BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC “Péc lap - Tu do - Hanh phiic
S4: S ,‘I‘-/QD-QLD Ha N¢i, ngay A thdng g ndm 2013
QUYET PINH

Vé viéc ban haph danh muc 37 sinh phdm y t&
duoc cfp s6 dang ky Ivu hanh tai Viét Nam - Dot 22

CUC TRUGNG CUC QUAN LY DUGC

Can ci Luat Duoc ngay 14 théng 6 nim 2005;

Can cif Nghi dinh s6 63/2012/ND-CP ngay 31/8f2012 cta Chinh phl quy
dinh chiic nang, nhiém vu, quyén han va co cdu t6 chic ciia Bo Y&

Can cif Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 cla Bo trué’rng
Bo Y t€ quy dinh chic nang, nhiém vu, quyén han va co cfu té chitc clia Cuc
Quén Iy Duoc thudc Bo Y 18 va Quyét dinh s6 3106/QD-BYT ngay 29/8/2011
cuaBOtrufmgBoYté'véwécsiraddl,bdsungf)léu?:Quyé’tdmhsCi
53/2008/QD-BYT ngay 30/12/2008 clia BO trudng B) Y t€ quy dinh chifc ning,
nhiém vu, Guyén han va co cfu t8 chidc cia Cuc Quén 1§ Dugc thudc BS Y t€;

Can cit Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cla B trudng Bo
Y t€ quy dinh viéc dang ky thudc;

Can o ¥ kién ctia Hoi déng tu vin cdp s6 ding ky hwu hanh vic xin va
sinh phdm y t& - B0 Y t&;

Xét dé nghi cia Trudng phong Dang ky thudc - Cuc Quan 1y Duge,
- QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 37 sinh phdm y &
duoc cip s6 ding k§ luu hanh tai Viet Nam - Dot 22.

~ Dién 2. CécdcmwcésmhphdmytéduucphépluuhénhtaletNam qui
dinh tai Diéu 1 phai in s6 dang ky dugc BO Y t€ Viét Nam cfp 1en nhan va phai
chﬁp hanh ding cdc quy dinh cha phép luat Viét Nam vé sin xu4t va kinh doanh
sinh phim y t&. Cfc s6 dang ky c6 k¥ hiéu QLSP-...-13 c6 gi4 tri 05 nim ké tix
ngay cép.

Diéu 3. Quyét dinh nay c6 hiéu hyc k€ tir ngdy ky ban hanh.

Diéu 4. Gidm d6c S3 Y 1€ céc tinh, thanh ph6 tryc thudc trung wong va
Gidm d6c cdc don vi ¢6 sinh phdm y t€ néu tai diéu 1 chju trdch nhiém thi hanh
quyét dinh nay./.

Noi nhén:
- Nhur diéu 4;
- BT. Nguyén Thi Kim Tién (dé b/c);
- TT. Nguyén Thanh Long (d€ bfc);
- Vu Phip ché, Cuc Y t€ dy phong, Cuc Phong chéng

HIV/AIDS, Cuc Quan I§ khdm chita benh, Thanh tra BO
Y t£;

- Vién V¢ sinh dich t& trung uong, Vién Kiém dinh qudc
gia véc xin va sinh phim y t&;
- Téng Cuc Hai quan - B6 Tai chinh;

- Website ciia Cuc QLD, Tap chi Duge va My phdm-
Cuc QLD;
- Linu: VP, KDD, DKT (3 bin).




BO Y TE

CUC QUAN LY DUGC

Poc lap - Tu do - Hanh phiic

CONG HOA XA HOI CHU NGHIA VIET NAM

DANH MUC 37 SINH PHAM Y TE PUQC CAP SO PANG KY
LUU HANH TAI VIET NAM - DOT 22

Ban hanh kém theo quyét dinh sé.24.3:.../QD-QLD, ngay,{(.......5./2013

1. Cong ty dang ky: F. Hoffmann-La Roche Ltd (Dia chi: Grenzacherstrasse, CH-4070 Basel, Thuy S¢)
Nha san xuéit: Roche Diagnostics GmbH (Dia chi: Sandhofer 116, D 68305. Mannheim, Dic)

STT Tén thudc/ Hoat chdt chinh- Dang Tudi Tiéu | Quycdch | S6dangky |
Téc dung chinh Ham lugng bao ché | tho chudn | déng géi :
Khing th€ don dong
Elecsys HE4 khing HE4 d4nh ddu Dan
! (dinh luong HE4 biotin (it chuot); Khéng | g (5thing | Nsx | HOP100 | QLSP-0711-13
trong huyét thanh va { thé don dong khing HE4 g 8 tests
~ huyét tuong ngudi) (tir chudt) ddnh d4u phic
hop ruthenium
Elecsys Anti-HCv T | Khdng nguyén dac hi¢u
s ay o HCV dénh dfu biotin;
kl(lghat hfigﬁmh uflh Khing nguyeén dic higu Dang Hoo 200
o | Khing thekhang VITW | pyevs ginh dau phachop |  long | 09 thing | NSX | 9P QLSP-0712-13
viem gan C (HCV) ruthenium; Huyé&t thanh tests
trong huyét thanh va ) .
huy€t trong nguii) ngudi duong tinh véi
yel tong ng khéng thé khéng HCV
Elecsys Anti-HCV I Kgé"g nguyén dzc hicu
. . CV dinh dfu biotin;
(phit h1é¢n dinh tinh Khéng nguyén dic hiéu Dang Hoo 100 LSP-0713-13
3 |khangthékhdng virlt | g o dguphichop | long | 09 thang | Nsx | TP QLSP-0713-
viem gan C (HCV) 1 e nium; Huyét thanh bests
trong huyét thanh va o X
huyét tuong ngudsi) ngudi duong tinh vl
khéng thé khéng HCV
Elecsys PTH
(1-84) Khéng thé don dong
(Pinh luong noi ti€t 16 khing PTH d4nh ddu Dang Hop 100 | OLSP.0714.13
tuy€n c4n gidp nguyén | Dbiotin (tir chudt); Khing N op - -
4 vgn c6 hogt t?nth¥H thé don dong khéng PTH ong 15 thing | NSX tests
{1-84) rong huyét | (chuét) dinh déu phic hop
thanh va huyét tuong ruthenium
ngudi)
Elecsys CMV IgG Khéng nguyén dic hi¢u
Avidity CMV gin véi biotin (t4i 16
(dinh tinh 4i luc clia hop, E.coli); Khing Dang y )
5 | Kndng thé [sG khéng | nguyen déc hieu CMV (i | long | 12thang | Nsx | FOPI00 | QLSP-O7IS13
Cytomegalovirus t& hop, E.coli) ddnh ddu
trong huyét thanh vi phitc hop ruthenium;
huy#t twong ngudi) Huyét thanh ngudi.
Elecsys Anti-Tg Tg gin v6i biotin
{(dinh luong khéng thé (ngudi);Khéng thé don Dang _ ]
6 | khing thyroglobulin | dong khdng Tg (nguoi) | Iong | 15thdng | NSX Hop 100 | QLSP-0716-13
trong huyét thanh v dinh d4u phic hop
huyét tuong ngudi) ruthznium oo 64— GLSF 07T
. Khang thé khing T Dang op - -
7 Elecsys Anti-Tg (ng ub_iLgKhé ng thég ktﬁing dong. 15théng | NSX chai x




Calset Tg (ctra) kho 1,5ml
(chuén dinh x
nghiém dmh Iucghg
Elecsys Anti-Tg frén
mady phan tich 3¢t
nghiém mién djth
Elecsys vi Cobay e)
Elecsys HSV-2-kgG . gn; nguyén dac hieu.
o -2 gén véi biotin (tdi
| (Dinh tinh khénglthd | " g} T coliy Khgng | D28
8 nhém IgG kh4: n guyén’ dic hie'u HSV-2 long 15théng | NSX Hop 100 | QLSP-0718-13
HSV-2 trong huyét (141 16 hop, E éoli) d4nh + dong tests
thanh va lﬁg? wpag | g phiic hop ruthenium; kho
ng Huyét thanh nguin.
Khéng thé don dong
Elecsys PTH STAT khing PTH d4nh ddu Dang o0 P01
(dinh luong ndi tide t6 | biotin (tir chudt); Khéng Hop 1 QLSP-0719-13
9 | ‘uyencan gifptrgng | thé don dong khing PTH | 1006 | 18théng | NSX | UL
huyét thanh va hy e’t (chugt) d4nh dfu phic hop
ruthenjium
Vitamin D12; Ferritin; Dang
. Folate, B-CTx; : Hop 04
| 10 Osteocalcin; Parathyroid | o8 | 15thang | NSX | chaix 30 QLSP-0720-13
: hormone; PINP; 25- ml
hydroxyvitamin D

- 2, Cong ty dang ky:{ F. Hoffmann-La Roche Ltd (Dia chi: 124- Grenzacherstrasse, CH-4070 Basel, Thuy

%)
Nha san xu4t: F. Hoffmann-La Roche Ltd (Dia chi: 124-Grenzacherstrasse, CH-4070 Basel, Thuy S§)
1T Ten thuéc/ | | Hoat chét chinh- Ham | Dang | Tudi | Tiéu | Quychch | SO dang ky
: Téc dung chf Iwgng baoché | tho chufn | déng géi
: Dung Hop 01
: _ ® Interferon alpha 2a- dich bom tiem | QLSP-0721-13
11 | ROFERON-A 4,5 MIU/D,5ml tem | 240A0g | NSX oo
i 0,5ml
: Dung Hop 01
; ® Interferon alpha 2a- dich bom tiém
12 | ROFERON-A 3 MIU/0,5ml Gem 24 thing | NSX déng sfn QLSP-0722-13
. 0,5ml
: Hop 01
: Methoxy polyethylene Dung o
13 | MIRCERA® glycol-epoetin beta- dich | s6tang | Nsx | bomtem | QLSP-0723-13
| 75mcg/0,3ml o § i

3. Cong ty dang ky:
Nha san xuét: Sh
| Shanghai, 200233,
. Marcy L’Etoile- Ph
* L’Etoile- Phap).

BioMérieux SA (Dia chi: Chemin de I’Orme, 69280 Marcy L’Etoile- Phép)

nghai bioMérieux Bio-engineering Co.,Ltd (Dia chi: 1181 Qinzhou Road (North),

'rung Quéc) sin xuit cho: BioMérieux SA (Pia chi: Chemin de I’Orme, 69280
); Co s6 xudt xudng: BioMérieux SA (Dia chi: Chemin de ’0Orme, 69280 Marcy

STT Tén thuée/ Hoat chét chinh- HAm | Dang Tudi Tién | Quycéch | S&dang ky
Téc dung chin Ivgng bao ché tho chudn | déng géi

e Hepanostica HBsdg | Khang thé khéing khdng Phi¢n Hop 192 | QLSP-0724-13

: 14 Ultra nguyén bé mat vi rit Viem [ thir+ 12thing | N5X test;

2




(Xét nghiém mién
dich phét hién khing
nguyén bé mat vi nit
Viém ban B trong
huyét thanh va huyét
tyong ngudi)

gan B (don dong. tir chuot)

dung
dich

. dang

lé;ng

| Hop 576
1est

i
|

;
|
|
l

4. Cong ty dang ky: L.B.S Laboratory Ltd.Part. (Pia chi: 602 Soi Panichanant, Sukhumvit 71 Read,
Bangkok, 10110. Thai Lan)

Nha san xuét: Reliance Life Sciences Pvt.Ltd (Dia chi: Plant-1, Sadhana Textile Mills Compound,
Ground and First floor C.S.No. 1621, Plot No.3, Plant 1, Pandurang Budhkar Marg, Worli, Mumbai

400018 Maharashtra, An d6).

Tén thudc/ Hoat chit chinh- Hdm | Dang Tuébi Tién | Quycach | S6 dang ky
STT 3 p N o . .
Téc dung chinh lugng bao ché tho chudn | déng g6i
Dung Duge | Hopchita
15 | ImmunoRel Immunoglobulin 5% | dich | 36thing | dién | Ollox | @SP072-13
tiém Anh 50mli

5. Cong ty dang ky: PT.KALBE FARMA Tbk. (Pia chi: Kawasan Industri Delta Silicon JI.M.H.
Thamrin Blok A3-1, Lippo Cikarang, Bekasi, Indonesia)
Nha san xuit: South Egypt Drug Industries Co. (SEDICO) (Pia chi: 1 st Industrial Zone, 6th
October City, Ai Cap).

STT Tén thude/ Hoat chét chinh- Him | Dang Tudi Tieu | Quycach | S6 dang ky
Téc dung chinh lizong baoché | tho chudn | déng géi
. . Dung ‘Hop chia
16 |Insulin H™ R 1005y | msulin ‘}%&?‘ﬁ‘ Whop | Gick | 30thdng | NSX | Ollex | QUSP-0726-13
tiém 10ml
Insulin H ¥ NPH . e Hén dich Hop chita
17 | 1001U Insulin ngudi thitohop | “"i0 ™ | 30 thang | NSX | Ollox | ASPO727-13
10001U ot

6. Cong ty dang ky: Cong ty TNHH Sanofi-Aventis Viét Nam (Dia chi: 123 Nguyén Kho4i, Quan 4,
Thanh phé Hé Chi Minh, Viét Nam)
Nha san xudt: Sanofi- Aventis S.p.A. (Dia chi: Viale Europa, 11- Origgio (VA)- Y).

STT Tén thudce/ Hoat chét chinh- Him | Dang Tudi | Tiéu | Quycach | S& dang ky
Téc dung chinh hrong baoché | tho chudn | déng géi
Hop 01 vi
. x 10 8ng x

Bao tir khdng da khing Hén dich ; g )

18 | ENTEROGERMINA | sinh Bacillus clausii ung | 24 thing | NSX Hg:"gz’vi QLSP-0728-13
2 ty bao tifSml x 10 6n. g X
05ml




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

7.1 Nha san xufit: A

bott GmbH & Co.KG (Pja chi: Max - Planck - Ring 2 65205 Wiesbaden -

‘Germany)
STT|  Tén thude/ Hoat chat chinh- Ham | Dang | Tudi | Tiéu | Quycach | SG dangky
Téc dung chii luong baoché | tho chudn | déng géi
ARCHITECT Anti-
HBe II Controls
(D€ u6c tinh 46 15
lai ciza xét nghiém|va
phét hién sai s¢ he| Mau chimg 4m: huyét Dang
: thdng cho he thdn, tyong ngudi da voi héa. : . g .
19 | ARCHITECTi My ching duong: huyét | PEP® | 10 thang | NSX 2eaix | QLSP-0729-13
: System khi thuc hign | twong ngudi di voi héa va
xét nghiém djnh nhudm
tugng khing thé
khéng khéng nguypn
16i vi nit viém gan
trong huyét thanh y2
huy€t tuong ngudi)
B thudc thir
_ ‘?RCHITECT Vi hat: anti-gentamicin
\ iGentamicin (chuot, khang thé don Dang
g0 | (Reagent Kit dong), Costkéthop: | PEPPR | 1o ang | Nsx | HOPI00 | QLSP-0730-13
- | (dinh luong gentamicin c6 d4nh dsu
Gentamicin trong acridinium
‘ huyét thanh hay hagyét
) trong ngudi)
‘ 7.2 Nha san xufit: Abott Ireland - Diagnostics Division (Dja chi: Finisklin Business Park Sligo -
Ireland) _
iS’l‘I‘ Tén thude/ Hoat chit chinh- Ham Dang Tudi Titu | Quy céch | S0 dang ky
: T#c dung chin lugng bdoché | tho chufn | déng géi
ARCHITECT
_ Dang
Huyét tuong ngudi (bat | 16ng, pha 2chaix | QLSP-0731-13
121 hoat) s&n 12thing | NSX aml
| lugng khéng nguyé
bé mat vi nit viém
gan B (HBsAg) trong
huyét thanh va hu
i tuong ngui)
' ARCHITECT
' HBsAg Qualitative
II Confirmatory Vi hat: Anti-HBs (chuot Dang
; Reagent Kit don dong, IgM, IgG). Chit : )
22 | (Dinh tinh khéng ket hop: anti-HBs (gM, | "EPP2 | o5 hang | Nsx | HOPIO | QLSPOTIZL3
nguyén bé mit vié, chuot don ddng) v anti-
gan B (HBsAg) tro HBs (de, IgG)
huyét thanh va huy
twong ngudi)




7.3 Nha san xudt: Abbott Ireland - Diagnostics Division (Pia chi: Lisnamuck, Longford Co. Longford -
Ireland)

STT

Tén thude/
Téc dung chinh

Hoat chét chinh- Ham
luong

Dang
bao ché

Tuéi
tho

Tiéu
chuén

Quy céch
dong g6i

So dang ky

23

ARCHITECT Total
T4 Calibrators
(D€ hi¢u chudn he

théng ARCHITECT i

System cho xét
nghiém dinh lugng
thyroxine toan phin
(Total T4) trong
huyét thanh va huyét
tuong ngudi)

Huyét thanh ngudi

Dang
l6ng, pha
sin

19 thing

NSX

2chaix
5ml

QLSP-0733-13

24

ARCHITECT
Testosterone
Calibrators

(Pé higu chuin he
théng ARCHITECT i
System cho xét
nghi¢m dinh fugng
testosterone trong
huyét thanh ngudi)

Testosterone trong huyét
thanh bd d3 xi Iy

Dang
16ng, pha
sin

07 théng

NSX

2chaix
3mi

QLSP-0734-13

7.4 Nha san xuit: Fisher Diagnostics — A Division of Fisher Scientific Company, LLC. A Part of
Thermo Fisher Scientific, Inc. (Dia chi: 8365 Valley Pike, Middletown, VA 22645, USA) cho Abbott
Laboratories Diagnostics Division (Dia chi: 100/200 Abbott Park road, Abbott Park, linois 60064 - USA)

STT Tén thuéc/ Hoat chét chinh- Him | Dang Tuoi Tiéu | Quycsch | S6 dang ky
Téc dung chinh lugng baoché | tho | chufn | déng géi
ARCHITECT Stat
CK-MB Calibrators
(D€ higu chufn he
théng ARCHITECT i | Mdiu chudn A: dung dich Dang
25 | Systemcé quytinh | dém MOPS. Miu chuin B- | 16ng, pha 15 thing | NSX 6chaix | QLSP-0735-13
STAT cho dinh lugng | F: CK-MB trong dung dich sén 3ml
CK-MB trong huyét dém MOPs
thanh va huy#t tuong
ngudi)

7.5 Nha san xuét: Denka Seiken, Co., Ltd (Dja chi: Kagamida Factory, 1359-1, Kagamida, Kigoshi,
Gosen-Shi, Niigata 959-1695, Japan) cho Abbott GmbH & Co.KG (Pia chi: Max - Planck - Ring 2,
65205 Wiesbaden — Germany)

STT Tén thube/ Hoat chit chinh- Him | Dang Tudi Tiéu | Quy cich | S6 dsing ky
Téc dung chinh luong baoché | tho chudn | déng géi

ARCHITECT HCV

Ag Calibrators

(D€ hieu chudn he Calibrator A: dém citrate. Dang

th6ng ARCHITECT i Calibrator B: Khing , " . g i
26 | Syston khi dinh nguyén 16i vi rit viém gan 1°“sgénpha 10thng | Nsx | Ocharx | QLSP 0736-13

luong khéng nguyén C trong dung dich dém

151 vi it viém gan C acetate

trong huyét thanh va

huyét twong ngudi)




- 8. Cong ty dang kyf va san xust : Cong ty c6 phdn duge phdm IMEXPHARM (Pia chi : s6 04, dwdng:
30/4, Thanh phd Cao Lanh, Tinh Pdng Thép - Viét Nam)

‘STT Tén thuéc/ Hoat chét chinh- Him | Dang | Tudi Tiéu | Quycich | S& dang ky
| Téc dung chi lugng baoché | tho chudn | déng géi
PROBIO Lactobacillus acidophilus | D28 Hop14 4 o1 5p-0737-13
27 | pms-PROBI > 10° vi sinh sng c6m 24 thing | NSX ggla;l 1
9. Cong ty dang k¥, nha san xudt: HBI Co., Ltd. (Pia chi : #7508, Dongil Technotown 7th. 823,
Kwanyang-Dong, Dongan-Gu, Anyang-si, Gyeonggi-Do, 431-716, Republic of Korea)
'STT Tén thude/ Hoat chét chinh- Him | Dang Tudi Tiéu | Quycich | S& dang ky
L Téc dung chi luong baoché | tho | chuidn | déng géi
| Hisens HIV 1/2 Rabbit anti recombinant
Card HIV antigens; recombinant Hép 01
| (Ph4t hién dinh HIV 1 (p24, gp4l) Dang ' 'pmfr QLSP-0738-13
- 28 | céc khéng thé kh antigens; recombinant HIV que 18 thing | NSX ‘:I‘_'Ilg 10
* HIV 172 trong huyet 2 (gp36) antigen; ' .Pﬂf
thanh, huy#t tuong va | recombinant HIV-1/HIV-2 que thu.
méu todn phén) antigens gold conjugate.

10. Cong ty dang kj: Mega Lifescience Limited. (Dia chi : 384 soi 6, Pattana 3rd, Bangpoo Industrial
‘ Estate, Samutprpkarn 10280 - Thailand)

Nha san xuét : Bipcon Limited (Dia chi : Plot No.2-4, Phase-IV, Bommasandra-Jigani link Road,
Bommasandra Pgst, Bangalore-560 099 — India)
[ STT Tén thude/ Hoat chat chinh- Him Dang Tubi Titu | Quycéch | S& dang ky
i Téc dung chi lugng bioché | tho chudn | déng géi
i Hop 5 &ng
; . Duoc X 3ml;
i i Insulin ngudi nguén g6c | Hon dich g Hop S 6ng :
29 gls,g?gzﬁil: DNA i 18 hop. tiem | 24 thing | 960 | 3 3mve | QUSP-0739-13
r B¢ chaun X
30010 Au 10 kim
tiem vo
¥hudn BD
Hop 5 6ng
| . Iml;
! . . Dung Duge X oms
4 | INSUNOVA-R Insulin ngudi nguén gde | g saiing | i | 0P8 | o1 spo740-13
| (Regular) Cartridge ’ ooy tiem B| chau | *7 0
Au .
tiém vo
: khugn BD |’

- 11.Cong ty diing kit Cong ty 6 phdn A Chau (Dia chi : $6 9, 16 11A, phé Trung Hoa, Ciu Gify, Ha

Néi — Viét Nam)|

11.1 Nhi san xufi{ : CTK Biotech, Inc. (Dia chi : #10110 Mesa Rim Road, San Diego, CA 92121 -

| USA)

'STT Tén thude/ Hoat ch4t chinh- HAm | Dang Tuéi Tiéu | Quyecdch | S6 dang k¥

| Téc dung chinh hrong | baoché | tho | chufin | déng géi

Onsite Dengue A, Vilng cOng hop: khéng thé Hop gém

! Rapid Test chugt khing Dengue Ag. Dang 30 khay

31 | (Dinh tinh phst hi Vachkeétqua: khingthé | khay | 18théng | NSX | thirkem | QSP-0741-13
khédng nguyen thé khdng Dengue dng nho
Dengue trong huy Ag.Vach chiing: khéng thé miu trong




i anli]

thanh hogic huyé& dé khdng IgG chudt win
i . i riéng,
IR ngn) 110 dung
dich dém
5ml
\ Hop gbm
Onsite HBsA. ; .
Rapid Test ~ | VOnS cOng hops Khing te 50 que ti
(Dinh tinh phét hien chu¢t khdng HBsAg Dang trong thi
mg nguyén bé At (B7009). Vach ké&t qua: que; . rieng; Hop
2 |Girttvimgan B | Kngthéchuotkhing | Dang | I8théng | Nsx | €m0 | QLSP-0742-13
(HBsAg) trong huyét HbBsAg (B7008).Vach khay kkhay thir
thazh hodc huve chimg: khang thé dé khéng ém Sug
e Huyet IgG chut. nhé miu
twong) : trong tdi
riéng.
Ving cdng hop: khdng thé Hop gbm
Onsite Pf/Pan chuot khing pHRP 11, 30 khay
Malaria Ag Rapid khang thé chuot khéng thi trong
Test PLDH, IgG th. Vach k&t | ;ﬁll riéng,
33 | Dinhtihphéthien | qua Pan:khéngthéchugt | 78 1 o S dung |~ o 074313
cdc khing nguyén khéng pLDH, ;gch két qua ay ng | N gﬁlf l; olig
pHRP II hosc/va Pf: khéng thé dé khéng
pLDH trong mAu toan |  pHRP I.Vach ching: cds% {som,
phén cdia ngudi) khéng thé d& khéng IgG nhbnl:igu
" chudt 0
mini Sl
Hop gbm
50 que thir
trong tii
riéng, 50
6ng nhd
Onsite HCV Ab Plus mig. llo
Rapid Test Ving cong hop: khéng | duns dich
. ; nguyen HCV t4i t6 hop & A ung ci
(Dish tinh phét hitn | "G 5, Vach ket qui: que; d¢m Sml;
34 | khing thé khing gOhd. Vachkétqui: | 5o | gneng | NSX | Hopgém | QSF-0744-13
HCV trong huy& Khing nguyen HCV thi1d | yp, , 30kha
2§ WY hop. Vach ohiing: khéng y y
thanh hodc huyé&t hé dé khdng IgG thd thir kdm
tuong ciia ngudi) ‘ J ' 6ng nhd
miu trong
‘| uiirieng,
1 1o dung
dich dém
5mi

12. Cong ty ding k¥, nha san xust : Cong ty lién doanh duge phim Mebiphar-Austrapharm (Pia chi :
16 ITI-18, dudmg s& 13, KCN Tén Binh, Quan Tan Phi, Thanh phd H6 Chf Minh — Viét Nam)

STT Tén thubc/ Hoat chét chinh- Ham Dang Tuéi Titu | Quycéch | SO dang ky
Téc dyng chinh lwng ~ {bdoché | tho | chuin | dénggéi
Hop 15
, , . 6i, hop
- Lactobacillus acidophilus - £on, 1
35 | ZENTOZIN > 10° CFU Dang 0t | 24 thang | Nsx |, 2086 | QLSP-OTASIS
- Thiamin nitrat 0,30mg P > 801
' x 1 gam
- Lactob;c;'guus c;c(‘_z'}dophilhs B op10
- Lactobacillus rhamnosus Dane bot g;g. l:;p QLSP-0746-13
36 | L-BIO-3D > 10° CFU aNg PO | 24 thang | NSX oy
, . hop 100
- Bifidobacterim longum g6ix 1
> 10* CFU gam




13. Cong ty dang ky: Cong ty TNHH Thuong mai - Dich vu k§ thuat Luc Tinh (Dia chi : 606 Trén
Hung Pao — Quin 5 — Thanh phd H6 Chi Minh — Viét Nam)
Nha san xufit : Céng ty TNHH Alere Mcdical (Dia chi : 357 Matshuhidai, Matsudo-shi, Chiba Ken

270-2214 — Japa

STT|  Tén thudc/ Hoat chat chinh- Tiam | Dang | Tudl | Titn | Quy céch | S6dang ky
Téic dyng chih lrgng baoché | tho | chudn | déng poi
Alere Determine
HIV -1/2 Ag/Ab .
combo Khéng nguyén i 16 hop
iy avbenoh & | v chclien bop FIVL, | Que thi Kit 10 i
¢ lien hop HIV-1, ! LSP-0747-13
37 kh#ng thé l-lIVp HIV-2, HIV-1 subtype 0 vA 10thing | NSX | xét ghiém Q- ¢
HIV-2 trong hu khéng thé khing p24 don X 10 tests
thanh, huy& ddng clia ngudi.
hoic mfu todn /
clia ngui)






