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CUC QUAN LY DUGC Poc 1ap - Tu do - Hanh phiic
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sinh phdm y t€ - Bo Y t&;

Xét dé nghi cua Trudng phong Pang ky thudc - Cuc Quan 1y Duoc,
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va phai chdp hanh ding cic quy dinh clia phédp luat Viét Nam vé san xudt va
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Sl
1. Cong ty dang ky: Cong ty Abbott Laboratories (Singapore) Pte. Ltd. (1 Maritime E
Square, # 11-12 Day B, HarbourFront Centre, Singapore 099253). =y
1.1 Nha san xuit: Abbott GmbH & Co.KG (Max — Planck — Ring 2, 65205 Wiesbaden, %
Germany) )
7
STT Tén thude/ Hoat chat Baoché¢/ | Quyciach | Tiéu | Han S6 dang k¥
Téc dung chinh Ham déng g6i | chuidn | ding :
luong (thdng) E
1 B thudc thir Vihatpht | Dang long, Hop 100 NSX 7 QLSP-0540+ 2
ARCHITECT Anti- | khidng nguyén | pha sdn tests; Hop £
HCV (Reagent Kit) | HCV trong 4x100 tests; i
(Pinh tinh khéng thé | dungdich Hop 4x500 o
k_héng virus viém gan dém MES; tests, ;‘Ia
C (anti-HCV) trong | Chét ket hop o
huyét thanh va huyét | murine anti- &
tuong ngudi) IgG/anti-IigM :
dénh ddu &
acridinium
két hop trong i
dung dich =
MES =
2 Bo thudc thi Vi hat pht Dang long, Hép 100 NSX 8 QLSP-0541 ;2
ARCHITECT HIV | khdng nguyén | pha sdn tests; Hop
Ag/Ab Combo HIV-1/HIV-2 4x100 tests;
(Reagent Kit) (tdi t6 hop) va Hop 4x500
(Pinh tinh déng thai khang the tests.
khéng nguyen HIV | HIV p24 (don
p24 & cac khéng thé | dong, chudt)
khéng virus gay suy | longnuoc
giim mién dich & | mudidém
ngudi type 1 va/hodc TRIS;
type 2 (HIV1/HIV2) | Chdt két hop:
trong huyét thanh va | khdng nguyén
huyét tuong ngudi. | HIV-1 (tdi 8
hop) ¢6 danh
ddu
acridinium,
cac peptide
téng hop
HIV-1/HIV-2
¢6 dédnh ddu
acridinium,

va khéng thé




HIV p24 c6

danh ddu
acridinium
(chuét, don
dong) két hop
trong dung
dich dém
phosphate v&i
protein (bd)
& chidt én
dinh bé mat. =
Sl
1.2 Nha san xuit: Abbott Ireland — Diagnostics Division (Lisnamuck, Longford Co. E
Longford, Ireland) =
5
=
STT Tén thuoc/ Hoat chdt | Baoché& | Quycach | Tién | Han S6 dang k%
Téc dung chinh Ham dong goi | chuén | ding >
lugng (thang) =
3 Bo thudc thir anti-prolactin | Dang 1dng, Hop 100 NSX 10 QLSP-0542-1
ARCHITECT (chuét, khing pha sin tests; Hop g
Prolactin (Reagent | thé don dong) 4x100 tests; 5
Kit) pht trén vi Hop 4x500 i
(Pinh lugng prolactin |  hat trong tests. =
trong huyét thanh va | dungdich <
huyét tuong ngudi) dem TRIS; oA
Chdt két hop b
anti-prolactin s
(chuét, khiang +
thé don dong) =
c6 d4nh dfu =
acridinium *
trong dung =
dich dem =
phosphate. 3
: o
4 Bo thude thir anti-NGAL | Dangléng, | Hop 100 NSX 15 QLSP-0543-12
ARCHITECT (chudt, khang pha sin tests .
Urine NGAL thé don dong)
(Reagent Kit) phu trén vi
(Pinh lugng lipocalin |  hat trong
trung tinh c6 lien he | dung dich
véi gelatinase dém TRIS;
(neutrophil gelatinase | Chét két hop
associated lipocalin- | anti-NGAL
NGAL) trong nugc | (chudt, khing
tiéu ngudi) thé don dong)
c6 ddnh ddu
acridinium
trong dung
dich d¢m
TRIS.
5 B0 thudc thir anti-T3 (tr | Dang long, Hop 100 NSX 9 QLSP-0544-12
ARCHITECT Free | clu) phi trén pha sdn tests; HOp
T3 (Reagent Kit) vi hat trong 4x100 tests;
(Pinh luong dung dich Hop 4x500




tritodothyronine tu dém MES; tests.
do (Free T3) trong Cha4t ket hop
huyét thanh va huyét | T3 c6 danh
tuong ngudi) dau
acridinium
trong dung
dich dém.
Bo thudc thir anti- Dang long, Hop 100 NSX 12 QLSP-0545-12
ARCHITECT testosterone pha sén tests; Hop
Testosterone (chu¢t, khéng 4x100 tests; =
(Reagent Kit) | thé don dong) e
(Pinh lugng phu trén vi 3
testosterone trong hat trong =
huyét thanh va huyét | dung dich %
tuong ngudi) dém BIS- g
TRIS; Chat =
két hop =
Testosterone =
c6 ddnh d4u E
acridinium
trong dung £
dich dém £
citrate. )
0
Bo thudc thir Vihatphi | Danglong, | Hop 100 NSX 7 QLSP-0546-T2
ARCHITECT phitc hgp pha sdn tests; Hop 3
Progesterone Anti- . 4x100tests. ®
(Reagent Kit) fluorescein =
(Pinh lugng (chudt, khang 5
Progesterone trong thé don dong) %
huyét thanh va huyét | fluorescein =
tuong ngu@l) progesterone =)
trong dung
dich dém =
TRIS; Chat =
két hop anti-
progesterone
(ciru, khéng
thé don dong)
dugc danh
ddu
acridinium
trong dung
dich dém
MES.
B6 thudc thir Anti-B TSH | Dang long, Hop 100 NSX 15 QLSP-0547-12
ARCHITECT TSH | (chuot, khédng | phasén tests; HOp
(Reagent Kit) thé don dong) 4x100 tests;
(Pinh lugng hormon | pht trén vi Hop 4x500
kich thich tuyén gidp hat trong tests.
& ngudi trong huyét dung dich
thanh va huyét tuong dém TRIS;
nguai) Chat két hop
anti-o TSH
(chudt, khang




thé don dong)

c6 d4nh diu
acridinium
trong dung
dich dém
MES.
9 Bo thude thir Anti-T3 (tr | Dang long, Hop 100 NSX 10 QLSP-0548-12
ARCHITECT Total | ciu) phu trén pha sin tests; HOp
T3 (Reagent Kit) vi hat trong 4x100 tests;
(Dinh lugng dung dich Hop 4x500 =
triiodothyronine toan | dém MES; tests. 3
phén trong huyét Chat két hop =
thanh va huyét trong | T3 ¢6 dénh =
ngudi) ddu =
acridinium £
trong dung =
dich dem . =
=
10 B6 thuéc thir anti-T4 (tr | Danglong, | Hop 100 | NSX 10 QLSP-OM‘)-IE
ARCHITECT Total | ciu) pht trén pha sin tests; HOp
T4 (Reagent Kit) | Vihattrong 4x100 tests; .
(Pinh luong dung dich Hop 4x500 >
thyroxine (total T4) | dém MES; tests. i,
trong huyét thanh va | Chdt ket hop 5
huyét tuong nguoi) T4 c6 danh Ne
d4u 3
acridinium ®
trong dung =
dich dém . e
L
1.3 Nha san xuit: 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) 4
e
STT Tén thudc/ Hoat chat | Baoché/ | Quycach | Tiéu | Han S6 dang ki
Téc dung chinh Ham dong géi | chudn | dung
lugng (thang)
11 ARCHITECT CA anti-CA 125 | Dang long, Hop 100 NSX 10 QLSP-0550-12
125 IT Reagent Kit | (chudt, don pha sin tests; Hop
(Pinh lugng khéng dong) phi 4x100 tests;
nguyén dugc xéc trén vi hat Hop 500
dinh béi OC 125 trong dung tests.
trong huyét thanh va dich dém
huyét twong ngudi) TRIS; Chat
k€t hop anti-
CA 125
(chuét, don
dong) c¢6 ddnh
ddu -
acridinium
trong dung
dich dém
phiospaate.




12 Bo thudce thir anti-BNP Dang long, | Hop 100 NSX 10 QLSP-0551-12
ARCHITECT BNP | (chudt, don pha sdn tests; Hop
(Reagent Kit) dong) phi ‘ 500 tests.
(Pinh luong Peptide trén vi hat
tang bai tiét natri trong dung
typ B hay goi tt 12 dich dém
BNP trong huyét TRIS; Chat
tuong c6 chat chéng | k€t hop anti-
dong EDTA) BNP (chudt,
don dong) ¢6
dénh dau =
acridinium =
trong dung z
dich déem =
MES. =
r
13 Bo thudc thir 115D8 Dang léng, | Hop100 | NSX 10 | QLSP-0552:2
ARCHITECT CA (chudt, don pha s&n tests; Hop g
15-3 (Reagent Kit) | dong) phi 4x100 tests; =
(Dinh lugng khédng | trén vi hat Hop 500 E
nguyén dugc x4c trong dung tests.
dinh b&i DF3 trong dich d¢m 2
huyét thanh hay TRIS; Chat 5
huyét twong cha | k€t hop DF3 o
ngudi) (chudt, don 2
dong) c6 dénh 2
ddu ®©
acridinium =
trong dung =
dich dém =
phosphate. 2
i
1.4 Nha san xuit: Denka Seiken, Co., Ltd (Kagamida Factory, 1359-1, Kagamida, Kigoshi, "5
Gosen-shi, Niigata 959-1695, Japan) cho Abbott GmbH & Co.KG (Max — Planck — Ring 2,
65205 Wiesbaden, Germany) E
STT Tén thudc/ Hoat chat Baoché/ | Quycich | Tiéu Han S6 dang Ky
T4c dung chinh Ham déng géi | chuidn | dung
lugng (thang)
14 ARCHITECT | Anti-ProGRP | Dang léng, | Hop100 | NSX | 15 | QLSP-0553-12
ProGRP Reagent | (chudt, khdng pha sin tests;
Kit thé don dong)
(Dinh luong Pro GRP | phu trén vi
(Gastrin-Releasing- hat trong
Peptide) trong huyét | dungdich
thanh va huyét twong | dém TRIS;
ngudi) Chat két hop
anti-ProGRP
¢6 danh dau
acridinium
(chuot, khang
thé don dong)
pht trén vi
hat trong
dung dich
dém TRIS.




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

Illinois 60064, USA)

STT Tén thuoc/ Hoat chat Baoché/ | Quycach | Tieu | Han Sodang ky |
Téac dung chinh Ham déng g6i | chudn | dung
lugng (thang)
15 Bo thudc thir Anti-human | Danglong, | Hop 100 NSX 9 QLSP-0554-12
ARCHITECT C- C-Peptide pha sin tests
Péptide (Reagent | (chudt, khing =
Kit) thé don dong) -
(Pinh lugng C- phi trén vi -
Peptide trong huyét hat trong =
thanh, huyét tuong va | dung dich 3
nudc tiéu ngudi) dém TRIS; R
Chat két hop @
anti-human %
C-peptide =
(chudt, khiang :
thé don dong) E
c6 danh ddu #
acridinium =
trong dung b
dich dém s
MES. A
o
1.6 Nha san xuit: Biokit S.A (Can Malé, 08186 Lliga d’Amunt, Barcelona, Spain) cho I
Abbott GmbH & Co.KG (Max — Planck — Ring 2, 65205 Wiesbaden, Germany) *
i)
STT Tén thudc/ Hoat chat Baoché/ | Quycach | Tiéu | Han S6 dang k\;
Té4c dung chinh Ham déng g6i | chudn | dung s
lugng (théng) =
16 ARCHITECT Anti- Dang long, | Hoép 100 NSX 15 QLSP-055542
iTheophylline theophylline pha sén tests =
Reagent Kit (chudt, khdng ]
(Pinh luong thé don dong)
Theophylline trong | Pphitrénvi
huyét thanh, huyét | hat khdng thé
tuong ngudi) dé khang
chudt trong
dung dich
dém TRIS;
Chat két hop
theophylline
c6 danh ddu
acridinium
trong dung
dich dém
MES.
17 ARCHITECT Anti- Dang léng, | Hop100 | NSX 6 | QLSP-0556-12
iVancomycin vancomycin pha sin tests
Reagent Kit (chugt, khang
(Dinh luong thé don dong)
Vancomycin trong phu trén vi




huyét thanh, huyét

hat khéng thé

tuong nguoi) dé khing
: chudt trong
dung dich
déem TRIS;
Chat két hop
Vancomycin
c6 danh dau
acridinium
trong dung :
dich dem =
MES. o
E
'é___
18 Bo thudc thir Anti-SHBG | Dang léng, | Hop100 | NSX 10 | QLSP-0557%2
ARCHITECT (chuot, khiang pha sin tests; Hop %
SHBG (Reagent | thé don dong) 4x100tests. e
Kit) pht trén vi E
(Pinh lugng globulin | hattrong x
gén ket hormon gi¢i | dung dich E
tinh trong huyét dém TRIS; ]
thanh va huyét twong | ChAt két hop o
ngudi) khéng thé ~
anti-SHBG %
(chudt, khdng )
thé don dong) “
dugc ddnh i
ddu %
acridinium -
trong dung &
dlCh dém *
phosphate. Y
b=
1.7 Nha san xudt: 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 thudc/ Hoat chat Baoché/ | Quycach | Tiéu | Han So dang ky
Tac dung chinh Ham déng géi | chudn | dung
lugng (thang)
19 | ARCHITECT Stat | Anti-CK-MB | Dang long, Hop 100 NSX 15 QLSP-0558-12
CK-MB Reagent | (chudt, khdng pha sin tests; Hop
Kit thé don dong) 4x100 tests;
(Pinh luong phu trén vi Hop 500
isoenzyme MB cua hat trong tests.
creatine kinase (CK- | dungdich
MB) trong huyét dém TRIS;
thanh va huyét twong | Chat két hop
ngu@i) anti-CK-MB
(chudt, khing
thé don dong)
dugc danh
dau
acridinium
trong dung
dich dém
MES. |




20 Bo thudc thir Anti- Dang long, | Hop100 | NSX | 15 | QLSP-0559-12
ARCHITECT Stat myoglobin pha sdn tests; Hop
Myoglobin (chudt, khing 4x100 tests;
(Reagent Kit) | thé don ddng)
(Pinh luong phu trén vi
Myoglobin trong hat trong
huyét thanh va huyét | dung dich
tuong ngudi) dém TRIS;
Chat ket hop
anti- =
myoglobin g
(chudt, khing 5
thé don dong) )
dugc dénh o=
ddu %
acridinium e
trong dung E
dich dém =
MES. 4
&
21 | ARCHITECT Anti- | thyroglobulin | Dang long, Hoép 100 NSX 15 QLSP-0560-12
Tg Reagent Kit nguodi phu pha sdn tests; Hop £
(Pinh lugng khéng trén vi hat 4x100 tests; i,
thé IgG ty mién trong dung =
thyroglobulin (anti- dich dém "
Tg) trong huyét MES; Chat i
thanh v huyét tvong |~ k€t hop ®
ngudi) khing IgG o
ngudi (chudt, =
khéng thé don g
dong) cé danh
ddu q"g
acridinium
trong dung =
dich dém =
MES.
1.8 Nha san xuat: Fujirebio Diagnostics Inc. (201 Great Valley Parkway. Malvern, PA
19355, USA) cho Abbott GmbH & Co0.KG (Max — Planck — Ring 2, 65205 Wiesbaden,
Germany)
STT Tén thudc/ Hoat chat Baoché/ | Quycach | Tiéu | Han So
Téc dung chinh Ham déng g6i | chudn | ding dang ky
lugng (thang)
22 ARCHITECT anti-Cyfra 21- | Dang long, Hoép 100 NSX 6 QLSP-0561-12
Cyfra 21-1 Reagent 1 (chuot, pha sin tests;
Kit khéng thé don
(Pinh lugng céc dong) phi
manh cytokeratin 19 trén vi hat
trong huyét thanh va | trong dung
huyét tuong ngudi) dich dém
TRIS; Chat
két hop anti-
Cyfra 21-1




(chuét, khang

thé don dong)
¢6 ddnh ddu
acridinium
trong dung
dich dém
MES.
23 | ARCHITECT HE4 anti- Dang long, Hoép 100 NSX 7 QL.SP-0562-12
Reagent Kit }{E4(ch90t, pha sin tests;
(Dinh lugng khéng | khdng the don B
nguyén HE4 trong dong) phi =
huyét thanh ngudi) trén vi hat =
trong dung 2
dich dém =
PBS; Chat két r
hop anti-HE4 =
(chudt, khing g
thé don dong) =
c6 d4nh ddu E
acridinium
trong dung 3
dich dém fq
PBS. e
4,
2. Cong ty dang ky: Cong ty c6 phdn A Chau (S5 9 16 11A, phd Trung Hoa, Cdu Gidy, Ha |
Noi, Viét Nam) 5";
Nha san xudt: InTec PRODUCTS, INC. (Xiamen) (332 Xinguang Road Xinyang +
Industrial Area, Haicang, Xiamen, China) E
STT Tén thudc/ Hoat chit | Baoché/ | Quycach | Tiéu | Han S6 dang ﬁ
T4c dung chinh Ham dong g6i | chuidn | dung =
lugng (thang) Z
24 Rapid Anti-HIV Cong hop Dang que/ | Dang que: NSX 24 QLSP-0563%2
Test (Kit thir nhanh | vang HIV-Ag | dang khay | Hop chia 50
phat hién khang thé | tdi té hop; que thir
khang HIV) Anti-human trong tii
(Dinh tinh phat hién IgG-Fc riéng, dung
khéng thé khéng McAb; Anti- dich dém 5
virus HIV tugp 1 HIV McAb. lo x 2ml;
(bao gém nhém O) Dang khay:
va/hoac HIV tuyp 2 Hop chira 40
trong mau toan phén, khay thu
huyét thanh hoic rigr?ggdt;l;g
h“”é';;‘;‘g;‘)g cua dich dem 4
lo x 2ml




3. Cong ty dang ky: Cong ty CP Dugc phdm Duy Tan (22 Hé Biéu Chénh, Quén Phu
Nhuén, Thanh ph6 H8 Chi Minh, Viét Nam)
Nha san xudt: Instituto Biologico Contemporaneo S.A (Bogota 3921/25, Ciudad de Buenos

Aires, Argentina)

Nha déng g6i: Laboratorio Pablo Cassara S.R.L. (Carhue 1096 (C1408GBYV), Ciudad de
Buenos Aires, Argentina)

STT Tén thudc Hoat chit Bao ché/ Quy cach | Tiéu | Han S6 dang ky
Ham déng g6i | chudn | ding
luong (thang)
25 Neutrofil 30 Filgrastim Dung dich | HopOl Lo x | NSX 24 QLSP-0564-12
tiém. Iml; E
30MU/ml E__
26 Neutrofil 48 Filgrastim | Dungdich | Hop01Lox | NSX 24 QLSP-0565-f2
tiém. 1,6ml; g
48MU/1,6 Z
ml =
4. Cong ty dang ky: F.Hoffmann-La Roche Ltd (Grenzacherstrasse, CH-4070 Basel — E
Switzerland) =
4.1 Nha san xuit: Roche Diagnostics GmbH (Sandhofer 116 68305 Mannheim - Germany) 5';:
STT Tén thudc/ Hoat chit Baoché/ | Quycich | Tiéu Han S6 dang ki
Tac dung chinh Ham déng géi | chudn | dung E
luong (thang) ;r;__
27 Elecsys N-MID Vi hat phtt Dang long | Hop 100 NSX 9 QLSP-0566-12
Osteocalcin Streptavidin; tests. &
(Pinh lugng N-MID | khdng thé don =
osteocalcin trong | dong khéng N- @
huyét thanh va huyét | MID =
tuong ngudi trén mdy | osteocalcin =
elecsys va cobas e ) | gan véi biotin; =
khdng thé don ~
dong khing N- '
MID
osteocalcin (tlr
chuét) danh
d4u bang phic
hop ruthenium
28 Elecsys NSE Vi hat phit Dang léng | Hop 100 NSX 11 QLSP-0567-12
(Pinh luong Enolase | Streptavidin; tests.
chuyén biét thin kinh | khang thé don
(NSE) trong huyét | dong khang
thanh ngudi) NSE gan véi
biotin 18E5 (tir
chuot); khing
thé don dong
khéng NSE
84B10 (tix
chudt) danh
ddu bang phic
hop ruthenium

10




29 | Elecsys HIV Ag | Vihat phi Dangléng | HoOp100 | NSX 14 | QLSP-0568-12
(Pinh tinh khang Streptavidin; tests.
nguyén P24 clia virus | khéng thé don
gay suy giam mién | ddng khing
dich (HIV)typ1& | HIV p24 gén
nguoi) véi biotin (tir
chudt); khang
thé don dong
khing HIV
p24 (t chuot) =
dédnh d4u bing 2
phitc hop z
ruthenium =
:
30 | CoaguChek XS PT | Thromboplastin| Que thir | Hop 06 que | NSX 10 QLSP-0569§2
Test ngudi téi t hop thir; Hop 24 2
(dinh lugng thoi gian que thir; =
d6ng mdu tir miu Hop 48 que E
ngudi) thir; (mdi
hdp kém *
1thé ma <
héa) “
2
31 Elecsys hGH Vi hat phu Dang long | Hop 100 NSX 11 QLSP-0570#$2
(Pinh lugng hormon | Streptavidin; tests. ®©
tang trudng & ngudi | khéng thé don =
(hGH)) dong khéng :
hGH gén véi <
biotin (ti
chudt); khdng i
thé da dong ns
khdng hGH (tir
ciru) ddnh d4u =
bang phic hop =
ruthenium '
32 | Elecsys HSV-1IgG Vi hat pht Dang 16ng Hoép 100 NSX 15 QLSP-0571-12
(Pinh tinh invitro Streptavidin; + dong tests.
khéng thé nhém IgG | khang nguyén kho
khéng HSV-1 trong | ddc hi¢u HSV-
huyét thanh va huyét 1 gan véi
tuong ngudi) biotin (t4i t6
hop, E.coli),
khédng nguyén
dac hiéu HSV-
1 (t4i t6 hop,
E.coli) ddnh
d4u bing phic
hop
ruthenium;
huyét thanh
ngudi, khong
phan \ng véi
HSV-1 IgG;
huyét thanh

11




ngudi, phan

img véi HSV-1
IgG
33 Precinorm/ CRP (tr Dang long | Hop 03 chai | NSX 14 | QLSP-0572-12
Precipath Protein | ngudi); ASLO x 01ml.
(Kiém tra 0 ding va |  (tirngudi)
d¢ chinh x4c cla xét
nghiém dinh lugng)
34 | Elecsys Troponin I | TroponinI (t4i | Dang déng | Hop 04 chai | NSX 09 QLSP-0573-12
STAT Calset t8 hop, ngudi) kho x 0lml =
(Chufn dinh xét =
nghiém Elecsys =
Troponin I STAT %
trén méy xét nghiém g
Elecsys va cobas €) %_
; =
35 D- Dimer Gen.2 Huyét thanh | Dang long | Hop 06 chai | NSX 07 | QLSP-0574-14:
Calibrator Set ngudi; Phan x 0,5ml.
(Chufn djnh c4c | doan D-Dimer ;
phuong phép dinh | (cla ngudi) &
lugng) trong huyét o
thanh ngudi =
' 4,
==l
36 D- Dimer Gen.2 Phan doan D- | Dang long | HOop 04 chai | NSX 07 QLSP-0575-12
Control I'TI Dimer (ctia x 01ml. ®
(Kiém tra chat lugng | ngudi) c6 dinh =
xét nghiém) trong nén =
huyét thanh #
ngudi e
=]
37 | Precinorm CK-MB | CK-MM (tr | Chitdong | Hop 04 chai | NSX 11 QLSP-0576- lé
(Kiém tra d6 ding va | nguoi); CK-BB kho x 03ml. =
d6 chinh x4c cha cdc | (tir 6c heo) l
x€ét nghiém)
38 | Precipath CK-MB | CK-MM (tir | Chdtdong | Hop 04 chai | NSX 09 QLSP-0577-12
(Kiém tra do diing va | ngudi); CK-BB kho x 03ml.
d6 chinh x4dc ctia cdc | (t 6¢ heo)
x&¢ nghiém)
39 | IGG-2, Tina-quant Khing thé Dang léng | Hop 150 NSX 14 QLSP-0578-12
[a] IgG Gen.2 khang IgG tests.
(Pinh lugng IgG ngudi (tir de)
trong huyét thanh,
huyét tuong va dich
ndo tiy ngudi trén hé
théng may
Roche/Hitachi cobas
c)
40 | C3C-2, Tina-quant Khing thé | Danglong | Hop 100 NSX 20 QLSP-0579-12
[a] Complement khang C3c tests.
C3c ver.2 nguoi (tr dé)
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(Pinh lugng bd thé
C3c trong huyét
thanh va huyét tuong
nguoi trén hé thong
mdy Roche/Hitachi
cobas c )

41

IGA-2, Tina-quant
[a] IgA Gen.2
(Dinh lugng IgA
trong huyét thanh va
huyét tuong ngudi
trén hé th6ng mdy
Roche/Hitachi cobas
c)

Khéng thé
khéng IgA
ngudi (tir dé)

Dang léng

Hop 150
tests.

NSX

14

QLSP-0580-12

42

ASLOT, Tina-
quant [a]
Antistreptolysin O
(Pinh lugng mién
dich antistreptolysin
O trong huyét thanh
va huyét tuong ngudi
trén hé théng may
Roche/Hitachi cobas
c)

Vi hat latex
pht boi
streptolysin O

Dang long

Hop 150
tests.

NSX

14

+PhapLuat.\' n

QLSP-0581,

e
D

3930 3279 * www.ThuVi

43

AAT2, Tina-quant

[a] a1-Antitrypsin
ver.2
(Pinh luong al-
antitrypsin trong
huyét thanh va huyét
tuong ngudi trén hé
théng mdy
Roche/Hitachi cobas
C)

Khiéng thé
khéng ngudi
ol -antitrypsin
antibody (tir
tho)

Dang long

Hop 100
tests.

NSX

20

.

QLSP-0582

43

awSoft = Tel: +8

TRSF2, Tina-quant
[a] Transferrin
ver.2
(Dinh lugng
transferrin trong
huyét thanh va huyé&t
tuong ngudi trén hé
th6ng méy
Roche/Hitachi cobas
@)

Khéng thé
khéng
transferrin
nguoi (tr tho)

Dang long

Hop 100
tests.

NSX

2

—

QLSP-0583-

45

HAPT?2, Tina-quant
[a] Haptoglobin
ver.2
(Dinh lugng
haptoglobin trong
huyét thanh va huyét
tuong nguoi trén hé
théng mdy
Roche/Hitachi cobas
8]

Khéang thé
khing
haptoglobin
ngudi (tir tho)

Dang long

Hoép 100
tests.

NSX

20

QLSP-0584-12
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46 APOAT, Tina- Khéng thé Dang long Hop 100 NSX 20 QLSP-0585-12
quant [a] khing tests.
Apolipoprotein A-1 | 2polipoprotein
ver.2 A-1 ngudi (tur
(Dinh lugng o)
apolipoprotein A-1
trong huyét thanh va
huyét twong ngudi
trén hé théng may e
Roche/Hitachi cobas >
C) =
47 APOBT, Tina- Khéng thé | Danglong | Hop 100 NSX 20 QLSP-0586-12
quant [a] !chéng ' tests. E“
Apolipoprotein B | apolipoprotein =
ver.2 B ngudi (tir 5}
(Dinh luong et Z
. . -]
apolipoprotein B =
trong huyét thanh va
huyét tuong ngudi E
trén hé th6ng mdy ¥
Roche/Hitachi cobas 4
c) m
~
48 | PREA, Prealbumin | Khédng huyét | Dang long Hoép 100 NSX 16 QLSP-0587-12
(Pinh lugng thanh khédng tests. *
prealbumin trong prealbumin T ey
huyét thanh va huyét | (tir thd) dic +
tuong ngudi trén hé hiéu véi <
th6ng mdy prealbumin
Roche/Hitachi cobas nguoi i
c) =
=
49 CERU, Khéng huyét | Dang long | Hop 100 NSX 16 QLSP-0588-12
Ceruloplasmin thanh khang tests. =
(Pinh luong ceruloplasmin
Ceruloplasmin trong | T (tir tho) dac
huyét thanh ngudi higu véi
trén heé th6ng mdy | ceruloplasmin
Roche/Hitachi cobas ngudi
c)
50 | CRPHS, Cardiac C- Globulins Dang long Hoép 300 NSX 14 QLSP-0589-12
Reactive Protein | mién dich (tir tests.
(Latex) High chudt); Hat
Sensitive nhya phi
(Pinh lugng C- khéng the
Reactive Protein | khdng CRP (tr
(CRP) trong huyét chudt)
thanh va huyét tuong
ngudi trén hé thdéng
mdy Roche/Hitachi
cobas ¢ )

14



4.2 Nha san xuat: Roche Molecular Systems, Inc (1080 US Highway 202, Branchburg, New
USA); Roche Diagnostics Ltd (Forrenstrasse, 6343 Rotkreuz,

Jersey 08876-3771,

Sweetzerland)
STT Tén thudc/ Hoat chat Bao ché/ | Quycach | Tiéu | Han S6 dang ky
Téc dung chinh Ham déng g6i | chudn | dung
lugng (thang)
51 Cobas® Chudn dinh | Dang long Hop 48 NSX 18 QILSP-0590-12
AmpliPrep/Cobas® luﬁ%g gCV; tests. e
® n hop >
TaqM'?:st HOY Master HCV; =
i =
i g rNa_| Cung s 3
cha virus Viemgan C | =~y o0 g oo =
trong‘huyé'l thanh va tinﬁ thdp g e
huyét twong ngudi) HCV; Ching g
4m tinh v6i b=
Cobas =
TaqMan E
(Huyét tuong
ngudi) i-:h
=
4.3 Nha san xudt: Ventana medical systems, Inc (1910 E Innovation Park Drive Tucson, AZ 2
85755 - M) 2
STT Tén thuoc/ Hoat chat Baoché/ | Quycach | Tiéu | Han S6 dang kg
Tac dung chinh Ham dong g6i | chudn | dung s
lugng (thang) z
52 | PATHWAY® Anti- | Khéng thé so | Dang long | Hop 01 chai | NSX 09 | QLSP-059 I-E:
; cip khéng la X 05ml. =
¢-KIT (9.7) Primary lobulin mi& =
pntibody dich 16p TgG ti
(Kit dinh tinh protein | * 4. & E
trong cdc u mo6 dém -
dudng tiéu héa
(GISTs))
5. Cong ty dang ky: Céong ty C6 phdn Y t€ Pitc Minh (S6 51, ngd 205 ngach 323/83 dudng
Xuén Dinh, xa Xuan Dinh, huyén Tir Liém, Ha Noi), Viét Nam
Nha san xuit: Standard Diagnostics, InC. (156-68, Hagal-dong, Giheung-ku, Yongin-si,
Kyonggi-do Korea 446-930).
STT Tén thudc/ Hoat chat Bao ché/ | Quycach | Tiéu Han Sé dang ky
Tac dung chinh Ham déng g6i | chudn | ding
lugng (thang)
53 | SDBIOLINETB | Khangthédon | Thanhthir | Hop25 | NSX | 18 | QLSP-0592-12
AgMPT 64 (sic ky dong chuot tests.
dinh tinh khdng MPT64;
M.tuberculosis IgG tho 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 xuét: Eli Lilly and Company (Lilly Corporate Center, Drop Code 2200, 46285
Indianapolis, Indiana, USA)
Nha dong géi: Lilly Pharma Fertigung und Distribution GmbH & Co. KG, (Teichweg 3,

35396 Giessen, Germany)

STT Tén thudc Hoat chit Baoché/ | Quycich | Tiéu Han Sé
Ham déng g6i | chudn | dung dang ky
lugng (thang) =

54 Humulin R Insulin ngudi | Dungdich | Hopllox | NSX 24 QLSP-0593-12
tiém. 10ml z
100 don vi =,
insulin/ml =
55 Humulin N Insulinngudi | Héndich | Hopllox | NSX 24 | QLSP-0594-12
tiém. 10ml Z
100 don vi B
insulin/ml %
7. Cong ty dang ky: GlaxoSmithKline Pte Ltd (150 Beach Road, # 21-00, Gateway West, .
Singapore 189720, Singapore) -
Nha san xudt: GlaxoSmithKline Biological S.A (Rue de L’Institut 89 5
, 1330 Rixensart, Belgium) ,?:
STT Tén thudc/ Hoat chat Baoché/ | Quycich | Tiéu | Han S6 3
Téc dung chinh Ham déng géi | chudn | dung dang ky +
lugng (théng) c
56 | VARILRIX™ (vic | Virusthiy | Déngkho. | Hop 1lo vic | NSX 24 | QLVX-0595-12
Xin phong thiy dau dau séng Maéi li€u xin dong i
s6ng, giam doc luc) giam doc luc vic xin kho va 1 S
(ching OKA) | 0,5ml sau 6ng nudc <
khi hoan héi chinh, =
nguyén liéu 0,5ml =
chia khong '
dudi 10*°
PFU virus
varicella-
zoster giam
doc luc
57 PRIORIX™ (vic Virus soi Pong kho. | Hop 1 1o vic | NSX 24 QLVX-0596-12
xin phong sdi, quai song, giam Méi liéu Xin dong
bi va rubella (s6ng, | doc luc ching vic xin kho va 1
giam doc luc)) Schwarz; 0,5ml sau 6ng nudc
Virus quai bi khi hoan héi chinh,
séng, giam nguyén liéu 0,5ml
doc luc ching | chia khoéng
4385 RIT; duéi 10*°
Virus rubella | CCID50
séng, giam clia virus
doc luc ching | s&i chung
Wistar RA Schwarz,
2713. khéng dudi
B 1 03.7
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CCID50
cla virus
quai bi
ching 4385
RIT va
khéng dudi
1 03.0
CCID50
cuia virus
rubella
chiing
Wistar RA
27/3.

58

ROTARIX™ (vic
xin phong Rotavirus)

Rotavirus
nguoi séng,
giam doc luc
ching RIX
4414

Pong kho.
Mbi liéu
véc xin 1,0
ml sau khi
hoan
nguyén
chia
Rotavirus
ngudi séng,
giam doc
luc chung
RIX 4414
khong dudi
106.0
CCIDy,.

Hop 1 lo vic
xin don liéu
va 1 6ng
nuéce héi
chinh 1,0ml;
Hop 10 Io
vic xin don
lidu va 10
6ng nudc
héi chinh
1,0ml.

NSX

36

QLVX-059 = 2

|
f
z*pLuat.\' n

iPh

8. Cong ty dang ky: Cong ty TNHH DKSH Viét Nam. (S6 23, Dai 16 Doc lap, Khu con

nghiép Viét Nam-Singapore, Huyén Thuan An, Tinh Binh Duong).
Nha san xuit: Novo Nordisk A/S (Novo Allé DK-2880 Bagsvard Denmark).

J

11=]

AWSOTt * [Tel: +84-8-3930 3279 * www.ThuVi

STT Tén thuée Hoat chat Bao ché¢/ | Quycich | Tiéu | Han S6 dang ki
- Ham dong g6i | chudn | ding
luong (thang)
59 Actrapid Insulin nguoi, | Dungdich | Hépllox | Dugce 30 QLSP-0598-12
rADN tiém. 10ml dién
100 TU/ml Chau
Au
60 Mixtard 30 Insulin ngudi, | Hén dich Hop1lox Dugc 30 QLSP-0599-12
rADN tiém. 10ml dién
100 IU/ml Chau
Au
61 Insulatard Insulin ngudi, | Hén dich Hopllox | Duoc 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 scrl (Neder-Over-Hemmbeek, de Tyraslaan 109 B-1120-

Brussels, Belgium)

STT Tén thudc Hoat chat Bao ché/ | Quycach | Tiéu Han S6 daang ky
Ham déng g6i | chudn | ding
luong (thang)
62 KEDRIGAMMA Human Dung dich | Hop0l1 Lox | NSX 24 QLSP-0601-12
normal tiém 20ml; =
immunoglobu truyén. Hop 01 lo x )
lin 50mg/ml 50ml, =
100ml, e
200m! kém =
mot day Z
truyén dich =
10. Cong ty dang ky: Grifols Asia Pacific PTE Ltd (501 Orchard Road #20-01 Wheelock E
Place Singapore 238880) o
Nha san xuét: Instituto Grifols, S.A. (Pol. Levante, Can Guasch 2 E 08150 Parets del Vallés 5';:
(Barcelona), Spain) =
STT Tén thude Hoat chat | Baoché | Quycach | Tiéu | Han S6 dang kg,
Ham déng g6i | chudn | ding 4
luong (thang) &
-F
63 Flebogamma 5% Human Dung dich | HopOl Lox | NSX 24 QLSP-0602- 3
DIF normal tiém 50ml; *
immunoglobu | truyén. 100ml; =
lin 50mg/ml 200ml; &
400ml =
) :

18
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