!
\
,

BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

~~ “JAN LY DUGC Poc  p-Tu - nhph
S6: i’ﬁ /OD-QLD Ha Noi, ngay/| thang [ ndm 2012
QUYET PINH

Vé viéc ban hanh danh muc 63 vic xin, sinh pham y t€
dugc cap so dang ky luu hanh tai Viét Nam - Dot 19

CUC TRUGNG CUC QUAN LY DUGC

Can cit Luat Dugc ngay 14 thang 6 nam 2005;

Can ctt Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 céia Chinh phi
quy dinh chtic ning, nhiém vu, quyén han va co c4u td chitc clia Bo Y t€;

Can cif Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 cua Bo trudng
Bo Y t€ quy dinh chdc nang, nhiém vu, quyén han va co cau 8 chitc cia Cuc
Quén 1§ Dugc thuoc Bo Y t€ va Quyét dinh s6 3106/QD-BYT ngay 29/8/2011
cia Bo trudng Bo Y t€ vé viéc sira ddi, bd sung Diéu 3 Quyét dinh s6
53/2008/QD-BYT ngay 30/12/2008 ctia Bo trudng Bo Y t€ quy dinh chic ning,
nhiém vu, quyén han va co cau t6 chic cia Cuc Quan 1y Dugc thudc Bo Y t€;

Can cit Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cta Bo trudng Bo
Y t€ Qui dinh viéc dang ky thubc;

- Can ctt ¥ kién ctia Hoi dong xét duyét hé so dang ky luu hanh vic xin va

sinh phdm y t€ - Bo Y 1&;

Xét dé nghi cua Trudng phong Dang ky thude - Cuc Quan 1y Duoc,

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 63 vic xin, sinh
phdm y t&€ dugc cép s6 ding ky Ivu hanh tai Viét Nam - Pot 19.

Piéu 2. C4c don vi ¢6 véc xin, sinh phdm y t€ dugc phép luu hanh tai Viét
Nam qui dinh tai Diéu 1 phai in s6 diang ky dugc Bo Y t€ Viét Nam cap lén nhan
va phai chdp hanh ding cic quy dinh ctia phap luat Viét Nam vé san xuit va
kinh doanh vac xin, sinh pham y té. Cic s6 dang ky c6 ky hiéu QLVX-...-12,
QLSP-...-12 ¢6 gid tri 05 nam ké tir ngay cap.

Diéu 3. Quyét dinh nay cé hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Gidm doc SO Y t€ céc tinh, thanh phd truc thudc trung wong va
Gidm d6c céc don vi ¢6 vic xin, sinh phidm y t€ néu tai diéu 1 chiu jrach nhiém
thi hanh quyét dinh nay./.

Noi nhdn: U’(") NG
- Nhu diéu 4;

- BT. Nguyén Thi Kim Tién (dé b/c);

- TT. Cao Minh Quang (dé b/c);

- Vu Phédp ché, Cuc Y t&€ du phong, Cuc Phong chéng

HIV/AIDS, Cuc Quan 1y khdm chita bénh, Thanh tra BoO

Y té;

- Vién Ve sinh dich t€ trung uong, Vién Kiém dinh quéc

gia vic xin va sinh phdm y t€; x N
- Téng Cuc Hai quan - B6 Tai chinh; -~ —-wp oOC Cuong
- Website ctia Cuc QLD, Tap chi Dugc va M§ phdm-

Cuc QLD;

- Luu: VP, KDD, DKT (3 ban).
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DANH MUC 63 VAC XIN, SINH PHAM Y TE DPUGC CAP SO PANG KY
LUU HANH TAI VIET NAM - POT 19

Ban hanh kém theo quyét dinh s6¢4,...../.QLD-DK, ngay.
quy b Q g %

-----
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1. Cong ty dang ky: Cong ty Abbott Laboratories (Singapore) Pte. Ltd. (1 Maritime
Square, # 11-12 Day B, HarbourFront Centre, Singapore 099253).
1.1 Nha san xuat: Abbott GmbH & Co.KG (Max — Planck — Ring 2, 65205 Wiesbaden,

Germany)
STT Tén thudc/ Hoat chat Baoché/ | Quycich | Tiéu Han S6 dang ky
Tac dung chinh Ham doéng g6i | chudn | ding
luong (thdng) )
1 B6 thudc thir Vi hat pht Dang long, Hop 100 NSX 7 QLSF-uo4u-12
ARCHITECT Anti- | khdng nguyén pha sin tests; Hop
HCYV (Reagent Kit) HCV trong 4x100 tests;
(Dinh tinh khing thé | dungdich Hop 4x500
khéng virus viém gan | dém MES; tests.
C (anti-HCV) trong | Chét ket hop
huyét thanh va huy&t | murine anti-
turong ngudi) 1gG/anti-IgM
danh ddu
acridinium
két hgp trong
dung dich
MES
2 Bo thudc thi Vi hat pht Dang long, Hop 100 NSX 8 QLSP-0541-12
ARCHITECT HIV | khdng nguyén pha sin tests; HOop
Ag/Ab Combo HIV-1/HIV-2 4x100 tests;
(Reagent Kit) (tdi tf; hop) va Hop 4x500
(Dinh tinh déng thoi | Khdng thé tests.
khdng nguyen HIV | HIV p24 (don
p24 & céc khang thé | dong, chudt)

khdng virus gay suy
giam mién dich &
ngudi type 1 va/hodc
type 2 (HIV1/HIV2)
trong huy€t thanh va
huyét tuong ngudi.

trong nudc
mudi dém
TRIS;
Chit két hop:
khdng nguyén
HIV-1 (t4i t8
hgp) ¢é danh
ddu
acridinium,
céc peptide
téng hop
HIV-1/HIV-2
c6 danh ddu
acridinium,
va khdng thé




hiv p24 co
danh d4du
acridinium
(chuét, don
dong) két hop
trong dung
dich dém
phosphate véi
protein (bo)
& chit én
dinh bé mat.

1.2 Nha san xuit:
Longford, Ireland)

Abbott Ireland — Diagnostics Division (Lisnamuck, Longford Co.

STT Tén thudc/ Hoat chat Baoché/ | Quycach | Tiéu | Han S6 dang ky
Téc dung chinh Ham dong géi | chudn | dung
luong (thang)
3 Bo thude thir anti-prolactin | Dang léng, Hop 100 NSX 10 QLSP-0542-12
ARCHITECT (chuét, khang pha sin tests; Hop
Prolactin (Reagent | thé don dong) 4x100 tests;
Kit) ph trén vi Hop 4x500
(Dinh lugng prolactin hat trong tests.
trong huyét thanh va | dungdich
huyét tuong ngudi) dém TRIS;
Chat két hop
anti-prolactin
(chuét, khiang
thé don dong)
c6 danh d4u
acridinium
trong dung
dich d¢ém
phosphate.
4 Bo thudc thu anti-NGAL | Dang 16ng, Hop 100 NSX 15 QLSP-0543-12
ARCHITECT (chudt, khang pha sn tests
Urine NGAL | thé don dong)
(Reagent Kit) phu trén vi
(Dinh lugng lipocalin | hat trong
trung tinh c6 lien he | dungdich
v4i gelatinase dém TRIS;
(neutrophil gelatinase | Chét k€t hop
associated lipocalin- | ant-NGAL
NGAL) trong nuéc | (chudt, khing
tiéu nguoi) thé don dong)
c6 danh déu
acridinium
trong dung
dich d¢m
TRIS.
5 Bo thudc thir anti-T3 (tx Dang léng, Hop 100 NSX 9 QLSP-0544-12
ARCHITECT Free | ciu) phti trén pha sin tests; HOp
T3 (Reagent Kit) vi hat trong 4x100 tes
(Pinh luong dung dich Hop 4x500




triiodotl -onine tu ( ES; tests.
do (Free T3) trong Chat két hgp
huyét thanh va huyét | T3 c6 ddnh
tuong ngudi) ddu
acridinium
trong dung
dich dém.
B0 thudc thir anti- Dang long, Hop 100 NSX 12 QLSP-0545-12
ARCHITECT testosterone pha sdn tests; Hop
Testosterone (chuot, khang 4x100 tests;
(Reagent Kit) thé don dong)
(Pinh lugng phu trén vi
testosterone trong hat trong
huyét thanh va huyét d\}ng dich
tuong ngudi) dém BIS-
TRIS; Chat
két hop
Testosterone
c6 danh ddu
acridinium
trong dung
dich dém
citrate.
Bo thudc thir Vihatpht | Dang ldng, Hop 100 NSX 7 QLSP-0546-12
ARCHITECT phiic hop pha sin tests; HOp
Progesterone Anti- 4x100tests.
(Reagent Kit) ﬂuoresce}n-
(Dinh lugng (chudt, khdng
Progesterone trong | the don dong)
huyét thanh va huyét fluorescein
tuong ngudi) progesterone
trong dung
dich dém
TRIS; Chat
két hop anti-
progesterone
(curu, khing
thé don dong)
duoc danh
ddu
acridinium
trong dung
dich d¢m
MES,
Bo thudc thir Anti-B TSH | Dang long, Hop 100 NSX 15 QLSP-0547-12
ARCHITECT TSH | (chudt, khing pha sin tests; Hop
(Reagent Kit) thé don dong) 4x100 tests;
(Pinh luong hormon pht trén vi Hop 4x500
kich thich tuyén gidp hat trong tests.
& nguoi trong huyét dung dich
thanh va huyét tuong | dém TRIS;
nguoi) Chat két hop
anti-a TSH

(chudt, khing




- | thé don dong)

¢6 d4nh d4du
acridinium
trong dung
dich dém
MES.
9 Bo thudc thir Anti-T3 (tr | Dang long, Hop 100 NSX 10 QLSP-0548-12
ARCHITECT Total | clu) phu trén pha sin tests; Hop
T3 (Reagent Kit) vi hat trong 4x100 tests;
(Pinh lugng dung dich Hop 4x500
triiodothyronine toan | 4ém MES; tests.
phén trong huyét Chét ket hop
thanh va huyét tuong | T3 c6 ddnh
nguoi) ddu
acridinium
trong dung
dich dém .
10 B¢ thudc thir anti-T4 (tr | Dang long, Hop 100 NSX 10 QLSP-0549-12
ARCHITECT Total | ciu) phi trén pha sin tests; Hop
T4 (Reagent Kit) vi hat trong 4x100 tests;
(Dinh lugng dung dich Hop 4x500
thyroxine (total T4) | dém MES; tests.
trong huyét thanh va | Chatkeét hop
huyét tuong ngudi) | T4 c6 danh
ddu
acridinium
trong dung
dich dém .
1.3 Nha san xuat: Fujirebio Diagnostics Inc. (201 Great Valley Parkway. Malvern, PA
19355, USA) cho Abbott Laboratories Diagnostics Division (100/200 Abbott Park Road,
Abbott Park, Illinois 60064, USA)
STT Tén thudc/ Hoat chat Bao ché/ | Quyciach | Tiéu Han So dang ky
T4ac dung chinh Ham déng géi | chudn | dung
lugng (thang)
11 ARCHITECT CA | anti-CA 125 | Dang léng, Hop 100 NSX 10 QLSP-0550-12
125 I Reagent Kit | (chu¢t, don pha sdn tests; HOp
(Pinh lugng khing dong) phu 4x100 tests;
nguyén duoc x4c trén vi hat Hop 500
dinh b&i OC 125 trong dung tests.
trong huyét thanh va dich dém
huyét tvong ngudi) TRIS; Chat
két hop anti-
CA 125
(chuét, don
dong) c6 ddnh
ddu -
acridinium
trong dung
dich d¢m
ospl .




- Bo thudc thir -l 2 .nglong, | Hop 100 M. 10
ARCHITECT BNP | (chudt, don pha sin tests; Hop
(Reagent Kit) dong) pht . 500 tests.
(Dinh lugng Peptide | trén vi hat
tang bai tiét natri trong dung
tuyp B hay goi tit 1a dich dém
BNP trong huyét TRIS; Chat
twong c6 chat chéng | k€t hop anti-
déng EDTA) BNP (chuot,
don dong) cé
danh ddu
acridinium
trong dung
dich dém
MES.
13 B¢ thudc thir 115D8 Dang 16ng, Hop 100 NSX 10 QLSP-0552-12
ARCHITECT CA (chudt, don pha sin tests; Hop
15-3 (Reagent Kit) | dong) phu 4x100 tests;
(Dinh luong khéng trén vi hat Hop 500
nguyén dugc x4c trong dung tests.
dinh bdi DF3 trong | dichdém
huyét thanh hay TRIS; Chat
huyét tuong cla két hop DF3
ngudi) (chuét, don
dong) cé danh
dau
acridinium
trong dung
dich dém
phosphate.
1.4 Nha san xuat: Denka Seiken, Co., Ltd (Kagamida Factory, 1359-1, Kagamida, Kigoshi,
Gosen-shi, Niigata 959-1695, Japan) cho Abbott GmbH & C0.KG (Max - Planck — Ring 2,
65205 Wiesbaden, Germany)
STT Tén thudce/ Hoat chat Baoché/ | Quycach | Tiéu Han So dang ky
Tac dung chinh Ham déng géi | chuin | dung
lugng (thing)
14 ARCHITECT Anti-ProGRP | Dang 16ng, Hop 100 NSX 15 QLSP-0553-12
ProGRP Reagent | (chuét, khdng pha sdn tests;
Kit thé don dong)
(Dinh lugng Pro GRP |  phu trén vi
(Gastrin-Releasing- hat trong
Peptide) trong huyét | dungdich
thanh va huyét tuong | dém TRIS;
ngub‘i) Chat két hG'p
anti-ProGRP
c6 danh ddu
acridinium
(chudt, khéng
thé don dong)
phu trén vi
hat trong
dung dich
dém TRIS.




1.5 Nha san xuét: Biokit S.A (Can Malé, 08186 Llica d’Amunt, Barcelona, Spain) cho
Abbott Laboratories Diagnostics Division (100/200 Abbott Park Road, Abbott Park,

Il s 60064, USA)
STT Tén thuoc/ Hoat chit Bao ché/ | wuycach | 11eu | Han S6 dang ky
Téc dung chinh Ham déng géi | chudn | ding
luong | (théng)
15 B0 thudc thir Anti-human | Dang long, | Hop 100 NSA 9 QLSP-0554-12
ARCHITECT C- C-Peptide pha sin tests
Péptide (Reagent | (chudt, khing
Kit) thé don dong)
(®inh luong C- phu trén vi
Peptide trong huyét hat trong
thanh, huyét tuong va |  dung dich
nudc tiéu ngudi) dém TRIS;
Chat két hop
anti-human
C-peptide
(chuét, khing
thé don dong)
c6 danh ddu
acridinium
trong dung
dich dém
MES.

1.6 Nha san xudt: Biokit S.A (Can Malé, 08186 Lli¢a d’Amunt, Barcelona, Spain) cho
Abbott GmbH & Co.KG (Max —Planck — Ring 2, 65205 Wiesbaden, Germany)

STT Tén thudc/ Hoat chat Bao ché/ | Quycach | Tiéu Han So dang ky
T4c dung chinh Ham déng géi | chuin | ding
lugng (thang)
16 ARCHITECT Anti- Dang 16ng, Hop 100 NSX 15 QLSP-0555-12
iTheophylline theophylline pha sn tests
Reagent Kit (chudt, khéng
(Pinh lugng thé don dong)
Theophylline trong phitrénvi
huyét thanh, huyét | hat khéng thé
tuong ngudi) de khéang
chudt trong
dung dich
dem TRIS;
Chat két hop
theophylline
c6 dinh d4u
acridinium
trong dung
dich dém
MES.
17 ARCHITECT Anti- Dang 16ng, | Hop 100 NSX 6 QLSP-0556-12
iVancomycin vancomycin pha sin tests
Re ntKit (chugt, khang
(Dinh lugng thé d,on déng)
Vancomycin trong pht trén vi




hu

) th, hu) 1 kot
twong nguoi) dé khang
‘ chudt trong
dung dich
déem TRIS;
Chat két hop
Vancomycin
c6 danh ddu
acridinium
trong dung
dich dem
MES.
18 Boé thudc thir Anti-SHBG | Dang ldng, Hop 100 NSX 10 QLSP-0557-12
ARCHITECT (chuét, khang pha sin tests; Hop
SHBG (Reagent thé don dong) 4x100tests.
Kit) phti trén vi
(Dinh lugng globulin |  hat trong
gén két hormon gi6i dung dich
tinh trong huyét dém TRIS;
thanh va huyét tuong | Chédtkéthop
ngudi) khéng thé
anti-SHBG
(chudt, khang
thé don dong)
dugce danh
ddu
acridinium
trong dung
dich dém
phosphate.
1.7 Nha san xuit: Thermo Fisher Scientific — Fisher Diagnostics, Inc., (8365 Valley Pike,
Middletown, VA 22645, USA) cho Abbott Laboratories Diagnostics Division (100/200
Abbott Park Road, Abbott Park, Illinois 60064, USA)
STT Tén thudce/ Hoat chat Baoché/ | Quycach | Tiéu Han So dang ky
Tac dung chinh Ham dong g6i | chudn | dung
lugng (thang)
19 { ARCHITECT Stat | Anti-CK-MB | Dang long, Hoép 100 NSX 15 QLSP-0558-12
CK-MB Reagent | (chudt, khang pha sin tests; Hop
Kit thé don dong) 4x100 tests;
(Pinh luong phtt trén vi Hop 500
isoenzyme MB ciia hat trong tests.
creatine kinase (CK- | dungdich
MB) trong huyét dém TRIS;
thanh va huyét tuong | Chatkeét hgp
ngub‘i) anti-CK-MB
(chuot, khang
thé don dong)
dugc danh
ddu
acridinium
trong dung
dich dém
MES. 1




20 Bo6 thudc thi Anti- Dang 1ong, Hop 100 NSX 15 QLSP-0559-12
ARCHITECT Stat myoglobin pha sén tests; Hop
Myoglobin (chuot, khang 4x100 tests;
(Reagent Kit) thé don dong)
(Dinh luong phi trén vi
Myoglobin trong hat trong
huyét thanh va huyer |  dung dich
tuong ngudi) dém TRIS;
Chat két hop
anti-
myoglobin
(chuét, khang
thé don dong)
dugc dinh
ddu
acridinium
trong dung
dich dém
MES.
21 | ARCHITECT Anti- | thyroglobulin | Dang long, Hop 100 NSX 15 QLSP-0560-12
Tg Reagent Kit ngudi phi pha sin tests; Hop
(Pinh luong khang trén vi hat 4x100 tests;
thé IgG tu mién trong dung
thyroglobulin (anti- dich dém
Tg) trong huyét MES; Chat
thanh v huyé&t twong |~ k€t hop
ngudi) khéng IgG
ngudi (chudt,
khdng thé don
dong) cé danh
ddu
acridinium
trong dung
dich dém
L MES.
1.8 Nha san xuit: Fujirebio Diagnostics Inc. (201 Great Valley Parkway. Malvern, PA
19355, USA) cho Abbott GmbH & Co.KG (Max — Planck — Ring 2, 65205 Wiesbaden,
Germany)
STT Tén thudc/ Hoat chat Bao ché/ | Quycach | Tiéu | Han Sé
Téc dung chinh Ham dong géi | chudn | dung dang Ky
lugng (thang)
22 ARCHITECT anti-Cyfra 21- | Dang long, Hop 100 NSX 6 QLSP-0561-12
Cyfra 21-1 Reagent 1 (chudt, pha sén tests;
Kit khéng thé don
(Dinh luong cdc dong) ph
manh cytokeratin 19 | trén vi hat
trong huyét thanh va | trong dung
huyét trong ngudi) dich d¢ém
TRIS; Chat
F h Iti-
Cyfra 21-1




(chu6t, khang

thé don dong)
¢6 danh ddu
acridinium
trong dung
dich dém
MES.
23 | ARCHITECT HE4 anti- Dang long, Hop 100 NSX 7 QLSP-0562-12
Reagent Kit HEA4(chuat, pha sdn tests;
(Pinh luong khang | khang the don
nguyén HE4 trong dong) phu
huyét thanh ngudi) trén vi hat
trong dung
dich dém
PBS; Chat két
hop anti-HE4
(chuét, khiang
thé don dong)
¢ danh diu
acridinium
trong dung
dich dém
L PBS.
2. Cong ty dang ky: Cong ty ¢6 phdn A Chau (S6 9 16 11A, ph6 Trung Hoa, Cdu Gidy, Ha
Noi, Viét Nam) ~
Nha san xudt: InTec PRODUCTS, INC. (Xiamen) (332 Xinguang Road, Xinyang
Industrial Area, Haicang, Xiamen, China)
STT Tén thudc/ Hoat chat Baoché/ | Quycich | Tiéu | Han S6 dang ky
T4c dung chinh Ham doéng g6i | chudn | dung
lugng (thang)
24 | Rapid Anti-HIV Conghgp | Dangque/ | Dangque: | NSX | 24 | QLSP-0563-12
Test (Kit thit nhanh | vang HIV -Ag | dang khay | Hop chia 50
phat hién khang thé | tdi t0 hop; que thir
khing HIV) Anti-human trong tdi
(Dinh tinh phét hi¢n IgG-Fc riéng, dung
khéng thé khang | McAb; Anti- dich dém 5
virus HIV tuyp 1 HIV McAb. lo x 2ml;
(bao gém nhém O) Dang khay:
va/hoac HIV tuyp 2 Hop chia 40
trong m4u toan phén, khay thu
huyét thanh hoac rigr?;gdt::rllg
huyé;;ﬂ%?)g o dich dém 4
lox 2ml




3. Cong ty dang ky: Cong ty CP Dugc phdm Duy Tan (22 HS Biéu Chanh, Quan Phu
Nhuan, Thanh ph6 Hé Chi Minh, Viét Nam)
Nha san xuit: Instituto Biologico Contemporaneo S.A (Bogota 3921/25, Ciudad de Buenos

Aires, Argentina)

Nha déng géi: Laboratorio Pablo Cassara S.R.L. (Carhue 1096 (C1408GBV), Ciudad de

Buenos Aires, Argentina®

biotin 18ES5 (tir
chudt); khing
thé don dong
khiang NSE
84B10 (tir
chuot) danh
ddut® phic
hop ruthenium

STT Tén thudc Hoat chat Bao ché/ Quy cich | Tiéu | Han SO aang Ky
Ham dong géi | chudn | dung
lugng (thang)
25 Neutrofil 30 Filgrastim Dungdich | HopOl Lox | NSX 24 QLSP-0564-12
tiém. 1ml;
30MU/ml
26 Neutrofil 48 Filgrastim Dung dich | HopO01 Lox | NSX 24 QLSP-0565-12
tiém. 1,6ml;
48MU/1,6
ml
4. Cong ty dang ky: F.Hoffmann-La Roche Ltd (Grenzacherstrasse, CH-4070 Basel —
Switzerland)
4.1 Nha san xuit: Roche Diagnostics GmbH (Sandhofer 116 68305 Mannheim - Germany)
STT Tén thuoc/ Hoat chat Baoché/ | Quycich | Tiéu | Han So dang ky
Tac dung chinh Ham doéng goi | chudn | dung
| luong (thang)
z1 Elecsys N-MID Vi hat pht Dang I6ng Hop 100 NSX 9 QLSP-0566-12
Osteocalcin Streptavidin; tests.
(Dinh lugng N-MID | khéng thé don
osteocalcin trong | dong khdng N-
huyét thanh va huyét | MID
twong ngudi trén mdy | osteocalcin
elecsys va cobas e ) | gan vdi biotin;
khang thé don
dong khang N-
MID
osteocalcin (tir
chu6t) danh
d4u bang phitc
hop ruthenium
28 Elecsys NSE Vi hat pht Dang léng Hoép 100 NSX 11 QLSP-0567-12
(Pinh luong Enolase | Streptavidin, tests.
chuyén biét thdn kinh | khang thé don
(NSE) trong huyét | dong khéng
thanh nguoi) NSE gan véi

10







|

nguoi, phan
tmg véi HSV-1

IeG
33 Precinorm/ CRP (tx Dang léong | Hop 03 chai | NSX 14 QLSP-0572-12
Precipath Protein | nguoi); ASLO X 0lml.
(Kiém tra 46 diing va |  (tU ngudi)
d¢6 chinh xédc clia xét
nghiém dinh lugng)
34 | Elecsys Troponin I | TroponinI (tdi | Dang dong | Hop 04 chai | NSX 09 QLSP-0573-12
STAT Calset t hop, ngudi) kho x 01ml
(Chuén dinh xét
nghiém Elecsys
Troponin I STAT
trén mdy xét nghiém
Elecsys va cobas e)
35 D- Dimer Gen.2 Huyét thanh | Dang Iéng { Hop 06 chai | NSX 07 QLSP-0574-12
Calibrator Set ngudi; Phan X 0,5ml.
(Chuén dinh cdc doan D-Dimer
phuong phap dinh | (ctia ngudi)
luong) trong huyét
thanh nguoi
36 D- Dimer Gen.2 Phan doan D- | Dangléong | Hop 04 chai | NSX 07 QLSP-0575-12
Control VIl Dimer (cta x 0lml
(Kiém tra ch4t lugng | ngudi) c6 dinh
xét nghiém) trong nén
huyét thanh
nguoi
37 | Precinorm CK-MB | CK-MM (tt | Chitdoéng | Hop 04 chai | NSX 11 QLSP-0576-12
(Kiém tra d¢ diing va | nguoi); CK-BB kho x 03ml.
d6 chinh xdc cacéc | (t 6c heo)
xét nghiém)
38 Precipath CK-MB CK-MM (i Chat dong | Hop 04 chai | NSX 09 QLSP-0577-12
(Kiém tra do diing va | ngudi); CK-BB kho x 03ml.
d6 chinh x4c cua cdc (tr 6¢ heo)
_v4t nghiém)
39 | IGG-2, Tina-quant Khéng thé Dang long Hop 150 NSX 14 QLSP-0578-12
[a] IgG Gen.2 khé{lg IgG tests.
(Dinh luong IgG nguoi (tir dé)
trong huyét thanh,
huyét tuong va dich
ndo tiy ngudi trén he
théng may
Roche/Hitachi cobas
c)
40 | 7°C-2, Tina-quant Khéng thé Dang long | Hodp 100 NSX 20 QLSP-0579-12
[a] Complement khang __c tests.

C3c ver.2

nguoi (ta dé)
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46 APOAT, Tina- Khéng thé Dang long | Hop 100 NSX 20 QLSP-0585-12
quant [a] khéng ' tests.
Apolipoprotein A-1 | 2polipoprotein
ver.2 A-1 nguoi (tir
(Dinh Iuong o)
apolipoprotein A-1
trong huyét thanh va
huyét twong nguoi
trén hé théng may
Roche/Hitachi cobas
9]
47 APOBT, Tina- Khing thé Dang long Hop 100 NSX 20 QLSP-0586-12
quant [a] khang tests.
Apolipoprotein B | apolipoprotein
ver.2 B ngudi (tir
(Pinh luong ciru)
apolipoprotein B
trong huyét thanh va
huyét tuong ngudi
trén hé théng mdy
Roche/Hitachi cobas
<)
48 | PREA, Prealbumin | Khidng huyét | Dang ldng Hop 100 NSX 16 QLSP-0587-12
(Pinh lugng thanh khdng tests.
prealbumin trong prealbumin T
huyét thanh va huyet | (tir thd) déc
tuong ngudi trén hé hiéu véi
th6ng mdy prealbumin
Roche/Hitachi cobas ngudi
c)
49 CERU, Khédng huyét | Danglong | Hop 100 NSX 16 QLSP-0588-12
Ceruloplasmin thanh khéng tests.
(Pinh luong ceruloplasmin
Ceruloplasmin trong | T (tirtho) dac
huyét thanh ngudi hi¢u véi
trén he théng mdy | ceruloplasmin
Roche/Hitachi cobas nguoi
c)
50 | CRPHS, Cardiac C- Globulins Dang léng | Hop 300 NSX 14 QLSP-0589-12
Reactive Protein mién dich (tir tests.
(Latex) High chuot); Hat
Sensitive nhya phu
(Dinh lugng C- khing the
Reactive Protein | Khdng CRP (tr
(CRP) trong huyét chuot)
thanh va huyét tuong
ngudi trén hé thong
mdy Roche/Hitachi
cobasc)
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2 NI xt :R e Molecular Systems, Inc (1080 US Highway 202, Branchburg, New
Jersey 08876-3771, USA); Roche Diagnostics Ltd (Forrenstrasse, 6343 Rotkreuz,
Sweetzerland) ‘
STT Tén thuoc/ Hoat chat Bao ché/ | Quycich | Tiéu | Han So dang ky
Téc dung chinh Ham dong g6i | chudn | ding
lugng (thang)
51 Cobas® Chudn dinh | Dang léng Hop 48 NSX 18 QLSP-0590-12
AmpliPrep/Cobas® I‘Iﬁ%g Elgpw tests. *
® n hc
TaqMTa:S ¢ HCY Master HCV;
. Chung duong
D | et Y
trong huyét thanh va chtllfnmgl &l;%ng
huy€t tuong ngudi) HCV; Ching
am tinh véi
Cobas
TagMan
(Huyét tuong
nguoi)
4.3 Nha san xuit: Ventana medical systems, Inc (1910 E Innovation Park Drive Tucson, AZ
85755 - M)
STT Tén thudc/ Hoat chit Bao ché/ | Quycach | Tiéu Han S6 dang ky
Tac dung chinh Ham doéng g6i | chudn | ding
lugng (thang)
52 | PATHWAY® Anti- | Khdng thé so | Danglong | Hop 01 chai | NSX 09 | QLSP-0591-12
KIT (9.7) Pri cdp khéng 1a X 05ml.
¢ Ant.ibo dr;mary globulin mién
dich 16 i
(Kit dinh tinh protein | & 1?}‘1’61‘(46 ¥
trong cic u mo dém
dudng tiéu hoéa
(GISTs))
5. Cong ty dang ky: Céng ty Cé phdn Y té Pirc Minh (S6 51, ngd 205 ngédch 323/83 dudng
Xuan Dinh, xa Xuin Dinh, huyén T Liém, Ha Noi), Viét Nam
Nha san xuét: Standard Diagnostics, InC. (156-68, Hagal-dong, Giheung-ku, Yongin-si,
Kyonggi-do Korea 446-930).
STT Tén thuéc/ Hoat chat Bao ché/ | Quycach | Tiéu Han S6 dang ky
Tac dung chinh Ham dong g6i | chudn | dung
luong (thang)
53 SD BIOLINE TB | Khéng thé don | Thanh thi Hop 25 NSX 18 QLSP-0592-12
AgMPT 64 (séc ky dong chuét tests.
dinh tinh khéng MPT64;
M.tuberculosis IgG thd khing
complex) chudt
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6. Cong ty dang ky: Eli Lilly Asia, Inc- Thailand Branch. (Thanapoom Tower, 14" Floor
1550 New Petchburi Road, Makasan, Rachtavee, Bangkok 10400, Thailand).

Nha san xuit: Eli Lilly and Company (Lilly Corporate Center, Drop Code 2200, 46285
Indianapolis, Indiana, USA)

Nha déng géi: Lilly Pharma Fertigung und Distribution GmbH & Co. KG, (Teichweg 3,
35396 Giessen, Germany)

STT Tén thudc Hoat chat Baoché/ | Quycach | Tiéu Han S6
Ham dong géi | chudn | ding dang Ky
lrong (thang)

54 Humulin R Insulin ngudi | Dungdich | Hopllox NSX 24 QLSP-0593-12
tiém. 10ml
100 don vi
insulin/ml
55 Humulin N Insulin ngudi | Hén dich Hopllox | NSX 24 QLSP-0594-12
tiem. 10ml
100 don vi
insulin/ml
7. Cong ty dang ky: GlaxoSmithKline Pte Ltd (150 Beach Road, # 21-00, Gateway West,
Singapore 189720, Singapore)
Nha san xuidt: GlaxoSmithKline Biological S.A (Rue de L’Institut 89
, 1330 Rixensart, Belgium)
I STT Tén thudc/ Hoat chat Baoché/ | Quycach | Tiéu Han S6
Tac dung chinh Ham déng géi | chudn | dung dang ky
lugng (thang)
56 | VARILRIX™ (vic Virus thay Pong kho. | Hop 1 1o vic | NSX 24 QLVX-0595-12
Xin phong thiy dau dau séng Méi lieu Xin déng |
séng, giam doc lyc) | gidm doc luc vic xin khoval
(ching OKA) | 0,5ml sau 6ng nuéc
khi hoan héi chinh,
nguyén liéu 0,5ml
chifa khong
dudi 10**
PFU virus
varicella-
zoster giam
doc luc
57 PRIORIX™ (vic Virus séi Poéng kho. | Hop 1lovic | NSX 24 QLVX-0596-12
xin phong s&i, quai séng, giam Maéi liéu Xin dong
bi va rubella (s6ng, | doc luc ching véc xin kho va 1
giam doc luc)) Schwarz; 0,5ml sau 6ng nudc

Virus quai bi khi hoan héi chinh,
séng, giam nguyén 1iéu 0,5ml
doc luc chung | chida khong
4385 RIT; duéi 10*°
Virus rubella CCID50
song, giam cha virus
doc Iyc chung | sdi ching
Wistar RA Schwarz,
/3. khong dudi
103.7
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n
cla virus
quai bi
ching 4385
RIT va
khong dudi
1 03.0
CCID50
cla virus
rubella
ching
Wistar RA
27/3.

58

ROTARIX™ (vic
xin phong Rotavirus)

Rotavirus
ngudi séng,
giam déc luc
chung RIX
4414

Dong kho.
Mai liéu
véc xin 1,0
ml sau khi
hoan
nguyén
chia
Rotavirus
nguoi séng,
giam ddc
lyc chiing
RIX 4414
khong dudi
106.0
CCID,.

Hop 1 lo véc
xin don liéu
va 1 6ng
nudc héi
chinh 1,0ml;
Hop 1010
vic xin don
liduva 10
6ng nudc
héi chinh
1,0ml.

NSX

36

QLVX-0597-12

8. Cong ty dang ky: Cong ty TNHH DKSH Viét Nam. (S5 23, Dai 16 Doc lap, Khu cong
nghiép Viét Nam-Singapore, Huyén Thuin An, Tinh Binh Duong).
Nha san xuit: Novo Nordisk A/S (Novo Allé DK-2880 Bagsvaerd Denmark).

STT Tén thudc [ Hoat chat Bao ché/ | Quyciach | Tiéu | Han So dang ky
Ham dong g6i | chudn | ding
luong (thang)
59 Actrapid wwunu uguut. | Dungdich | Hopllox | Duoc 30 QLSP-0598-12
rADN tiém. 10ml dién
100 TU/ml Chau
Au
60 Mixtard 30 Insulin ngudi, | Hbén dich Hopllox | Dugc 30 QL. 0599-12
rADN tiém. 10ml dién
100 TU/ml Chau
Au ]
61 Insulatard Insulin ngudi, { Hén dich Hopllox | Duogc 30 QLSP-0600-12
rADN tiém. 10ml dién
100 IU/ml Chau
Au
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9. Cong ty dang ky: Cong ty KEDRION S.p.A (Loc. Ai Conti, 55051 Castelvecchio Pascoli,
Barga (Lucca), Italia)
Nha san xudt: KEDRION S.p.A (Bolognana Gallicano 55027 Lucca, Italia) va

Cvba CAF-DCF scri (Neder-Over-Hemmbeek, de Tyraslaan 109 B-1120-

Brussels, Belgium)

S11 Tén thuée Hoat chat Bao ché/ | Quycach | Tiéu { Han So aang ky
Ham déng g6i | chudn | ding
luong (thang)
62 KEDRIGAMMA Human Dung dich | HopO1Lox | NSX 24 QLSP-0601-12
normal tiém 20ml;
immunoglobu truyén. Hop 01 1o x
lin 50mg/ml 50ml, )
100m],
200ml kem
mot day
truyén dich
10. Cong ty dang ky: Grifols Asia Pacific PTE Ltd (501 Orchard Road #20-01 Wheelock
Place Singapore 238880)
Nha san xuat: Instituto Grifols, S.A. (Pol. Levante, Can Guasch 2 E 08150 Parets del Vallés
(Barcelona), Spain)
STT Tén thudc Hoat chat Bao ché/ | Quycich | Tiéu Han So dang ky
Ham déng géi | chudn | dung
lugng (thang)
63 Flebogamma 5% Human Dung dich | HopO01 Lox | NSX 24 QLSP-0602-12
DIF normal tiém 50ml;
immunoglobu | truyén. 100ml;
lin 50mg/ml 200ml;
400ml
/
UGNG
:
i\‘\‘ -

i i

Truong Quéc Cuong
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