ché tho chuén dong goi ky gia |
han
9 Ampholip Amphotericin B Phirc hgp | 36 NSX Hop 1lo,lo | VN- 01
Smg/ml lipid tiém | théng 10 ml phtre 19392-15
tinh mach hop lipid
tiém tinh
mach kém




kim tiém loc
Vo trung

6. Co so' ding ky: Boehringer Ingelheim International GmbH (dia chi:Binger Strafe 173, 55216
Ingelheim am Rhein - Germany)

6.1. Co sé san xuit: Boehringer Ingelheim Pharma GmbH & Co. KG (dia chi:Binger Str. 173,
55216 Ingelheim am Rhein - Germany)

STT | Tén thudc Hoat chit chinh — Dang bao | Tubi Tiéu Quy cach S6 Piang | Lan
Ham lwgng ché tho chuin | déng g0i ky gia

han

10 Pradaxa Dabigatran etexilate | Vién nang | 36 NSX Hop 1vi, 3 VN- 01 I
(dudi dang cung thang vi, hodc 6 vi | 16443-13
Dabigatran etexilate x 10 vién
mesilate) 110mg

| Berodual Ipratropium bromide | Dung dich | 24 NSX Hop 1binh | VN- 01
khan (duéi dang khi dung | thang xit 200 nhat | 17269-13
Ipratropium bromide | qua binh xit (10ml)
monohydrate) xit dinh
0,02mg/nhat xit; lidu
Fenoterol
hydrobromide
0,05mg/nhat xit

12 Trajenta Duo | Linagliptin 2,5mg, Viénnén | *18 NSX Hop 3 vix VN2- 01
Metformin bao phim | thang: 10 vién; Hop | 498-16
hydrochloride (Hop 3 1lox 14
850mg vix 10 vién; Hop 1

vién); lo x 60 vién
*36

thang:

(Hop 1

lox 14

vién va

Hop 1

lo x 60

vién: 36

thang)

13 Sifrol Pramipexole Viénnén | 36 NSX Hoép 3 vix VN- 01
dihydrochloride phéng thang 10 vién 17272-13
monohydrate (twong | thich chim
duong 0,26 mg
pramipexole)
0,375mg

6




14 Micardis Plus | Telmisartan 40mg, | Viénnén |36 NSX Hop 3vix | VN- 01
Hydrochlorothiazide thang 10 vién 16587-13
12,5mg
15 Pradaxa Dabigatran etexilate | Vién nang | 36 NSX Hop 3 vix VN- 01
(dudi dang cing thang 10 vién 17270-13
Dabigatran etexilate
mesilate) 150mg
16 Pradaxa Dabigatran etexilate | Vién nang | 36 NSX Hop 1,3 VN- 01
(dudi dang cung thang hodc 6 vi x 17271-13
Dabigatran etexilate 10 vién
mesilate) 75mg
6.2. Co 6 sin xudt bdn thanh phim: M/s Cipla Ltd. (dia chi: Plot No. L-139 to L-146, Verna
Industrial Estate, Verna-Goa - India).
Co s& déng g6i va xuit xuwdong: Boehringer Ingelheim Pharma GmbH & Co. KG (dia chi:Binger
Str. 173, 55216 Ingelheim am Rhein - Germany)
STT | Tén thude Hoat chit chinh — | Dang bao | Tudi Tiéu Quy cich S6 Piang | Lin
Ham lwong ché tho chuan | déng goi ky gia |
' han
17 Twynsta Telmisartan 40mg, Viénnén |36 NSX Hop 3vix VN- 01
Amlodipine Smg thang 10 vién; Hop | 16589-13
(dudi dang 14vix7
Amlodipine besilate vién
6,935mg)
18 Twynsta Telmisartan 80mg, | Viénnén |36 NSX Hop 3vix | VN- 01
Amlodipine S5mg thang 10 vién; Hop | 16590-13
(dudi dang 14 vix7
Amlodipine besilate vién
6,935mg)
6.3. Co & san xuit: West-Ward Columbus Inc. (dia chi: 1809 Wilson Road Columbus, Ohio 43228
- USA)
STT | Tén thudc Hoat chit chinh — Dang bao Tudi Tiéu Quy cach S6 Ping | Lan |
Ham lwong che tho chuin | déng goéi ky gia
han
i
19 Trajenta Linagliptin Smg Viénnén |36 NSX Hop 3 vi x VN- 01
bao phim | thang 10 vién 17273-13
7




S

1

7. Co s¢ ding ky: Cadila Pharmaceuticals Limited (dia chi:Cadila Corporate Campus, Sarkhej
Dholka Road, Bhat Ahmedabad, Gujarat — 382210 - India)

7.1. Co sé san xuit: Cadila Pharmaceuticals Limited (dia chi:Plot No. 1389, Trasad Road, Dholka,

City: Dholka-382225, Dist. Ahmedabad, Gujarat State - India)

STT | Tén thude Hoat chit chinh— | Dangbao |Tudi | Tiéu Quy cich S6Piang | Lan
Ham lugng ché tho chuan | déng géi ky gia
han |
20 Cadglim 2 Glimepirid 2mg Viénnén |36 NSX Hop 3 vix VN- 01
thang 10 vién 18179-14 |
8. Co s¢ diang ky: Chong Kun Dang Pharm Corp. (dia chi:((Chungjeongno3(sam)-ga), 8,
Chungjeong-ro, Seodaemun-gu, Seoul) - Korea) |
8.1. Co s& san xuit: Chong Kun Dang Pharmaceutical Corp. (dia chi:797-48 Manghyang-ro,
Seonggeo-eup, Seobuk-gu, Cheonan-si, Chungcheongnam-do - Korea)
STT | Tén thube Hoat chit chinh— | Dangbio | Tubi | Tiéu Quy cich S6 Piang | Lan
Ham lwong ché tho chuin | dong goi ky gia
han
21 CKDLipilou | Atorvastatin (dang Viénnén |36 NSX Hop 03 vix | VN- 01
Tab. 20mg Atorvastatin calcium | bao phim | thang 10 vién 18191-14
anhydrous) 20mg
9. Co s diing ky: Céng ty cb phin dwge phdm Pha No (dia chi:9 Hé Biéu Chdnh, Phuong 11,
Qudn Phii Nhudn, TP. Ho Chi Minh - Viét Nam)
9.1. Co s& san xuat: Atlantic Pharma - Producoes Farmaceuticas S.A. (dia chi:Rua da Tapada
Grande, No 2 Abrunheira, Sintra 2710-089 - Portugal)
STT | Tén thude Hoat chit chinh — Dang bao | Tubi Tiéu Quy cach S6 Pang | Lan
Ham lugng ché tho chuan | déng goi ky gia
han
22 Belperi Perindopril 3,338mg | Viénnén | 24 NSX Hoép 3vix VN- 01
(duéi dang thang 10 vién 19057-15
perindopril tert-
butylamin 4mg),
Indapamid 1,25mg
23 Belperi Perindopril 1,669mg | Viénnén | 24 NSX Hop 3vix VN- 01
(duéi dang thang 10 vién 19056-15
perindopril tert-
butylamin 2mg),
Indapamid 0,625mg
8




10. Co sé diing ky: Céng ty c6 phin Fresenius Kabi Viét Nam (dia chi:Khu vuc 8, phirong Nhon
Phil, thanh phé Quy Nhon, Binh Binh - Viét Nam)

10.1. Co s san xuit: Labesfal - Laboratérios Almiro, S.A. (dia chi:Zona Industrial do Lagedo,
Santiago de Besteiros, 3465-157 -"Portugal)

STT | Tén thude Hoat chdt chinh — | Dangbao |Tudi |Tiéu | Quy cich S6 Piang | Lén
Ham lwong ché tho chuan | déng goi ky gia
han
24 Piperacilin/Ta | Piperacillin 4g (duéi | Bot pha 36 NSX Hop 1 Lo; VN- 01
zobactam dang Piperacillin dung dich | thang Hop 10 Lo 13544-11
Kabi 4g/0,5g | natri 4,17g), tiém
Tazobactam 500mg | truyén
(dudi dang
Tazobactam natri
536,6 mg)
11. Co s& ding ky: Cong ty co phén tip doan dwogc phim va thwong mai Sohaco (dia chi:S6 5
Lang Ha, Phuong Thanh Cong, Qudn Ba Pinh, Thanh phé Ha Néi - Viét Nam)
11.1. Co s& sin xuit: Engelhard Arzneimittel GmbH & Co. KG (dia chi:Herzbergstr. 3, 61138
Niederdorfelden - Germany)
STT | Tén thubc Hoat chit chinh - | Dang bao | Tudi Tiéu | Quy cich S6 Piang | Lan
Ham lugng che tho chuan | déng goi ky gia
han
25 Prospan forte | Cao kho I4 thuong Dung dich | 36 NSX Hop 21 Tai | VN- 01
xuén chiét bang udng thang S5ml; Hop 1 | 17872-14
ethanol 30% theo ty Chai 100 ml;
1€ (5-7,5)/1 Hép 1 Chai
35mg/5ml 200 ml
12. Co s¢ diing ky: Cong ty TNHH AstraZeneca Viét Nam (dia chi:Tang 18, Toa nha A&B, S6 76,
Duong Lé Lai, Phuong Bén Thanh, Qudn 1, TP H6 Chi Minh - Viét Nam)
12.1. Co s& san xuit: AstraZeneca Pharmaceuticals LP (dia chi:4601 Highway 62 East, Mount
Vernon, Indiana 47620 - USA)
Co s& déng géi va xuit xuéng 16: AstraZeneca UK Ltd (d/c: Silk Road Business Park,
Macclesfield, Cheshire, SK10 2NA, UK)
STT | Tén thube Hoat chiit chinh — | Dang bao | Tudi Tiéu Quy cdch S6 Ping | Lan
Ham lwgng ché tho chuan | déng géi ky gia
han
26 Forxiga Dapagliflozin (duéi | Viénnén | 36 NSX Hoép 2 vix VN3-37- |01
dang Dapagliflozin | bao phim | thang 14 vién 18




propanediol
monohydrat) 10mg

.4 Forxiga Dapagliflozin (dudi | Viénnén | 36 NSX Hoép 2vix | VN3-38- |01
dang Dapagliflozin | bao phim | thang 14 vién 18
propanediol
monohydrat) Smg

13. Co s¢ ding ky: Cong ty TNHH Binh Viét Pirc (dia chi:62/36 Truong Céng Dinh, Phuong 14,
Qudn Tén Binh, Thanh phé H6 Chi Minh - Viét Nam)

13.1. Co sé san xuit: Demo S.A Pharmaceutical Industry (dia chi:21St km National Road Athens
— Lamia, 14568 Krioneri, Athens - Greece)

STT | Tén thudc Hoat chit chinh— | Dangbao | Tudi | Tiéu Quy cach S6 Piang | Lén
Ham lwgng ché tho chuin | déng géi Kky gia

han

28 Verapime Cefepime (dudi Thudc bot | 36 NSX Hopllolg | VN- 01
dang Cefepime vadung | théng va 1 éng 16730-13
hydrochloride moi pha nudc ct pha
monohydrate) 1g tiém. tiém 3ml

29 Demozidim Ceftazidim (dudi B4t pha 36 NSX Hop 1 lo, VN- 01
dang Ceftazidim tiém bép, | thang Hop 101o, | 18291-14
pentahydrat) 1g tinh mach Hop 50 lo.

30 | Maxfecef Ceftriaxon (dudi Thube bt | 36 BP Hop 01 lo VN- 01
dang Ceftriaxon phatiém | thing thude bot 1g | 19141-15
natri trisesquihydrat) | bép va 6ng dung
1000mg moi 3,5ml

Lidocain
hydrochlorid
(duoi dang
lidocain
hydrochlorid
monohydrat)

31 Raxadin Imipenem (dudi Bo6t pha 24 NSX Hop 1 lo, VN- 01
dang Imipenem tiém thang hép 10 lo, 16731-13
monohydrat) 500mg; | truyén tinh hop 50 lo
Cilastatin (dudi dang | mach
Cilastatin natri)
500mg

13.2. Co s& san xuit: Siegfried Hameln GmbH (dia chi:Langes Feld 13, 31789 Hameln - Germany)
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trihydrat) 875mg,
Acid clavulanic
(duéi dang kali
clavulanat) 125mg

STT | Tén thudc Hoat chit chinh — | Dang bao | Tudi Tiéu Quy cach S6 Ping | Lan
Ham luwgng ché tho chuan | déng géi ky gia
han
32 Atracurium- | Atracurium besilate | Dung dich | 24 NSX Hop 5 hogc | VN- 01
hameln 10 10mg/ml tiém thang 10 ong x 16645-13
mg/ml 2,5ml hoac
Sml
133 Fenilham Fentanyl (duéi dang | Dung dich | 24 NSX Hop 10 éng X | VN- 01
fentanyl citrate) 50 | tiém thang 2ml 17888-14
mcg/ml
34 Flumazenil- | Flumazenil 0,1lmg/ | Dung dich | 36 NSX Hop 10 éng 5 | VN- 01
hameln ml ti€m, tiém | thang ml 17889-14
0,1mg/ml truyén
Injection |
35 Levofloxacin- | Levofloxacin (duéi | Dung dich | 24 NSX Hop 1 1o VN- 01
hameln dang Levofloxacin | tiém thang 100ml, hop 19060-15
Smg/ml hemihydrat) truyén 10 1o 100ml.
500mg/100ml
36 Paciflam Midazolam (dudi Dung dich | 36 NSX Hop 10 éng | VN- 01
dang Midazolam tiém thang Iml 19061-15
Hydrochloride)
Smg/ml
37 Pethidine- Pethidine Dung dich |36 NSX Hop 10 dng x | VN- 01
hameln Hydrochloride tiém thang 2 ml 19062-15
50mg/ml 100mg/2ml
14. Co sé ding ky: Cong Ty TNHH Dwoe Phdm Ba Lan (dia chi:P903, nha CT4-5, khu do thi moi
Yén Hoa, Phuong Yén Hoa, Qudn Cau Gidy, Thanh phé Ha Ngi - Viét Nam)
14.1. Co sé san xuét: Tarchomin Pharmaceutical Works “Polfa” S.A. (dia chi:2, A. Fleminga Str.,
03-176 Warsaw - Poland)
A A R ﬂ
STT | Tén thuoc Hoat chat chinh — Dang bao | Tudi Tiéu Quy céach S6 Piang |Lan |
Ham lwong che tho chuan | déng goéi ky gia
han
38 Taromentin Amoxicillin (dudi vién nén 24 NSX Hop 2vix7 | VN- 01 !
1000mg dang Amoxicillin bao phim | thang vién 19536-15

11




15. Co s& dang ky: Cong Ty TNHH Duge Phim Do Ha (dia chi: Sé 30 1dp thé Tran Phii, ngd 105,

dwong Nguyén Phong Sic, 16 16 phuong Dich Vong Héu, qudn Cdu Gidy, Thanh phé Ha Néi - Viét

Nam)

15.1. Co s& san xuit: JSC “Farmak” (dia chi:Kyrylivska Street 74, Kyiv, 04080 - Ukraine)

STT | Tén thube Hoat chit chinh— | Dang bao | Tudi Tiéu Quy cich S6 Piang | Lan
Ham luwong che tho chuan | déng géi ky gia
han
39 Ebitac 12.5 Enalapril maleat Viénnén |24 EP7.0 |Hop2vix VN- 01
10,0 mg; thang 10 vién, 17895-14
Hydrochlorothiazid alu/pvc
12,5 mg
40 Ebitac Forte | Enalapril maleat Viénnén |24 EP7.0 |Hop2vix VN- 01
20,0 mg; thang 10 vién, 17896-14
Hydrochlorothiazid alu/pve
12,5 mg
16 Co s¢ dang ky: Cong ty TNHH Thmmg Mai Dwoc Phim Péng Phwong (dia chi: 119, Puong
56 41, Phuong Tan Quy, Quén 7, Thanh phé H6 Chi Minh - Viét Nam)
16.1. Co st san xuit: Medica Korea Co., Ltd (dia chi:96, Jeyakgongdan 4-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do - Korea)
STT | Tén thubc Hoat chit chinh— | Dang bao | Tudi Tiéu Quy cich S0 Piang | Lan
Ham luwgng ché tho chuan | déng géi ky gia
han
41 Optipan Diacerhein 50 mg Vién nang | 36 NSX Hop 3 vix10 | VN- 01
Capsule cung thang vién, Lo 30 19124-15
vién
17. Co'sé diang ky: DKSH Singapore Pte. Ltd. (dia chi:47 Jalan Buroh, # 09-01 Singapore (619491)
- Singapore)
17.1. Co s& sin xuat: Biocodex (dia chi: 1, Avenue Blaise Pascal, 60000 Beauvais - France)
STT | Tén thude Hoat chit chinh — | Dang bao | Tudi Tiéu Quy cich S6 Ping | Lin
Ham lwong ché tho chuian | déong géi ky gia
han
42 Otipax Phenazone 4g (kh6i | Dung dich | 36 NSX Hop 1lox | VN- 01
luong trong 100g nho tai thang 15 ml (chira | 18468-14
dung dich), 16 g dung
Lidocaine dich nho tai)
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hydrochloride 1g
(khoi lugng trong
100g dung dich)

kém 6ng nho
giot.

18. Co sé diang ky: F. Hoffmann - La Roche Ltd (dia chi:Grenzacherstrasse 124, CH-4070, Basel -
Switzerland)

18.1. Co sé san xuit: Delpharm Milano S.r.1 (dia chi:Via Carnevale, 1, 20090, Segrate (MI) - Italy)

STT | Tén thudc Hoat chiit chinh — | Dangbdo |Tudi |Tiéu | Quy cich So Piang | Lan !
Ham lwgng ché tho chuan | déng goéi ky gia
han
43 Tarceva Erlotinib Viénnén |48 NSX Hop 3 vix VN- 01 i
hydrochloride bao phim | thang 10 vién 17940-14
163,93mg (tuong
duong vai 150mg |
Erlotinib) l
19. Co s¢ ding ky: Ferring Private Ltd. (dia chi:168 Robinson Road, #13-01, Capital Tower, |
Singapore (068912) - Singapore) |
19.1. Co s& san xuat: Ferring International Center S.A (dia chi:Chemin de la Vergognausaz 50,
CH-1162 St-Prex - Switzerland)
STT | Tén thudc Hoat chit chinh — Dang bao | Tudi Tiéu Quy cach S6 Piang | Lan
Ham lugng ché tho chuian | déng goi ky gia
han
44 Pentasa Mesalazine 2000 mg | Cém 24 NSX Hop 60 goi VN- 01
Sachet 2g phéng thang 19947-16
thich kéo
dai
20. Co sé¢ dang ky: GlaxoSmithKline Pte Ltd (dia chi:23, Rochester Park, Singapore 139234
- Singapore)
20.1. Co s& san xuit: Aesica Pharmaceuticals S.r.l (dia chi:Via Praglia 15 10044 Pianezza TO - ;
Italy)
STT | Tén thubc Hoat chit chinh — | Dangbao | Tudi | Tiéu | Quy cdch S6 Pang | Lin
Ham lwong ché tho chuin | déng géi ky gia
han
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| 45 Zyrtec Cetirizin Dung dich | 36 NSX Hop 1 chai VN- 01
dihydrochlorid uong thang 60ml 19164-15
Img/ml
20.2. Co s& san xuit: GlaxoSmithKline Pharmaceuticals S.A (dia chi: 189 Grunwaldzka Street, 60-
322 Poznan - Poland)
STT | Tén thude Hoat chét chinh — Dang biao | Tubi Tiéu Quy cach S6 Pang | Lan
Ham lwong ché tho chuian | déng goi ky gia
han |
|
46 Avodart Dutasteride 0,5mg Vién nang | 48 NSX Hop 3 vix VN- 01
mém thang 10 vién 17445-13 |
21. Co s& diing ky: Glenmark Pharmaceuticals Ltd. (dia chi:B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026 - India)
21.1. Co s6 san xuit: Glenmark Pharmaceuticals Ltd. (dia chi:Plot No. E-37, 39, D-Road, MIDC,
Satpur, Nashik — 422 007, Maharashtra State - India)
STT | Tén thuée Hoat chit chinh — | Dang bao | Tudi Tiéu | Quy cich S6 Piang | Lan
Ham lwong che tho chuan | déng goi ky gia
han
47 Canditral Itraconazole (dang vi | Vién nang | 30 NSX Hop lon x 10 | VN- 01
hat) 100 mg cung thang hopnhox 1 |18311-14
vi x 4 vién
22. Co's¢ ding ky: Hyphens Pharma Pte.Litd (dia chi: 16 Tai Seng Street, #04-01, Singapore 534138
- Singapore)
22.1. Co sé san xuit: Guerbet (dia chi:16-24 rue Jean Chaptal 93600 Aulnay-Sous-Bois - France)
STT | Tén thude Hoat chit chinh— | Dang bao | Tudi Tiéu Quy cach S6 Pang | Lin
Ham lrong ché tho chuian | déng géi ky gia
han
48 Xenetix 300 | Iodine (duéi dang Dung dich | 36 NSX Hop 25Lo | VN- 01
Tobitridol tiém thang 50 ml. 16786-13
65,81g/100ml)
30g/100ml

23. Co s& dang ky: Ipca Laboratories Limited (dia chi: 48, Kandivli Industrial Estate, Kandivii
(West), Mumbai 400 067 - India)
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23.1. Co sé' sin xuit: Ipca Laboratories Limited (dia chi: Plot No. 255/1, Athal, Silvassa, Pin. 396
230, (D&NH) - India)

STT | Ténthubc | Hoatchétchinh— | Dangbao | Tudi | Tiéu Quy cich | S6Ping | Lan |
Ham lwong ché tho chuan dong goi ky gia
han
49 Glycinorm-80 | Gliclazide 80 mg Vién nén 36 BP Hop 3 vix VN- 01
thang 2020 10 vién 19676-16
24. Co s¢ dang ky: Ipsen Pharma (dia chi:65 Quai Georges Gorse 92100, Boulogne Billancourt -
France)
24.1. Co s sdn xuit: Beaufour Ipsen Industrie (dia chi:Rue Ethe Virton, 28100 Dreux - France)
STT | Tén thude Hoat chét chinh — Dang bao | Tudi Tiéu Quy cach S6 Pang | Lan
Ham lwong ché tho chuan | dong géi ky gia
han
50 Gastropulgite | Activated Bot pha 36 NSX Hop 30 goi VN- 01
Attapulgite of hon dich thang 17985-14
Mormoiron 2,5 gam, | uéng
Aluminum
hydroxide and
magnesium
carbonate co-dried
gel 0,5 gam
51 Forlax Macrogol 4000 Bo6t pha 36 NSX Hdop 20 goi VN- 01
10gam dung dich | thang 16801-13
uong
25. Co s¢ ding ky: Les Laboratoires Servier (dia chi: 50 rue Carnot, 92284 Suresnes Cedex -
France)
25.1. Co s¢ san xuét: Servier (Ireland) Industries Ltd. (dia chi: Moneylands, Gorey road, Arklow
Co. Wicklow - Ireland)
STT | Tén thube Hoat chit chinh — | Dang bao | Tudi Tiéu Quy cich S6 Pang | Lan
Ham lwong ché tho chuan | déng goi ky gia
han |
52 Viacoram Perindopril (tuong | Viénnén |36 NSX Hop 1lo x VN3-46- |01
3.5mg/2.5mg | ung 3,5mg thang 30 vién 18

perindopril arginine)
2,378mg;
Amlodipine (tuong
ung 3,4675mg
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STT | Tén thube Hoat chit chinh — Dang bao | Tudi Tiéu Quy cach S6 Ping | Lan
Ham lrong ché tho chuin | déng géi ky gia
han
56 Medsamic Acid tranexamic Dung dich | 60 NSX Hépchtra2 | VN- 01
500mg/5ml | 500mg/5ml tiém tinh | thang vix 5 6ng 19493-15
mach dung dich
cham tiém
27.3. Co s san xuit: Medochemie Ltd - Central Factory (dia chi:1 - 10 Constantinoupoleos street,
3011 Limassol - Cyprus)
STT | Tén thube Hoat chit chinh — | Dang bao | Tudi | Tiéu Quy cich S6 Pang | Lan
Ham lwong ché tho chuin | déng géi ky gia
han
57 Kemivir Aciclovir 200 mg Viénnén |24 NSX Hopchital | VN- 01
200mg thang vi (Alu/PVC) | 17512-13
x 10 vién
58 Tamifine Tamoxifen (dudi Viénnén |60 NSX Hop chira 10 | VN- 01
10mg dang Tamoxifen thang vi 16325-13
citrate) 10 mg (PVC/PVDC
-Alu) x 10
vién nén
59 Tamifine Tamoxifen (dudi Viénnén |60 NSX Hop chita 10 | VN- 01
20mg dang Tamoxifen thang vi 17517-13
citrate) 20 mg (PVC/PVDC
-Alu) x 10 !
vién l
60 Vasblock Valsartan 160mg Viénnén |24 NSX Hop, 3 vi VN- 01
160mg bao phim | thang (PVC/PCTF | 19494-15
i E-Alu
blisters) x 10
vién
61 Vasblock Valsartan 80mg Viénnén |24 NSX Hopchtra3 | VN- 01
80mg bao phim | thang vi 19240-15
(PVC/PCTF
E-Alu
blisters) x 10
vién

27.4. Co sé& san xuit: Medochemie Ltd - Factory AZ (dia chi:2 Michael Erakleous Street, Agios

Athanassios Industrial Area, 4101 Agios Athanassios, Limassol - Cyprus)
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STT | Tén thudc Hoat chit chinh — Dang bao | Tubi Tiéu Quy cach S6 Pang | Lan
Ham lwong ché tho chuian | déng géi ky gia
han
62 Magrilan Fluoxetine (dudi Vién nang | 36 NSX Hopchta3 | VN- 01
20mg dang Fluoxetine cung thang vi(Nhom/ 18696-15
hydrochloride) 20mg PVC)x 10
vién
27.5. Co sé san xuat: Medochemie Ltd — Factory C (dia chi:2 Michael Erakleous Street, Agios -
Athanassios Industrial Area, 4101 Agios Athanassios, Limassol - Cyprus) !
STT | Tén thude Hoat chit chinh — Dang bao | Tubi Tiéu Quy cich Sb DPing | Lan
Ham luwong ché tho chuan | déng goéi ky gia
han
63 Medozopen Meropenem (dudi Bot pha 24 NSX Hoép, 1 1o VN- 01
lg dang Meropenem tiém thang 16323-13
trihydrate) 1g
64 Medozopen Meropenem (dudi Bot pha 24 NSX Hépchtal | VN- 01
500mg dang Meropenem tiém thang lo 16324-13
trihydrate) 500 mg
65 Cefimed Cefixime (du¢i dang | Viénnén | 36 NSX Hopchua2 | VN- 01
200mg Cefixime trihydrate) | bao phim | thang vix 4 vién 15536-12
200mg nén bao phim
66 Medaxetine Cefuroxime (dudi Bot pha 24 NSX Hop chura 1 VN- 01
750mg dang Cefuroxime tiém bap, | thang lo bot pha 20312-17
natri) 750 mg tiém tinh tiém. Hop
mach chira 10 lo
bdt pha tiém
28. Co s¢ dang ky: Mega Lifesciences Public Company Limited (dia chi:384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)
28.1. Co sé' sin xudt: Mega Lifesciences Public Company Limited (dia chi:384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)
STT | Tén thube Hoat chit chinh — | Dangbao |Tudi | Tiéu Quy cich S6 Pang | Lan
Ham luwong che tho chuén dong goéi ky gia
han .
67 Livolin Forte | Lecithin (PC 35%) Vién nang |24 NSX Hop 3 vix VN- 01
857,13 mg cung cap | meém thang 10 vién; Hop | 15542-12
Phospholipids thiét 5vix 10
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yéu (Polyunsaturated
phosphatidylcholine)
300 mg; - Vitamin
B1 (Thiamine
mononitrate) 10 mg;
- Vitamin B2
(Riboflavin) 6 mg; -
Vitamin B6
(Pyridoxine HCI) 10
mg; - Vitamin B12
(Cyanocobalamin)
10 pg (meg); -
Nicotinamide 30
mg; - Vitamin E
acetate (Alpha-
Tocopheryl Acetate)
10 mg

vién; Hop 10
vi x 10 vién

29. Co s6 ding ky: Merck Sharp & Dohme (Asia) Ltd (dia chi:27/F Lee Garden Two, 28 Yun Ping
Road, Causeway Bay - Hong Kong)

29.1. Co sé san xuit: FAREVA Mirabel (dia chi: Route de Marsat, Riom, 63963 Clermont — Ferrand

Cedex 9 - France)

STT | Tén thube Hoat chit chinh — | Dang bao | Tudi Tiéu Quy cach S6 Piang | Lan
Ham lwong ché tho chuan | déng goi ky gia
han
68 Cancidas Caspofungin (dudi Bt pha 24 NSX Hop 1 lo VN- 01
dang caspofungin dung dich | thang 20811-17
acetate 55,5 mg ) tiém
50,0 mg truyén
29.2. Co s& san xuit: Siegfried Hameln GmbH (dia chi:Langes Feld 13, 31789 Hameln - Germany)
Co s& déng g6i va xuit xuong: N.V. Organon (dia chi: Kloosterstraat 6, 5349 AB Oss, The
Netherlands)
| STT | Tén thude Hoat chit chinh — | Dang bao | Tudi Tiéu Quy cach S6 Piang | Lén
Ham lwong ché tho chuin | d6ng géi ky gia
han
69 Esmeron Rocuronium Dung dich | 36 NSX Hop 10lox | VN- 01
Bromide 10mg/ml tiém thang Sml 17751-14
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73 Co-Diovan Valsartan 160 mg, Viénnén |3 NSX Hop 2vix | VN- 01
160/25 Hydrochlorothiazide | bao phim | thang 14 vién 19285-15
25 mg
74 Co-Diovan Valsartan 80-mg, Viénnén |36 NSX Hop 2vix | VN- 01
80/12,5 Hydrochlorothiazide | bao phim | thang 14 vién 19286-15
12,5 mg
32.2. Co sé san xuét: Novartis Pharma Produktions GmbH (dia chi:Oflinger Strasse 44, 79664
Wehr - Germany)
STT | Tén thude Hoat chit chinh — | Dang bao | Tudi Tiéu Quy cich S6 Piang | Lan i
Ham luong ché tho chuan | déng goi ky gia
han
75 Galvus Met Vildagliptin 50 mg, | Viénnén |18 NSX Hop 6 vix | VN- 01
50mg/500mg | Metformin bao phim | thang 10 vién 19292-15
hydrochloride 500
mg
32.3. Co s san xuit: Siegfried Barbera, S.L. (dia chi:Ronda de Santa Maria 158 08210 Barberd
del Vallés, Barcelona - Spain)
STT | Tén thubc Hoat chit chinh— | Dangbao |Tudi | Tiéu Quy cich S6 Piang | Lan
Ham lwong che tho chuan | déng goi ky gia
han
76 Diovan 160 Valsartan 160 mg Viénnén |36 NSX Hop 2 vix VN- 01
bao phim | thang 14 vién 18398-14
77 Diovan 80 Valsartan 80 mg Viénnén |36 NSX Hop 2vix | VN- 01
bao phim | thang 14 Vién 18399-14 i
33. Co s¢ diang ky: Paradigm Pharma (Thailand) Co., Ltd (dia chi:No.87, M Thai Tower 15th
Floor, All Seasons Place, Wireless Road, Lumphini Sub-District, Pathum Wan District, Bangkok
Metropolis - Thailand)
33.1. Co sé san xuit: Berlin Pharmaceutical Industry Co., Ltd (dia chi:222 Romklao Road,
Klongsampravet, Latkrabang, Bangkok 10520 - Thailand)
| } ] s ) .
STT | Tén thuoc Hoat chat chinh — | Dang bao | Tuoi Tiéu Quy cich So Ping | Lan |
Ham lwong che tho chuan | dong goéi ky gia
han !
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78 Lanzaar 50 Losartan kali 50mg | Viénnén |24 NSX Hop 3 vix VN- 01
bao phim | thang 10 vién 18229-14
|
34. Co sé diing ky: Pfizer (Thailand) Limited (dia chi:No. 323 United Center Building, Floors 36th
and 37th, Silom Road, Silom Sub-District, Bang Rak District, Bangkok Metropolis - Thailand)
34.1. Co s& san xuit: Fareva Amboise (dia chi:Zone Industrielle, 29 route des Industries, 37530
Poce Sur Cisse - France)
STT | Tén thude Hoat chit chinh — | Dang bao Tubi Tiéu Quy cich S6 Ping | Lan
Ham lwong ché tho chuian | déng géi ky gia
han
79 Dalacin C Clindamycin (duoi | Vién nang | 60 NSX Hop2vix 8 | VN- 01
’ dang Clindamycin cung thang vién 18404-14
Hydrochloride)
300mg
34.2. Co sé san xuit: Pfizer Manufacturing Deutschland GmbH (dia chi. Betriebsstdtte Freiburg,
Mooswaldallee 1, 79090 Freiburg - Germany)
STT | Tén thudc Hoat chit chinh— | Dang bao | Tubi Tiéu Quy cach S6 Pang | Lan
Ham lrong ché tho chuan | déng géi ky gia
han
80 Lyrica Pregabalin 150 mg | Vién nang | 36 NSX Hop 4 vix VN- 01
clirng thang 14 vién 16856-13
81 Lyrica Pregabalin 75 mg Vién nang | 36 NSX Hop 4 vi x VN- 01
cing thang 14 vién 16347-13
34.3. Co s& san xuat: Pfizer Pharmaceuticals LLC (D/e: Km 1.9, Road 689, Vega Baja, PR 00693,
Puerto Rico, USA);
Co s& déng gbi va xudt xwong: Pfizer Manufacturing Deutschland GmbH - D/c: Betriebsstditte
Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany)
STT | Tén thudc Hoat chit chinh— | Dangbao |Tudi |Tiéu | Quy cich S6 Pang | Lin
Ham luwgng ché tho chuan | dong goi ky gia |
han
82 Neurontin Gabapentin 300 mg | Vién nang | 36 NSX Hop 1vix | VN- 01
cing thang 10 vién; Hop | 16857-13
10vix 10
vién
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35. Co sé dang ky: Sanofi-Aventis Singapore Pte. Ltd. (dia chi:38 Beach Road #18-11, South Beach
Tower, Singapore (189767) - Singapore)

35.1. Co sé san xuit: Sanofi Winthrop Industrie (dia chi:I rue de la Vierge, Ambarés et Lagrave,
33565 Carbon Blanc Cedex - France)

STT | Tén thude Hoat chit chinh — | Dangbao |Tudi | Tiéu Quy cich S6 Pang | Lan
Ham luwong ché tho chuan | déng géi ky gia
han
83 Cordarone Amiodarone Viénnén |24 NSX Hop 2vix | VN- 01
hydrochloride 200 thang 15 Vién 16722-13
mg
35.2. Co sé san xuét: Sanofi Winthrop Industrie (dia chi:56 route de Choisy au Bac, COMPIEGNE,
60205 - France)
STT | Tén thude Hoat chit chinh— | Dangbao |Tuéi |Tiéu | Quy cich S6 Pang | Lin
Ham lwgng ché tho chuan | dong goi ky gia
han
84 Tavanic Levofloxacin (dudi | Vién nén 36 NSX Hop, 1 vix 5 | VN- 01
dang Levofloxacin | bao phim | thang vién nén bao | 19455-15
hemihydrate 512,46 phim
mg) 500 mg
36. Co's¢ dang ky: Santen Pharmaceutical Asia Pte. Ltd. (dia chi:6 Temasek Boulevard, #20-03/04,
Suntec Tower Four, Singapore 038986 - Singapore)
36.1. Co s& san xuit: Santen Pharmaceutical Co., Ltd. - Nha may Noto (dia chi:2-14, Shikinami,
Hodatsushimizu-cho, Hakui-gun, Ishikawa - Japan)
STT | Tén thude Hoat chit chinh — Dang bao Tudi Tiéu Quy cach S6 Piang | Lén
Ham lwong che tho chuan | doéng goi ky gia
han
85 Cravit Levofloxacin hydrat | Dung dich |36 JB 17 Hop 1Lox | VN- 01
25mg/5Sml nho mat thang Sml 19340-15
86 Sanlein 0.3 Natri hyaluronat tinh | Dung dich | 36 NSX Hop 1 Lox | VN- 01
khiét 15mg/5ml nho mat thang 5ml 19343-15
87 Sancoba Cyanocobalamin 1 Dung dich | 36 NSX Hop 1Lox | VN- 01
mg/5ml nho mat thang 5ml 19342-15-
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37. Co s& dang ky: Standard Chem. & Pharm. Co., Ltd. (dia chi:No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055 - Taiwan)

37.1. Co sé san xuat: Standard Chem. & Pharm. Co., Ltd. (dia chi:No. 6-20, Tuku, Tuku Village,
Sinying District, Tainan City 73055 - Taiwan)

STT | Tén thude Hoat chatchinh — | Dangbao | Tudi | Tiéu Quy cich S6 Piang | Lan
Ham lwgng ché tho chuin | déng géi ky gia
han
88 Hypergold Irbesartan 150 mg Viénnén |24 USP42 |Hop 2vix | VN- 01
F.C. Tablet bao phim | thang 14 vién 19359-15
150mg
(Irbesartan)

38. Co's6 diing ky: Tedis (dia chi:9 avenue d’Quessant, 91140 Villebon-sur-Yvette - France)

38.1. Co s& san xuit: Recordati Industria Chimica E Farmaceutica S.P.A (dia chi:Via Matteo
Civitali, 1 — 20148 Milano (M]) - Italy)

STT | Tén thube Hoat chit chinh— | Dangbdo | Tudi | Tiéu Quy cich S6 Pang | Lan
Ham hrong ché tho chuin | déng géi ky gia
han
89 Zanedip Lercanidipine Viénnén |36 NSX Hop 2 vix VN- 01
20mg hydrochloride 20mg | bao phim | thang 14 vién 18107-14
(tuong Umg
Lercanidipine
18.8mg)
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
ngg}j{;’ﬁ*ﬁ&gﬂgc SOCIALIST REPUBLIC OF VIETNAM
DRUG ADMINISTRATION OF VIETNAM Boc lap - Ty do - Hanh p_hﬁf
138A Gidng V0 - Ha Noi - ViabNam Independence - Freedom - Happiness
Tel: 84.4.37366483/38464413 - Fax: 84.4.38234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thudc : Tarceva (dja chi déng goi: CH-4303 Kaiseraugst, Thuy
Name of Drug: s§)

Thanh phan chinh, ham lugng  :Erlotinib, 150mg
Active Ingredients, Strength:

* Qui cach déng géi, bao ché : Hop 3 vix 10 vién nén bao phim
Packing Size, Dosage form:
Tiéu chudn chét lugng - NSX
Quality Specification:
Han dung : 36 thang
Shelf- life:

S6 gidy phép Iuu hanh san phdm (SPK): [ VN-11868-11

Marketing Authorization Number:

S8 quyét dinh : 40/QD-QLD Ngay cép: 10/02/2011
Approval Decision Number: Date of Issuance:

Hiéu luc clia gidy phép luu hanh san phdm: c6 gia tri 05 nam ké tir ngay cap
Expiration Date of this Marketing Authorization:

Tén nha san xuat - F.Hoffmann-La Roche Ltd.

Name of Manufacturer:

Dia chi - Grenzacherstrasse 124, CH-4058 Basel - Switzerland
Address:

S6 dién thoai 4 S6 facsimile:

Tel. No. Fax. No.

Tén nha dang ky : F.Hoffmann-La Roche Ltd.

Name of Marketing Authorization Holder

Dia chi - Grenzacherstrasse 124, CH-4070 Basel - Switzerland
Address:

S6 dién thoai : S6 facsimile:

Tel. No. Fax. No.

Ha Néi, ngay 10 thang 02 ndm 2011.

CUC TRUSNG CUC QUAN LY DUCC
Ghi chu: (Note) : BETHE DRUG ADMINISTRATION OF VIETNAM

1- Gidy phép luu hanh san phdm nay dugc cdp dua trén hd sd
dang ky da dudc Cuc Quan ly duge - B4 Y t& chdp nhén.
This marketing authorization has been issued bssed on the dossiers
approved by the Drug Administration of Vietnam.
Téat ca cac thay ddi vé: cd sd san xuat, dang bao ché, ham
Itgng, chi dinh... d8u phai dugc dang ky lai dé c8p gidy
phép mdi.
Ali changes fo the manufacluring sile, dosage form, slrength, indication,
elc. are subjec! to re-registration for a new markeling authorization,
3- Mau nhan da dudc duyét va td hudng dan sif dung dugc
dinh kémtheo gidy phép nay.
The approvediabels and package insen are attached.
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic

Sg 5/ / QLD-bK Ha Noi, ngay C fthdng F nam 2011
V/v Tang 'han ding

Kinh gtii: F. Hoffmann - La Roche Ltd.
Dia chi: 124 Grenzacherstrasse CH- 4070 Basel, Switzerland.

Cuc Quan 1¥ Duge nhan duge cdc don dé nghi dé ngay 21/02/2011 va cic
tai liéu c6 lien quan cha cong ty vé viéc dé nghi tang han diung déi véi thude
~nude ngodi da duoce cip s6 dang ky luu hanh,
Can ctt Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 ciia B Y (& Quy
dinh viéc ding ky thudc,

Cin cit bién ban thim dinh hé so thay déi/ bé sung, Cuc Quan 1y Dugc cé
v ki€n nhu sau:

Padng ¥ dé cong ty dugc ting han ding doi véi cdc thude:
1. Vién nén bao phim Tarceva 150 mg, so dang ky: VN-11868-11.
2. Vién nén bao phim Tarceva 25 mg, s6 dang ky: VN-11869-11.
3. Vién nén bao phim Tarceva 100mg, s6 dang ky: VN-11870-11.

Han diing da duoc duyét: 36 thing.

Han dung thay ddi: 48 thang.

Ngodi noi dung duge thay déi trén, tat ca cdc noi dung khdc giit nguyén
nhu hé so diang ky thude Ivu tai Cuc Quan ly Duoc.

Cong ty dang kY. nha san xudt phai chiu trach nhiém vé chilt lugng déi voi
thudc Iuu hinh trén thi trudng va ¢6 trach nhiém thong bdo sur thay doi nay dén
cdc co quan lién quan va khach hang.

Sau 03 thing ké tir ngiy ky cong vén ndy, cong ty khong duge nhép thube
trén véi han dung ca.

Cuc Qu?m Iy Dugc théng bdo dé cong ty biét va thuc hién ding cdc quy
dinh cta Viét Nam vé luu hanh thudc./.

whioarl g KT.CUC TRUGNG
- Nhu trén; - . 2y
- Lwu: VT. DKT (1) PHOQ.( U IT'RUONG

“Neuyén Viet Hing




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
— - Poc lap - Tw do - Hanh phiic

S6/924'QD-BYT Ha Ngi, ngay 49 thangd ndam 2013

QUYET PINH
Cong b6 Danh muc thudc biét duge gboc Dot 8)

BO TRUONG BQ Y TE

Cin ctt Luat Dugc sé 34/2005/QH11 ngay 14/06/2005;

Can cir Nghij dinh s6 63/2012/ND-CP ngay 31/08/2012 cia Chinh phu quy dinh
chitc ning; nhiém vy, quyén han va co céu td chic cia Bd Y té;

Can ci Théng tu lién tich sb 01/2012/TTLT- BYT- BTC ngay 19/01/2012 cua
Lién By Y té - B Tai chinh huéng din dau thau mua thudc trong cac co sd'y té;

Can cir Quyét dinh sb 2962/QD-BYT ngay 22/08/2012 cia B$ trudng BO Y té vé
viéc ban hanh Quy dinh tam thi vé céc ti liéu can cung cép dé cong bd cac danh muc
thubc biét duge gbe, thude trong duong diéu trj véi thube biét duge gbc, thude ¢ tai
litu chimg minh twong dwong sinh hoc va Quyét dinh sé 1545/QD-BYT ngdy
08/05/2013 ctia Bd trudmg Bo Y t& vé viéc sira ddi, bd sung Quyét dinh s6 2962/QP-
BYT ngay 22/08/2012 ciia B Y té v& viéc ban hanh Quy dinh tam thoi vé céac tai liéu
cin cung cép dé cong bb cac danh myc thudc biét duge goc, thude tuong duong diéu trj
v6i thude biét duge g6c, thuc‘;c\ c6 tai liéu chimg minh trong duong sinh hoc;

Cin cir y kién ctia Hoi dong xét duyét danh myc thudc bigt dugc goc, thudc tuong
duong didu tri véi thube biét duge gbe, thude 6 tai ligu chimg minh twong duong sinh
hocciaBd Y té;

Xét d& nghi cia Ong Cuc truéng Cuc Quan 1y duge - B3 Y €,

QUYKT PINH:

_ Diéu 1. Cong bb keém theo Quyét dinh nay Danh muyc thudc biét dugc géc (Pot 8)
gom 63 thuoc.

Pitu 2. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Pidu 3. Cac ong, ba: Chanh Vin phong B, Cuc trudng cac Cuc: Quan ly dugc,
Quén ly khdm chira bénh, Quan ly Y dugc cd truyén, Khoa hoc Cong nghé va Déo tao;
Vu truong cac Vu: Phap ché, Bao hiém y té, K& hoach - Tai chinh; Gidm dbec So Y té
cac tinh, thanh phd truc thudc Trung uong; Gidm dbc cac bénh vién, vién c6 giuong
bénh truc thuéc Bo Y té; Giam dbc cac co sd san xuét thube c6 thubc duge cong bo tai
Pidu 1 va Thu trudng cac don vi c6 lién quan chiu trach nhi¢m thi hanh Quyét dinh
nay./.

Noi nhén: KT. BO TRUONG
~Niitr Dicu 3; o THU TRUONG

- BTr. Nguyén Thi Kim Tién (dé b/c);

- Cac Thir truong;

- Bao hiém xa hdi VN;

e ™
- Téng Cong ty duge Viét Nam; V4 TR N Il/
- Hiép hoi Doanh nghiép duge Viét Nam; fin QN /4l
- Cuc Quan y-B Quéc phong; Cuc Y té-Bd Céng an; ¢ I
- Cuc Y té giao thong vén tai-Bo GTVT; \ 13 Y
- Céng thong tin dién tir B§ Y té; W T
- Website ciia Cuc QLD; } _‘/
- Luu: VT, QLD (02b). “*x‘;:ugﬂ?en Thi Xuyén
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