BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Péc lap - Tu do - Hanh phiic
s6: 444 /Qb-QLD Ha Noi, ngay L4 thang & nam 2013
QUYET PINH

Vé viéc ban hanh danh muc 47 véc xin, sinh pham y té
dugc cip s6 dang ky Iuu hanh tai Viét Nam - Dot 21

CUC TRUGNG CUC QUAN LY DUGC

Cén ctt Luat Dugc ngay 14 thing 6 nam 2005;

Cén ctt Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ciia Chinh pha quy
dinh chic nang, nhiém vu, quyén han v co céu td chifc clia Bo Y t€;

Can ctt Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 cta Bo trudng
Bo Y t€ quy dinh chic ning, nhiém vu, quyén han va co cfu té chic cia Cuc
Quan 1y Dugc thuoc Bo Y t€ va Quyét dinh s6 3106/QD-BYT ngay 29/8/2( 1
cia Bo trudng Bo Y t€ vé viéc slra d6i, b sung Diéu 3 Quyét dinh s6
53/2008/QD-BYT ngay 30/12/2008 ctia B truéng Bo Y t€ quy dinh chitc nang,
nhiém vu, quyén han va co cau té chitc ciia Cuc Quan 1y Dugc thuoe Bo Y t&;

Cin ctt Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cua B trudng Bo
Y t&€ quy dinh viéc dang k¥ thudc;

' Can ci y kién ctia Hoi dong tu van cdp s6-dang ky luu hanh vic xin va

sinh phdm y t€ - Bo Y t¢;

Xét dé nghi clia Truong phong Pang ky thu6e - Cuc Quén 1y Dugc,
QUYLT PINH:

biéu 1. Ban hanh kém theo Quyét dinh nay danh muc 47 vic xin, sinh
phidm y t€ dugc c4p s6 ding ky leu hanh tai Viét Nam - Dot 21.

Piéu 2. C4c don vi ¢6 vic xin, sinh phdm y t€ dugc phép luu hanh tai Viét
Nam qui dinh tai Diéu 1 phéi in sO dang k}’f dugc Bo Y t€ Viét Nam cﬁ'p 1én nhan
va phai chéip hanh ding céc quy dinh cla phap luat Viét Nam vé san xudt va
kinh doanh vic xin, sinh pham y t€. Cac s6 dang k¥ cé ky hi¢u QLVX-...-13,

QLSP-...-13 c6 gi4 tri 05 nim ké tir ngay cap.

Piéu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Gidm d6c S& Y t&€ cdc tinh, thanh phé tryc thudc trung wong va
Gidm déc cac don vi ¢6 vic xin, sinh phdm y t€ néu tai diéu 1 chiu trach nhiém
thi hanh quyét dinh nay./.
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BO Y TE

CONG HOA XA HQI CHU NGHIA VIET NAM
Djc lap - Tw do - Hanh phiic

CUC QUAN LY DUGC

DANH MUC 47 VAC XIN, SINH PHAM Y TE PUQC CAP SO PANG KY
LUU HANH TAI VIET NAM - BOT 21

Ban hanh kém theo quyét dinh s . AT4../QD-QLD, ngay 224/ 4../2013

1. Cong ty diing ky: Abbott Biologicals B.V (Dla chi C.J Van Houtenlaan 36, 1381 CP Weesp - The

Netherlands)

1.1 Nha sén xudt: Nha san xuét: Abbott Biologicals B.V (Dla chi: San xuét thanh phdm: Veerweg
12, 8121 AA Olst - The Netherlands; San xuit ban thanh phdm: C.J Van Houtenlaan 36, 1381 CP
Weesp - The Netherlands)

Tén thudc/ Hoat chit chinh - Ham Y Tiéu | Quy cich £ oax .
STT|  T4c dung chinh lirgng Dang bao che | Tuditho| .\ 4, donggsi | SOdang k¥
1|  INFLUVAC A/California/7/2009 « . . |12thang INSX | Hop1xylanh |QLVX-0653:13
(Véc xin phong bénh (HINT1) - like virus Hon dich tiém. déng s&n 0,5ml
ciim mua) 15meg HA; vic xin
A/Perth/16/2009 (H3N2) -

like virus 15meg HA;
B/Brisbane/60/2008 - like
virus 15mcg HA

2. Cong ty dang ky: Abbott Laboratories (Singapore) Pte. Ltd (Dia chi: 1 Maritime Square, # 11 -
12 D3y B, HarbourFront Centre, Singapore 099253 - Singapore)

2.1 Nha sén xuét: Abbott GmbH & C0.KG (Pja chi: Max - Planck - Ring 2 65205 Wiesbaden -

Germany)
Tén thudce/ Hoat chét chinh - Ham S Y Tiéu |  Quy cach £ 2 ,T
STT| T4c dung chinh lwong Dang bao ché | Tudi the| 2 déng goi S6 ding ky
2 B thudc thir Vi hat: khang thé khang | dang léng, pha | 12 thng |[NSX Hop 100 tests;
ARCHITECT PG I ngudi (chudt,don san - Hop 500 tests
Pepsinogen I (Reagent [ dong) phit trén vi hat .
Kit) trong dung dich dém
(Pinh lugng MOPSO; Chét két hop:
Pepsinogen I trong khang thé khang PG I
huyét thanh va huyét | ngudi (tir chudt, don QLSP-0654-13
tuong ngudi) dong) c6 dénh ddu
: acridinium trong dung
dich dém MES
3 B thudc thir Vi hat: khang thé khéng | dang long, pha | 12 thang [NSX | Hop 100 tests;
ARCHITECT PG II nguoi (chudt,don san Hop 500 tests
Pepsinogen II (Reagent{ dong) phu trén vi hat
Kit) trong dung dich dém
(Pinh lugng MOPSO; Chét két hop:
Pepsinogen II tron khang thé khang PG Il
huyét thanh va huygt ngudi (tir chudt, don QLSP-0655-13
tuong ngudi) dong) c6 danh déu
acridinium trong dung
dich dém MOPSO
1

2.2 Nha san xuit: Abbott Ireland Diagnosties Division (Dia chi: Finisklin Business Park Sligo -

Ireland)
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Tén thudc/

Hoat chit chinh - Ham

Tiéu

Quy cach

N £ X A 3= .
- ..¢ dung chinh lwgng Dang bao che | Tuoi the chuén déng goi S0 ding ky
4 B thudc thir Vi hat: anti-free PSA dang léng, pha | 10 thing [NSX Hop 100 tests; [QLSP-0656-13
ARCHITECT Free (chudt, don dong) phu |- a Hop 4x100 tests o
PSA (Reagent Kit) |trén vi hat trong dung dich
(Pinh lugng khang dém TRIS; Chét két
nguyén dic hiéu tuyén |hop:Anti-PSA (chudt, don
tidn liét (PSA) tw do déng) c6 d4nh ddu
trong huyét thanh acridinium trong dung
ngudi) dich dém phosphate

2.3 Nha sin xuit: Abbott Ireland Diagnostics Division (Dja chi: Lisnamuck, Longford Co.
Longford - Ireland).

STT

Tén thudc/

Hoat chit chinh - Him

Tiéu

Quy cich

by K R 4 &
Téac dung chinh lrgng Dang bio che | Tudi the chuén doéng géi 56 ding ky
5 Bo thube thir Vi hat: anti-ferritin dang long, pha | 11 thang [NSX Hop 100 tests; QLSP-0657-13
ARCHITECT Ferritin |  (chudt, khang thé don g Hbp 4x100 tests;
(Reagent Kit) doéng) phu trén vi hat Hop 4x500tests
(Pinh lugng ferritin trong dung dich dém
trong huyét thanh va | TRIS; Chét két hgp:Anti-
huyét twong ngudi) | Ferritin (thé, da dong) c6
d4nh dAu acridinium trong
dung dich dém MES

2.4 Nha san xuét: Axis-Shied Diagnostics Ltd. cho Abbott GmbH & Co.KG (Dia chi: Nha san
xuat Axis-Shied Diagnostics Ltd. : The Technology Park, Dundee, DD2 1XA, United Kingdom ; Dia
chi cong ty Abbott GmbH & Co0.KG: Max - Planck - Ring 2, 65205 Wiesbaden - Germany)

Tén thudc/

Hoat chit chinh - Ham . X Z. Tiéu Quy céch £ oaw 1,
STT Tac dung chinh : lwgng Dang bao ché | Tudi the chuén déng géi S0 dang ky
6 B thudc thir Vi hat: anti-S-adenosyl-L | dang long, pha | 44 tun |[NSX Hop 100 tests
ARCHITECT homocysteine (chudt, 3 QLSP-0658-13
Homocysteine (Reagent| khang thé don dong) phu
Kit) trén vi hat trong dung dich
(Pinh lugng L- dém BIS-TRIS; Chit két
homocysteine toan hop: S-adenosyl-L
phn trong huyét thanh| cysteine (SAC) c6 danh
va huyét trong ngudi.) | ddu acridinium trong dung
dijch dém citrate

2.5 Nha san xuit: Biokit S.A. cho Abbott GmbH & Co0.KG (Pja chi: Nha san xuit Biokit S.A.: Can

Malé 08186 Llica d'Amunt Barcelona, Spain. Dia chi cong ty Abbott GmbH & Co.KG: Max - Planck
- Ring 2 65205 Wiesbaden - Germany)

Tén thubc/ Hoat chét chinh - Ham v izl 2. | Tieu | Quyecich |ox 45 1.
STT Téac dung chinh lrgng Dang bao che | Tudi the chuén dong goi S0 dang ky
7 Bo thube thir Vi hat: anti-human dang léng, pha | 7 thang [NSX Hop 100 tests;
ARCHITECT 25-OH vitamin D IgG (clm, a Hop 500 tests  |QLSP-0659-13
Vitamin D (Reagent | khang thé da dong) phu
Kit) trén vi hat trong dung dich
(Pinh lugng 25- | dém TRIS; Chat két hop:
hydroxyvitamin D (25-| vitamin D anti-biotin hoa
OH vitamin D) (chuébt,
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don dong) co danh dau

huyét twong ngudi.) acridinium phirc hgp
trong dung dich dém BIS-
TRIQ HC1
- ey wamUv waw ¥ 1 gL, auuTLsLILAS Qi uug, pud | 1Z2-Wang [(IN>A HOPp 1VUU 1ests;
ARCHITECT DHEA-S| S(chudt, don dong) phu sin Hop 4x100 tests |QLSP-0660-13
(Reagent Kit) trén vi hat trong dung dich
(Dinh lugng dém TRIS; Chit két hop:
dehyfroepiandrosterone| DHEA-S c6 d4nh ddu
sulfate (DHEA-S) trong| acridinium trong dung
huyét thanh va huyét dich ¢ém MES
twong ngudi.) '
9 B thubc thir Vi hat: anti-PTH (dg, dang 16ng, pha | 15 thang |NSX Hop 100 tests;
ARCHITECT Intact | khang thé da dong) phu sén Hop 4x100 tests [QLSP-0661-13
PTH (Reagent Kit) {trén vi hat trong dung dich

(Pinh Irgng hormon
tuyén can gidp khong
bién dbi (intact PTH)
trong huyét thanh va
huyét twong ngudi.)

dém TRIS; Chét két hop:
anti-PTH (dé, khang thé
da dong) c6 ddnh déu
acridinium trong dung
dich dém MES

2.6 Nha san xuét: Denka Seiken, Co., Ltd cho Abbott GmbH & Co0.KG (Dia chi: Nha san Xuét
Denka Seiken, Co., Ltd. : Kagamida Factory, 1359-1, Kagamida, Kigoshi, Gosen-Shi, Niigata 959-
1695, Japan; DPia chi Abbott GmbH & Co.KG: Max - Planck - Ring 2, 65205 Wiesbaden - Germany)

Tén thuéc/  |Hoat chit chinh - Him VY Y Tiéu | Quycich |ox .o o
STT Tac dung chinh lwgng Dang bao che | Tudi the chuén déng goi 50 dang ky
10| ARCHITECT SCC | Vi hat: Khang thé khing | dang long, pha | 10 thing [NSX Hép 100 tests
Reagent Kit khéng nguyén SCC sin
(Dinh lugng khéng | (chudt, don dong) phu QLSP-0662-13
nguyén ung thu té bao |trén vi hat trong dung dich
vay trong huyét thanh | dém MES; Chét két hop:
va huyét twong ngudi.)| Khang thé khéng khan
nguyén SCC ¢6 danh ddu
acridinium (chut, don
dong) két hgp trong dung
djch dém MES

2.7 Nha san xuit: Denka Seiken, Co., Ltd cho Abbott Laboratories - Diagnostics Division (Dia
chi: Nha san xuit Denka Seiken, Co., Ltd. : Gosen-Shi, Niigata, Japan; Dia chi cong ty Abbott
Laboratories - Diagnostics Division: 100 Abbott Park Road, Abbott Park, Illinos 60064 - USA)

Tén thudc/ Hoat chit chinh - Ham X z. Tiéu Quy cach £ ax ,
’ ; Z R ce So diang k
STT Tac dung chinh lwong Dang bao ché Tu'01 the chuin déng goéi EXy
11 B thubc thir Vi hat: Anti-Phenytoin | dang long, pha | 15 thang [NSX Hop 100 tests
ARCHITECT (chudt, khang thé don san QLSP-0663-13
iPhenytoin (Reagent dong) phu trén vi hat
Kit) khéng thé dé khéng chudt

trong huy€t thanh va
huyét tuong nguoi.)

(Dinh lugng phenytoin

(GAM) trong (}ung dich
dém MES; Chat ket hop:
Phenytoin c¢é danh dau
acridinium két hop trong
dung dich d€m MES
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2.8 Nha san Xll,f’iti Fujirebio Diagnostics Inc. cho Abbott Laboratories - Diagnostics Division (Dia
chi: nha san xuat Fujirebio Diagnostics Inc.: 201 Great Valley Parkway Malvern, Pennsylvania, USA.
Dia chi nha san xuét Abbott Laboratories - Diagnostics Division: 100/200 Abbott Park Road, Abbott -

Park, Illinois 60064 - USA)
Tén thu(‘)c/ Hoat chét chinh - Ham . £ 2. Tiéu Quy cach £ ax .
STT Téc dung chinh lrgng Dang bao ché | Tuoi the | .p 2, déng goi S0 ding ky
12 B thubc thir Vi hat: anti-sirolimus | dang ldng, pha { 15 thang |NSX Hop 100 tests
ARCHITECT - (chudt, khang thé don sin QLSP-0664-13
Sirolimus (Reagent Kit){ ~déng) pha trén vi hat
(Dinh lugng sirolimus |  trong dung dich dém
trong méu toan phan 6| MES; Cth két hop:
nguoi) Sirolimus c6 d4nh déu
acridinium trong dung
dich dém citrate

3. Cong ty ding ky: APC Pharmaceuticals and Chemical Limited (Pia chi: Suite 2102, 21/F Wing

on Centre, 111 Connaught Road, Central

— Hong Kong)

3.1 Nha sin xuit: Reliance life sciences Pvt. Ltd (Dia chi: Plant 2, Dhirubhai Ambani Life Sciences
Centre, Thane-Belapur Road, Rabale, Navi, Mumbai 400701 Maharashtra - India)

Tén thubde/

Hoat chit chinh - Him

Tiéu

Fe Z. Quy cach K ds ,
STT Tac dung chinh lwgng Dang bao ché | Tudi the chuin dong goi S0 diing ky
13|RELIPOIETIN 2000 IU| Erythropoietin 2000 IU | Dung dich tiém | 24 thane [NSX |Hop 01 bom tiém
truyén 5 déng s&n 0,5 m] RLSP-0665-13
(2000 TU)

4. Cong ty ding ky: CJ Cheiljedang Corporation (Bia chi: 500, 5-Ga, Namdaemun-No, Chung-Ku,

Seoul - Korea)

4.1 Nha san xuét: CJ Cheiljedang Corporation (Pia chi: 511, Dokpyong-Ri, Majang-Myon, Ichon-
Si, Kyonggi-Do, 467-810 - Korea)

Tén thudc/ Hoat chit chinh - Ham . X 2. Tiéu Quy cach £ ax ,
STT Téc dung chinh hrong Dang bao che | Tuoi tho chuin déng géi So dang ky
14| Epokine Prefilled  |Epoetin alpha ngudi t4i t6| dung dich tiém. | 24 thang [NSX | Hgp 6 bom tiém
Injection 4000IU/0,4ml|  hop 40001U/0,4ml QLSP-0666-13

5. Cong ty ding ky: Cong ty cb phin Dugc thiét bj y té Pa Ning (Pja chi: $6 2 Phan Pinh Phing,

Quan Hai Chau, TP.

Pa Ning - Viét nam)

5.1 Nha san xuit: MP Biomedicals Asia Pacific Pte. Ltd (Dia chi: S6 2 Pioneer Place. Singapore

627885 - Singapore)

Tén thuéc/

Hoat chit chinh - Ham

Tiéu

. P 2. Quy cach £ ax .
STT Tac dung chinh hrong Dang bao ché | Tuoi the chuén déng gbi SO. dang ky
15| MP Diagnostics Assure| Khang nguyén virus Dang l6ng 18 thang INSX Hop 20 tests
Dengue IgA Rapid Test Dengue QLSP-0667-13
(Pinh tinh khéng thé
khang virus Dengue)
16 MP Diagnostics Assure| Protein khing nguyén Dang léng 15 thang |NSX Hop 20 tests
H.pylori Rapid Test H.pylori
(Xét nghiém dinh tinh QLSP-0668-13
khang thé khang vi
Ty tro
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1Ly Wb udGlLlLL, WY UL
tuong, méu toan phan
nguoi)

17

MEF HTLV

v11 onsa 4.0

(Dinh tinh HTLV I/II)

P 1 "tohopH ™ /-

vaHTLV-1I

Da

15 théng

NSX

QLSP-0669-13

6. Cong t-y”ding ky: Cong ty TNHH DKSH Viét Nam (Dia chi: 23 Dai 16 doc 1ap, Khu cong nghiép

Viét Nam- Singapore, Thudn An, Binh Duong - Viét Nam)

6.1 Nha san xuit: Bio-Rad (Dla chi: 3, Boulevard Raymond Poincaré 92430 Marnes-la-Coquette -

France)
Tén thube/ Hoat chit chinh - Ham £ . Tiéu Quy cich £ ax ,
STT Téac dung chinh Irgng Dang bao ché | Tuoi the chuéin dong goi S0 dang ky
18| TransClone Anti-ABO1 Mab Anti A 26A2 Dung dich. 24 thang [NSX Hopllomlx |-
(A)26A2 10ml QLSP-0670-13
(Phét hién khang
nguyén ABO1 (A))
19i{TransClone Anti-ABO2 Mab Anti B 95.3 Dung djch. 24 thang INSX Hop 1 lo ml x
(B)95.3 10ml QLSP-0671-13
(Phat hién khing
nguyén ABO?2 (B))
20| TransClone Anti-ABO3] Mab Anti A 26A2; Mab Dung dich. 24 thang [NSX Hop 1 loml x
(AB) Anti B 95-3; Mab Anti 10ml QLSP-0672-13
(Phat hién khing AB 41P
nguyén ABO3 (AB))
21| TransClone Anti-RH1 Mab Anti RH1 (D) Dung dich. 24 thang |NSX Hép 1 lo ml x
(D) Fast M 10ml QLSP-0673-13
(X4c dinh khing
nguyén RH1 (D))

6.2 Nha san xuit: Novo Nordisk A/S (Pia chi: Novo Allé, DK-2880 Bagsvaerd - Dan Mach)

Tén thube/ Hoat chit chinh - Him p 2 Tiéu Quy cach £ ax ,
: ; i . - So da
STT|  pse dung chinh lwgng Dang bao ché | Tudi the| ., 2, dong goi 0 ding ky
22) Novorapid ®FlexPen®| Insulin aspart 100 U/ml | dung djch tiém. | 30 thang NSX Hop 0§ but tiém |QLSP-0674-13
nap séan-3.0ml— ’

7. Cong ty ﬁﬁng ky: Cong ty TNHH Hoang Huwong (Dia chi: S66-Ngd 111 - Lang Ha - Béng Pa -

Ha Nbi - Viét Nam)

7.1 Nha san xuit: AIDE Diagnostic Co., Ltd (Dja chi: No. 141 Zhuzhou Road, Qumgdao High-tech
Industrial Park, Shandong - China)

Tén thudce/ Hoat chit chinh - Ham il 2 Tiéu | Quycach |.x .
: 3 i . L So dan
STT Tac dung chinh Iwgng Dang bao ché | Tudi the chuin dong goi gky
23] QUEEN TEST (HCG |Coéng hop vang: khang thé Que thir 24 thang [NSX Hop 1 test. QLSP-0675-13
Urine Pregnancy Test) { don dong chut khdng '
(Que thir phat hién thai |hCG; Vach thir- khang thé
sém) khang hCG tir dé; Vach

chirg: khang thé khing
IgG chudt tir dé

8. Cong ty diing ky: Cong ty TNHH Sanofi- Aventis Viét Nam (Dia chi: 123 Nguyén Khodi, Quén

4, TP. H6 Chi Minh -

Viét Nam)

8.1 Nha sin xuit: Sanofi- Aventis Deutschland GmbH (Dia chi: Industriepark Héchst,
Bruningstrasse 50, D-65926 Frankfurt am Main - Dirc)
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Tén thudc/ Hoat chit chinh - Him P 2 Tiéu Quy cach £ o L
2 A : i s So ding k-
STT Tac dung chinh Iwgng Dang bao ché | Tuoi the chuin dong goi g Py _
» .. .4 . A A A
24 Insuman Basal Insulin ngudi 100 IU/ml | Hon dich tiém. | 24 thang |NSX Hop303 IIcl)lng X QLSP-0676-1°
25 Insuman Basal Insulin ngudi 100 IU/ml | Hon dich tiém. | 24 thang [NSX Hop 01 10 x 5.0 QLSP-0677-1 3
ml
26| Insuman Comb 25 Insulin ngudi 100 IU/ml | Han dich tiém. | 24 thang [NSX Hop Olmllq) x5.0 QLSP-0678-13
27| Insuman Comb 25 Insulin ngudi 100 IU/ml | Hon dich tiém. | 24 thang INSX Hop 05 éng x QLSP-0679-13
3.0ml
28| Insuman Comb 30 Insulin ngudi 100 IU/ml | Hén dich tiém. | 24 thang [NSX Hop 01 llc,) x5.0 QLSP-0680-13
m
29| Insuman Comb 30 Insulin ngudi 100 IU/ml | Hdn dich tiém. | 24 thang [NSX Hop 05 éng x QLSP-0681-13
3.0ml
30 Insuman Rapid Insulin ngudi 100 IU/ml | dung djch tiém. | 24 thang {NSX Hop 01 19 x 5.0 QLSP-0682-13
ml
31 Insuman Rapid Insulin ngudi 100 IU/ml | dung djch tiém. | 24 thang |NSX H6p305 II(‘Elng X QLSP-0683-13

- und Distribution GmbH & Co. KG: Teichweg 3, 35396 Giessen - Germany)

9. Cong ty ding ky: Eli Lilly Asia, Inc - Thailand Branch (Dia chi: Thanapoom Tower, 14th Floor
1550 New Petchburi Road, Makasan, Rachtavee, Bangkok 10400 - Thailand)

9.1 Nha san xuit: Eli Lilly and Company. Co s& déng géi: Lilly Pharma Fertigung und
Distribution GmbH & Co. KG (Pia chi: Nha san xuat Eli Lilly and Company: Lilly Corporate
Center, Drop Code 2200, 46285 Indianapolis, Indiana, USA. Co s& déng gdi: Lilly Pharma Fertigung

| STT

Tén thude/ Hoat chét chinh - Him 1y Tiéu | Quycich |cx 4x . 1o
o < N . S d
Tac dung chinh Irgng Dang bao ché | Tuoi the chuin dong géi 0 ding ky
32 Humulin 70/30 Insulin nguoi Hdn dich tiém. | 36 thang [NSX Hop 1 1o x 10ml [QLSP-0684-13

10. Cong ty ding ky: FHOFFMANN-LA ROCHE LTD (bija chi: Grenzacherstrasse, CH-4070,

Basel - Thuy S¥§)

10.1 Nha sin xuit: ROCHE DIAGNOSTICS GMBH (Pja chi: Sandhofer 116 68305 Mannheim -

bruc)
Tén thudc/  |Hoat chét chinh - Ham| Y Tiéu | QuycAch |cx ax 1.
) ! 2 N . , i ‘s So dian
STT Téc dung chinh Iwgng Dang bao ché | Tuoi tho chuin déng goi o diang ky
33 ALTL, Alanine | LDH (vi sinh vat) >= 45 Dang long 11z thang |NSX .Hop 500 tests
Aminotransferase mckat/] QLSP-0685-13
(Pinh lugng alanine
Aminotransferase
(ALT) trong huyét
thanh va huyét tuong
ngudi)
34|AMY-P, alpha Amylase| alpha glucosidase (vi Dang léng 14 thang [NSX Hop 200 tests
EPS Pancreatic khuén) >= 67 mckat/] QLSP-0686-13
(Pinh lugng alpha
amylase trong huyét
thanh, huxét fuong va
nudc ti€u ngudi)
35| C4-2, Tina-quant [a] [khang thé khang C4 ngudi| Dangléng 20 thang [NSX Hop 100 tests LSP-0687-13
Complement C4 ver.2 (tir dé) QLSP- )

(Pinh lugn T4 trone
huyét thann va huy

tuong ngudi)
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T~ N
(Kiem tra o dung, dd
chinh xac cua xét
nghiém)

en 1
2.55 mg/l

"

Dang long

14 thang

NSX

7H6p50

x0.5
ml

QLSP-0688-13

37

D-DI2, Tina-quant D-
Dimer Gen.2
(Pinh lugng mién dich
céc san phim phéan hity
cua sgi fibrin trong
huyét tuong ngudsi)

kha-—“hé dondd1  “thang
D-Dimer ngudi (tu chudt)
0.12%

‘ong

7 thang

NSX

Hop 100 tests

QLSP-0689-13

38

DIGIT, Digitoxin
(Pinh lugng digitoxin
trong huyét thanh va
huyét twong ngudi)

khang thé khang digitoxin
don dong (tir chudt) < 1.0
%

Dang long

12 théng

NSX

Hop 200 tests

QLSP-0690-13

39

Elecsys HIV Ag
Confirmatory Test
(Pinh tinh khang

" | nguyén HIV-p24 trong

huyét thanh va huyét
tuong ngudi)

Huyét thanh ngudi duong
tinh véi khang the khdng
HIV 0.075 ml

Dang long

14 théng

NSX

Hop 2 x 20 tests

QLSP-0691-1

4

(=)

Elecsys PreciControl
HSV
(Kiém tra chét lugng
clia xét nghiém mién
dich HSV-1 va HSV-2

41

GLUC3, Glucose HK
Gen.3
(Pinh lugng Glucose
trong huyét twong,
huyét thanh, dich ndo
tiy va nude tiéu ngudi)

khang thé khang HSV-1
IgG vA HSV-2 IgG

bot dong khd

15 thang

NSX

Hop 04 chai x
3.0ml

QLSP-0692-13

Dang long

18 théng

NSX

Hop 800 tests

QLSP-0693-13

42

LIPC, Lipase
colorimetric
(Pinh lugng lipase
trong huyét thanh va
huyét tuong ngudi)

Colipase (tir tyy heo) >=
0.9 mg/1

Dang léng

12 théng

NSX

Hop 200 test

QLSP-0694-13

43

NH3L, Ammonia
(Pinh lugng Amonia
trong huyét tuong
ngudi)

GLDH (vi khudn) >=234
mckat/l

Dang léng

20 thang

44

TRIGL, Triglycerides
(Pinh lugng
triglyceride trong huyét
thanh va huyét tuong
ngudi)

lipoprotein lipase >= 83
mckat/l

Dang long

1+ urang,

NSX

Hop 150 tests

QLSP-0695-13

NSX

Hop 250 tests

QLSP-0696-13

11. Cong ty ding ky: PT. KALBE FARMA Tbk (Dja chi: Kawasan Industri Delta Silicon JI. M.H
Thamrin Blok A3-1, Lippo Cikarang, Bekasi - Indonesia)

11.1 Nha sin xuit: Sedico Pharmaceutical Co. (Dia chi: 1st Industrial Zone, 6th October City - Ai Cap’

A A . en »
sTr| . Temthude/ | poe chét chinh - Ham| Dang bao ché| Tudi the| 11o% | Quycich | o0 o iy
Tac dung chinh ) 1 chuan| déng goi
wong .
] . Insulin ngudi ngudn gbc HBn dich tiém. | 30 théne [NSX Hop 01 1o x 10 .
45 Insulin H Mix 100 IU t4i t& hgp 30 IU/ml; ¥ -1 30 g Y 10 X QLSP-0697-13
Insulin Protamine ngudi m
t4i td hop 70 TU/ml

Trang 7/8



12. Cong ty ding ky: Sanofi Pasteur S.A (Pia chi: 2 avenue Pont Pasteur, 69007 Lyon - Phap)

12.1 Nha san xuit: Sanofi Pasteur S.A (Dia chi: Campus Mérieux 1541, avenue Marcel Mérieux
69280 Marcy 1'Etoile, Phap/ Parc Industriel d'Incarville 27100Val de Reuil - Phap)

Tén thudc/ 4t chinh - Ha Tié ich .
STT én thuoc Hoat chat chinh - Him Dang bao ché | Tudi tho| Lo Quy cach o« ding ky

Tac dung chinh Iwgng chuin dong goéi

46| AVAXIM160U | Virus Viemgan Abit |HBndichtiém. | 36 thang [NSX | Hop 01 bom tiém
(Vac xin phong bénh hoat 160 IU/0.5 ml nap sin 01 lidu QLVX-0698-13

Viém gan A) (0.5 ml) vac xin

47 _PNEUMO 23 Polysaccharide cia vo vi |dung dich tiém. | 24 thdng (NSX [ H9p 01 bom ti€m
(véic xin phong bénh khuin Streptococcus nap sén 01 lidu [QLVX-0699-13

viém phoi va nhiém | pneumoniae datyp25 (0.5 ml) véc xin

khuén toan thin do phé mcg/ typ

cAu Streptococcus)

&

SNT T mnr#é‘NG
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1rwong Quoc Cudng
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