BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

~ TRUNG TAM MUA SAM Poc lap - Tu do - Hanh phiic
TAP TRUNG THUOC QUOC GIA
$6:206TTMS-NVD Ha Noi, ngay( thing Frcm 2022

V/v thay doi thong tin thudc trang thiu
BDG Tienam theo hinh thirc PPG

Kinh gui:
-S6 Y té cac tinh, thanh phé truc thue Trung wong;
- 'Y té cac Bo/nganh;
- Cac bénh vién/vién co giuong bénh truc thudéc Bo Y té.

Ngay 06/6/2021, Bo truong B Y té dd ban hanh Quyét dinh sé 2797/QP-
BYT vé viéc phé duyét két qua lua chon nha thiu cung cép thudc biét duge gbc
thudc Danh muc thube duge ap dung hinh thire dam phan gia ndm 2020 cta Trung
tdm Mua sim tap trung thube Quéc gia (Trung tim).

Ngay 17/6/2022, Cuc Quan ly Duoc da ban hanh Quyet dinh s6 322/QP-QLD
vé viéc cong bd Danh muc thude biét duge gbe - Pot 1 nam 2022.

Ngay 01/7/2022, Cuc Quén ly Dugc da ban hanh Quyet dinh sb 370/Qb-QLD
vé viéc stra dbi thong tin cia 08 thude tai Danh muc thube biét duoc gbc - Pot 1 ndm
2022 ban hanh kém theo Quyét dinh s6 322/QD-QLD ngay 17/6/2022.

Ngay 01/7/2022, Trung tdm di nhan duoc van ban sé 4783/DL2-TBV cua
Cong ty cb phén Duoc liéu Trung wong 2 va cac tai lidu kém theo vé viéc thong bao
thong tin thudc Tienam duoc Cuc Quan ly Dugc phé duyét thay doi thong tin vé co
s¢ dong gobi va cong b6 tai Danh muc thuéc Biét duoc goc - Dot 1 nam 2022.

Can ctr Khoan 4 Diéu 42 va diém c Khoan 6 Bleu 37, Thong tu 15/2019/TT-
BYT ngay 11/7/2019 cua B§ truong Bo Y té quy dinh vé truong hop thube trung thau
c6 thay doi trong qua trinh lya chon nha thau hodc cung ung thube trang thau, Trung
tAm xin théng bao thay dbi thong tin ctia thude trang thau Tienam, cu thé nhu sau:

Tén ’thué’c, tén hoat | Thong tin cua thudc trang thau tai Quyét | Théng tin cua thuécﬂtrﬁng thau sau
chat, so diang ky dinh s6 2797/QD-BYT ngay 06/6/2021 thay doi

Co so san xuat: Merck Sharp &

Co s& san xuat: Merck Sharp & Dohme Dohme Cotp,, M§ (de: 2778

Corp., My (d/c: 2778 South East Side

Tienam : ) South East Side Highway
(Imipenem S00mg, | Z18/Wa), Eikion, VA.22827, USH); Elkion, VA 22827, USA):
: : Co s¢ dong goi: Laboratoires Merck S e :
Cilastatin 500mg) Sharp & Dohme- Chibret. Pha Co sd dong goi: Fareva Mirabel,
VN-20190-16 o e Phap (@/c: Route de Marsat,

(d/c: Route de Marsat, Riom, 63963

Clermont-Ferrand Cedex 9, France) Riom, 63963, Clermont-

Ferrand, Cedex 9, France)
Trung tdm théng bao va giri cac tai liéu kém theo d& S¢ Y té cac tinh, thanh phd
truc thudc Trung wong, Y té cac Bo/nganh, cac co sd'y té blet va thyuc hién.

/ F T
TRUNG TAM
MUA SAM

A . ;

Noi nhin:

- Nhur trén;

- TT. Tran Vin Thuan (dé bao cdo);

- Céng ty CP Dugc liéu Trung vong 2 (dé t/h);

- Trung tdm Giam dinh bao hiém y té va thanh toan
da tuyén;

- Luu: VP, NVD.



CONG TY CP DUQC LIEU CONG HOA XA HOI CHU NGHIA VIET NAM
TRUNG UONG 2 Péje lip — Tu do — Hanh phuac

p— uuasiuri?m sé:-448% /pLo-rBY TP. Hé Chi Minh, ngéy 01 théng 7 ndm 2022

VI Thong bao thong tin thuéc Tienam

DEN .............. -----m; ¢ Cue Quan Ly Dirge phé duyét thay doi
. . iri: TRUNG TAM MUA SAM TAP TRUNG THUOC QUOC GIA
E 0] 11111 R
86 va ky hiéu HS:....... Tredetiér, Cong ty Co phén Duge liéu Trung Uong 2 (Cong ty) xin gri 10i chao va chic

s

st Khoe dén Quy Trung Tam, Céng ty xin cam on sy hd trg va hop téc ctia Quy Trung tam
trong subt thoi gian vira qua.

Ilép theo cdc cong vin 4394/DL2-TBV ngay 20/6/2022, 4486/DL.2-TBV ngay 22/6/2022
'vé viée cap nhat tén co s dong géi sdn phdm Tienam theo Quyet Dinh 322/QD-QLD ngay
17/6/2022 cua Cyc Quan Ly Dugc vé viée cong bb danh muc thude Biét duge goe duge phé
duyét thay dbi bd sung gidy dang ky luu hanh dgt 1 nim 2022.

Nay cdng ty xin cap nhat dén Quy Trung Tam théng tin thuéc Tienam vdi chi tiét Tén/ Dia
chi nha may san xudt, nha mdy dong goi dd duge Cuc Quan Ly Dugce ban hanh tai phu lue
kém theo Quyct Dinh sé 370 /QD-QLD ngay 01/07/2022 vé viée sira ddi théng tin trong
Danh muc thude biét dugce gbc. Thong tin chi tiét thubc Tienam duge phé duyét cu thé nhu
sau (xin tham khao dinh kém Quyét dinh s6 370 /QD-QLD ngay 01/07/2022) :

i . . .| Tén va dia chi nha mdy sin
" Tén va dia chi nha may san £ i 2 B
iy 55 Minp s | sukt, nbih sy @ug gl O% | o b D sy Alug §OI thy
thude bRy | i B T SRR @i da dwoe Cuc Quin Iy
tring thau e g
Duge phé duyét.
- Co s& san xut: - Co s& san xuét:
Merck Sharp & Dohme Merck Sharp & Dohme
Corp. Corp.
2778 South East Side 2778 South East Side
Highway, Elkton, VA 22827, | Highway, Elkton, VA 22827,
e VN-20190- | USA e “ USA
16 - Co sg dong goi: o CaiRnaEh
Laboratoires Merck Sharp A RERSR T
& Dohme-Chibret: FAREVA Mirabel
Route de Marsat, Riom, | Route de Marsat, Riom, 63963
63963 Clermont- Ferrand, | Clermont- Ferrand, Cedex 9,
Cedex 9, France France




Céng ty chiing t6i kinh mong nhan digc chdp thuén tir Quy Trung Tam cho phép cong ty
duge cung Ung thuéc Tienam theo goi Thau Céng ty di tring Goi Thiu sé 02: Cung cép
thudc Biét duge gbe Tienam ( Imlpenem + Cislatin 500mg + 500mg ) hodc worng duong
diéu tri thu¢c danh muc thudc dugce ap dung hinh thire Dam phén gia cho céc co sdr y té trén
toan qudc nam 2021-2022 véi tén nha may déng géi mdi trong thoi gian t6i.

Chiing t6i xin cam két chit lwong cta hai mit hang trén 1a khong thay déi.
Trén trong kinh chao.

TL- TONG GIAM POC

Noinhan:
-Nhu trén;
=Luu VT, TBV

mmumw{am
Hoang Vin Phic
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pj :hon”  BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
"CUC QUAN LY DUQC Poc lap — Tuw do — Hanh phiic
Sé: 370 /QDP-QLD-, Ha Ngi, ngay 01 thang 07 nam 2022
g QUYET PINH

Vé viéc sita asi théng tin trong Danh muc thude biét dwoc goe
ban hanh\kem theo Quyét dinh cong bd ciia Cuc Quén Iy Duoc

,;\\'
& CUC TRUGNG CUC QUAN LY DUQC

f Can cu Ludt Duoc so 105/2016/QH13 ngay 06/4/2016;
\5 7 Can cir Nghi dinh sé 75/2017/NP-CP ngay 20/6/2017 cua Chinh phu
squy dinh chitc nang, nhiém vi, quyén hanva co cdu té chite ciia B Y té;
& Can cir Nghi dinh s6 54/2017/NP-CP ngay 08/5/2017 cua Chinh phii
quy dinh chi tiét mét sé diéu va bién phdp thi hanh Ludt Dioc;

Can cit Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii
sira d6i, b6 sung mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh
thuéc pham vi quan Iy nha mede ciia B Y té;

Can cir Nghi dinh sé6 30/2020/NP-CP ngay 05/3/2020 cria Chinh phii
ve cong tdc van thue;

Cén cir Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cia Bo treong
B6 Y té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuéc;

Can cir Thong tw s6 23/2021/TT-BYT ngay 09/12/2021 ciia Bé Y té sira
doi, bo sung mot s6 vin ban quy pham phdp lugt do Bé truong B Y té ban
hanh;

X)d,

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cuia B trucng
Bo Y té quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc
Quan Iy Duoc thuée Bé Y té;
Theo dé nghi ciia Trieomg phong Phong Bang ky thuéc - Cuc Quan Iy
Dueorc.
QUYET PINH:

Piéu 1. Sira dbi thong tin 08 thudc tai Danh muc thudc biét duge gbc -
Dot 1 nim 2022 ban hanh kém theo Quyét dinh s6 322/QD-QLD ngay 17/6/2022
ctia Cuc Quan ly Duge (Danh muc cu thé tai Phu luc kém theo Quyét dinh nay).

Céc thong tin khéc cua thude trong Danh muc cong bd kém theo Quyét
dinh s6 322/QP-QLD ngay 17/6/2022 khong thay dbi.

Piéu 2. Quyét dinh nay c¢6 hiéu luc ké tir ngay ky ban hanh.



Diéu 3. Gidm doc So Y té cac tinh, thanh phd truc thudc Trung wong va
Giam doc co s¢’san xuat va co s¢ dang ky co thudc tai Piéu 1 chiu trach nhiém
thi hanh Quyét dinh nay '

A

Noi nhén: KT CUC TRUONG

- Nhu Dién 3; R :
- Thir trwéng D& Xu@ Tuyén (de b/c); HO CUC TRUONG

- Céc'd/c Tha tmcmg BYT (dé blc):
- Cuc trudng (de b?b), 4e
-Cuc Quan Y - B§ Quéc phong; Cuc Y té - Bd Cong [
an; Cuc Y tgé?TVT B¢ Giao thong van tai; Tong ||
cuc Hai quan - By Tai chinh; \
- Bao h:em\Xa hoi Viét Nam, :
- Bo ¥ t&; Vu Phdp ché, Cuc QLYDCT, Cuc ® guyen Thanh Lam
QLI;_@B, Thanh tra B9; :

- C4¢ Vign: KN thude TW, KN thude TP. HCM;

-ZI"rung tdm mua sim tap trung thude quoc gia;
s Tong Céng ty Dugc Viét Nam- CTCP;

- Cac co s¢ kinh doanh dugc;
.::\ - Cac B¢nh vién & Vién co6 giuong bénh truc thude

BoY té;

- Cuc QLD: QLKDD, QLCLT, PCTTra, QLGT,

VPC, Website;

- Luu: VT, BK.

s f}g



BAN HANH KEM THEO

Phu luc
DANH MUC 08 THUOC DUQC SUA DOI THONG TIN TAI DANH MUC THUOC BIET DUQC GOC

UY’ET DINH SO 322/QP-QLD NGAY 17/6/2022 CUA CUC QUAN LY DUQC

(Ban hanh kem t@p uyét dinh s6: 370 /OP-QLD ngay 01 /07 /2022 ciia Cuc Quan Iy Duoc)

cal \\
STT | Ténthube | S6dingdy Ngi dung di cong bo Ngi dung sira doi Ciin ci sira doi

1 | Cancidas VN:20568- | 1. S0 déng ky: 1. Sb dang ky: - Quyét dinh s6 210/QP-
- \cgo 17 VN-20658-17 VN-20568-17 QLD ngay 08/06/2017 clia
2% 2. Pia chi co sd san xuat: 2. Dia chi co sé san XUuét: Cyc  Quan ly  Dugc
o« Route de Marsat, RIOM 63963, Route de Marsat, Riom, 63963 - Cong vin s0 6821/QLD-
A Clermont Ferrand Cedex 9, Phéap Clermont — Ferrand Cedex 9, Phap DK ngay 11/06/2021 cua

o Cuc Quén 1y Dugc
2 | Cancidas VN-20811- | 1. Hoat chat, ham luong: 1. Hoat chat, ham lugng; - Quyét dinh s6 232/Qb-
17 Caspofungin 50mg Caspofungin (dudi dang caspofungin QLD ngay 29/04/2022 cua

acetate 55,5 mg) 50 mg Cuc Quan ly Dugc
2. Pia chi co s& san xuat: 2. bia chi co s& san xudt: - Quyét dinh sd 232/QP-
Route de Marsat, RIOM 63963, Route de Marsat, Riom, 63963 QLD ngay 29/04/2022 cua

Clermont Ferrand Cedex 9, Phap Clermont — Ferrand Cedex 9, Phap Cuc Quan 1y Dugc
3 | Cerebrolysin QLSP-845- | Dia chi co sé tron va dong goi so cap: Dia chi co s& tron va déng géi so cip: - Quyét dinh sb 317/Qb-
15 Otto-Schoot-Str. 15, 07745 Jena, Pic Otto-Schott-Str. 15, 07745 Jena, Dic QLD ngay 17/6/2022 cta

Cuc Quan ly Dugc
4 | Tienam VN-20190- | 1. Tén, dia chi co s& san xuat: 1. Tén, dia chi co s san xuat: - Quyét dinh sb 530/Qb-
16 - Co s6 san xudt: - Co s& san Xuét: QLD ngay 03/11/2016 cua
FAREVA Mirabel Merck Sharp & Dohme Corp. Cuc Quan ly Duoc
- Dia chi co sd san xuét: - Pia chi co s san xuat: - Cong vin sd 6820/QLD-
2778 South East Side Highway Elkton, | 2778 South East Side Highway, Elkton, | DK ngay 11/06/2021 cua

Virginia 22827, My VA 22827, USA Cuc Quan ly Duge.
2. Co s& dong goi: 2. Co 56 dong goi: - Cong van s0 12234/QLD-
Laboratoires Merck Sharp & Dohme — | FAREVA Mirabel bK ngay 1,5 /08/2017 cua

Chibret - Dia chi co s& déng goi: Cyc Quan ly Dugc
- Dia chi co s¢ dong goi: Route de Marsat, Riom, 63963 - Cong s 12163/QLI?-
Route de Marsat, Riom, F-63963, Clermont- Ferrand, Cedex 9, France DK ngay 29/06/2018 cua

Clermont-Ferrand Cedex 9, Phép Cyc Quan ly Duge




STT | Tén thuéc | Sb ding ky N¢i dung da cong bo Ngi dung sira doi Ciin cit sira dbi
5 | Sandostatin VN-20047- | 1. Thong tin co s¢ dong g6i va xuat 1. Théng tin co s& dong goi va xuét - Céng van sb 15510/QLD-
Lar 20mg 16 xuc'm\g:\ 2\ ’ xuong: G : DbK ngay 02/10/2020 cuta
- Co s0 dong goi va xuat xudng: - Co s& dong goi thir cap va xuat xuong: | Cuc Quan ly Duge
/ ﬁﬁsﬁott Biologicals B.V Abbott Biologicals B.V.
o] - Pia chi co so dong g6i va xuat xuéng: | - Dia chi co sé dong goi thir cip va xudt
\,\\‘3‘"\\‘ " | Veerweg 12, 8121 AA Olst, Ha Lan xudng:
> Veerweg 12, 8121AA Olst, Ha Lan
<& 2. Thong tin co s& san xuat dung méi pha | 2. Thong tin co'sé san xuit dung mdi pha
i tiém: tiém:
&« - Co & san xuat dung méi pha tiém: - Co s san xudt dung moi pha tiém:
\\;\\.;*3\7" Abbot Biologicals B.V Abbott Biologicals B.V.
Q" - Pia chi co so san xuat dung mdi pha - Pia chi co s& san xuat dung méi pha
tiém: tiém:
Veerweg 12, 8121 AA Olst, Ha Lan Veerweg 12, 8121AA Olst, HA Lan
6 | Sandostatin VN-20048- | 1. Théng tin co sé déng goi va xuat | 1. Théng tin co s& déng goi va xuat | - Cong vin s6 15511/QLD-
Lar 30mg 16 Xuong;: xuong;: bK ngay 02/10/2020 cua
- Co o dong goi va xuat xuong: - Co s& déng goi thir cap va xuat xuong: | Cuc Quan 1y Duoc
Abbott Biologicals B.V i Abbott Biologicals B.V.
- Dia chi co so déng goi va xuat xudng: | - Dia chi co sé dong goi thir cap va xuit
Veerweg 12, 8121 AA Olst, Ha Lan xuong:
Veerweg 12, 8121 AA Olst, Ha Lan
2. Thong tin co s¢ sdn xuat dung moi 2. Théng tin co s& san xuat dung moi
pha tiém: pha tiém:
- Co s6 san xudt dung méi pha tiém: - Co s¢ san xuét dung méi pha tiém:
Abbot Biologicals B.V Abbott Biologicals B.V.
- Pia chi co sé san xuét dung méi pha | - Dia chi co s& san xudt dung méi pha
tiém: tiém:
Veerweg 12, 8121 AA Olst, Ha Lan Veerweg 12, 8121AA Olst, Ha Lan
7 | Spexib VN2-651-17 | Diachi co sd san xudt: Dia chi co s& san xudt: - Quyét dinh s6 407/Qb-
150mg Schaffhauserstrasse CH-4332 Stein Schaffhauserstrasse, 4332 Stein QLD ngay 19/9/2017 cia

Cuc Quan ly Dugc
- Cong van sb 5259/BYT-
QLD ngay 9/9/2019 ctia Bd
Y té




STT | Tén thuée | S6 dingky N¢i dung da cong bo Ndi dung sira doi Cin cir sira d6i
8 | Lucentis QLSP-1052- | 1. Co s6 sén xudt: 1. Co 6 san xudt: ’ - Cong van s6 2528/QLD-
17 - Co s¢san xuat: - Co s san xudt va dong goéi so cap: PbK ngay 05/02/2018 cuta
Vetter Pharma - Fertigung GmbH & Co. | Vetter Pharma - Fertigung GmbH & Co. | Cuc Quan 1y Duoc
LK KG
oM - Pia chi co s& san xudt: - Dia chi co so san XUuét va déng géi so
s | Eisenbahnnstraf3e 2-4, 88085 cap:
A3 Langenargen Eisenbahnstrasse 2-4, 88085

- Co s& dong goi thir cép:
Alcon-Couvreur NV

Langenargen, Germany
- Co s& déng goi thir cap:
Alcon-Couvreur NV




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

Ky quinty CUC QUAN LY DUGC DPijc lap - Tw do - Hanh phiic
Duo‘c
E‘;ﬁ;‘ﬁ’; '?;’ g . Sb 3 /QB-QLQ Ha Noi, ngay 17 thdng06 nim2022

21:18:45 +07:00
QUYET DINH
vé vigc cong b6 Danh muc thube biét dwoc goc Dot 1 nam 2022

P

\
AN

Q' CUC TRUONG

Can cuz\Luat Duoge s6 105/2016/QH1 3 ngay 06/04/2016;

Can@’u Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy dinh chi tiét
mét 56 dién vé bién phap thi hanh Ludt Duorc,

@:m cir Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 cuia Chinh phu stea doi mot
so quy; a‘mh lién quan dén diéu kién dau tw kinh doanh thuée pham vi quan 1y nha nuée
cug B Y té;

& Can cir Nghi dinh 6 75/201 7/NB CP ngay 20/6/201 7 cuia Chinh phu quy dinh chire
ing, nhiém vu, quyén han va co cdu t6 chire ciia Bo Y 1é;
Cén cir Théng tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé trieomg Bé Y té quy
dinh viéc dang ky heu hanh thuoc, nguyén liéu lam thuoc;

Can cir Thong tw s6 23/2021/TT-BYT ngay 09/12/2021 ciia BG Y té sira déi, bé sung
mét s6 van ban quy pham phdp ludt do B trieéng Bé Y 16 ban hanh;

Can cir Quyét dinh s6 7868/0P-BYT ngay 28/12/2018 cia Bé triweong Bo Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan Iy Duoc thuée Bo
Yie;

Theo dé nghi ciia Trieong phong Phong Pdng ky thuée - Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Céng b Danh muc thude biét duge gde - Dot 1 nam 2022, gdm 30 thube
tai Phu luc kém theo Quyét dinh nay, cu thé:

- Phu luc I: Danh muc 27 thude biét duge gée dugce phé duyét thay doi, bo sung gidy
dédng ky luu hanh.

- Phy luc II: Danh muc 03 thudc biét duge gde duoce gia han gidy dang ky luu hanh.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam dég So'Y té cac tinh, thanh ph tryc thude Trung wong, céc co s¢ kinh
doanh dugc va Giam doc co so ¢ thude néu tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhn;: KT. CUC TRUONG

- Nhu Biéu 3;
- Thir truong D& Xuan Tuyén (dé b/c); 0 e TRUONG

- Céc d/c Thir truong BY T (dé blc);

- Cuc truong (dé blc);

- Cuc Quin Y - B Quéc phong; Cuc Y té - Bd
Cong an; Cuc Y té GTVT - Bd Giao thong van
tai; Téng cuc Hai quan - Bg Tai chinh;

- Bao hiém Xa héi Viét Nam;

- B6 Y té&: Vu Phap ché, Cuc QLYDCT, Cuc
QLKCB, Thanh tra Bg;

- Céc Vién: KN thude TW, KN thudc TP. HCM;
- Téng Céng ty Dugc Viét Nam- CTCP; Cac co
s& kinh doanh duoc;

- Céc Bénh vién & Vién co giuong bénh truc
thudc Bo Y té;

- Cuc QLD: QLKDD, QLCLT, PCTTra, QLGT,
VPC, Website;

- Luu: VT, BK.
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Phu luc1l

DANH MUC 27 THUOC BIET DUQC GOC PUQC PHE DUYET THAY POI, BO SUNG GIAY PANG KY LUU HANH - PQT 1 NAM 2022
(Ban hanh kém theo Quyét dinh s6377 /OD-QLD ngay 17 /06 /2022 cua Cuc Quan Iy Duoc)
I

Q..

STT | Tén thude Hoat chit Ham | Quy cach S6 ding ky | Co s sin xuit Dia chi co si san xuat Nuwéc | Cong viin phé
lrgng/ | déng goi; sin duyét thay
D{ﬁggd{) Dang bio ché xudt | dbi, bo sung
1 Arcoxia Etoricoxib | 120mg Hop 3 vix 10 VN-20808-17 | San Xuat boi: | Pia chi nha san xudt: Via | Tdy | Céng vin s
120mg i ) vién, Vién nén Rovi Pharma | Complutense, 140, 28805 | Ban | 18893/QLD-
.t bao phim Industrial ~ Services, | Alcala de Henares, Madrid; | Nha | DK ngay
Y S.A (Pia chi déng g6i va xuit 29/12/2020
S xudng:  Shotton  Lane,
Pong g6i va xuat | Cramlington,
o xuong  béi:  Merck | Northumberland NE23 3JU,
Sharp & Dohme Ltd. | United Kingdom, Anh)
2 | Arcoxia Etoricoxib 60mg Hop 3 vix 10 | VN-20809-17 | San xuit  béi: | Pia chi nha san xuat: Via | Tay | Céng vin sd
60mg vién, Vién nén Rovi Pharma | Complutense, 140, 28805 | Ban 18893/QLD-
bao phim Industrial Services, | Alcald de Henares, Madrid; | Nha | DK ngay
S.A (Pia chi dong goi va xuét 29/12/2020
xuong:  Shotton  Lane,
DPong géi va xuat | Cramlington,
xuong boi:  Merck | Northumberland NE23 3JU,
Sharp & Dohme Ltd. | United Kingdom, Anh)
3 | Arcoxia Etoricoxib 90mg Hop 3 vix 10 VN-20810-17 | San xuat bdi: | Pia chi nha san xudt: Via | Tay | Cong vin s6
90mg vién, Vién nén Rovi Pharma | Complutense, 140, 28805 | Ban | 18893/QLD-
bao phim Industrial ~ Services, | Alcala de Henares, Madrid; | Nha | DK ngay
S.A (Pia chi déng goi va xuit 29/12/2020
xudng:  Shotton Lane,
Pong géi va xuit | Cramlington,
xuong boi:  Merck | Northumberland NE23 3JU,
Sharp & Dohme Ltd. | United Kingdom, Anh)

4 Cancidas Caspofungin | 50mg Hop 1 lo, Bot VN-20811-17 | FAREVA Mirabel Route de Marsat, RIOM | Phap | Cong vin )
pha dung dich 63963, Clermont Ferrand 6821/QLD-
tiém truyén Cedex 9 DK ngay

11/06/2021

5 Cancidas Caspofungin | 70mg Hop 1 lg, Bot VN-20658-17 | FAREVA Mirabel Route de Marsat, RIOM | Phap | Céng van so

pha dung dich 63963, Clermont Ferrand 6821/QLD-

tiém truyén

Cedex 9




STT | Tén thubc Hoat chit Ham Quy cach S6 ding ky | Co sé sin xuit Dia chi co sé' san xuat Nuwée | Cong vin phé
luwgng/ dong goi; sin duyét thay
Nongdp | Dang bao ché xuidt | dbi, bd sung
\\,5;.5*\ DK ngay
LN 11/06/2021
6 | Cerebrolysin | Peptide 215,2 /:_‘\/"\\:‘j Hop 10 bng x QLSP-845-15 | Co so tron va dong goi | Dija chi co s tron va dong | Dirc | Cong vin s6
(Cerebrolysin mg/\s{lif‘:\‘ Iml; hop 5 éng so cap: Ever Pharma | géi so cap: Otto-Schoot-Str. 17979/QLD-
concentrate) .\Q.\' x 5ml; hop 5 Jena GmbH; Co s¢ | 15, 07745 Jena, Dirc; Qia PK ngay
215,2 mg/ml i éng x 10ml; déng géi thir cap: Ever | chi co s& dong goi thir cap: 07/12/2020
‘N,\\\" Dung dich tiém, Pharma Jena GmbH; | Briisseler Str. 18, 07747
.\‘_‘/\?év dung dich dam Co so xuat xuong: | Jena, Germany; Dia chi co
o i déc pha dung Ever Neuro Pharma | sé xuit xuong: Oberburgau
\\j““\ dich tiém GmbH 3, 4866 Unterach, am
N truyén Attersee, Ao;
7 Curosurf Méi lo 1,5ml 120mg/1,5 Hop 1lo 1,5ml | VN-18909-15 | Chiesi Farmaceutici | Via San Leonardo 96- Ny Cong vin 50
chira: ml Hén dich bom S.p.A 43122 Parma, Y 1018/QLD-
Phospholipid ong néi khi PK ngay
chiét xuét tir quan 09/02/2021
phoi lon
120mg
8 | Invanz Ertapenem lg Hop 1 1o 15ml | VN-20315-17 | FAREVA Mirabel Route de Marsat, Riom, | Phap | Céng vin sd
(dudi dang chia Ig 63963 Clermont - Ferrand 6819/QLD-
Ertapenem ertapenem; Hop Cedex 9, Phap DK ngay
natri) 1g 1 lg 20ml chira 11/06/2021
lg ertapenem, va Quyét dinh
Bot pha dung 56 265/QD-
dich tiém QLD ngay
truyén. 11/5/2022
9 | Keppra Levetiraceta | 500mg Hép 6 vix 10 VN-18676-15 | UCB Pharma S.A. Chemin du Foriest, Braine- Bi Céng vin so
m vién nén bao I'Alleud, 1420, Bi 3112/QLD-
phim DK ngay
01/04/2020
10 | Lucentis Ranibizumab | 1,65 Hop 1 bom QLSP-1052- | Vetter Pharma - | EisenbahnnstraBe 2-4,| Biuc | Cong van so
mg/0,165 tiém dong sin 17 Fertigung GmbH & | 88085 Langenargen; Dia chi 10508/QLD-
ml thude x 0,165 Co. KG (Co s¢ déng | co sé dong goi thi cép: DK ngay
ml, Dung dich g6i thir cép: Alcon- | Rijksweg 14, 2870 Puurs, 14/07/2020
tiém Couvreur NV) Belgium




STT | Tén thuoc Hoat chat Ham Quy eich So ding ky | Co so san xuat Dia chi co sé sin xuit Nuéc | Cong viin phé
lugng/ dang goi; sdn duyét thay
Nong d6 | Dang bao ché xuit | dbi, bd sung
11 | Meiact Cefditoren 200mg HQp.‘iZ\ vix 10 VN-18022-14 | Meiji Pharma Spain, | Avda. de Madrid, 94, Alcala | Tay | Cong vin sé
200mg (dudi dang : ¥i\én; S.A de Henares, 28802 Madrid | Ban | 15169/QLD-
Cefditoren it m}f Vién nén bao Espana, Tdy Ban Nha Nha | DK ngay
pivoxil) _\\\S\- phim 24/12/2021
12 | Nexavar Sorafenib q 200mg Hép 6 vix 10 VN-19389-15 | Bayer AG Kaiser- Wilhelm- Allee, | Pic | Cong vin sd
4° vién; Vién nén 51368 Leverkusen 5390/QLD-
o bao phim bK ngay
o~ 12/04/2019
13 | Norditropin ~ | Somatropin 3,3 mg/ml | Hfp chira 1 but | QLSP-844-15 | Novo Nordisk A/S Novo  Allé, DK-2880 | Dan | Cong vin so
NordiFlex 5 tiém bom sin x Bagsvaerd Mach | 2486/QLD-
mg/1.5 ml’ 1,5ml, Dung DK ngay
dich tiém 19/03/2021
14 | Omnipaque | Iohexol lod Hop 10 chai VN-10687-10 | GE Healthcare Ireland | IDA Business  Park, | Ireland | Cong van s6
300mg/ml 50ml, 100ml, Limited Carrigtohill, Co. Cork 4922/QLD-
Dung dich tiém DK ngay
05/05/2021
15 | Omnipaque | Iohexol lod Hép 10 chai VN-10688-10 | GE Healthcare Ireland | IDA Business Park, | Ireland | Céng vin so
350mg/ml 50ml, 100ml, Limited Carrigtohill, Co. Cork 4922/QLD-
Dung dich tiém DK ngay
05/05/2021
16 | Primovist Moi ml chira: | Méi ml Hop 1 bom VN-21368-18 | Bayer AG MullerstraBe 178, 13353 | Pic | Cong van so
Gadoxetate chira: tiém thay tinh Berlin 1110/QLD-
disodium Gadoxetate | chira 10ml dung PK ngay
0,25mmol disodium dich tiém; Hop 17/02/2021
tuong duong | 0,25mmol 1 bom tiém
181,43mg tuong nhuya chira 10ml
duong dung dich tiém,
181,43mg Dung dich tiém
17 | Remicade Infliximab 100mg Hép 1 lox QLSP-970-16 | Co s& san xuat: Cilag | Dia chi co s¢ san xudt: | Thuy | Congvin s
100mg, Bjt pha AG - Co so xuat | Hochstrasse 201, 8200 St 24239/QLD-
dung dich didm xuong: Janssen | Schafthausen, Thuy S¥ DK ngay
dac dé pha Biologics B.V. Pia chi co s& xudt xudng: 12/12/2016

dung dich tiém
truyén

Einsteinweg 101, 2333 CB
Leiden, Ha Lan




STT | Tén thude Hoat chit Ham Quy cich So ding ky | Co so san xuiét Pia chi co sé sin xuat Nuée | Cong vin phé
lwong/ dong goi; sin duyét thay
Nongd) | Dang bao ché xuéit | dbi, bd sung
18 | Sandostatin | Octreotid 20mg Qp”i\ lo thubc | VN-20047-16 | Co s& san xudt: | Dia chi co s& san xuat: Ao Céng vin sO
Lar 20mg (dudi dang _ b6t +1 bng tiém Sandoz GmbH; | Biochemiestrasse 10, 6336 15510/QLD-
octreotid A7 dong sin chira Co s& dong goi va xudt | Langkampfen - Ao; DK ngay
acetat) \\r}\\"-" dung méi pha xuéng: Abbott | Dia chi co s& dong goi va 02/10/2020
5 tiém, 1 b9 Biologicals ~ B.V; | xudt xuong: Veerweg 12,
. a chuyén doi + 1 Co so san xuat dung | 8121 AA Olst, Ha Lan;
e = miii tiém; Bot mdi pha tiém: Abbot | Dia chi co s¢ san xuit dung
.- pha tiém Biologicals B.V moi pha tiém: Veerweg 12,
ay 8121 AA Olst, Ha Lan
o
19" | Sandostatin<™ | Octreotid 30mg Hop 1 lg thude | VN-20048-16 [ Co s& san xuat: | Dia chi co s& san xudt: | Ao | Congvan so
Lar 30mg" (dudi dang bt +1 ong tiém Sandoz GmbH; | Biochemiestrasse 10, 6336 1551 1/QLD-
octreotid dong sin chira Co so dong goi va xudt | Langkampfen - Ao; DK ngay
acetat) dung mdi pha xXudng: Abbott | Pia chi co s¢ dong goi va 02/10/2020
tiém, 1 b Biologicals B.V; | xuft xuong: Veerweg 12,
chuyén déi + 1 Co s& san xudt dung | 8121 AA Olst, Ha Lan;
miii tiém, Bt mdi pha tiém: Abbot | Pia chi co sé san xuit dung
pha tiém Biologicals B.V moéi pha tiém: Veerweg 12,
8121 AA Olst, Ha Lan
20 | Solu-Medrol | Methylpredni | 125mg Hop 25 1o Act- | VN-15107-12 | Pharmacia and Upjohn | 7000 Portage Road, | My | Cong vin s6
solone 0O-Vial 2 ml; Company LLC Kalamazoo, Michigan (MI) 6205/QLD-
hemisuccinat Bot vo khuan 49001, United States (USA) DK ngay
pha tiém 01/06/2021
21 | Stivarga Regorafenib | 40mg Hép 1 1o 28 VN3-3-15 Bayer AG Kaiser-Wilhelm- Allee, | Pirc | Cong van sb
vién, hop 3 lo 51368 Leverkusen, Puc 15124/QLD-
28 vién; Vién DK ngay
nén bao phim 02/08/2018
22 | Tienam Imipenem Imipenem Hop 01 lo; VN-20190-16 | Co  s0 san xudt: | Dia chi co s¢ san xuat: 2778 | My | Céng vin sd
(dudi dang (dudi dang | Hop 25 lg, Bot FAREVA Mirabel; Co | South East Side Highway 6820/QLD-
Imipenem Imipenem pha truyén tinh SO dong goi: | Elkton, Virginia 22827, My; DK ngay
monohydrat) | monohydrat | mach Laboratoires  Merck | DPia chi co s& dong géi: 11/06/2021
500mg; ) 500mg; Sharp & Dohme - | Route de Marsat, Riom, F-
Cilastatin Cilastatin Chibret 63963, Clermont-Ferrand
(dudi dang (dudi dang Cedex 9, Phap
Cilastatin Cilastatin
natri) 500mg | natri)

500mg




STT | Tén thude Hoat chit Ham Quy edch So diing ky | Co s séin xuat Pia chi co so sin xuit Nwée | Cong vin phé
lugng/ dong goi; sén duyét thay
Nong d | Dang bao ché xuit | doi, bo sung
23 | Ultravist 300 | lopromide 623,40mg/- .| Hgp’10 chai VN-14922-12 | Bayer AG MullerstraBe 178, 13353 | Puc | Cong vén sd
ml _\50ml; hop 10 Berlin, Germany 6834/QLD-
AN chai 100 ml, DK ngay
&7 | Dung dich tiém 11/06/2021
3 O hoic tié
o o3c tiém
R truyén
24 | Vastarel MR Trimetazi\dir'fe Hop 2 vix 30 VN-17735-14 | Les Laboratoires | 905 Route de Saran, 45520 | Phép | Céng vin sb
dihydrochlori vién; Vién nén Servier Industrie Gidy 11577/QLD-
de> bao phim giai PK ngay
g phéng ¢6 kiém 27/09/2021
R S04t
25 | Xarelto® Rivaroxaban Hép 1 vix 10 VN-21680-19 | Bayer AG Kaiser-Wilhelm-Allee, Puc | Cong vin sb
vién; Vién nén 51368 Leverkusen 18475/QLD-
bao phim PK ngay
22/12/2020
26 | Yasmin Drospirenon Hép 1 vi2l VN-20388-17 | Bayer Weimar GmbH | Débereinerstrasse 20, | Pic | Cong vinso
3.0mg; vién, Vién nén & Co. KG; Coso dong | 99427 Weimar; Dia chi co 12789/QLD-
Ethinylestradi bao phim g6i va xudt xudng: | s& dong goi va xudt xuong: DK ngay
0l 0,03mg Bayer AG Mullerstrasse 178, 13353 11/08/2020
Berlin, Germany
(Cach ghi khac:
Mullerstrape 178, 13353
Berlin, Germany)
27 | Spexib Ceritinib Hop Svix 10 VN2-651-17 | Novartis Pharma Stein | Schaffhauserstrasse ~ CH- | Thuy | Céng van 50
150mg 150mg vién; Hop to x AG 4332 Stein Sy 329/QLD-BK,
3hopnho x5 ngay
vi x 10 vién, 14/01/2019
vién nang cling




DANH MUC 03 THUOC BIET DUQC GOC PUQC GIA HAN GIAY PANG KY LUU HANH - PQT 1 NAM 2022

Phu luc IT

(Ban hanh kém theo Qu{é't dinh s6 322/0B-QLD ngay 17 /06 /2022 ciia Cuc Quan Iy Duoc)
ol

wvrel

STT | Tén thudc Hoat chit Ham T Quy cach S6 ding ky Co sé sian xuit Dia chi co so san xudt | Nwée | Quyét dinh
!,ugﬁg’} dong goi; sin gia han
Nong d$ | Dang bao ché xuiit GPKLH
A
1 Forxiga Dapainﬂozin_._(dﬁéi S5mg Hop2vix 14 VN3-38-18 | Co s& san xut: Dia chi co s san xult: My | Quyét dinh s6
» dang DaQQQMOzin vién; Vién nén AstraZeneca 4601 Highway 62 East, 232/Qb-QLD
propanédiol bao phim Pharmaceuticals LP; Mount Vernon, Indiana ngay
monohydrat) Co s& dong géi va xut | 47620 USA; 29/04/2022
$ ¥ xuong 16: AstraZeneca | Dia chi co s& dong goi va
& UK Ltd. xudt xudng 16: Silk Road
Business Park,
Macclesfield, Cheshire,
SK10 2NA, Anh
2 Forxiga | Dapagliflozin (dudi 10mg |[Hop2vix 14 [ VN3-37-18 | Co s san xuat: Dia chi co so san xuat: My | Quyét dinh sd
dang Dapagliflozin vién; Vién nén AstraZeneca 4601 Highway 62 East, 232/Qb-QLD
propanediol bao phim Pharmaceuticals LP; Mount Vernon, Indiana ngay
monohydrat) Co so dong goi va xuit | 47620 USA; 29/04/2022
xuong 16: AstraZeneca | Pia chi co so dong goi va
UK Ltd. xuét xuomg 16: Silk Road
Business Park,
Macclesfield, Cheshire,
SK10 2NA, Anh
3 Sympal Dexketoprofen (dugi 25mg Hop 01 vix 4 VN2-522- Co s0 san xuat: Dia chi co s san xuat: Y Quyét dinh s6
dang Dexketoprofen vién, Hop 02 vi | 16 A.Menarini Via Campo Di pile - 265/Qb-QLD
trometamol) x 10 vién; Vién Manufacturing 67100 L'Aquila (AQ), Y; ngay
nén bao phim Logistics and Services | Dia chi co so kiém 11/5/2022

S.r.l: Co sé kiém
nghiém: A.Menarini
Manufacturing
Logistics and Services
Sl

nghiém: Via Sette Santi,
3 -50131 Firenze (FI), Y




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc Ilp - Ty do - Hanh phiic
$6 680 /QLD-DK Ha Ngi, ngay A4 thang £ ném 2021
V/v thay doi tén cors¢ dong goi thude
thanh phim

Kinh gtri: Merck Sharp & Dohme (Asia) Ltd.
Dia chi: 27/F., Lee Garden Two, 28 Yun Ping Road, Causeway
Bay, Hong Kong

Cuc Quén ly Duge nhén duge hé so thay ddi/ bd sung théng bio cita Cong
ty s6 tiép nhan 877/TDNN-N ngay 16/4/2021 v& viéc thay dbi tén co s& déng goi
thuc thanh phim di v6i thubc nuée ngoai da duge cip sé dang ky luu hanh,

Cén ctr Théng tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bb Y & Quy
dinh vigc diing ky luu hanh thuéc, nguyén liéu lam thudc,

Cén ctr bién ban thim dinh ho so thay d6i/ bd sung, Cuc Quan 1y Dugc ¢6
¥ kién nhu sau:

Déng y vé dé nghi thay d4i tén co s& déng géi thudc thanh phim (dia chi
khong thay d6i) dbi véi thubc Tienam, sé diing ky: VN-20190-16, cu thé:

- Tén co s& déng goi thudc thanh phim da duyét: Laboratoires Merck
Sharp & Dohme - Chibret

- Tén co st déng goi thube thanh phim thay ddi: FAREVA Mirabel

Ngoai ndi dung dugc thay déi trén, tt ca céc ndi dung khac giit nguyén
nhu hé so ding ky thudc Iuu tai Cuc Quan 1y Duoc.

Co s& dang ky, nha san xuét phai chju trach nhiém vé& chét lugng d6i véi
thudc hwu hanh trén thi trudmg va c6 trdch nhiém thong béo su thay ddi nay dén
cac co quan, don vi lién quan va khach hang,

Sau 06 thang ké tir ngay ky cong van nay, thude trén khéng duoc nhdp khéu
Vi tén co s¢ déng gbi thude thanh pham cd.

Cuc Quan ly Dugc thong bao dé Cong ty biét va thuc hién ding céc quy
dinh ctia Viét Nam v& luu hanh thuéc./.

_—-KT. CUC TRUONG
Noi nhin: or “PHOCUC TRUONG

- Nhur trén; .
- CT. Vii Tuén Cuomg (dé blc);
-Luwu: VT, PKT (AH).




0OY S C(}NG HOA XA H()I CHU NGHIA VIET NAM
i MINISTRY OF H_EALTI:P?} : SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pic lap - Tw do - Hanh phic
DR{}G_ADB&;N{ST&ATH}R OF NAM Independence - Freedom - Happiness

138A Gidng V& - Ha Noi - ham :
- Tel: B44.37366483/38464413 - r 438234758

GIA\‘f( PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thus . . Tienam (déng goi tai Laboratoires Merck
Name of Drug: Sharp & Dohma- Chibret; Dia chl Route de

o
\r‘\
’\

'I‘Iémh phan chinh, ham _ imlpemem (dWl dang !mlpenem monchydrat) 500mg;
tength: ~  Cilastatin (dudi dang Cilastatin natri) 500mg

. HopO1 lo; Hop 25 lo:; Bt pha truyén tinh mach

_ngay 03 théng 11 nam 2016.
0 ‘rmmne CUC QUAN LY DUQcC

ERALMCTORQF?EEDR&GADNH‘SMWOFVI IAM.

Ghi cht; ote)

PR - Gidy phep itru hanh san phdm ndy dugc odp theo d m%:;.,_ .

dang ky thubc da duoc BO Y t6 phé duyst. :
This marketing authonzation has been issued in accordance with the g

~ approved by the Vietnam Minisiry of Health. " PR
- 2- Bét o sy thay @6 nac v ndi dung clia gidy phép phéi dipgC ™

8 E  Cuc Quan Iy dugc - BO Y té xdc nhan.
Mymmdmmmdmmmmmmmmmm




BO Y TE . CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Déc lip — Ty do — Hanh phic
43 /QLD-PK Hé Npi, ngay 94 thang £ ndm 2018
viv di %{unh quyét dinh cép o2
SBK thubc nuée ngoai
Kinh giri:’

- S& Y té céc tinh, thanh phd tryc thuge Trung wong;
- Céc cong ty dang k¥ ¢6 thude duoc dinh chinh.
__-'Cyc Quan Iy Dugc théng bao diéu chinh mét sb ndi dung trong céc Quyét dinh
T chp 56 ding ky luu hanh nhu sau:

L. Quyét dinh sé 92/QD-QLD ngay 15/04/2010 cia Cuc trudng Cuc Quan ly
Duge vé viéc cong bb 471 tén thude nuée ngodi duge phép lwu hanh tai Viét Nam-

Dot 68:

1.1, Thubc Luotai, s6 dang ky: VN-9723-10 do Cong ty Kunmmg
Pharmaceutical Corp. dang ky, trong quyét dinh c6 ghi dia chi nha san xudt 14
“Giongli, West Suburb, Kunming, Yunnan, China” nay diéu chinh thanh “Qigongli,
West Suburb, Kunmmg Yunnan Province, P.R. China”.

2 Quyct dinh s6 419/QD-QLD ngay 27/12/2013 cua Cyc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 423 thuéc nudc ngoai duqc cap sb dang ky luu hanh
tai Viét Nam - Dot 84:

2.1. Thudc Temodal Capsule (Déng g6i: Schering-Plough Labo N.V.; dic:
Industriepark 30, B-2220-Heist-op-den Berg, Belgium), so diing ky: VN~1753G-13 do
Merck Sharp & Dohme (Asia) Ltd. ding ky, trong quyét dinh c6 ghi dia chi nha san
xudt 13 “Tengstromin Katu 8, Turku, 20360, Finland”, nay diéu chinh thanh
“Tengstrominkatu 8, Turku, 20360, Finland”,

3 Quyét dinh sé 294/QD-QLD ngay 12/06/2014 cuia Cuc trudmg Cyc Quén Iy
Dugc vé viéc ban hanh danh myc 323 thude nuée ngoai duge cap sb diang ky luu hanh
tai Viét Nam - Dqt 86:

a4 ’I'huéc Micomedil, s6 ding ky: VN- 18018 14 do Medochemie Ltd. ding
ky, trong quyét dinh c6 ghi tén nha san xudt la “Medochemie Ltd.- Factory
COGOLS”, nay diéu chinh thanh “Medochemie Ltd.- COGOLS FACILITY™.

4. Quyét dinh sé 548/QP-QLD ngay 06/10/2015 cua Cyc tru’éng Cuc Quan ly
Duge vé viéc ban hanh danh muc 400 thude nude ngoai duge cip sé dang ky luu hanh
tai Viét Nam - Bm 91:

4.1. Thubc Vulcan Caps 150mg, sb dang ky: VN-19075- 15 do Cong ty TNHH
DP Hién vi dang ky, trong quyét dinh ¢6 ghi dja chi nha san xudt 1a “6, Dervenakion
Str., 15351 Pallini, Attikis, Greece”, nay diéu chinh thanh “6, Dervenakion Str.,
153-51 Pallini, Attiki, Greece”.

5 Quyét dinh sb 530/Qb-QLD ngay 03/11/2016 cua Cyc tmdmg Cyc Quan ly
Dugc vé viéc ban hanh Danh muc 99 thube nude ngoai duge cép s6 dang ky lwu hanh
tai Viét Nam — Dgt 95:

5.1. Thube Tienam, sé démg ky: VN-20190-16 do Merck Sharp & Dohme
(Asia) Ltd. dang ky, trong quyet dinh c6 ghi tén thubc 1a “Tienam (déng géi tai
Laboratoires Merck Sharp & Dohme- Chibret; Dja chi: Route de Marsat, Riom, E-
63963, Clermont- Ferrand Cedex 9, Phap)”" nay diéu chinh thanh “Tienam (déng goéi




k. Sha:p & Dohme- Chibret; Dja chi: R

M ute de Marsat, Riom,
e g

6 Quyet dmh 6 409/QD QLD ngay 19/09/2017 cia Cuc trudng Cuc Quan ly
Duqc vé vige baii hauh dauli mye 04 thude nude ngoal (thudc ¢6 hoat chét 1dn dau,
pho: hqp hoat chdt 1dn dAu dang ky tai viét nam - s diing ky ¢6 hiéu luc 03 nam) dwge
cﬁp sb déng Ky Iuu hanh tai Viét Nam - Dot 98:

6.1 Thubc Dexilant 30 mg delayed release capsules, s6 ding ky: VN2-654-17
do Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. déng ky, trong quyét dinh ¢6 ghi
tén thudc la “Dexilant 30 mg delayed release capsules”, nay diéu chinh thanh
“Dexilant 30 mg”;

6.2. Thu Deleant 60 mg delayed release capsules, sb ding ky VN2-653-17
do Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. déng k¥, trong quyet dinh ¢6 ghi
- tén thude 1a “Dexilant 60 mg delayed release capsules”, nay diéu chinh thanh
“Dexilant 60 mg”.

7 Quyét dinh s6 412/QP-QLD ngay 19/09/2017 cuia Cuyc trirdng Cyc Quan Iy
Duge vé viée ban hanh danh myc 246 thudc nurde ngodi dugce cdp sé dang ky luu hanh
tai Viét Nam — Dot 98:

7.1. Céc thude Nafloxin solution for infusion 200mg/100ml, sé dang ky: VN-
20713-17 va thudc Nafloxin solution for infusion 400mg/200ml, sé dang ky: VN-
20714-17 do Cong ty TNHH Dugc phdm Thi D ding ky, trong quyét dinh 6 ghi tén
nha sin xudt 1a “Cooper Pharmaceuticals S.A.”, nay diéu chinh thanh “Cooper S.A.
Pharmaceuticals”.

8. Quyét dinh sb 46/QD-QLD ngay 16/01/2018 cia Cyc tnxémg Cuc Quaén ly
Dugc vé viéc ban hanh danh muc 14 thubc nuée ngoai duge cép s6 dang ky wu hanh
tai Viét Nam — Dot 98 bd sung:

8.1. Thube Vitalef-50, s6 ding ky VN-20890-18 do Koea Prime Pharm. Co.,
Ltd ding ky, trong quyét dinh c6 ghi dia chi céng ty diing ky 1a “100, Wanjusudan 9-
ro, Bongdong-eup, Wanjju-Gun, Jeollabuk-do, Korea”, nay diéu chinh thanh “(Daein-
dong), 211, Jungang-ro, Dong-gu, Gwangju,_Korea”; hoat chit chinh 1a “Sildenafil
(dudi dang Sidenafil citrat) 50mg”, nay diéu chinh thanh “Sildenafil (dudi dang
Sildenafil citrat) S0mg™.

9. Quyét dinh sé 170/QP-QLD ngady 27/03/2018 ciia Cyc trudng Cyc Quan ly
Duge vé viéc ban hanh danh muc 18 thude nude ngoai (thude c6 hoat chét, phéi hap
hoat chét 1dn ddu ding ky tai Viét Nam - sé dang ky ¢6 hiéu luc 03 ndm) dugc cip s6
dang ky luu hanh tal Viét Nam - Pot 99: ’ "

9.1. Céc thude Bifril, s6 diing ky: VN3-33-18 va thude Bifril, s6 ding ky: VN3-
34-18 do A. Menarini Singapore Pte. Ltd didng ky, trong quyét dinh c6 ghi tén thudc 1a
“Bifril (co s& xudt xuong 16: Dompe' SPA, dia chi: Via Campo di Pile, 67100
L'Aquila, Italy)”, nay diéu chinh thanh “Bifril (co s& kiém soét 16: Dompe' SPA, dia
chi: Via Campo di Pile, 67100 L'Aquila, Italy)”.

10. Quyct dinhi 6 173/QP-QLD ngay 27/03/2018 cua Cyc trudmg Cuc Quan ly
Dugc vé viée ban hanh danh muc 251 thude nude ngodi duge cip sb dang ky huu hanh
tai Viét Nam - Dot 99;

10.1. Thuée Clnod 10, s6 dang ky: VN-20901-18 do Ajanta Pharma Limited.
ding ky, trong quyét dinh c6 ghi dja chi nha san xudt & “Plot No.B-4/5/6 M.1D.C,
Paithan, Aurangabad 431 128 Maharashtra State, India”, nay diéu chinh th&nh “Plot
No.B-4/5/6 M.LD.C, Paithan, Aurangabad 431148 Maharashtra State, India”




10.2. Thuée Methylcobal Injection 500 pg, sb dang ky: VN-20950-18 do Céong
ty TNHH DKSH Viét Nam dang ky, trong quyét dinh c6 ghi tén thuoe 1a “Methylcobal
Injection 500 pg”, nay diéu chinh thanh “Methycobal Injection 500 ug”; hoat chét
chinh la “M&i Imldung dich chita: Methylcobalamin 500 pg”, nay dicu chinh thanh
“Mbi Iml dung dich chita: Mecobalamin 500 pg”; tudi tho 1a “24 théng”, nay dicu
chinh thanh “36 théng";

10.3. Thubc Oxnas suspension, s dang ky: VN-20967-18 do Céng ty TNHH
Duge phimi Nam Hin dang ky, trong quyét dinh c6 ghi tén thubc 1d “Oxnas
suspension’”, nay diéu chinh thanh “Oxnas Duo suspension™:

10.4. Thude Kipel chewable tablets 4mg, s dang ky: VN-21064-18 do Mega
Lifesciences Public Company Limited déing ky, trong quyét dinh c6 ghi quy cach dong
g6i4a “Hop 4 vi x 10 vién”, nay diéu chinh thanh “Hop 4 vix 7 vién™;

10.5. Thube Singulair, s6 ding ky: VN-21065-18 do Merck Sharp & Dohme
(Asia) Ltd. dang ky, trong quyét dinh c6 ghi tén thudc 1a “Singulair”, nay diéu chinh

/thanh “Singulair (co s& dong g6i: Merck Sharp & Dohme B.V., dja chi: Waarderweg
39,2031 BN Haarlem, The Netherlands)™;

10.6. Thude Renitec Smg, s6 diing ky: VN-21066-18 do Merck Sharp & Dohme
(Asia) Ltd. dang ky, trong quyét dinh c6 ghi quy cich déng géi 1a “Hép 3 vi x 10
vién”, nay dieu chinh thanh “Hdp 3 vi x 10 vién, hdp 2 vi x 14 vién™;

10.7. Thuée Clarithromycin for injection 500mg, sé ding ky: VN-21069-18 do
Mi Pharma Private Limited dang ky, trong quyét dinh c6 ghi tén nha san xut 1a “Agila

Specialties Pvt. Itd.”, nay diéu chinh thanh “Mylan Laboratories Limited”;

10.8. Thuée Ldnil 20, s6 dang ky: VN-21071-18 do Mi Pharma Private Limited
ding ky, trong quyét dinh c6 ghi tén nha san xuft 1a “MSN Laboratories Limidted”,
nay diéu chinh thanh “MSN Laboratories Private Limited”;

10.9. Thuée Bonpile soft cap, sb dang ky: VN-20788-17 do Céong ty Korea
Prime Pharm. Co., Ltd dang ky, trong quyét dinh c6 ghi tiéu chudn 1 “USP37" nay
diéu chinh thanh “USP38”.

Cuc Quan 1y Duge théng bao dé cac don vj biét./.

Nei nhin: KT. CUC TRUONG

- Nhur trén;
- Thir truémg Truong Qubc Cudmg (dé b/c); R H CUC TRUONG

- CT. Vii Tudn Cudng (dé blc);

- Thng cyc Hai quan — B§ Tai chinh;

- Website Cuc QLD, Tap chi Duge & M§ phim ~
Cuc QLD;

- Laru: VP, Céc Phong thude Cpc QLD, PKT(4 ban).




BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dje lip — Ty do — Hanh phiic
86: /9234 /QLD-PK Y
Dinh chinh q%yét dinh cdp sb Ha Not, ngdyGhdng & ndm 2017
ding ky thudc nurde ngoai

Kinhgti: -S&Y té cée tinh, thanh phd tryre thude Trung wong;
-Céc cong ty ding ky c6 thubcdugt dinh chinh.

Cuc Quan Iy Dugc théng béo didu chinh mot sb ndi dung trong ce Quyét dinh
cp s6 ding ky lvu hanh nhv sau:

1. Quyét dinh s6 92/QB-QLD ngay 15/04/2010 cta Cyc trudng Cyc Quan 1y Dugc vé

viée cong bd 471 tén thube nwée ngoai dwge phép Iuu hanh tai Viét Nam- Dot 68:

‘ 1.1. Thude Xamiol gel, SPK: VN-9906-10 do Zuellig Pharma Pte., Ltd diing
ky, trong quyét dinh c6 ghi tén nha sén xuft 12 “Leo Pharmaceutical Products”, nay

didu chinh thanh “Leo Pharmaceutical Products Ltd. A/S”. ;

2. Quyét dinh s6 417/QD-QLD ngdy 17/12/2010 ciia Cyc trudng Cuc Quén 1y Duge vé

viée cong bd 745 tén thubc nwéc ngoai duge phép huu hanh tai Viét Nam- Pt 70:

2.1. Thube Bluepine, SPK: VN-11129-10 va thubc Bluecezin, SPK: VN-
11128-10 do Jeil Pharmaceutical Co., Ltd. déing k¥, trong quyét dinh c6 ghi tén nha
. sAn xudt 13 “Bluepharma- Industria Farmacéutical, S.A.”, nay diéu chinh thanh
“Bluepharma- Indistria Farmacéutica, S.A.”;

2.2. Thube Encorate Chrono 500, SPK: VN-11330-10 do Sun Pharmaceutical
Industries Ltd. ding ky, trong quyét dinh c6 ghi hoat chét chinh 13 “Natri Valproate;
Valproic acid”, nay diéu chinh thanh “Natri Valproate 330,0mg; Valproic acid
145,0mg”; Nong d6/ Ham lugng 1a “500mg natri valproate”, nay diéu chinh thanh “(c4
hai twong dwong véi 500mg natri valproate)”.

3. Quyét dinh 56 40/QD-QLD ngay 10/02/2011 ctia Cuc truéng Cuc Quan ly Duge vé
vigc cong b6 461 tén thudc née ngoai duge phép luu hanh tai Viét Nam- Dot 71:

3.1. Thube Bloci, SDK: VN-11672-11 do Ahn Gook Pharma. Co., Ltd. déing ky,
trong quyét dinh c6 ghi tén nha san xuft 13 “Bluepharma- IndGstria Farmacéutical,
S.A.”, nay diéu chinh thanh “Bluepharma- Inddstria Farmac8utica, S.A.”,

4, Quyét dinh s6 13/QD-QLD ngay 18/01/2013 ciia Cyc trudng Cuc Quéan ly Duge vé
viéc ban hanh danh myc 330 thuéc nuée ngodi duoc cip sé ding k¢ luu hanh tai Viét
Nam- Dot 80:

4.1. Thudc Ferlatum Fol, SDK: VN-16315-13 do Lifepharma S.p.A. diing ky,
trong quyét dinh c6 ghi dja chi nha san xufit 1d “San Rafael, 3 Polig Industrial de
Alcobendas, 281008 Alcobendas, Madrid — Spain”, nay didu chinh thanh “San Rafael,
3 Polig Industrial de Alcobendas, 28108 Alcobendas, Madrid — Spain”.

5. Quyét dinh s6 66/QD-QLD ngay 01/04/2013 ciia Cyc trudng Cuc Quéan ly Duge vé
viée ban hanh danh myc 121 thudc nude ngoai duge cdp so ding ky luu hanh tai Viét
Nam- Dot 81:

5.1. Thude Zegecid 20, SPK: VN-16433-13 do Ajanta Pharma Ltd. ding ky,
trong quyét dinh ¢6 ghi hoat chét chinh 1a “Omeprazole 20mg; Natri Bicarbonate
1680mg”, nay di€u chinh thanh “Omeprazole 20mg”;
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5.2. Thubc Pradaxa, SPK: VN-16443-13 do Boehringer Ingelheim International -
GmbH dang ky, trong quyét dinh c6 ghi hoat chit chinh 13 “Dabigatran (duéi dang
Dabigatran etexilate mesilate 126,83mg) 110mg”, nay diéu chinh thanh “Dabigatran
etexilate (dudi dang Dabigatran etexilate mesilate) 110mg”.

6. Quyét dinh s& 184/QB-QLD ngay 05/07/2013 ctia Cuc trudng Cuc Quan Iy Duge vé
viéc ban hanh danh myc 382 thube nuée ngodi dugce cip sé ding ky hru hanh tai Viét
Nam- Dot 82:

6.1 Thubc 0.9% Sodium Chloride Solution for 1.V. Infusion, SPK: VN-16752-
13; Thudc 10% Dextrose in Water Parenteral Solution for Intravenous Infusion, SPK:
VN-16753-13; Thube 20% Dextrose in Water for Intravenous Infusion, SPK: VN-
16754-13 va Thubc 30% Dextrose in Water, SPK: VN-16755-13 do Euro-Med
Laboratoires Phil., Inc. diing k¥, trong quyét dinh cé ghi tén cong ty ding ky 1a “Buro-
Med Laboratoires Phil., Inc.”, nay didu chinh thanh “Buro-Med Laboratories Phil.,
Inc.”; Tén nha san xuft 13 “Buro-Med Laboratoires Phil., Inc”, nay diéu chinh thanh
“Buro-Med Laboratories Phil., Inc”;

6.2. Thubc Trileptal, SPK: VN-16846-13 do Novartis Pharma Services AG
dang ky, trong quyet dinh c6 ghi Quy cich déng géi 1a “Hop Ichai 100ml”, nay diéu
chinh thanh “Hgp Ichai 100ml v6i 1 dng udng 1mi”,

7. Quyét dinh s6 419/QD-QLD ngay 27/12/2013 ciia Cyc trudng Cuc Quan Iy Duge vé
viéc ban hanh danh myc 423 tén thuéc nuéc ngoai duge cip s6 ding ky luu hanh tai
Viét Nam- Dot 84: '

7.1, Thudc Thién st thanh phé, SDK: VN-17604-13 do Tianjin Tasly Group
Co., Ltd. diing ky, trong quyét dinh c6 ghi quy chch déng goi 1a “Hop 9 géi x 0,6g vién
hoan giot”snay diéu chinh thanh “Hop 9 gbi x 0,6g; vién hoan giot”,

7.2. Thubc Pradaxa, SPK: VN-17271-13 do Boehringer Ingelheim International
GmbH dang ky, trong quyét dinh ¢6 ghi hoat chit chinh 13 “Dabigatran (dudi dang
Dabigatran etexilate mesilate 86,48mg) 75mg”, nay diéu chinh thanh “Dabigatran
etexilate (duéi dang Dabigatran etexilate mesilate) 75mg”;

7.3. Thubc Pradaxa, SDK: VN-17270-13 do Boehringer Ingelheim International
GmbH ding ky, trong quyét dinh ¢ ghi hoat chit chinh 13 “Dabigatran (du6i dang
Dabigatran etexilate mesilate 172,95mg) 150mg”, nay diéu chinh thanh “Dabigatran
etexilate (dudi dang Dabigatran etexilate mesilate) 150mg”. :

8. Quyét dinh s6 294/QD-QLD ngay 12/06/2014 ctia Cyc trwéng Cuc Quén Iy Dugce vé
viéc ban hanh danh myc 322 thube nuée ngoai dirge cip sé ding ky hru hanh tai Viét
Nam- Dot 86:

. 8.1. Thudc Polyform, SPK: VN-17897-14 do Céng ty TNHH Dugc phdm DO
HA ding ky, trong quyét dinh c6 ghi hoat chit chinh 1d “Neomycin (duéi dang
Neomyecin sulfat) 35.0001U; Nystatin 100.0001U; Polymycin B sulfat 35.0001U”, nay
didu chinh thanh “Neomycin (duéi dang Neomycin sulfat) 35.000IU; Nystatin
100.0001U; Polymyxin B sulfat 35.000IU”;

8.2. Thubc Azarga, SPK: VN-17810-14 do Alcon Pharmaceuticals Ltd ding
ky, trong quyét dinh ¢ ghi quy céch dong goi la “Hop 1 chai Sml”, nay didu chinh
thanh “Hop 1 lo Sml”,

9. Quyét dinh s6 536/QD-QLD ngay 19/09/2014 ctia Cyc trudng Cuc Quan Iy Dugc vé
vigc ban hanh danh myc 363 thube nuéc ngoai duge cap sé dang ky luu hanh tai Vigt

Nam- Dot 87:
2




9.1. Thude Demozidim, SPK: VN-18291-14 do Demo S.A. ding ky, trong

quyét dinh c6 ghi dia chi cdng ty ding ky 1a “21 km National Road Athens Lamia
14565, Krioneri Attica.”, nay diéu chinh thanh “21% km National Road Athens Lamia
14568 Krioneri, Athens”; Pia chi nha sén xudt 1a “21 km National Road Athens Lamia
14568, Krioneri, Althens”, nay didu chinh thanh “21* km National Road Athens
Lamia 14568 Krioneri, Athens”,
10. Quyét dinh sb 275/QD-QLD ngay 26/05/2015 cia Cuc trudng Cuc Quan ly Duge
vé viéc ban hanh danh muyc 15 thude nuéc ngodi (thudc didu trj ung thu déng ky lan
ddu —s6 ding ky c6 hiéu lye 02 nim) duge cép s6 ding ky luu hanh tai Viét Nam- Dot
90:

10.1. Thubc Bicalutamide FCT 50mg, SPK: VN2-349-15 va thubc
Bicalutamide FCT 150mg, SDK: VN2-348-15 do Hexal AG ding ky, trong quyét
dinh c6 ghi Pia chi nha san xuit 1a “Otto-von-Guericke-Allee 1, D-39179 Batleben,
Germany”, nay didu chinh thanh “Otto-von-Guericke-Allee 1, 39179 Barleben,

- Germany”.

11. Quyét dinh sb 433/QP-QLD ngay 05/09/2016 ciia Cyc trudng Cyc Quan ly Duge
vé viéc ban hanh danh mue 367 thudc nwde ngoai duoe cip s6 ding ky luu hanh tai
Viét Nam- Dot 94:

11.1. Thubc Moxoft, SPK; VN-19763-16 do Alembic Pharmaceuticals Limited
déng ky, trong quyét dinh c6 ghi tén nha san xudt 1a “MSN Laboratories Limited”, nay
diéu chinh thanh “MSN Laboratories Privated Limited”; Pia chi nha san xuét 13
“Formulation Division, Plot No 42, Anrich industrial Estate, Bollaram, Medak District
- 502325, Andhra Pradesh, India”, nay diéu chinh thanh “Formulation Division, Plot
No 42, Anrich industrial Estate, Bollaram, Medak District - 502325, Telangana,
India”;

11.2. Thudc Elaria 100mg, SPK: VN-20017-16 do Medochemie Ltd. ding ky,
trong quyét dinh c6 ghi tén nha sin xuét 1a “Medochemie Ltd. Factory COGOLS”,
nay diéu chinh thanh “Medochemie Ltd.- COGOLS Facility”; '

11.3. Thubc Eurovir 200mg, SPK: VN-19896-16 do Cong ty TNHH Kién Viét
ding ky, trong quyét dinh c6 ghi dja chi nha sén xuét 1a “Bd. Dunarii nr, 54, Valuntari,
Iifov district, 077910”, nay didu chinh thanh “54 Dundrii Blvd., Voluntari, Ilfov
district, 077910

11.4. Thubc Hirudoid, SDK: VN-19843-16 do Céng ty DKSH Viét Nam ding
ky, trong quyét dinh cé ghi tén céng ty ding ky 1 “Céng ty DKSH Viét Nam”, nay
diéu chinh thanh “Céng ty TNHH DKSH Viét Nam”; dja chi cong ty ding ky 1a “Sé
23 Dai 1§ Poc Lap, khu céng nghiép Viét Nam - Singapore, huyén Thuén An, tinh
Binh Duong”, nay diéu chinh thanh “S8 23 Dai 16 Pdc Lap, khu céng nghidp Viét
Nam - Singapore, thi x& Thuédn An, tinh Binh Duong”;

11.5. Thudc Smofkabiven Central, SPK: VN-19953-16 do Fresenius Kabi
Deutschland GmbH déng ky, trong quyét dinh ¢6 ghi hoat chit chinh 1a “Tti 3 ngin
493 ml chira: L-alanin 3,5g; L-arginin 3g; Glycin 2,8g; L-histidin 0,8g; L-isoleucin
1,3g; L-leucin 1,9g; L-lysin 1,7g; L-methionin 1,1g; L-phenylalanin 1,3g; L-prolin
2,8g; L-serin 1,6g; Taurin 0,25g; L-threonin 1,1g; L-tryptophan 0,5g; L-Tyrosin 0,1g;
L-valin 1,6g; Calci clorid 0,14g; Natri glycerophosphat 1,1g; Magnesi sulphat 0,3g;
Kali clorid 1,1g; Natri acetat 0,9g; Zinc sulphat 0,0033g; Glucose 63g; Dau déu twong
tinh ché 5,6g; Triglycerid mach trung binh 5,6g; Déu 6 liu tinh ché 4,7g; Diu c4 gidu
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acid béo omega-3 2,8¢”, nay diéu chinh thanh “T0i 3 ngin 493 ml chira; L-alanin 3,5g;
L-arginin 3,0g; Glycin 2,8g; L-histidin 0,8g; L-isoleucin 1,3g; L-lysin 1,7g; L-leucin
1,9g; L-methionin 1,1g; L-phenylalanin 1,3g; L-prolin 2,8g; L-serin 1,6g; Taurin
0,25g; L-threoninl,1g; L-tryptophan 0,5g; L-tyrosin 0,1g; L-valin 1,6g; Calci clorid
0,14g; Natri glycerophosphat 1,1g; Magnesi sulphat 0,3g; Kali clorid 1,1g; Natri acetat
0,9g; Kém sulphat 0,0033g; Glucose 63g; Du déu twong tinh ché 5,6g; Triglycerid

mach trung binh 5,6g; Dau 6 liu tinh ché 4,7g; DAu c4 gidu acid béo omega-3 2,8g”;

11.6. Thubc Smofkabiven Electrolyte free, SDK: VN-19954-16 do Fresenius
Kabi Deutschland GmbH dang ky, trong quyét dinh c6 ghi hoat chét chinh 13 “Tdi 3
ngédn 493 ml chira: L-alanin 3,5g; L-arginin 3,0g; Glycin 2,8g; L-histidin 0,8g; L-
isoleucin 1,3g; L-leucin 1,9g; L-lysin 1,7g; L-methionin 1,1g; L-phenylalanin 1,3g; L-
prolin 2,8g; L-serin 1,6g; Taurin 0,25g; L-threonin 1,1g; L-tryptophan 0,5g; L-tyrosin
0,1g; L-valin 1,6g; Glucose 63g; DAu dfu twong tinh ché 5,6g; Triglycerid mach trung
binh 5,6g; Déu 6 liu tinh ché 4,7g; Dau ¢4 gidu acid béo omega-3 2,8¢”, nay diéu
chinh thanh “Tai 3 ngin 493 ml chira: L-alanin 3,5g; L-arginin 3,0g; Glycin 2,8¢g; L-
histidin 0,8g; L-isoleucin 1,3g; L-lysin 1,7g; L-leucin 1,9g; L-methionin 1,1g; L-
phenylalanin 1,3g; L-prolin 2,8g; L-serin 1,6g; Taurin 0,25g; L-threoninl,lg; L-
tryptophan 0,5g; L-tyrosin 0,1g; L-valin 1,6g; Glucose 63g; DAu d4u twong tinh ché
5,6g; Triglycerid mach trung binh 5,6g; Diu 6 liu tinh ché 4,7g; Diu cé gidu acid béo
omega-3 2,8g”;

11.7. Thube Onvex, SPK: VN-20114-16 do Vexxa Lifesciences Pvt. Ltd ding
ky, trong quyét dinh c6 ghi quy céch déng géi 12 “Hop 1 vi x 05 éng x 1ml”, nay diéu
chinh thanh “Hgp 1 vi x 05 bng x 2ml”;

11.8. Thubc Knox, SPK: VN-19772-16 do APC Pharmaceuticals & Chemical
Limited déng ky, trong quyét dinh c6 ghi tén nha sin xuéit 12 “Gufic Biosciens
Limited”, nay diéu chinh thanh “Gufic Biosciences Limited”;

11.9. Thubc Alembictellzy H, SPK: VN-19764-16 do Alembic Pharmaceuticals
Limited ding ky, trong quyét dinh c6 ghi dja chi nha sin xuft 12 “Fomulations
Division, Plot No 42, Anrich industrial Estate, Bollaram, Medak District - 502325,
Andhra Pradesh, India”, nay diéu chinh thanh “Fomulations Division, Plot No 42,
Anrich industrial Estate, Bollaram, Medak District - 502325, Telangana, India”;

11.10. Thubc Alclav Tablets 625mg, SPK: VN-19766-16 do Alkem
Laboratories Ltd. diing ky, trong quyét dinh c6 ghi tidu chudn la “USP 357, nay diéu
chinh thanh “USP 38”;

11.11. Thudc Gompita, SPK: VN-19931-16 do Daewoong Pharmaceutical Co.,
Ltd. ding ky, trong quyét dinh c6 ghi dia chi céng ty ding ky 1a “223-23
Sangdaewong-Dong, Choongwong-Ku, Sungnam City, Kyunggi-Do”, nay diéu chinh
thanh “244, Galmachi-ro, Jungwon-gu, Seongnam-si, Gyeonggi-do”;

11.12. Thubc Nutriflex Lipid Peri, SPK: VN-19792-16 do B.Braun Medical
Industries Sdn. Bhd. diing ky, trong quyét dinh c6 ghi hoat chét chinh - ham lugng 12
© “M8i 1250ml chira: Isoleucine 2,34g; Leucine 3,13g; Lysine (dué6i dang lysine HCI)
2,26g; Methionine 1,96g; Phenylalanine 3,51g; Threonine 1,82g; Tryptophan 0,57g;
Valine 2,60g; Arginine 2,7g; Histidine (duéi dang histidine HCI monohydrat) 1,25g;
Alanine 4,85g; Acid aspartic 1,5g; Acid glutamic 3,50g; Glycine 1,65g; Proline 3,40g;
Serine 3,00g; Natri hydroxide 0,80g; Natri chloride 1,081 g; Natri acetat trihydrate
0,544g; Kali acetate 2,943g; Magnesium acetate tetrahydrate 0,644g; Calcium chloride
dihydrate 0,644g; Glucose (duéi dang glucose monohydrate) 80,0g; Sodium
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dihydrogen phosphate dihydrat 1,170g; Zinc acetat dihydrat 6,625mg; Soya-bean oil,
refined 25,0g; Medium-chain triglycerides 25,0g”, nay diéu chinh thanh “M8&i 1250ml
chita: Isoleucine 2,34g; Leucine 3,13g; Lysine (duéi dang lysine HCI) 2,26g;
Methionine 1,96g; Phenylalanine 3,51g; Threonine 1,82g; Tryptophan 0,57g; Valine
2,60g; Arginine 2,7g; Histidine (duéi dang histidine HCl monohydrat) 1,25g; Alanine
4,85g; Acid aspartic 1,5g; Acid glutamic 3,50g; Glycine 1,65g; Proline 3,40g; Serine
3,00g; Natri hydroxide 0,80g; Natri chloride 1,081 g; Natri acetat trihydrate 0,544g;
Kali acetate'2,943g; Magnesium acetate tetrahydrate 0,644g; Calcium chloride
dihydrate 0,441g; Glucose (duéi dang glucose monohydrate) 80,0g; Sodium
dihydrogen phosphate dihydrat 1,170g; Zinc acetat dihydrat 6,625mg; Soya-bean oil,
refined 25,0g; Medium-chain triglycerides 25,0g”;

11.13. Thuéc Aminoplasma Hepa 10%, SPK: VN-19791-16 do B.Braun

Medical Industries Sdn. Bhd. diing ky, trong quyét dinh cé ghi tén thudc la
“Aminoplasma Hepa 10%”, nay diéu chinh 12 “Aminoplasmal Hepa 10%”.
* 12. Quyét dinh sb 528/QP-QLD ngay 03/11/2016 cta Cyc tredng Cyc Quén Iy Dugce
v& viéc ban hanh danh myc 17 thuéc nuéc ngoai (thude c6 hoat chit, phéi hgp céc hoat
chéit 14n ddu diing ky tai Viét Nam- sb déing ky ¢6 hiéu lyc 02 niim) duge cip sb ding
ky luu hanh tai Viét Nam- Dot 95:

12.1. Thude Efient Film- coated tablet, SDK; VN2-524-16 do Daiichi Sankyo
Co., Ltd. ddng ky, trong quyét dinh c6 ghi tén thube 1 “Efient Film- coated tablet”,
nay diéu chinh thanh “Efient Film- coated tablet” (Péng gbi va xut xuéng: Lilly,
S.A., dia chi: Avda. de la Industria 30, 28108 Alcobendas, Madrid, Spain)”; dia th
nha sén xudt 1a “Lilly Technology Center, Indianapolis, Indiana 46825, nay diéu
chinh thanh “Lilly Technology Center, Indianapolis, Indiana 46285,

12.2. Thudc Revolade 25mg, SPK: VN2-526-16 va thudc Revolade 50mg,
SPK: VN2-527-16 do GlaxoSmithKline Pte., Ltd. ding ky, trong quyét dinh c6 ghi tén
nha san xuét 12 “Glaxo Operation UK Ltd.”, nay diéu chinh thanh “Glaxo Operations
UK Ltd.”.

13, Quyét dinh s 530/QP-QLD ngay 03/11/2016 cta Cuc trudng Cuc Quan Iy Duge
vé vige ban hanh danh myc 99 thuégc nwéc ngoai dirge cip sé ding ky lwu hanh tai Viét
Nam- Bot 95:

13.1. Thubc Selemycin 250mg/2ml, SPK: VN-20186-16 do Medochemie Ltd.
dang ky, trong qugét dinh c6 ghi tén nha san xuét 13 “Medochemie Ltd- nha may thudc
tiém bng”, nay di€u chinh thanh “Medochemie Ltd - Ampoule Injectable Facility”;

13.2. Thube Priligy 60 mg, SPK: VN-20122-16 va thudc Priligy 30 mg, SPK:
VN-20121-16 do A. Menarini Singapore Pte. Ltd ding ky, trong quyét dinh c6 ghi dia
chi nha san xuét 1a “Leipziger Strasse 7-13, 01097 Dresden, Federal - Germany”, nay
diéu chinh thanh “Leipziger Strasse 7-13, 01097 Dresden, Germany”;

13.3. Thubc Treatan Tablet 8mg, SDK: VN-20206-16 do PharmEvo Private
Limited diing ky, trong quyét dinh cé ghi quy cach dong géi 1a “Hop 2 vi x 10 vién”,
nay didu chinh thanh “Hép 1 vi x 14 vién™;

13.4. Thubc Forane, SDK: VN-20123-16 do AbbVie Inc. ding ky, tron% quyét
dinh c6 ghi d@ng béo ché la “Dung djch dé hit”, nay diéu chinh thanh “Duge chat dang
16ng nguyén chat diing dé hit”;

: 13.5. Thubc Tienam (déng géi tai Laboratoires Merck Sharp & Dohme-
Chibret; Dija chi: Route de Marsat, Riom, F-63963, Clermont- Ferrand Cedex 9, Phép),
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SPK: VN-20190-16 do Merck Sharp & Dohme (Asia) Ltd. ding ky, trong quyét dinh .
cé ghi dia chi nha-sn xuit 1a “2778 South East Side Highway, Elkton, Virginia
22827”, nay diéu chinh thinh “2778 South East Side Highway, Elkton, VA 22827

13.6. Thubc Cefotaxim Stragen lg, SPK: VN-20147-16 do Céng ty TNHH
Dugc phim Viét Phép ding ky, trong quyét dinh c6 ghi dia chi nha sdn xuat 13 “Via
Cacciamali, 36/38, Brescia”, nay didu chinh thanh “Via Cacciamali, 34 - 38, 25125
Brescia”; _

13.7. Thubc Desilmax 100, SPK: VN-20183-16 do Macleods Pharmaceuticals
Ltd, ding ky, trong quyét dinh c6 ghi dja chi nha san xut 13 “Village Theda, Near
Leela Hotel, Andheri (East), Mumbai-400 059, nay diéu chinh thanh “Village Theda,
PO Lodhimajra, Tehsil Baddi, Distt. Solan (HP)”;

13.8. Thubc Sodium chloride 0,9% solution for irrigation, SPK: VN-20163-16
do Euro-Med Laboratoires Phil., Inc. ding ky, trong quyét dinh c6 ghi tiéu chufn 1
“USP 35", nay didu chinh thanh “USP 39”; Tén céng ty ding ky 13 “Euro-Med
Laboratoires Phil,, Inc.”, nay diéu chinh thinh “Euro-Med Laboratories Phil., Inc.”;
Tén nha san xudt 14 “Euro-Med Laboratoires Phil., Inc”, nay diéu chinh thinh “Euro-
Med Laboratories Phil., Inc”;

13.9. Thudc Sterile water for injection, SPK: VN-20165-16 do Euro-Med
Laboratoires Phil., Inc. déng ky, trong quyét dinh ¢6 ghi hoat chét chinh 1a “Nudc cht
pha tiém Sml”, nay didu chinh thanh “Nudc cét pha tiém”; Néng do/ Ham lugng la
“Sml”, nay diéu chinh thanh “5ml, 10ml”; Tiéu chufn 1a “USP 35”, nay diéu chinh
thanh “USP 39”; Tén cbng ty ding ky 13 “Euro-Med Laboratoires Phil., Inc.”, nay didu
chinh thanh “Euro-Med Laboratories Phil., Inc.”; Tén nha san xuét 12 “Buro-Med
Laboratoires Phil., Inc”, nay diéu chinh thanh “Euro-Med Laboratories Phil., Inc”;

13.10. Thubc Sterile water for injection, SPK: VN-20164-16 do Euro-Med
Laboratoires Phil., Inc. ding ky, trong quyét dinh ¢6 ghi hoat chét chinh 13 “Nuéc cét
pha tiém 20ml”, nay diéu chinh thanh “Nuéc cét pha tiém”; Ndng d6/ Ham hrong 1a
“20ml”, nay di€u chinh thinh “20ml, 50ml”; Tiéu chufin 12 “USP 35”, nay diéu chinh
thanh “USP 39”; Tén cdng ty ding ky 13 “Buro-Med Laboratoires Phil., Inc.”, nay diéu
chinh thanh “Euro-Med Laboratories Phil., Inc.”s Tén nha san xuit 1a “Buro-Med
Laboratoires Phil., Inc”, nay diéu chinh thanh “Euro-Med Laboratories Phil., Inc*;

13.11. Thudc Alfa- Lipogamma 600 Oral, SBK: VN-20219-16 do Woerwag
Pharma GmbH & Co. KG déing k¥, trong quyét dinh c6 ghi quy coch déng géi 1a “Hop
3 vix 10 vién”, nay diéu chinh thanh “Vi 10 vién. Hép 3 vi ; 6 vi hoic 10 vi”; Tén nha
san xuét 1a “Dragenopharm Apotheke Puschl GmbH & Co. KG”, nay diéu chinh thanh
“Dragenopharm Apotheke Piischl GmbH”; Dia chi nhd san xuft 1a “Gollstr. 1, D-
84529 Tittmorning.”, nay diéu chinh thanh “Géllstr. 1, 84529 Tittmorning.”.

14. Quyét dinh sé 65/QD-QLD ngay 20/02/2017 ctia Cuc trudng Cuc Quén Iy Dirge vé
viéc ban hanh danh myc 135 thudc nuéc ngodi duge cip sé ding ky lyu hanh tai Viét
Nam- Dot 96:

14.1. Thube Singulair 4mg, SPK: VN-20318-17 va thuc Singulair Smg, SPK:
VN-20319-17 do Merck Sharp & Dohme (Asia) Ltd. ding k¥, trong quyét dinh c6 ghi
dang bao ché 12 “Vién nhai”, nay diéu chinh thanh “Vién nén nhai”;

14.2. Thudc Betadine Throat spray, SPK: VN-20326-17 do Mundipharma
Phatmaceuticals Pte. Ltd. ding ky, trong quyét dinh c¢6 ghi hoat chét chinh 13 “M&i



gram thudc chira Povidon iod 0,45% kl/At;”, nay diéu chinh thanh “M&i 100ml dung
dich chira 0,45g Povidon iod (0,45% kl/tt)”;

14.3. Thubc “Tartriakson, SPK: VN-20350-17 do Tarchomin Zakalady
Farmaceutyczne "Polfa" Spolka Akeyjna ding ky, trong quyét dinh c6 ghi tén cong ty
ding ky 1a “Tarchomin Zakalady Farmaceutyczne "Polfa" Spolka Akcyjna”, nay didu
chinh thanh “Tarchominskie Zaklady Farmaceutyczne "Polfa" Spolka Akcyjna®;

14.4, Thubc Avatrum, SPK: VN-20248-17 do Céng ty CP Dwge Mé Kong
ding ky, trong quyét dinh c6 ghi dia chi nha san xudt 14 “Guldarpi Mahallesi, Cubuk
Caddesi No: 31, Esenboga - Cubuk, Ankara”, nay diéu chinh thanh “Esenboga Merkez
Mah. Cubuk Cad. No: 31, Cubuk — Ankara”;

14,5, Thubc Zinecox 200, SDK: VN-20346-17 do SRS Pharmaceuticals Pvt.

Ltd. déing ky, trong quyét dinh c6 ghi dia chi nha s&n xudt 13 “Plot No. 11 & 12 Kumar

Ind. Estate, Markal, Pune 412 105”, nay diu chinh thanh “Plot No. 11 & 12, Gat No.
1251-1261, Alandi-Markal Road, Markal Khed, Pune 412 105, Maharashtra state”;

14.6. Thubc Ulceron, SPK: VN-20256-17 do Cong ty TNHH Dugc phim Viét
Lém diing ky, trong quyét dinh c6 ghi tén cong ty ding ky 1 “Céng ty TNHH Duge
phim Viét L&m”, nay diéu chinh thanh “Céng ty cb phén dwgc phim Vipharco”; dia
chi cong ty diing ky 1a “Td 16 Lam Du, Phuong Bd Bé, Q. Long Bién, Ha Noi”, nay
diéu chinh thanh “S6 67, ngd 68, dudng Ngoc Thuy, phudng Ngoc Thuy, Quén Long
Bién, Ha No6i”; dia chi nha san xudt Ia “53-57, Perikleous str., 153 44 Gerakas Attikis,
Athens, Greece”, nay didu chinh thanh “Sximatari Viotias, 32009, Greece”;

14.7. Thube Neo-Endusix, SPK: VN-20244-17 do Céng ty ¢b phin duge phim
Vipharco diing ky, trong quyét dinh c6 ghi dja chi nha sén xuét Ia “53-57, Perikleous
str., 153 44 Gerakas Attikis, Athens, Greece”, nay diéu chinh thanh “Sximatari
Viotias, 32009, Greece”.

15. Quyét dinh sé 210/QP-QLD ngégr 08/06/2017 cia Cyc truéng Cye Quan ly Dugc
v& viée ban hanh danh myc 281 thudc nuée ngoai duge cip sé ding ky luu hanh tai
Viét Nam- Dot 97;

15.1. Thubc Nopetigo-B, SPK: VN-20561-17 do Mega Lifesciences Public
Company Limited ding ky, trong quyét dinh c¢6 ghi han ding 13 “24 théng”, nay diéu
chinh thanh “36 thang”;

15.2. Thuc Floezy, SPK: VN-20567-17 do Mega Lifesciences Public
Company Limited ding ky, trong quyét dinh c6 ghi ndng do/ham lugng la
“Tamsulosin HC] 0,4g”, nay didu chinh thanh “Tamsulosin HCI 0,4mg”;

15.3. Thubc Aremed Img E‘iim Coated tablets, SPK: VN-20478-17 do Céng ty
TNHH Thuong mai Duge phim Au Viét déing ky, trong quyét dinh ¢6 ghi tén cong ty
diing ky 13 “Céng ty TNHH Thuong mai Duge phdm Au Viét”, nay diéu chinh thanh
“Coéng ty CP DP & TBYT Au Viét”;

15.4. Thudc Meropenem Kabi 1g, SDK: VN-20415-17 do Cong ty C6 phén
Fresenius Kabi Bidiphar ding ky, trong quyét dinh c6 ghi dang bao ché 1a “Bjt pha
dung djch tiém truyén tinh mach”, nay diéu chinh thanh “Bét pha dung dich tiém, tiém
truyén”;

15.5. Thubc Buroplin 25mg, SPK: VN-20472-17 do Cong ty TNHH Kién Viét
déing ky, trong quyét djnh c6 ghi dja chi nha sén xudt 1a “54 Dunarii Blvd., Valuntari,
Iifov district, 077910, nay diéu chinh thanh “54 Dun#rii Blvd., Voluntari, Ilfov

district, 077910”;
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15.6. Thubc Omeusa, SDK: VN-20402-17 do Céng ty cb phin Duge MK Viét
Nam déng ky, trong quyét dinh c6 ghi nuéc sdn xuft 14 “Romani”, nay diéu chinh
thanh “Rumani®;

15.7. Thubc Branfangan, SPK: VN-20534-17 do Kaifeng Yugang
Pharmaceutical Co., Ltd. ding ky, trong quyét dinh c6 ghi tén cong ty dang ky 1a
“Kaifeng Yugang Pharmaceutical Co., Ltd.”, nay di%u chinh thanh “Kaifeng
Pharmaceutical (Group) Co., Ltd.”;

15:8. Thubc Unsolik Injection 8mg, SPK: VN-20601-17 do Pharmaunity Co.,
Ltd dang ky, trong quyét dinh c6 ghi tudi tho 1a “24 théng”, nay didu chinh thanh “36
théng™; : '

15.9. Thubc Ossopan, SPK: VN-20607-17 do Pierre Fabre Medicament ding
ky, trong quyét dinh c6 ghi tén thubc 1d “Ossopan”, nay diéu chinh thanh “Ossopan
600mg”; Hoat chét chinh 1a “Calci (duéi dang chiét xufit cao xuong toan phén-tinh
bing vét lidu kho: 600mg) 3,24mmol;”, nay diéu chinh thanh “Calci (du6i dang chiét
xufit cao xuwong toan phan-tinh bing vét lidu khd (phirc hop ossein hydroxyapatite
khan): 600mg) 3,24mmol;”; Dja chi nha sin xuft 1 “Btablissement Simaphac Z.1. de
Chateaurenard 45220 Chateaurenard”, nay didu chinh thinh “Etablissement
Progipharm Rue du Lycée 45500”;

15.10. Thudc Zantac Injection, SPK: VN-20516-17 do GlaxoSmithKline Pte.,
Ltd. ding ky, trong quyét dinh c6 ghi hoat chét chinh [d “Ranitidin (duéi dang
Ranitidin HCI) 50m§/2ml”, nay diéu chinh thanh “Ranitidin (duéi dang Ranitidin
HCI) 25mg/1ml”; Tudi the [a “36 thang”, nay didu chinh thanh “24 thang”;

15.11. Thubc Diamicron MR, SPK: VN-20549-17 do Les Laboratoires Servier
dang ky, trong quyét dinh c6 ghi tén nha san xuét 13 “Les Laboratoires Servier”, nay
diéu chinh thanh “Les Laboratoires Servier Industrie”;

15.12. Thube Chirocaine (déng géi: Abbvie S.R.L, dja chi : S.R.148 Pontina
km 52, SNC. 04011 Campoverde Di Aprilia (LT) - Italy), SPK: VN-20363-17 do
AbbVie Inc. diing ky, trong quyét dinh ¢6 ghi dia chi nha sén xuft 13 “Solbaervegen 5,
NO-2409 Elevarum”, hoat chét chinh 1a *“M3i 10ml dung dich chita: Levobupivacaine
(duéi dang Levobupivacaine Hydrochloride) 5Smg”, nay didu chinh thanh dja chi nha
sén xut 14 “Solbaervegen 5, NO-2409 Elverum”; hoat chét chinh 1a “M8i 1ml dung
dich chita: Levobupivacaine (duéi dang Levobupivacaine Hydrochloride) Smg”;

15.13. Thubc Combilipid Peri Injection, SPK: VN-20531-17 do IW
Pharmaceutical Corporation ding ky, trong quyét dinh c6 ghi hoat chét chinh I3 “Tai 3
ngiin 1440 ml chira: Dung dich A (Dung dich glucose 11,0%) 885ml; Dung djch B
300ml chira: L-alanin 4,8g; L-arginin 3,39g; L-Aspartic acid 1,02g; L-Glutamic acid
1,68g; Glycin 2,37g; L-histidin 2,04g; L-isoleucin 1,68g; L-leucin 2,37g; L-lysin. HCI
3,39g; L-methionin 1,68g; L-phenylalanin 2,37g; L-prolin 2,04g; L-serin 1,35g; L-
threonin 1,68g; L-tryptophan 0,57g; L-tyrosin 0,069g; L-valin 2,19g; Natri
glycerophosphate hydrat 2,142g; Kali clorid 1,791g; Magnesi sulfat heptahydrat
0,987g; Calci clorid dihydrat 0,294g; Natri acetat trihydrat 2,451g; Nhii twong C
255ml chira: Dau ddu nanh tinh khiét 51 g; Lecithin 3,06g; Glycerol 5,61g”; “Tai 3
ngin 1920 ml chira: Dung dich A (Dung dich glucose 11,0%) 1180ml; Dung dich B
400ml chtra: L-alanin 6,4g; L-arginin 4,52g; L-Aspartic acid 1,36g; L-Glutamic acid
2,24g; Glycin 3,16g; L-histidin 2,72g; L-isoleucin 2,24g; L-leucin 3,16g; L-lysin. HCI
4,52g; L-methionin 2,24g; L-phenylalanin 3,16g; L-prolin 2,72g; L-serin 1,8g; L-
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threonin 2,24g; L-tryptophan 0,76g; L-tyrosin 0,092g; L-valin 2,92g; Natri
glycerophosphate hydrat 2,856g; Kali clorid 2,388g; Magnesi sulfat heptahydrat
1,316g; Calci clorid dihydrat 0,392g; Natri acetat trihydrat 3,268g; Nhil twong C
340ml chira: DAu ddu nanh tinh khiét 68g: Lecithin 4,08g; Glycerol 7,48g”, nay diéu
chinh thanh “T0i 3 ngidn 1440 ml chira: Dung dich A (Dung djch glucose 11,0%)
885ml; Dung dich B (dung dich acid amin 11,3% va chét dién giai) 300m! chira: L-
alanin 4,8g; L-arginin 3,39g; L-Aspartic acid 1,02g; L-Glutamic acid 1,68g; Glycin
2,37g; L-histidin 2,04g; L-isoleucin 1,68g; L-leucin 2,37g; L-lysin. HCI 3,39g (tuong
duwong Lysin 2,712g); L-methionin 1,68g; L-phenylalanin 2,37g; L-prolin 2,04g; L-
serin 1,35g; L-threonin 1,68g; L-tryptophan 0,57g; L-tyrosin 0,069g; L-valin 2,19g;
Natri glycerophosphate hydrat 2,142g; Kali clorid 1,791g; Magnesi sulfat heptahydrat
0,987g; Calci clorid dihydrat 0,294g; Natri acetat trihydrat 2,451g; Nhii twong C (Nhii
tuong chét béo 20,0%) 255ml chira: Diu ddu nanh tinh khiét 51g”;“Tai 3 ngin 1920
ml chita: Dung dich A (Dung dich glucose 11,0%) 1180mi; Dung dich B (dung dich
acid amin 11,3% va chdt dién giai) 400ml chira: L-alanin 6,4g; L-arginin 4,52g; L-

- Aspartic acid 1,36g; L-Glutamic acid 2,24g; Glycin 3,16g; L-histidin 2,72g; L-
isoleucin 2,24g; L-leucin 3,16g; L-lysin. HCI 4,52g (twong duong Lysin 3,616g); L-
methionin 2,24g; L-phenylalanin 3,16g; L-prolin 2,72g; L-serin 1,8g; L-threonin
2,24g; L-tryptophan 0,76g; L-tyrosin 0,092g; L-valin 2,92g; Natri glycerophosphate
hydrat 2,856g; Kali clorid 2,388g; Magnesi sulfat heptahydrat 1,316g; Calci clorid
dihydrat 0,392g; Natri acetat trihydrat 3,268g; Nhii tvong C (Nhii twong chit béo
20,0%) 340ml chira: D4u dfu nanh tinh khiét 68g”;

15.14., Thubc Maxpenem injetion 500mg, SPK: VN-20533-17 do JW
Pharmaceutical Corporation diing ky, trong quyét dinh c6 ghi tén thudc la “Maxpenem
injetion 500mg”, nay didu chinh thanh “Maxpenem injection 500mg”;

15.15. Thubc Oxaliplatin Medac, SPK: VN-20437-17 do Céng ty TNHH Dugc
phdm Béch Viét ding ky, trong quyét dinh ¢6 ghi dang bao ché 1a “Thubc bot dong
kh6 pha tiém”, nay diéu chinh thanh “B6t dong khd pha truyén tinh mach”; Tiéu chuén
1a “EP8.0”, nay didu chinh thanh “NSX”; ;

15,16, Thubc Liverterder soft capsule, SPK: VN-20619-17 do Saint
Corporation ding ky, trong quyét dinh cé ghi dia chi cong ty diing ky 1a “Academy
Tower, Rm #718,719 - 118 Seongsui-ro, Seongdong-ro, Seoul, Korea”, nay diéu chinh
thanh “Academy Tower, Rm #718,719 - 118 Seongsui-ro, Seongdong-gu, Seoul,
Korea”;

15.17. Thudc Candesartan BluePharma, SPK: VN-20392-17 do Bluepharma-
Industria Farmacéutical, S.A. ding ky, trong quyét dinh c6 ghi tubi tho 1a “30 thang”,
nay didu chinh thanh “18 théng”; Tén cdng ty diing ky 13 “Bluepharma- Indistria
Farmacéutical, S.A.”, nay diéu chinh thanh “Bluepharma Industria Farmaceutica,
S.A”; Tén nha sén xuat 18 “Bluepharma Genericos-Comercio De Medicamenos,
S.A”, nay didu chinh thanh “Bluepharma- Industria  Farmacéutica,
S.A.(Fab.Coimbra)”,

15.18. Thubc Belioste, SDK: VN-20426-17 do Céng ty CP dugc phdm Pha No
ding ky, trong quyét dinh c6 ghi dja chi nha san xudt 1A “Zona Industrial da
Abrunheira, Rua da Tapada Grande, No.2, 2710-089 Sintra”, nay didu chinh thanh
“Rua da Tapada Grande, No.2, Abrunheira, Sintra, 2710-089";

15.19. '}‘huéc Dolisepin, SDK: VN-20473-17 do Cong ty TNHH Lamda déng
ky, trong quyét dinh c6 ghi dia chi nha san xuat 1a “Nucleo Industriale S. Atto, S.
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Nicolo a Tordino, 64020 Teramo”, nay didu chinh thanh “Nucleo Industriale S. Atto
(Loc. S. Nicolo' a Tordino), 64100, Teramo(TE)”;

15.20. Thube Cefdivale injection, SDK: VN-20620-17 do Saint Corporation
ding ky, trong quyét dinh c6 ghi dia chi cong ty ding ky 1a “Academy Tower, Rm
#718,719 - 118 Seongsui-ro, Seongdong-ro, Seoul, Korea”, nay didu chinh thanh
“Academy Tower, Rm #718,719 - 118 Seongsui-ro, Seongdong-gu, Seoul, Korea™;

15.21. Thubc Stamlo 10, SPK: VN-20496-17 do Dr. Reddys Laboratories Ltd.
ding ky,trong quyét dinh c6 ghi dia chi cong ty diing ky 14 “8-2-337, Road No.3,
Banjara Hills, Hyderabad-500034, Andhara Pradesh”, nay diéu chinh thanh “8-2-337,
Road No.3, Banjara Hills, Hyderabad-500034, Telangana”; Dia chi nha sin xuét 13
“Survey No. 42, 45 & 46, Bachupalli Village, Qutubullapur mandal, Ranga Reddy
Dist, Telangana State-500090”, nay didu chinh thanh “Survey No. 42, 45 & 46,
Bachupally Village, Qutubullapur mandal, Ranga Reddy District, Telangana”;

15.22. Thube Letrozsun, SPK: VN-20632-17 do Sun Pharmaceutical Industries
Ltd. déing ky, trong quyét dinh c6 ghi tiéu chudn 13 “USP 38”, nay didu chinh thanh
“USP 39,

15.23. Thubc Yasmin, SPK: VN-20388-17 do Bayer (South East Asia) Pte.,
Ltd, ding k¢, trong quyét dinh c6 ghi dia chi nha san xuit 1a “Dobereinerstrasse 20,
99427 Weimar, Germany”, nay diéu chinh thanh “Débereinerstrasse 20, 99427
Weimar, Germany”; thidu théng tin ‘f’é co s& déng gbi va xuét xudng, nay bd sung co
sé dong g6i va xuft xudng 12 “Bayer Pharma AG:; d/c: Mullerstrasse 178, 13853
Berlin, Germany™.

15.24. Thube Ossomaxe Tab, SPK: VN-20621-17 do Saint Corporation ding
ky, trong quyét dinh c6 ghi dia chi céng ty diing ky 12 “Academy Tower, Rm #718,719
- 118 Seongsui-ro, Seongdong-ro, Seoul, Korea”, nay didu chinh thanh “Academy
Tower, Rm #718,719 - 118 Seongsui-ro, Seongdong-gu, Seoul, Korea”;

15.25. Thuc Meropenem/ Anfarm, SPK: VN-20408-17 va thuéc Meropenem/
Anfarm, SDK: VN-20409-17 do Céng ty ¢b phin dugc phim Vipharco diing ky, trong
quyét dinh c6 ghi dia chi nha san xut 12 “53-57, Perikleous str.,, Gerakas15344,
Athens, Greece”, nay didu chinh thanh “Sximatari Viotias, 32009, Greece”;

15.26. Thubc Loreze, SPK: VN-20565-17 do Mepa Lifesciences Public

Company Limited ding ky, trong quyét dinh c6 ghi hoat chat chinh 13 “Loratadin
10mg”, nay didu chinh thanh “Loratadin (dang micronized) 10mg”.
16. Quyét dinh sb 211/QD-QLD ngay 08/06/2017 ciia Cuc trudng Cyuc Quan Iy Duge
vé viéc ban hanh danh muc 13 thudc nwéc ngoai (thude didu trj ung thu ding ky l4n
dhu- sb dang ky c6 higu lyc 02 ndm) duge cép sb dédng ky luu hanh tai Viét Nam- Dot
97:

16.1. Thubc Bortezomib Pharmidea, SPK: VN2-579-17 do Céng ty TNHH

Dugc phdm Viét Phap ding ky, trong quyét dinh c6 ghi dja chi nha sén xuét 1
“Rupnicu iela 4, Olaine, LV-2114 - Latvia”, nay diéu chinh thanh “Rupnicu iela 4,
Olaine, Olaines novads, LV-2114 - Latvia”.
17. Quyét dinh sé 212/QP-QLD ngiy 08/06/2017 ctia Cue trudng Cuc Quan 1y Dwgc
vé vige ban hanh danh myc 04 thubc nuée ngoai (thubc chira hoat chit khéng virus
ding ky 14n diu- sé ding ky c6 higu Iyc 02 niim) dugc cip sé ding ky luu hanh tai
Viét Nam- Dot 97:
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17.1. Thube Cavir, SDK: VN2-593-17 do Céng ty TNHH Dugc phdm Vietsun
ding ky, trong quyét dinh c6 ghi tén thude 1a “Cavir”, nay diéu chinh thanh “Cavir 1”.

18, Quyét dinh s 213/QP-QLD n ay 08/06/2017 etia Cyc trudng Cyc Quén ly Duge
vé viéc ban hanh danh myc 03 thugc nude ngoai (thube tranh thai- sé ding ky ¢6 higu
lyre 02 néim) duge cép sé ding ky heu hanh tai Viét Nam- Dot 97:

18.1. Pidu chinh tén quyét dinh thanh “Quyét dinh v& viéc ban hanh danh muc
02 thube nude ngoai (thube tranh thai- sé ding ky c6 hiéu lyc 02 nim) duge chp sb
ding ky hwu hanh tai Viét Nam- Dot 97” va rat thubc Visanne 2mg tablets, SPK:
VN2-588-17 do Bayer (South East Asia) Pte., Ltd. didng ky ra khéi quy¢t dinh nay.

19. Quyét dinh sb 214/QB-QLD ngay 08/06/2017 ctia Cuc trdng Cuc Quan Iy Duge
v& vigc ban hanh danh muc 23 thubc nude ngoai (thuéc c6 hoat chét, phéi hop céce hoat
chéit 1dn ddu ding ky tai Viét Nam- sé ding ky c6 hidu lyc 02 niim) dugce cdp sb ding
ky luu hanh tai Viét Nam- Dot 97:
_ 19.1. Diéu chinh tén quyét dinh thanh “Quyét dinh v& viéc ban hanh danh myc
24 thubc mréc ngoai (thudc c6 hoat chét, phdi hop céc hoat chét Iin ddu ding ky tai
Vigt Nam- s6 déing ky c6 hiéu lyc 02 nim) duge cdp s ding ky luu hanh tai Vigt
Nam- Dot 97” va b6 sung thudc Visanne 2mg tablets, SDK: VN2-588-17 dugc chuyén
tir quyét dinh sé 213/QP-QLD ngay 08/06/2017 cia Cyc trudng Cuc Quan Iy Duge
sang vo&i cée thong tin k&m theo nhu sau: Céng ty ding ky: Bayer (South East Asia)
Pte., Ltd. (Pja chi: 63 Chulia Street # 14-00, Singapore (049514), Singapore); Nha san
xuét: Bayer Weimar GmbH & Co. KG (Dia chi: Débereinerstrasse 20, 99427 Weimar-
Germany); Hoat chét chinh- ham lvgng: Denogest 2mg; Dang bdo ché: Vién nén; Tudi
tho: 36 théng; Tiéu chudn: NSX; Quy céch déng g6i: H¢p 2 vi x 14 vién;

19.2. Thube Cymbalta, SDK: VN2-607-17 do Eli Lilly Asia, Inc-Thailand
Branch diing ky, trong quyét dinh c6 ghi hoat chét chinh 12 “Duloxetine (duéi dang
Duloxetin HCI) 30mg”, nay diéu chinh thanh “Duloxetin (duéi dang Duloxetin HCI)
30mg”; Pija chi CS xuét xuwdng 16, kiém sodt chit lwgng, dong g6i so chp va thir cép 1a
"Avda de la Industria 30, 28108 Alcobendas, Mandrid, TAy Ban Nha"; nay diéu chinh
thanh "Avda. de la Industria 30, 28108 Alcobendas, Madrid, Tdy Ban Nha";

19.3. Thudc Cymbalta, SPK: VN2-608-17 do Eli Lilly Asia, Inc-Thailand
Branch ding ky, trong quyét dinh c6 ghi hoat chit chinh & “Duloxetine (dué¢i dang
Duloxetin HCI) 60mg;”, nay diéu chinh thanh Duloxetin (du6i dang Duloxetin HCI)
60mg”; Pja chi co s& xult xudng 16, kiém sodt chét lugng, déng gbi so cdp va thir cip
la "Avda de la Industria 30, 28108 Alcobendas, Mandrid, Tdy Ban Nha", nay diéu
chinh thanh "Avda. de la Industria 30, 28108 Alcobendas, Madrid, Tdy Ban Nha';

19.4. Thubc IV Busulfex (Busulfan) Injection, SPK: VN2-614-17 do Otsuka
Pharmaceutical Co., Ltd. ding ky, trong quyét dinh c6 ghi quy cdch déng goi 1a “Hop
16p x 8 hop nhé x 1 dng 10ml”, nay diéu chinh thanh “Hop I6n x 8 hop nhé x 1 Ong
10ml”;

19.5. Thube Xylocream, SPK: VN-20438-17 do Céng ty TNHH Dugc phim
Béch Vigt ding ky, trong quyét dinh ¢6 ghi Dia chi nha sén xuét I3 “Thesi Pousi-Hatzi
Agiou Louka, Paiania Attiki 19002, 37, Greece”, nay diéu chinh thanh “Thesi Pousi-
Xatzi Agiou Louka, Paiania Attiki 19002, 37, Greece”;

19.6. Thudc Tobrin 0.3%, SDK: VN-?0366-I7 do Actavis Intematiqnai Ltd
diing ky, trong quyét dinh ¢6 ghi Dang bao ché 1a “Dung dich nho tai”, nay didu chinh
thanh “Dung dich thudc nhé mit”;
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19.7. Thube Orkan SoftCapsule, SPK: VN-20486-17 do Cﬁng ty TNHH T™M -
DP Péng Phwong ding ky, trong quyét dinh c6 ghi Quy céch déng gm 1a “Hop S vix
10 vién®, nay didu c¢hinh thanh “Hop 3 vi x 10 vién”;

19.8. Thube Montesin 10mg, SPK: VN-20381-17 do Avrentim Sp. Z O.o. déing
ky, trong quyét dinh c6 ghi Dang bao ché 1a “Vién nén nhai”, nay diéu chinh thanh -
“Vién nén bao phim”;

19.9. Thube Invokana, SPK: VN2-611-17 va thube Invokana, SPK; VN2-612-
17 do Janssen -~ Cilag Ltd ding ky, trong quyét dinh c6 ghi dia chi co s& dong gbiva .
xuét xudng 13 “Via C. Janssen, Borgo San Michela, 04100 Latina, Italy”; nay diéu
chinh thanh “Via C. Janssen, Borgo San Michele, 04100 Latina, Italy”.

20. Cong van gia han hiéu lye s§ ding ky:

20. 1 Thude Verimed, SPK: VN-11190-10 do Medochemie Ltd. ding ky, trong
cong vin sb 16063/QLD-BK ngay 19/8/2016 ciia Cuc Quan 1y duge vé viée gia han
hiéu Iyc sé ddng ky ghi sb ding ky thube 1a “VN- VN-11190-10”, nay diéu chinh
thanh “VN-11190-107;

20.2. Thubc Haepril, SPK: VN-10027-10 do Céng ty TNHH Dai Béc ding kY,
trong cng vin sb 11508/QLD-PK ngay 07/8/2017 ciia Cyc Quén ly dugce vé viée gia
han hiéu lyc sé ding ky ghi dia chi cong ty dang ky 1a “65 Vii Ngoc Phan, Quén Péng
Pa, Ha N§i-Viét Nam”, nay diéu chinh thanh “sé 11, dudng Céng Nghiép 4, khu cdng
nghiép Sai Pdng B, Phudmg Thach Ban, Quan Long Bién, Ha N§i”,

Cuc Quan Iy Dugc théng béo dé céc don v biét./.

Noi nhgn: : KT. CUC TRUONG
- N trén; 39, CUC TRUONG

- B6 truéng Nguyén Thij Kim Tién (dé b/c); &

- Thir trudng Trrong Quc Cudmg (dé bic); . ["ﬁ

- Vu Phép ché, Vu Béo hiém y t % Cuc Quan Iy Kham chffa bnh 4'
Thanh tra BO Y t&;

- Téng cyc Hai quan — BH Tai chinh;

- Website Cyc QLD, Tap chi Duge & M§ phim — Cyc QLD;

- Luu: VP, Céc phong thufe Cuc QLD, BKT (4 ban).
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phiic

So: 2797 /QD-BYT Ha Noi, ngay 06 thdang 06 ndam 2021

QUYET PINH
Vé viée phé duyet diéu chinh tén hoat chat ciia thudc Nexavar tai Ke hoach
lya chon nha thau va phé duyét két qua lwa chon nha thiu cung cip thudc
biét dugc goc thudc danh muc thude dwgc ap dung hinh thirc dam phan gia
nim 2020 ciia Trung tAm mua sim tip trung thudc quoc gia.

BO TRUONG BQ Y TE

Caén cik Ludt ddu thau ngay 26 thang 11 nam 2013 cia Quoc hji;
Cén cit Nghi dinh s6 75/201 7/ND-CP ngay 20 thang 6 nam 2017 cua Chinh
phii quy dinh chirc ning, nhiém vy, quyén han va co cdu t6 chirc ciia Bo Y té;

Can cit Nghi dinh s 63/2014/ND-CP ngay 26 thang 6 nam 2014 cua Chinh
phii quy dinh chi tiét mét sé diéu ciia Ludt Ddu thau vé lya chon nha thau;

Can cu Thong tu s6 15/2020/TT-BYT ngay 10 thang 8 nam2020 cua B
tru:o”ng Bo Y té ve viéc ban hr’inh danh muc thuéc dau thau, danh muc thuoc dau
thau tdp trung, danh muc thuoc dwoc dp dung hinh thice dam phdn gid;

Can cir Thong tw s6 15/2019/TT-BYT ngay 11 thang 7 nam 2019 cua B
truong Bo Y té quy dinh viée ddu thau thude tai cdc co so'y té cong ldp;

Can cu"nyet dinh s6 45 72/0OD-BYT ngay 03 thing 11 nam’2020 cua Bg
truong Bo Y té vé viéc phé duyét Keé hoach lia chon nha thau cung cap thuoc thuc
Danh muc thuée duwoc dp dung hinh thirc dam phan gia nam 2020 cua Trung tam
mua sdam tdp trung thuoc quoc gia;

Can cir Quyét dinh sé 88/OD-TTMS ngay 08 thang 12 nam 2020 cua Giam
doc Trung tam Trung tam mua sam tdp frung thuoc quéc gia vé viéc phé duyét danh
sdch nha thau va cac thuéc ddp vmg yéu cau vé mdt kj thudt cdc gdi thau cung cdp

thuéc biét duwoc goc thuée danh muc thuée dwoe dp dung hinh thire dam phadn gid
nam 2020,

Can cir Cong van 56 363/QLD-GT ngay 23 thang 4 nam 2021 cua Cuc Quan
Iy dieoc vé viéc cung cdp thong tin vé thanh phan hoat chdt thuéc Nexavar;

Can cir Cong van 671 9Y/OLDT-CS ngay 27 thang 5 nam 2021 cua Cuc Quan
Iy Pdu thau, B Ké hoach va Dau tw vé viée sai tén hoat chdt cia thuéc trong ké
hoach lwa chon nha thau;

Can cir Bdo cdo tham dinh s6 371/BYT-KH-TC ngay 27 thang 5 nam 2021
ctia Té6 Tham dinh ké hoach, két qua dam phadn gid thuéc doi véi két qua lwa chon
nha thau cung cdp thuoc biét duoe goc thuée danh muc thuée dwoc  dp dung hinh
thire dam phdn gida ndm 2020 cia Trung tdm mua sam tdp trung thudc quoc gia;
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Xeét de nghi ciia Gidm doc Trung tam mua sam tap trung thuéc quéc gia tai To
trinh s6 04/TTr-TTMS ngay 19 thdang 4 nam 2021, Cong van so 275/TTMS-NVD ngay
07 thang 5 nam 2021, Cong vin so 283/TTMS-NVD ngay 12 thang 5 nam 2021;

Theo dé nghi cua Vu trwong Vu Ké hoach - Tai chinh, B3 Y té,
QUYET PINH:

Diéu 1. Phé duyét didu chinh tén hoat chét cia thude Nexavar tai Piéu 1 va Danh
muc hang héa chi tiét kém theo Quyét dinh s6 4572/QD-BYT ngay 03 thang 11 nim
2020 cia Bo truong Bo Y té vé viée phé duyét K& hoach lwa chon nha thau cung cip
thud¢ thude Danh muc thude duge ap dung hinh thirc dam phan gia ndm 2020 cua
Trung tim mua sdm tap trung thudc quic gia tir "Sorafenib tosylate" thanh "Sorafenib"

Piéu 2. Phé duyét két qua lua chon nha thau cung cép thude biét duge gde thude
danh muc thude dugc ap dung hinh thire dam phan giéd ndm 2020 cua Trung tdm mua
sam tap trung thudc qudc gia, cu thé nhu sau:

1. Tén nha thau trang thau, gia tring thau:

a) G6i thau s6 1: Cung cip thude Biét duoc gbc Cerebrolysm hogc tuong
duong diéu tri thugc danh muc Pam phan gid cho céc co so'y té trén toan qudc nim
2021-2022.

- Tén nha thau triing thdu: Cong ty C6 phan dugc pham thiét bi y t& Ha Noi;
- Gia trang thau: 242.768.752.040 dong (Hai trm bon muoi hai ti, bay tram
sdu muoi tdm tri¢u, bay trdm nam muoi hai nghin, khong trdm bon muoi dong).

b) Go6i thau s6 2: Cung cép thuéc Biét dwgc gbc Tienam
(Im1penem+C11astat1n 500mg+500mg) hodc twong duong diéu tri thudc danh muc
DPam phén gia cho cic co sd 'y té trén toan qudc nam 2021-2022.

- Tén nha thau trung thau: Coéng ty C6 phan dugc liéu Trung wong 2;

- Gid trang thau: 670.500.896.980 ddng (S&u trdm bay muoi ti, nim trim
triéu, tdm tram chin muoi sau nghin, chin tram tdm muoi dong).

¢) G6i thau s6 3: Cung cép thude Biét duoc gdc Mabthera (Rituximab 500mg)
hoac tuong duong diéu tri thuéc danh muc Pam phan gia cho céc co s¢ y té trén
toan quoc ndm 2021-2022.

- Tén nha thau trang thdu: Cong ty C6 phan dugc liéu Trung wong 2;

- Gi4 tring thiu: 378.728.607.800 dong (Ba trdm bdy muoi tdm ti, bay trdm
hai muoi tdm triéu, sau tram linh bay nghin, tam tram dong).

d) G6i thau s6 4: Cung cap thude Biét dugc ge Nexavar (Sorafenib 200mg)
hoac tuong duong diéu tri thuoc danh muc Pam phan gia cho cac co s¢ y té trén
toan quoc nam 2021-2022.

- Tén nha thau tring thdu: Coéng ty C6 phan dugc liéu Trung wong 2;
- Gia tring thau: 200.720.830.464 dong (Hai tram ti, bay trim hai muoi triéu,
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t4m trdm ba muoi nghin, bdn trim sdu muoi tu dong).

2. Loai hop déng: Hop ddng theo don gia ¢ dinh; Cach thirc thuc hién: Ky
thoa thudn khung;

3. Thoi gian thuc hién thoa thusn khung: 24 thang ké tir ngdy Thoa thuan
khung c¢6 hiéu luc.

4. Danh muc: chi tiét tai Phy luc kém theo Quyét dinh nay.

Piéu 3. Gi4 trang thiu néu tai Diéu 2 1a chi phi udc tinh i da, d4 bao gém
toan by cac chi phi lién quan dé thuc hién goi thau nhu chi phi bao bi, déng géi, béo
quan, van chuyén dén kho cic co s& y té va céc loai thué, phi, 1é phi theo quy dinh
nha nudc hién hanh.

Diéu 4. Gidm dbc Trung tdm mua sim tip trung thuoc qudc gia co trach
nhiém ky va quan ly thuc hién thoa thuan khung véi nha thau duge phé duyét tring
thau tai Diéu 2, cong khai két qua dam phén gia theo ding quy dinh phép lut.

Piéu 5. Quyét dinh nay c6 hiéu luc thi hanh ké tir ngay ky ban hanh.

Piéu 6. Chanh Vian phong Bo, Vu trudng Vu Ke hoach - Tai chinh, Cuc
trudéng Cuc Quan ly Duge, Giam doc Trung tAm mua sam tép trung thude quoc gia
va Thu truéng céc don vi ¢6 1ién quan chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 6;

- P/c Bj truong (dé bao céo);

- Cac d/c Thir truong (dé phdi hop);
- Luu: Vin thu, KH-TC.




BQO YTE

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc ldp — Tw do — Hanh phiic

DANH MUC THUOC

Két qué lra chon nha thiu cung cap thubc biét dwge goe thuoc danh muce thuoc dlmrc ap dung hinh thirc dam phan gia nim

2020 ciia Trung tAm mua sim tip trung thudc quoc gia.

(Kem theo Quyét dinh s6 2797 /OD-BYT ngay 06 thang 06 nam 2021 cua Bo truong Bo Y 1é)

. ” Sb Quy o £ o A2
u £ Tén hoat Nong dd, Dudng | Dang bao | Han Co sé sdn xuait - DPon gia £ Thanh tien
SEX | Tenthute chiit ham lwgng di;g diung chié ding d;fgd;éi Nirde sin xuiit Ryl (ddng) Bir lugns (ddng)
G6i thiu b 1: Cung cip thudc Biét dwoe gbe Cerebrolysin hoiic twong duong ditu trj thuje danh muc Pam phan gid cho cic coséy té trén toan qufu: nim 242.768.752.040
2021-2022 SRS
dDitEgtiém Co s0 trfn va dong
Peptide Tiém/ dimg dich Hop 10 goi: Ever Pharma
; ; .| 215,2mg/ml | QLSP- o il 60 pae Jena GmbH, Dirc; 4
1 Cerebrolysin | (Cerebrolysin < 1 845-15 tler{l dam dic théng ong x 1 Car sés xudit xudmg: Ong 16.275 42,742 695.626.050
concentrate) truyén | pha dung ml e ——
SIcE ey GmbH, Ao
truyen; *
(Ij).uggwm Co s0 tron va dong
Peptide Tiém/ | dung dich Hgps | Bl Pam
. .| 215.2mg/ml | QLSP- i i) 60 iR Jena GmbH, birc;
2 | Cerebrolysin | (Cerebrolysin < 5ml 845-15 tler? dam dac thing ong x5 Cor 50 xult it Ong 52.788 361.868 | 19.102.287.984
concentrate) truyén | pha dung ml Ever Neuro Pharma
dich tiém GinbH. Ao
truyén; '
gzﬁgﬁém Co s¢ trn va dong
Peptide Tiém/ dijng dici; Hop 5 goi: Ever Phayma
3 | Cerebrolysin | (Cerebrolysin | 2'>-2me/ml | QLSP- | “ier | gamdac | 80 Sipe, | JORGEUILENG | & 86.954 | 2.564.239 | 222.970.838.006
y y
x 10ml 845-15 3 thiang Co s& xuat xudng:
concentrate) truyén | pha dung 10ml Evet Neur Phattis
dich tiém GmblL Ao
truyén; ’
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STT | Tén thube Tén hoat N(’ing do, dgi Pudng | Dang bdo | Han g‘g} Co s& sin xudit - PVT Don gia S 1 Thanh tién
chét ham lwgng ky’g diing ché dung dbng gii Nuée sin xuét (ddng) 0 lrgng (dc’:‘mg)
Goi thiu b 2: Cung cip thube Biét dwge gbc Tienam (Imipenem+Cilastatin 500mg+500mg) hoic twong dwong di¢u trj thugc danh myuc Dam phéan gid cho
o gl £ ' 670.500.896.980
cic co 5§ y té trén toAnquoc nim 2021-2022
Co s@ san xuat:
Merck Sharp &
i . ) VN- " Bot pha 5 Dohme Corp., My;
1 | Fienam o 55%%':13’ 20190- tT“"é“n truyén thﬁ Hop Ol | “cosodonggsic | lo 247.340 | 2.710.847 | 670.500.896.980
n & 16 Ty tinh mach g 9 Laboratoires Merck
Sharp & Dohme-

Chibret, Phip

Goi thiu sb 3: Cung cip thube Biét

duwge ghc Mabthera (Rituximab 500mg) hodc twong duo

ng diéu trj t

hujc danh muc Dam phan gi

4 cho cdc co sé y té trén

toan qudc niim 2021-2022 7812800750
Dung Co s0 san xuidt:
QLSP- dich dgm Roche Diagnostics
1 | Mabthera Rituximab | 500mg/Soml | 0757. | Lem | dAcdé oA Hop 01 il Kby lo |19.715.180 |  19.210 | 378.728.607.800
13 truyén | phadung | thing lo 50ml | Co s& dong goi: F.
dich Hoffmann-La
truyén Roche Ltd, Thuy St
Goi thiu s6 4: Cung cAp thude Biét dwge gbe Nexavar (Sorafenib 200mg) hojc twong duong di¢u tri thudc danh mye Pam phin gia cho cic co so'y té trén
£ 200.720.830.464
toan quoc nim 2021-2022
it : Vién nén 36 | Hop6vi
1 | Nexavar Sorafenib 200mg | 19389- | Ubng . i o il Bayer AG, Dirc | Vién | 403326 | 497.664 | 200.720.830.464
bao phim | thang | x 10 vién
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