
BOYTE

S6: 3041IQD-BYT

CONG HoA xX H(}I CHU NGHiA VIET NAM. . .
DQc Hip - TO'do - Hanh phuc

Ha N{3i,ngay AO thang T ndm 2019

QUYETDJNH
V~ vi~c ban hanh danh muc 74 sinh ph~m ch~n doan invitro

du(}'c c~p s8 dang kY luu h~lllh t~i Vi~t Nam - Dgt 01

no TRUONG noY TE. ,

Can cir Nghi dinh 36/20 16/Nf)-CP ngay 15/5/2016 cua Chinh phu vS quan
ly trang thiet bi y tS;

Can ctr Nghi dinh s6 75/2017/Nf)-CP ngay 2016/2017 cua Chinh phu quy
dinh clurc nang, nhiem vu, quyen han va co c~u t&chirc cua B9 Y tS;

Can cir Nghi dinh 169/2018/ND-CP ngay 31/12/2018 cua Chinh phu sua d6i,
b6 sung mot s6 diSu cua Nghi dinh s6 36/20 16/Nf)-CP ngay 15/5/2016 cua Chinh
phu vS quan ly trang thiSt bi y tS;

Can cir Thong tir s6 44/2014/TT-BYT ngay 2511112014 cua B9 Y tS quy
dinh viec dang ky thuoc;

Can cir y kiSn cua H9i d6ng tir v~n c~p s6 dang ky hru hanh sinh pham ch~n
doan in vitro - B9 Y tS;

QUYET DJNII:
Di~u 1.Ban hanh kern thea QuySt dinh nay danh m\lc 74 sinh ph~m ch~n

dmin in vitro dmlc d.p s6 dang ky luu hanh t?i Vi~t Nam - Dqt: 01.
Di~u 2. Cac dan vi co sinh ph~m ch~n doan in vitro duQ'cphep luu hanh t?i

Vi~t Nam qui dinh t?i DiSu 1phai in s6 dang ky duQ'cB9 Y tSVi~t Nam c~p len nhan
va phai ch~p hanh dung cac quy dinh cua phap lu~t Vi~t Nam vS san xu~t va kinh
doanh sinh ph~m ch~n doan in vitro. Cac s6 dang k:Y co ky hi~u SPCD-TTB- ...-19 co
gia tri 05 nam kS tu ngay c~p.

Di~u 3. QuySt dinh nay co hi~u l\!,ckS tll' ngay ky ban hanh.
Di~u 4. Giam d6c Sa Y ts cac tinh, thanh ph6 tr\!,cthu9C trung uang va Giam

d6c cac dan vi co sinh ph~m ch~n doan in vitro neu t?i DiSu 1 chiu trach nhi~m thi
hanh QuySt dinh nay./. t>-
No'i nh{lI1:
- Nlm Di€u 4;
- BT, Nguy~n Thi Kim Ti~n (dS b/c);
- Citc D6ng chi ThlJ' tmcmg BOY t~
(dS b/c);
- VI,!Phap ch~, C\ICQWln Iy dU'Q'c,
CI,!CY t~ dl,!'phong, CI,!CPhong
ch6ng HIV IAIDS, C\ICQuim ly
kham chu'a b~nh, Thanh tra BOY t~;
- Vi~n V~ sinh Dich t~ Trung u'O'ng,
Vi~1lKi~m dinh Qu6c gia V~c xin va
Sinh phfun y t~;
- T6ng CI,!CHai quan - B9 Tai chinh;
- Website ella BOY t~;
- LUll: VT, TB-CT (4 ban),

TUQ. BO TRUONG
VUTRUONG
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BOYTE CONG HoA XA HOI CHU NGHiA VIET NAM. . .
D{)cl~p - Tt,r do - H~nh phuc

DANH M\JC 74 SINH PHAM CHAN DOA.NIN VITRO
cAp so DANG KY LUU HANH TAl VIET NAM - DOT 01.. .

(Ban hanli kern thea Quyit dinh s6304~IQD-BYT, ngay AO If12019)

Hoat ch~t chinh-
Ham iU'f,mg

Dl,lng
bao ch~

TuBi
tho

Tieu
chulin

Quy cach
dong goi

1. Cong ty dang, ky: Abbott Laboratories SA (Dia chi: Neuhofstrasse 23, CH-6341 Baal', Switzerland)
1.1. Nha san xufit: Abbott GmbH & Co.KG (Uta chi: Max - Planck - Ring 2, 65205 Wiesbaden - Germany)

Ten sinh phlirn chlin
doan in vitro!
Tac dung chinh

Sa dang ky

2

3

4

ARCIUTECT EBV
VeA IgG Reagent Kit
(phat hien khang thS IgG
khang khang nguyen vo
cua EBV trong huy~t thanh
va huyet nrong nguoi. Xet
nghiern duoc dung oS h6
tro ch~n doan chung tang
bach du don nhan nhiem
trung (infectious
mononucleosis - IM) va h6
tro xac djnh giai dean
nhiem virus EBV)
ARCHITECT EBV
VCA IgM Reagent Kit
(phat hien khang thS TgM
khang nguyen vo (Viral
Capsid Antigen -VCA)
cua Epstein-Barr Virus
(EBV) trong huyet thanh
va huyet tuong nguoi. Xet
nghiem duoc dung oS h6
trQ' ch~n ooan ch(rng tang
b<:tchdu 00'11 nhlin nhiem
trung (infectious
mononucleosis - 1M) va
h6 trQ' xac oinh giai oo<:tn
nhiem virus EBV)

ARCHITECT Toxo IgG
Avidity Reagent Kit
(xac dinh ai hlC clla cac
khang thS IgG khang
Toxoplasma gondii trong
hlly~t thanh va hlly~t
tuung nguo'i)

ARCHITECT Toxo IgM
Reagent Kit
(dinh t[nh khang thS 19M
khang Toxoplasma gondii
trong huy~t thanh va
huy~t tU'ung ngU'o'i)

EBV VCA pI8 Peptide
(0,0004%), anti- IgG

nguoi (M2AK) (r~t nho)

EBV VCA pI8 Peptide
(0,0005%), Khang thS
khang IgM nguoi (rM

nho)

Khang nguyen Architect
Toxo p30 (0,0003%),
khang nguyen toxo p35
tinh khi~t (0,0001 %),
khang khang thS TgG
ngU'o'i(r~t nho), CKS

(0,0003%), MBP Lysate
(0,1208%), khang

nguyen Toxo p30 oil XLI'
Ji nhi~t (0,2704%)

Khang thS khang TgM
(0,0010%), Toxo

Lysate/Toxo gondii AS
Cut Lysate (0,0030 %),
ARCHITECT Toxo

F(Ab')2 Fragment (r~t
nho)

D~U1g
long

Dang
long

D<:tng
long

D<:tng
long
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thang

thang

11
thang

12
thling

17

17

TCCS

TCCS

TCCS

TCCS

H9P 100 xet
nghiern, H9P

500 xet
nghiern

H9P 100 xet
nghiem, H9P

500 xet
nghiem

H9P 100 xet
nghi~111

H9P 100 xet
nghi~l11,H9P

500 xet
nghi~m

SPCD-TTB-
658-19

SPCD-TTB-
659-19

SPCD-TTB-
660-19

SPCD-TTB-
661-19



1'.2. Nha san xu§t: Abbott Ireland Diagnostics Division (Dia chi: Finisklin Business Park, Sligo, Ireland)
-

Ten sinh phfim
Ho~t ch:1t chinh- D~ng Tuai Tieu Quy cachSTT chfin doan in vitro/

Ham Im,rng bao ch~ tho chufin dong goi S6 dang ky
Tac dung chinh

ARCHITECT Free PSA
Controls
(kiern tra dO xac tlurc va
chinh xac cua h~ thong PSA (0,001429 mg/L), Dang 10 3 chai x SPCD-TTB-5 ARCHITECT i System PSA (0,003571 mg/L), long thang

TCCS 8,0 mL 662-19khi thuc hien xet nghiern PSA (0,025000 mg/L)
dinh luong khang nguyen
d~c hieu tuyen tien li~t
trong huyet thanh nguoi)
ARCHITECT Free PSA
Reagent Kit

Antib 5A 10 (r~t nho), HOp 100 xet
(djnh Iuong khang nguyen Dang 10 nghiern, Hop SPCD-TTB-6 d~c hieu tuyen tiSn liet HI17 dun dong Anti long thang TCCS 500 xet 663-19
(PSA) tu do trong huyet PSA IGG (dt nho)

nghiern
thanh nguoi)
ARCHITECT HBsAg Huyet nrong nguoi amCalibrators
(hieu chu<1n h~ thong tfnh voi HBsAg va Anti-

HBs (5,7619%), HBsAgARCHITECT i System n116mphu Ad (dt nho),
7 khi thuc hien xet nghiern

huyet nrong nguoi am Dang 12 TeCS 6 chai x SPCD-TTB-
dinh IUQ'ngkhang nguyen long thang 4,0 mL 664-19
bS mat virus viern gan B tinh voi HBsAg va Anti-
(HBsAg) trong huy~t HBs (5,6763%), HBsAg
thanh va huy~t tu'O'ng nh6m plw Ad
nguo'i) (0,0001%)

ARCHITECT HBsAg
Qualitative II
Confirmatory Reagent
Kit

H53 Ab tinh khi~t(kh~ng dinh s~r hi9n di~n
ella khang nguyen bS m~t (0,0004%), HI66 Ab
viell1 gan B (HBsAg) tinh khi~t (0,0012%),
trong huy~t thanh va Dimethylformamide D~ng 11 H9P 50 xet SPCD-TTB-8 huy~t tu'O'ng ngll'o'i b~ng (khan) (r~t nho), H35 long thang TCCS nghi9m 665-19
khang th~ trung hoa d~c F(ab')2 Anti-HBsAg

tinh khi~t (r~t nho),hi~u, Xet nghi~1l1 nay Anti-HBsAg de (r~tchl'Q'CdLlI1gd~ kh~ng dinh
nhfrng Il1~Uc6 pha.n 6ng nho)

I~p ll;li v6'i xet nghi9m
dinh tfnh ARCHITECT
HBsAg Qualitative II)
ARCHITECT Rubella
IgG Calibrators
(h i9u chu<1n h9 th6ng
ARCHITECT i System Huy~t tll'O'ngngu'o'i am
khi thl,fChi9n xet nghi~m tfnh Rubella IgG
dinh IU'Q'ngva dinh tfnh (24,9377%), Huy~t D{lng 12 Tees H9P 6 chai x SPCD-TTB-9 khang th~ 19G khang tu'O'ngnguo'i dll'O'ngtfnh long thang 4 mL 666-19
virus rubella trong huy~t Rubella IgG (0,667 -
thanh va huy~t tuO'ng 66,666 %)
ngll'o'i giLII:xac dinh tinh
tr':lng 111ien dich v6'i
rubella,)
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Khang nguyen Rubella
Virus (b§t hoat) (r§t

nho), Anti- IgG nguoi tLI'
chuot g~n acridiniurn

(r§t nho)

Dang
long

Dang
long

12
thang

10
thang

TCCS

TCCS SPCD-TTB-
668-19

ARCHITECT Rubella
IgG Controls
(LI'6'C tinh dQ chinh xac
cua xet nghiern va phat
hien do lech phan tich M
thong cua h~ thong
ARCHITECT i System
(thuoc thir, mfiu chuan va
thiet bi) khi thuc hien xet
nghiem dinh IU'Q'ng va
djnh tinh khang th~ TgG
khang virus rubella trong
huyet thanh va huyet
tuong giup xac dinh tinh
trang mi~n dich voi
rubella.)

Huyet tuong nguoi am
tinh Rubella IgG

(24,9377%), Huyet
tuong nguoi duong tinh
Rubella IgG (3,333 -

40,0%)

HOp 3 chai x
8 mL

SPCD-TTB-
667-19

ARCHITECT Rubella
IgG Reagent Kit (dinh
IUQ'ngva phat hien dinh
tinh cac khang th~ IgG
khang virus rubella trong
huyet thanh va huyet
tuong ngtroi tren h~ thong
ARCHITECT i System)

11

HQP 100 xet
nghiern,HQP

500 xet
nghiern

1.3. Nhft san xuat: Abbott Ireland Diagnostics Division (Dia chi: Lisnamuck, Longford Co, Longford, Ireland)
Ten sinh phfim

HO::tt ch~t chinh- D::tng Tu6i Ticu QuyeachSTT chfin doan in vitro/
Ham IU'Q'ng bao ch~ thQ chufin dong goi s6 dang Icy

Tac dung chinh

ARCHITECT Total T3 HQP 100 xet
Reagent Kit (dinh 11l'Q'ng Khang th~ Anti-T3 (0,96 nghi~m, HOp

Dl;lng 11 500 xet SPCD-TTB-12 triiodothyronine trong mg/L), T3 Acridinium TCCS
huySt thanh va huySt (1,0 mg/mL) long thang nghi~m, HQP 669-19

4 x 500 xettLl'O'ngngll'o'i)
nghi~m

ARCHITECT 25-01-1
Vitamin D Calibrators
(hi~u chu&n h~ th6ng
ARCHITECT i System 25-0H Vitamin D3 Dl;lng 06 TCCS HQP 6 chai x SPCD-TTB-13 cho phat hi~n dinh IUQ'ng monohydrate (r§t nho) long thang 4mL 670-19
2S-0H Vitamin D trong
huySt thanh va huySt tu'O'ng
ngu'o'i)

1.4. Nhft san xu5t: DENKA SElKEN co., LTD (Dja chi: Kagamida Factory 1359-1, Kagamida, kigoshi,
Gosen-shi, Niigata, 959-1695, Japan) cho C6ng ty Abbott GmbH & Co.KG (Dia chi: Max - Planck - Ring 2,
65205 Wiesbaden - Germany)

Ten sinh phfim Ho::tt ch~t chinh- D::tng Tu6i Tieu Quyeach s6 dang kySTT chfin doan in vitro/ Ham IU'Q'ng bao ch~ thQ chufin dong goiTac dung chinh
Vi Iwt phll tll', khcing th~

ARCIDTECT PIVKA II dO'ndong chuQt 3C 10 HQP 100 xetReagent Kit (dinh lu'O'na mAb (0,0238%); Khang, b Dl;lng 10 nghi~m, HQP SPCD-TTB-14 PTVKA-ll trong huySt th~ dO'ndong Ab chuQt long thang TCCS 500 xet 671-19thanh hay huySt tll'O'ng khang prothrombin
nguo'i) nguo'i, g~n acridillium ngh i~m

JO,OOOI%)
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l 1.5:Nha san xu~t: DENKA SEIKEN CO., LTn (Dia chi: Kagamida Factory 1359-1, Kagamida, kigoshi,
Gosen-shi, Niigata, 959-1695, Japan) cho Cong ty Abbott Laboratories Diagnostics Division (Dia chi: 100
Abbott Park Road, Abbott Park, Illinois 60064, USA)

'~'en sinh phfim
Hoar ch~t chinh- D~tng Tuai Tieu Quy each

S6 dang kySTT chan doan in vitro/
Tac dung chinh lIam IU'Q'ng bao ch~ tho chufin dong goi

ARCHITECT Insulin Insulin (nguoi) (3
Calibrators ~LU/ml),Insulin (nguoi)
(hieu chuan eho h~ th6ng (10 ul.I/rnl), Insulin

Dang 07 Hop 6 chai x SPCD-TTB-15 ARCHITECT i System (nguoi) (30 ~U/ml), TCCS
khi dinh IU'Q'ng insulin Insulin (nguoi) (100 long thang 4 mL 672-19

nguoi trong huyet thanh ~LU/ml),Insulin (nguoi)
va huyet tuong ngU'o'i.) (300 J..lU/ml)

1.6. Nha san xuat: Fisher Diagnostics (Dia chi: 8365 Valley Pike, Middletown, Virginia 22645, USA) cho
cong ty Abbott GmbH & Co.KG (Dia chi: Max - Planck - Ring 2,65205 Wiesbaden - Germany)

Ten sinh phfim
Ho~t chfit chinh- D~ng Tu6i r-ficu Quy cachSTT chin doan in vitro/

Ham lurrnz bao ch~ tho chufin dong goi S6 dang ky
Tac dung chinh • b

ARClllTECT B-R-A-H-
M-S }lCT Calibrators
(hieu ehu:1n h~ thong

16 ARCHITECT i System Khang nguyen PCT tai Dang 08 TCCS Hop 6 ehai x SPCD-TTB-
khi thuc hien djnh IU'Q'ng t6 hop (:::;0,00001%) long thang 2mL 673-19
proealeitonin (PCT) trong
huyet thanh va huyet
tuong nguoi.)

ARCInTECr B-R-A-H-
M-S PCT Controls (uoc
tinh a(l chinh xac va phat

17 hi~n a(l I~ch h~ th6ng Clla Khang nguyen PCT tai D~ng 09 TCCS H(lp 6 chai x SPCD-TTB-
ARCHITECT i System t6 hQ'p(:::;0,00001%) long thang 3 mL 674-19
khi tllp'c hi~n ainh IUQ'ng
PCT trong huy~t thanh va
huy~t tuO'ng nguo'i.)

ARCIllTECT B-R-A-H- Khang thS aO'ndong

M-S PCT Reagent Kit khang Calcitonin H(lp 100 xet
«0,001 %), Acridinium D~ng 09 nghi~m, H(lp SPCD-TTB-18 (ainh IU'Q'ngprocalcitonin
«0,001%), Khang thS long thang TCCS 500 xet 675-19(PCT) trong huy~t thanh

va hlly~t tLl'O'ngngu·o'i.) 00'11 dong khang nghi~m
Kataealcin «0,001 %)

1.7. Nha san xu~t: Fisher Diagnostics (Dia chi: 8365 Valley Pike, Middletown VA 22645, USA) cho cong ty
Abbott Laboratories Diagnostics Division (Dia chi: 100 Abbott Park Road, Abbott Park, Illinois 60064, USA)

Ten sinh ph5m
Ho~t chih chinh- D~ng Tu6i Tieu Quy dchSTT chfin doan in vitro/

Ham lU'Q'ng bao ch~ thQ chu5n dong goi
S6 dang ky

Tac dung chinh
ARCHITECT T-Uptake
Calibrators
(hi~u chu~n h~ th6ng TBG nguo'i «0,001 %),
ARCHlTECT i System TBG nguo'i (0,00 I%),

D~ng 16 H(lp 6 chai x SPCD-TTB-19 k!li tllp'c hi~n ajnh !uQ'ng TBG nguo'i (0,002%), long thang TCCS 4mL 676-19tong kha niing giin ket cho TBG nguo'i (0,003%),
hormon Thyroxine (T4) TBG ngu'o'i (0,005%)
trong huy~t thanh hay
huy~t tU'O'llgngll'o'i)
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ARCIDTECT T-Uptake
Controls
(kiem tra 00 xac tlurc va
00 chinh xac cua h~ thong
ARCHITECT i System
khi thuc hi~n dinh IUQ'ng
tong kha nang gin k~t cho
horrnon Thyroxine (T4)
trong huyet thanh hay
huvet tuong nguoi)

TBG nguoi (0,00075%),
TBG - W do huyet
thanh (99,9%), TBG
nguoi (0,0027%)

D~U1g
long

Dang
long

]6
thang

16
thang

SPCD-TTB-
678-19

20

ARCHITECT T-Uptake
Reagent Kit (dinh IU'Q'ng
tong kha nang gin k~t cua
huy~t thanh hay huyet
tuong nguoi cho hormone
tuyen giap Thyroxine
(T4). Xet nghiern
ARCHITECT T-Uptake
nen duoc sir dung k~t hop
voi Total T4 o~ tinh gia
tri Free Thyroxine Index
(FTl), h6 tro danh gia tinh
trang clurc nang tuyen
giap)

Anti- TBG phu vi hat
(0,125 %), Anti-TBG
Ab tu do (0,0016%),

HOp 2 chai x
4 mL

SPCD-TTB-
677-19

21

TCCS

HOp 100 xet
nghiem, HOp
4xlOO xet
nghiern

TCCS

1.8. Nha san xufit: Fujircbio Diagnostics, Inc (Dia chi: 201 Great Valley Parkway, Malvern, Pennsylvania
19355, USA) cho Cong ty Abbott GmbH & Co. KG (Dia chi: Max-Planck-Ring 2, 65205 Wiesbaden, Germany)

Ten sinh ph Am Ho:;tt ch§t chinh- Dang Tu6i 'I'ieu Quy cachSTT chAn doan in vitro/
I-lit m Iu'Q'ng bao ch~ tho chuAn dong goi s6 dang Icy

Tac dung chinh
ARCHITECT Galectin- Galectin-3 (0,0000057
3 Calibrators mg/mL), Galectin-3
(hi~u chu&n h~ thong (0,0000114 mg/mL),

22 ARCHITECT i System Galectin-3 (0,0000228 Dang 10 TCCS HOp 6 chai x SPCD-TTB-
khi xet nghiern djnh mg/mL), Galectin-3 long thang 4 mL 679-19
IlrO'na Galectin-3 trong (0,0000684 mg/mL),. b

huy~t thanh va huy~t Galectin-3 (O,OOOJ 14
tlrO'ngEDTA nguo'i) mg/mLl
ARCHITECT Galectin- Anti Galectin-3 phu vi3 Reagent Kit h;;ttphLItlr) (0,080%), D;;tng 06 HOp 100 xet SPCD-TTB-23 (clinh IUQ'ng galectin-3 Anti Galectin-3 gin long thang TCCS ngh i~m 680-19trong hLly~t thanh va
hLly~ttuO'ngco EDTA.) acridinium « 0,001 %)

1.9. Nhft san xufit: Fujircbio Diagnostics, Inc. (Dja chi: 201 Great Valley Parkway, Malvern, Pennsylvania
19355, USA) cho cong ty Abbott Laboratories Diagnostics Division (Dja chi: 100 Abbott Park Road,
Abbott Park, Illinois 60064, USA)

Ten sinh ph Am Ho:;tt ch§t chinh- D:;tng Tu6i Tieu QuyeachSTT chAn doan in vitro/ 113m Imyng bao ch~ thQ chuAn dong goi s6 dang ky
Tac dung chinh

ARCHITECT BNl>
Reagent Kit
(oinh IUQ'ngpeptide tang Khang th~ phll vi h;;tt Hop 100 xetbai ti~t natri tuyp B (0,0664%), khang th~ D;;tng 10 nghi~m, Hop SPCD-TTB-24 (human B-type natriuretic BC 203 cong hQ'p long thang TCCS 500 xet 681-18peptide - BNP) trong acridinium
huy~t tuO'ng ngU'o'ico chiit (0,0000005%), nghi~m.
ch6ng clong EDTA tren h~
th6ng Architect i System)
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"2. Cong ty dang ky: Cong ty C6 philn Y t~ AMVGROUP (Dia chi: Lau 4, Toa nha AMV Group, s6 951A
Cach Mang Thang Tam, Phuong 7, Quan Din Binh, TP H6 Chi Minh)
2.1. Nha san xufit: bioLytical Laboratories, Inc. (Dia chi: 13351 Commerce Parkway, Suite 1108,
Richmond, British Columbia, V6V 2X7, Canada)

Ten sinh ph§m
Ho~t chiit chinh- Dang Tu6i Tieu Quy cachSTT ch§n doan in vitro/

Ham lU'Q'ng bao ch~ thQ chu§n dong goi s6 dang ky
Tac dung chinh

INSTI@HIV Self Test
(phat hien cac khang th~
khang virus gay suy giarn Khang nguyen H1V-I, 1 Khay tlnrmi~n dich 6' nguoi tYP, 1 Gp41 va khang nguyen

25 (HlV -I) (khong bao gom HIV-2, Gp36 (T6ng Khay 15 TCCS /tui x 250 SPCD-TTB-
cac ki~L1phu cua nhom N) 0,024-0,095x 10-3 thu thang tui/thung 682-19
va typ 2 (HJV-2) trong mii'u ug/rnl.) calion
mau toan phan cua nguoi
I~ytLrd~u ngon tay)

2.2. Nha san xufit: CERTEST BIOTEC, S.L. (Dja chi: Calle J N° 1Pol. IND. Rio Gallego II - 50840 San
Mateo de Gallego, Zaragoza.Tay Ban Nha)

Ten sinh ph§m
Hoat ch~t chinh- D~ng Tu6i Tieu Quy cachSTT ch§n doan in vitro!

IBm IU'Q'ng bao ch~ tho chuAn d6ng g6i s6 dang ky
Tac dung chinh

Vach tlur: khang th6 dun
dong chuQt khang-

Enterovirus 71 « 2 mg);
V~ch chLrng:Khang th~

da dong th6 khang
01 hQP g6mCertest Enterovirus 71 Streptavidin « 1mg);

(phat hi~n dinh t[l1h khang CQng hQ'pcac phan tlr Khay 24 20 khay thlr SPCD-TTB-26 nguyen Enterovirus typ latex co milU Iien k~t vo-i TCCS va 20 6ng
huy~t thanh 71 trong mii'u khang th~ dun dong thlr thang dung dich 683-19
phan) chuQt khang Enterovirus d~m

71 « 1%); CQng hQ'P
cac phan tlr latex co maLI

lien k~t vo-iProtein
chtrng d?c hi~u

iStreptavidin) « 1%)
M6i khay thll' bao g6m

thanh A g~n li6n vo-ithanh
B:

- Thanh A g6m : V1;lch 01 hQP g6m:
thlr: khang th~ dun dong 20 khay thlr,
chuQt kMng-Ir?fluenzaA 01 IQthu6c

« 2 mg); V1;lchchLrng: thu' B d~ pha
Khang th~ da dong th6 loang mii'u,

Certest Influenza A+B khang Streptavidin « I 01 ti'im bong

(phat hi~n dinh t[nh d6ng mg); CQng 11QPcac phan chlrng duung
tll' latex co mau lien k~t cllln A, 0 Itho'i cLlm typ A va ctlln vo-ikhang th~ dun dong Khay 24 TCCS ti'im bong SPCD-TTB-27 typ 8 tLI'nhi}'~g mii'u tam thu' thang 684-19chuQt khang Influenza A ch(rng duungbong mui, mau dich htlt « 1%); CQng hQPcac cllln 8, 20ho~c dich rlra ty, h~ll) phfll1ttl' latex co mall lien tam bong I~y

k~t vo-iProtein cht'rng d?c mii'u, 20 tube
bi~u (Streptavidin) « xet nghi~m

J%); dLlI1gmQt
- Thanh B g6m : V1;lch Ifrn,20 pipet

thu' : khang th~ dun dong dLlI1gmQt I~n
chuQt khang - Influenza B
« 2 mg); V~ch chLrng:
Kbang_th~ da dong th6
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khang Streptavidin « I
mg); Cong hop cac ph~n
ttl' latex co mau lien ket
voi khang th~ aODdong
chuot khang Influenza B
« 1%); Cong hop cac
phan ttl' latex co mau lien
k@tvoi Protein chung a~c
hieu (Streptavidin) «

1%);
- Tarn bong chung duong
CLII11A: Khang nguyen

cum cyp A bj b&thoat t5m
kho trong tam bong « 1

rng);
- Tam bong chung dirong
cum B: Khang nguyen

cum cyp B b] b§.thoat t5m
kho trong tam bong « 1

mg)
Vach tlnr : khang th6

don dong chuot khang-
Rotavirus « 2 rng);

Vach clurug: Khang th~
da dong tho khang

01 hQP g6mCertest Rotavirus Streptavidin « 1 111g);
20 khay thu' SPCD-TTB-dinh tinh Cong hop cac pha~l tLI' Khay 24 TCCS va 20 5ng 685-19

(phat hien latex co mau lien ket voi tlnr thang dung dich
28

Rotavirus tLI' uhfrng mau khang th~ don dongphan)
chuot khang Rotavirus dern
« 1%); Cong hop cac
phan ttl' latex co mall
lien k6t voi Protein
chu'ng d?c hi~u

lStreptavidin)_ « 1:0)
M6i khay thLI'bao gam

thanh A gin li~n v6i thanh
B

- Thanh A g6m: V~ch th(l':
khang th~ aO'ndong chuQt
khang - ROlavirus « 2

Il1g);V~ch chLrng: Khang
th~ aa dong tho khilllg
Streptavidin « I mg);
CQng hOp cac pha~ltLI'

01 hQP g6m
Certest latex co mau lien ket v6iRotavirus+Norovirus khang th6 dODdong chuQt 20 khay thLI' SPCD-TTB-GI/GII khang Rotavirus « 1%); Khay 24 TCCS va 20 6ng 686-1929 (phM hi~n ainh tinh d6ng CQng hop cac pha~ltLI' thtl' thang dung dichth6'i Rotavirus, Norovirus latex co mall Iiell ket v6i d~mnhom gen I va II (G I va Protein chCrngd~c hi~uGIl) tLI'nhi1'ngm~u phan)

(Streptavidin)« 1%);
- Thanh B g6m: V~ch

thtl' : khang th~ dO'ndong
chuQt khang - Norovirus
« 2 mg); V~ch cherng:
Khang th~ aa dong tho
khang Streptavidin « I
mg); CQng hOp cac ph~n
ttl' latex co tl1<lU lien k6t
v6i kMng th~ dO'ndong
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chuot khang Norovirus «
1%); Cong IWpcac phan
nr latex co mau lien kSt
voi Protein chung d~c

hieu (StreptmJzdin) « 1%)

3. Cong ty dang ky: Cdng ty C6 philn Y t~ Dire Minh (Dia chi: se 51, ngo 205, ngach 323/83, dirong Xuan
Dinh, phirong ~uan Dinh, quan B~c Til Liem, Ha N('>i)
3.1. Nha san xuat: Aler,eScarborough, Inc. (Dia chi: 10 Southgate Road, Scarborou_g_h,Maine 04074 USA)

Ten sinh pham
Hoar ch~t chinh- Dang Tu6i Ticu Quy cachSTT ch§n doan in vitro/ s6 dang ky

Tac dung chinh Ham Im,mg bao ch~ tho chu§n dong goi

Khang nguyen NMP22
co trong dung dich hieu
chuan NMP22: 0-120

(U/mL) ; Khang nguyen
NMP22 co trong dung
dich clurng 3 nong dQ

NMP22: 0-100 (U/mL);
Khang th~ don dong
chuot khang NMP22

Alere ™NMP22® Test trong phien vi hrong da

30 (dinh luong khang nguyen phu NMP22: 0,2 - 1,0 dC:lng 18 TCCS HQp 96 xet SPCD-TTB-
NMP22 trong m~u nuoc (ug/gieng); Khang th~ long thang nghiern 687-19
ti~u da 6n djnh) don dong chuot khang

NMP22 trong thuoc tlnr
digoxigenin khang-
NMP22: (0,3 - 1,0

ug/rnl); Peroxidase cu
cai ngira duoc ghi nhun
khling th~ clru khang -
digoxigenin trong thu6c
thll' HRP-SAD: (0,5 -

2,O~lL/mll

3.2. Nha san xufit: Bioneer Corporation (Dja chi: 8-11,Munpyeongseo-ro, Daedeok-gu, Daejeon, Han Quae).
Ten sinh ph§m ch§n Ho~t chiit chinh- D~ng Tu6i Ticu Quyeach s6 dang kySTT doan in-vitro/ Ham Im,:rng bao ch~ th(_) chu§n dong goiTac dung chinh

HlV-I Premix: dNTP (1,2
mM), Enzyme DNA
polymerase chiu nhi~t

(4U), RTase (l60U); H6n
hQpm6i: M6i xuoi 1

HIV-I (13,3 pmole), m6i

Accul>ower I-JlV-l
xuoi 2 HTV-I (13,3

pmole), m6i xuoi 3 HIV-I
Quantitative RT-PCR (13,3 pmole), m6i xuoi 4
Kit HlV -1 (20 pmole), 1ll6i
(dinh luona RNA clla dC:lng 12 HQP 96 xct SPCD-TTB-

31 ' b nguQ'c 1HlV-I (13,3 long thling TCCS ngh i~1ll 688-19virus gay suy gialll mien pmole), 1ll6ingll'Q'c2
dich 0' nguc)'i (HIV) typ 1 HIV-I (13,3 plllole), 1ll6i
trong huy6t tuong) ngu'Q'c3 HIV-I (13,3

pmole), m6i ngll'Q'c4
HIV -I (40 pmole),
d§u do I HIV-I (5

pmole), d§u do 2 HIV-I
(5 pmole), ddu do 3 HIV-

I (5 plllole), ddu do 4
HTV-l (5pmole), 1ll6i
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xuoi IPC (10 prnole), m6i
nguoc IPC (10 prnole),
d§ll do IPC (5 pmole);, Chung duong chm1n 1,2,
3,4,5 HIV-l: 1300

1l1/6ng,chung dirong cao
HIV-l: 1300 ~tl/6ng,

cluing duong thApHN -1:
1300 ~d/6ng; clurng am
NTC: 13OO1l1/6ng;

HPV Genotyping Premix:
Hot-Tag DNA polymerase
(N6ng d(>g6c: 4U/~tl;nong
d(>cuoi: 5U/phan irng);

HPV6 FIR/probe, HPV45
probe, HPV 16 FIR,
HPV 18FIR, HPV31
probe, HPV59 probe,

HPV44 FIR/probe, HPV51
FIR/probe, HPV26

FIR/probe, HPV35 probe,
HPV39 FIR, HPV53 FIR,
HPV33 FIR/probe, 1-IPV56

FIR/probe, HPV70
FIR/probe, HPV82
FIR/probe, HPV42

FIR/probe, HPV52 probe,
HPV 69 probe, I-1PV73
FIR, HPV43 probe,

HPV66 probe, I-1PV68
AccuPower HPV FIR/probe, IPC FIR/probe
Genotyping Kit (N6ng d(>g6c: 100 prnoles,
(phat hien DNA cua 27 nong d(>cuoi: 20 prnoles); d~ng 12 HQP 12 xet SPCD-TTB-

32 typ Papillomavi~us a HPV45 F/R,HPV31 FIR, long thang TCCS nghiern 689-19
nguci ttl' cac rnau tam HPV58 probe, I-1PV59
bong c6 tir cung hoac milu FIR, HPV54 FIR,HPV35
tam bong am dao) FIR, HPV52 FIR, HPV66

FIR, (N6ng d(>g6c: 100
pmoles, nong dQcu6i: 30
pmoles); HPV11 fiR,
HPV 16 probe, HPV54
probe, I-1PV73probe

(Nong d(>g6c: 100 pmoles,
nong dQcuci: 15 prnoles);
HPV 11 probe, HPV 18
probe, HPV39 probe,

HPV 53 probe, (Nong ('1(>
g6c: 100 prnoles, nong d(>
cuoi: 10 pmoles); HPV58
FIR, HPV40 F/R(N6ngdQ
g6c: 100 prnoles, nong dQ
cuoi: 40 prnoles); HPV69

FIR, HPV40 probe,
I-1PV43F/R(N6ngd(>g6c:
100 prnoles, nong d(>cuoi:
25 prnoles); Cherngduong

(PC): 15 ~tl/6ng
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33

AeeuPower®
MTB&NTM Real-Time
peR Kit
(phat hien DNA cua VI

khu§n Mycobacterium
tuberculosis (MTB) va vi
khuan lao khong (ti~n
hinh (NTM) trong mau
dorn, m~u tir phS quan
hoac nuoc tieu)

di;lng
long

12
thing TCCS

MTB Premix: Taq DNA
polymerase (Nong dQ
g6c: 12,5Uhtl, nong dQ
cU6i: 3,5 U/~t1),MTB

FIR/Probe (Nong dQgoc:
100 pmoles, nong dQ

cU6i: 15 prnoles), NTM
FIR/Probe (N6ng dQgee:
100 prnoles, nongaQ
cuoi: 15 pmoles), IPC

FIR/Probe (N6ng c1Qgoc:
100 prnoles, nong dQ

cuoi: 15 pmoles); Chung
duong (PC): 15 ~t1/6ng;
Chung duong noi sinh
(!PC): 15~1/6ng; DEPC­
DW (cho clurng am -
NTC): 15111/6ng.

SPCD-TTB-
690-19

HQP96 xet
ngh iern

3.3. Nha san xuat: Quidel Cardiovascular Inc. (Dia chi: 9975 Summers Ridge Road, San Diego CA 92121, USA).
Ten sinh pham

Hoat chfit chinh- Dang Tu6i Tieu Quy eachSTT ehAn doan in-vitrol
II~lIn IU'Q'ng bao ch~ tho chuAn dong goi

S6 dang ky
Tac dung chinh

H6n hop phan ung:
Khang th~ don dong

chuot khang Troponin I
(la h6n hop cua 2 thanh
phan: Purified Tnl 1761

Fab Fragments va

Quidel Triage® Troponin Purified Tn! 1531 (DP-
Free) Fab Fragments) :I Test (dinh IUQ'ngh~Ul1 5,83E-13 dSn 8,75E-13

34 IU'Q'ngtropon in I trong moles; Pha r~n: Khil11g The xet 10 TCCS HQP 25 xet SPC8-TTB-
lll~Umau toan ph~n va llghi~m thang ngh i~1l1 691-19
huyst tuong aa khang th~ don dong tll' chu(>t

dong b~ng EDT A) khang Troponin I la m(>t
h6n hQp g6m 2 khang
th~ : Purified TN! 1871
(DP-Free) Fab Fragments
(0,017 aSn 0,025 ~Lg)va
Purified Tn! 1691 (DP-
Free) Fab Fragments
(0,017 uSn 0,025 ~Lg)

3.4. Nh~ san xufit: Standard Diagnostics, Inc (Dja chi: 65, Borahagal-ro, Giheung-gu, Yongin-si, Gyeonggi-do,
Hime u6c)

Ten sinh phAm
Ho~t ehfit chinh- ])~ng Tu6i Ticu Quyeach S6 dang kySTT chAn doan in-vitrol lIam IU'Q'ng bao ch~ thQ chuAn d6ng g6i

Tac dunJ! chinh
C(>ng hQ'pvang: Khang

th~ GO'll dong chuQt

SD Bioline Rotavirus
khang RotffiJirus - keo

(phat hi~n dinh tinh khang vang (J± 0,2 j.lg);Vi;jch Khay 18 H(>p20 xet SPCD-TTB-35 nguyen Rotavirus nh6m A thll': khang th~ tho khilllg thll' thang TCCS ngh i~lll 692-19
trong m~L1 phiin) RotffiJirus ( I,26 ± 0,252

~g); V?ch cht'rng: kh{lllg
th~ IgG tLI'de khang

chuQt (0,72 ± 0,014 ~LgL_
SD Dengue NSI Ag Elisa PhiSn vi IU'Q'ngduQ'cg~n D:;tng 18 HQP96 xet SPCD-TT13-

36 (ph at hi~n dinh tinh khang khang th~ chu(>tkhang TCCS
nguyen Dengue NS 1 Dengue NS 1: Khang th~ long thal1g I1ghi~1l1 693-19

A
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trong huy6t thanh nguoi) don dong chuot khang
Dengue NS 1 (0,83 ± 0,16
)lglgi6ng); Cong hQP

HRP voi khang th~ khang
Dengue NS 1 (a~111ai;\c
101 Ian): Dung dich cong
IWp khang th~ cion dong
chuot khang Dengue NS 1
voi peroxidase nr cu cai
ngua (HRP) (0,2 ug).
Chung duong: Khang
nguyen Dengue NS 1tai

t6 hop (0,8 m]/IQ)

4. Cdng ty dang ky: Cong ty TNI-IH Avanta Diagnostics (Dia chi: sf> 286 Duong Giai Ph6ng, Phuong
Phuong Liet, Quan Thanh Xuan, Ha NQi)
Nha san xufit: InTec PRODUCTS, INC. (Dia chi: 332 Xinguang Road, Xinyang Industrial Area, Haicang,
Xiamen, P. R. China 361022)

Ten sinh ph5m
Hoat ch~t chinh- n~ng Tu6i Tieu Quy cachSTT ch5n doan in vitro/

Ham Iurrnz bao ch& tho chu5n dong goi
S6 dang ky

Tac dung chinh • b

6 nhan mau A: Khang H(lp g6m 20

th~ dun dong khang khay tlnr
trong tui riengABO&RhD Blood khang nguyen A (10 kern hut ;lm,Grouping Kit (Solid- ug); 6 nhan mau 13: 20 6ng nhophase method) Khang th~ cion dong Khay 24 SPCD-TTB-37 TCCS giot dung 01(Djnh tinh phat hien khang khang nguyen B thir thang I~n,02 IQ 694-19

nh6m mau ABO va (10 ug); 6 nhan mau D: dung dich phaRhD) Khang th~ dun dong mau 7 mL vakhang khang nguyen D 01 huo-ng d~n(10 ~g) slr d~lI1a
Diagnostic Kit for Vung cQng IWp: Khang
Antibody to Hepatitis B nguyen HBcAg tai t6 H(lp g6m 50Core Antigen (Colloidal hQ'P(0, 16 ~g); V!;lchk6t
Gold) qua: Khang th~ clcm que thtl' trong

24 tLIi ricng kcm SPCD-TTB-38 (Dinh tfnh phat hi~n S~I' c6 dong khang HBcAb Que thll' thang TCCS hLlt§m, 1 695-19l111;\tClta H13cAb trong (0,2 ~g); V!;lchchCmg: huo-ng d~n st'rhuy6t thanh, huy6t tuong Khang th~ de cia dong duno-ho1;\c mau toan ph~n Clta tai t6 hQ'p khang H13cAg . b

nguo'i) (0,88 ~Lg)
Diagnostic Kit for' V llllg c(lng hQ'p:KhangAntibody to Hepatitis B th~ dO'lldong khang H(lp g6m 50e Antigen (Colloidal HBe (0, 16 ~Lg);V~lch que thlr trongGold) k6t qua: Khang th~ (10'n 24 tCdricng kcm SPCD-TTB-39 (Dinh t[nh phat hi~n Sl,!' c6 dong khang HBe (0,2 Que thll' thang TCCS hCltAm, 1 696-19m1;\t clla HBeAb trong ~Lg);V!;lch chCrng: Imo-ng dan slrhuy6t thanh, huy6t tll'O'ng Khang th~ aa dong de dunoho1;\c mau tO~ll1ph~n Clta . b

ngU'o-i) khang chu(lt (0,88 ~g)

Diagnostic Kit for
Antibody to Treponema Vlll1g cQng hQ'p: Khang H(lp g6m 50Pallidulll (Colloidal nguyen TP KO11B que thll' trongGold) (0,16 ~Lg);V?ch k6t 24 IIIi ricng kCIll SPCD-TTB-40 (Dinh tfnh phat hi~n W c6 qua: Khang nguyen TP Que tht'r thang TCCS hllt ~111, 1 697-19m1;\tclla kh{lllg th~ khang KOllA (0,2 ~lg); V?ch Im6"nod5n sCI'Syphilis trong mall toan chCrng: Khang th~ tho b

ph~n, huy6t tuO'ng ho1;\c khang TP (0,88 ~lg) d~lIlg
huy6t thanh clla nguo-i)

11119



Diagnostic Kit for Y ung cong IW'p: Khang
Hepatitis B e Antigen thS don dong khang HQP gem 50
(Colloidal Gold) HBe (0,16 ug); Vach que thir trong

41 (Dinh tinh phat hien sir c6 kSt qua: Khang thS don
Que tlur 24 TCCS tui rieng kern SPCD-TTJ3-

Ill~t cua HBeAg trong dong khang HBe (0,2 thang hLIt§m, I 698-19
huyet thanh, huyet tuong ug); Vach clnrng: lurorig dan sir
hoi;lc rnau toan ph§n cua Khang th~ da dong de duns, b
nguoi) khang chuot (0,88 ug)

HQp g6m 40

Diagnostic Kit for VU~lg cong hop: Khang khay thir

Troponin I (Colloidal the dun dong 1 khang trong tui

Gold) c'Tnl (0, 16 ug); Vach rieng kern
kSt qua: Khang thS don hut §m, 40

42 (Dinh tinh phat hien su c6
dong 2 khang cTnl (0,2 Khay 24 TCCS ong nho giot, SPCD-TTB-

mat cua Troponin I (cTnl) thir thang 699-19
trong rnau roan phan, ug); Vach chung: 4 IQdung

huyet nroug hoi;lc huyet Khang thS da dong de dich pha I11§U
khang TgG chuot (0,88 (2 ml), Ithanh CLIanguei)

llg) huong dan su'
d~lll_g_

HQp g61ll 20

Vllllg cQng h9'p: Khang khay thlr

thS dO'n dong khang I-Ib trong tLli
Fecal Occult Blood Test

(0, 16 ~Lg);V ~ch k6t rieng kCI11
(Colloidal Gold) hllt §m, 20

43 (Dinh tinh phat hi~n qua: Khang thS dO'n Khay 24 TCCS 6ng dung SPCD-TTB-
dong khang Hb (0,2 tlltr thang 700-19hemoglobin (Hb) trong dich chi6t

m§u phan CLlangu'o'i) ~Lg);V~ch chtrng: m§u, 20 queKhang thS de kh{ll1g
I§.y mau, IIgG chUQt (0,88 ~lg)

huO'ng dan sLr
duno
, '"

Ylll1g cQng Iwp: Khang HQP g611150

One Step H.pylori Ag thS khang I-I.pylori que thtl' trong
ttl i rieng kClllTest (0,16 llg); V i;lch k6t qua: hut §lll, 50

44 (Dinh tinh phat hi~n Khang thS khang Que thlr 24 TCCS c6c d~rng mau
SPCD-TTI3-

khang n~uyen H,pylori H.pylori (0,2 ~Lg);Vi;lch thang ph§m, 50 701-19
trong mau phiin CLIa chLrng: Khang thS de d~lI1gql I§yngu'o'i) khang IgG chuQt (0,88 m§u 1 ImO'na

llg) , b

d§n Slr d~lI1g_
HQP g6m 40

Rapid Anti-lICV Test YLlI1g cQng hop: Khang khay thl), trong

(Dinh tinh phat hi~n thS oO'n dong khang IgG ttd ricng kCIll

kh<lng thS khang rLlt nguo'i (0,16 ~lg); Yi;lch Khay 24 hLlt bm, 40 6ng SPCO-TTB-45 VI
k~t qua: Khang nguyen TCCS nhc) giqt, 4 IqHCY trong huySt thanh, thlr thang 702-19

huySt !lJ'O'ng hoi;lc mau HCY -210 (0,2 llg); dung dich pha
V~ch chtrng: IgG nguo'i mau (2 ml),toan phan clla nguo'i)

(0,88 llg) 1 ImO'ng dan
sLr d~lng

HQp g611150

Rapid Anti-HCV Test Vung cQng hOp: Khang que thlr tTong

(Dinh tinh phat hi~n thS 00'11 dong khang IgG ttli ~'icng k~m

khang thS khang rLlt nguo'i (0,16 llg); Y i;lch 24 hClt am, SOong SPCD-TTJ3-46 VI k~t qua: Khang nguyen Que thtr TCCS nh6 giQt, 5 IqHCY trong huy~t thanh, thang 703-19
huYSt tuO'ng hoi;lc mau HCV -210 (0,2 ~lg); dung dich pha

Y~ch chCrng: TgG ngu'o'i m§u (2 IIII), 1toan phlln cLla nguO'i)
(0,88 ~lg) ImO'ng dAn Slr

d ~lI1g
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VLII~gcong hop: Khang Hop 06m 40• b

Rapid anti-H. pylori Test the chuot khang IgG khay thir trong
(Dinh tinh phat hien S~I'co nguoi (0, 16 ug); Vach LIirieng kern hLI

47 mat cua khang thb khang kSt qua: Khang nguyen Khay 24 TCCS im,4 10dung SPCD-TTB-
H.pylori trong huyet H.pylori (0,2 ug); Vach tlur thang dich pha m§u, 704-19
thanh, huyet tuong hoac clurng: Khang thb de 40 6na nh6 ziotb b . ,

mau toan ph§.n cua nguoi) khang IgG chuot (0,88 1 huong d~n su'
ug) dung

VLII~gcong hop: Khang Hop g611l20
the don dong khang khay thir trong
nueleproteins cum A tui ricng kern

Rapid ~'Iu A Test (Ab!) (0,16 ug); Vach hut am, 20 que
(Dinh tinh phat hien sir co kSt qua: Khang thb don

Khay 24 phet m~u, 20 SPCD-TTB-48 mat ella khang nguyen dong khang TCCS 6ng chi~t milu, 2
influenza A trong djch nueleproteins cum A thir thang 10dung dich 705-19

miii cua nguoi) (Ab2) (0,2 ug); V~ch chiSt I1lftu,20
chirng: Khang th6 de ong nh6 giot, 1
khang IgG ehu(lt hU'O'ngdftn SLI'

(0,88~lg) . d~lng
V llll,gc(lng hop: Khang
the don dong khang
nueleproteins cLlIllA H(lp g6m 20

(Ab 1) (0, 16 Ilg), Khang khay thll' trong
thb don dong khang t(1i rieng kem

Rapid ~~Iu A/B Test nueleproteins eLlIllB hLlt am, 20 que
(Dinh t[nh phat hi~n S~I'co (Abl)(0,16Ilg); V~ch k&t Khay 24 ph&t m~u, 20 SPCD-TTB-49 l11~t clla khang nguyen vi qua: Khang thb dOll dong TCCS 6ng ch i~t m~u,
rLlt CLlIl1 A valho~e B khang nucleproteins CLlIll thu' thang 2 10 dung dieh

706-19

trong dich mui ella nguo'i) A (Ab2) (0,2 Ilg),Khang chi&t I1lftu, 20
thb dOll dong khang 6ng nha giot, 1
nucleproteins eLlIllB Im6ng dftn Sll'
(Ab2) (0,2 Ilg); V~eh d~lI1g
eh(rng: Khang thb de

khang JgG ehu(lt (0,88~lg)
Vllllg e(lng hQ"p:Khang
thb don dong khang Rota
mAb 1 (0, 16 ~lg), Khang Hop u61ll 20. b

Rapid Rota-Adenovirus thS don dong khang khay thll' kCIll

Combo Test Adeno mAb 1 (0, 16 ~lg); IIi hLlt il1l trong

(f)inh t[nh phat hi~n V~ch kSt qua: Khang th6 Khay 24
t(li ricng, 20 SPCD-TTB-

50 don dong khang Rota TCCS 6ng dung dichkhang nguyen vi rut Rota
mAb2 (0,2 ~lg), Khang thll' thang chiet Illftu, 20

707-19
va vi rllt Adeno trong mftu th6 don dong khang 6ng nh6 giot, 1phfll1 nguo'i)

Adeno mAb2 (0,2 Ilg); Im6ng dan Sll'
V~eh ehLrng: KIHlng th6 d~lng
de khang IgG ehuQt

(0,88~lg)

5. Cong ty dang ky: Cong ty TNHH Giiii phap KJHlc Thai DU'o'ng (Bia chi: S6 8 ngach 112/59, ph6 NgQc
Khanh, Phuang Giang Vo, Qu~n Ba Blnh, I-IfiNQi)
Nh' ;. R 'GEN I (Ef l' 2F 25 II d G . G . d 15809 R bl' fK )a san xuat: ap] nco !aeu: ~ - eungan- aero, unpO-SI, ryeonggl- 0 epu IC0 orca, , ,

Tcn sinh ph5m
IIo~t chit chinh- ))~ng Tu6i Ticu Quy dch sf> dang kySTT chftn d03n in vitro/

IBm Im}'ng bilO ch~ thl? chuftn d6ng g6i
Tac dung chinh

BioCredit HBs Ag
Khang th8 don dong

khang HBsAg (4,0 ~lg);(phat hi~n dinh t[nh khang khang th6 IgG khang Khay 24 H(lp 25 khay SPCD-TTB-
51 nguyen b~ l11~t viem gan TCCS

B trong huySt thanh hoi,ic ehu(lt (2 ~g); Khang th6 thll' thang thLI' 708-19

huySt tLl'o'ng ngLl'o'i) don dong khang HBsAg-
vang keo (1,0 ~Lg)
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Khang thS don dong

BioCrcdit Rota Ag
khang Rotavirus (1,0
IJ.g); khang thS IgG de

52 (phat hien dinh tinh kha~g
khang chuot (0,5 ug); Khay 24 TCCS H0p 25 khay SPCD-TTB-

nguyen Rota trong mau
khang thS IgG khang tlur thang thu 709-19

phan nguoi
Rotavirus-vang keo (1,0

IJ.g)

6. Cfing ty dang ky: Cong ty TNIIH Medicon (Dia chi: S6 17,16 12A, Khu d6 thi Trung Yen, Phuong Yen
Hea, Quan C~u Giay, Thanh ph6 Ha NQi, Vi~t Nam)
Nha san xufit: Cong ty TNHH Medicon (Dia chi tru sa: S6 17,16 12A, Khu d6 thi Trung Yen, Phuorig Yen
Hoa, Quan C~u Giay, Thanh pho Ha NQi, Viet Narn. Dia chi san xuAt: C\1m Cong Nghiep Truong An, XiI An
ha h rK an , Hu~~n Hoai Duc, Thanh pho Ha NQi, Vi~t Nam)

Ten sinh pharn
Ho~t chih chinh- Dang Tu6i Tieu Quy cachSTT chftn doan in vitro/

I-Ja m Itrong bao ch~ tho chuftn dong goi
se dang ky

Tac dung chinh

Vllllg,cQng 119P:Khang
H0p g6m 25 test
tlur trong tuiChlamydia Ag Rapid the chuot khang rieng, 25 6ngTest C.Trachomatis (0,8 ug); chi~t Ill~U, 1 106(Dinh tlnh phat hi~n V ?ch k~t qua: Khang thS Khay 18 mL dung dich SPC8-TTB-

53 khang nguyen Chlamydia chu0t khang thll' thill1g TCCS chi~t Ill~U A; 710-19
trong dich c6 tll' cLing Clla C.Trachomatis (0,25 1 10 6 Il1L dung
nu' gi6'i, dich ni~u d?o clla ~lg); V?ch chtrng: Khang dich chi~t mftunam gi6'i) thS de khang JgG chu0t B 1 Im<)-nodftn

(0,5 ~lg) , b

SLl'dullo, Q____

Vllllg c0ng hQ'p: Khang
nguyen Dengue

(A2302) tai 16 ho'P (0,15
Dengue IgG/lgM Rapid ~g), Khang nguyen HQP g6m 30
Test Dengue (A2313) t{li t6 khay thLI'trong
(Dinh 11nh phat hi~n llQ'p (0, IS ~lg), IgG th6 1lli rieng,30 (1ng

54 kh{lI1g thS (TgG/TgM) (0, 1 ~lg); V?ch k~t qua M: Khay 24 TCCS
helt mao dftn SPCD-TTB-

khang Dengue trong mau Khang thS chuQt khang thll' thang 5~IL, 1 10dung 711-19
toan ph~n, huy~t thanh roM nouo'i (0 25 ~lO)' d ich pha Illftu 5b b , b'

ho~c huy~t tLfo'ng CLta V?ch k~t qua G: Khang mL, ] IllI'6'ng
ngLl'o'i) thS chu0t khang IgG d~n Sll' d~lI1g

ngLfo'i (0,25 ~g); V?ch
cherng: Khang thS de

khang IgG th6 (0,5 ~lg)

Dengue NSI Ag Rapid Vlll1g cQng hQ'p: Khang I-IQP g6m 30
thS chu0t khang Dcngue khay thll' kCIl1

Tcst Ag (0,8 ~lg); V?ch k6t {)Ilg nh6 mftu
(Dinh tlnh phat hi~n S~I'co qua: Khang th6 th6 Khay 24 trong tlli ricng, SPC8-TTB-

55 lll~t Clla khang nguyen khang Dengue Ag (1,25 thll' thang TCCS I 10 dung dich 712-19
Dengue NS 1 trong huy~t
thanh, huy~t tLfO'ng ho~c ~lg); V?ch cherng: d~m 5mL, I

Khang thS de khang Im6'no dftn SLI'
mall toan ph~n Clla nguo'i) b

IgG chuQt (0,5 ~lg) d~lIlg
Vung cQng hQ'p: Kh{lIlg
thS chllQt khang HBsAg

Hop 06111 50I-IBsAg Rapid Test (B7009) (0,05~g); , b

(8inh tinh phat hi~n V?ch k~t qua: Khang 24 test thll' trong SPCD-TTB-
56 HBsAg trong huy~t thanh thS chu0t khang HBsAg Que thll' thang TCCS tLI i rieng, 1 713-19

ho~c huy~t tll'O'ng clla (B7008) (0, 1~lg); V?ch Im6ng dAn si:1'
ngll'cJi) chLrng: Khang thS de d ~lIlg

khang IgG chUQt
(0,05 ~lg)
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57

58

59

60

61

IICV Ab Rapid Test
(Dinh tinh phat hien
khang th~ khang HCV
trong huy&t thanh hoac
huyet nrong cua nguoi)

Malaria Pf/Pan Ag
Rapid Test
(Djnh tinh phat hien
khang nguyen pHRP If
va/hoac pLDH trong mau
tO~lI1phan cua ngu'c:ri)

}>SASemi-quantitative
Rapid Test
(Ban dinh IUQ'ng n6ng dQ
PSA trong mau to an ph§n,
huy~t thanh ho~c huy&t
tHong cLla ngu6'i)

Syphilis Ab Rapid Test
(Dinh tfnh phat hi~n
khang th~ (IgM, IgG va
IgA) kh{lI1g Treponema
pallidum (Tp) trong buy&t
thanh, huy~t tu'O'ng ho~c
mau toan ph§n cua nguo'i)

Tll IgG/IgM Rapid Test
(Dinh tfnh phat hi~n
khaner th~ lerM va IgGb b

khang M.TB trong mall
toan phAn, huy&t thanh
ho~c huy~t tlrong clla
nglr6'i),

Vung cong hop: Khang
nguyen HCV tai t6 hop
(0, I ug), Khang th~

IgY-ga (0,1 ug); V~ch
k~t qua: Khang nguyen
HCV tai t6 hop (0,1
ug); Vach chirng:

Khang th~ de khang
IgY -ga (0,5 ~lg)

Vung cong hQP: Khang
th~ chuot khang pHRP II

(0,5 ug), Khang th~
chuot khaug pLDH (0,2
ug); Vach k&t qua Pan:
Khangth~chuQtkhang
pLDH (0,5 ug); Vach

k~t qua Pf: Khang th~ de
khang pHRP IT (0,5

~Lg);V?ch chtrng: Khang
th~ de khang IgG chUQt

(0,5 ~Lg)

Vung cQng hQ'p: Khang
thS chuQt khang PSA­
nglJ'6'i (0, I j.lg), IgY -ga
(0,1 ~Lg);V?ch k6t qua
T: Khang thS de khang
PSA (0.5j.lg), V?ch

tham chi~u R: Khang
th~ de khang IgY -ga
(0.5~Lg); Vl;lch chtrng:
Khang th~ de khang

IgY-ga (0,5 j.lg)

Vllllg cQng hQP: Khang
nguyen Treponema

Pallidum tai t6 hQP (0,25
j.lg), IgY -ga (0, 15 ~Lg);
V?ch k~t qua: Khang
nguyen Treponema
Pallidum tai t6 hQ'p

(0,25 j.lg); Vl;lch chtrng:
Khang thS de khang
IgY-ga (0,50 j.lg)

VLlIlg cQng hQ'p: CQng
hQ'p vang M.TB (0, I

~lg), Khang th~ IgY -ga
(0, 1 ~Lg);V~ch k~t qua
M: Khang nguyen tai t6
hQP M.TB-I (0, I ~Lg);
Vl;lch k&t qua G: Kh£lI1g

nguyen tai t6 hQ'P
M.TB-2 (0, 1 ~lg); V1;Ich
chtrng: Khang th~ de
khang IgY-ga (0,5 ~Lg)

Que thu

Khay
thu'

Khay
thu'

Khay
thtr

Khay
thu'
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24
thang

24
thang

18
thang

24
thang

24
thang

TCCS

TCCS

TCCS

TCCS

TCCS

HQP g61l1 50
test thu' trong
tui rieng, 50
ong hut mao
d&n 20 ul.,

1 IQ dung dich
pha m~lI 5 mL,
1 lnrong d~n SLI'

dung

HQp gorn 30
khay thir trong
rui rieng, 1 IQ
dung dich Ii
giai hc3ng cflU

10 ruL,
30 ong nho
mAu 5 ~LL,

1 hlJ'O'nerd~n strb

d~lI1g

HQP g61l1 30
test thtr trong

ttd ricng,
30 6ng nh6

giQt, I IQ dung
dich pha Il1~U 5

IllL,
1 Illr6'ng d~n sLr

d~lng

I-lQPg61ll 30 test
thLI'trong ttli
ricng, 30 6ng

nha giQt,
1 10dunn dich. b·

pha m~u 5 IllL, 1
ImO'ng d~n sLr

d~lng

HQP g61l1 30
test thll' trong

tlli ricng,
30 c}ng nh6

giQt, I IQ dung
dich pha Ill§U 5

mL,
1 Im6'ng d~n SLI'

d~lng

SPCD-TTB-
714-19

SPCD-TTB-
715-19

SPC8-TTB-
716-19

SPCD-TTB-
717-19

SPCD-TTJ3-
718-19



7. Cong ty dang ky: Cong ty TNHH Thurrng rnai Djch v\I Thach Ph at (Dia chi: S6 44 Nguyen Van Giai,
Phuong Da kao, Quan 1, Thanh pho H6 Chi Minh, Vi~t Nam)
Nha san xuat: Cli-Immundiasnostika GmbH (Dia chi: Am Seerain 13, D-74927 Eschelbronn, Dire)

'fen sinh ph~m Hoat chfit chinh- Dang TuBi Tieu Quy each S6 dang kySTT chan doan in vitro/
Ham IU'Q'ng bao ch~ tho chu~n dong goiTac dung chinh

Anti-A Dong t€ bao 11H5 (khang Dung 24 HOp 50 Io x SPCB-TTB-
62 (dinh tinh nh6m mau h~ th~ IgM don dong ttl' Tecs 10ml, hop 10 IQ

ABO) chuot) (8,5 rnl) djch thang x 10ml
719-19

Anti-D Dong t€ bao RUM 1 Dung 24
HOp 50 IQx SPCB-TTB-

63 (djnh tinh nhorn mau h~ (khang th~ 19M don dong TCCS 10ml, hOp 10 IC)
Rh) ttl' chuot) (8,5 ml) . djch thang x 10ml

720-19

8. Cong ty dang ky: Chi nhanh Cong ty cB philn duoc pharn Nam Ha (Dia chi: S6 423 VU Tong Phan,
Phuong Khuong Dinh, Quan Thanh Xuan, Thanh pho Ha N(>i, Vi~t Nam)
Nha san xu~t: Shenzhen GLD Biotechnology Ltd (Dia chi: 25 Bldg, MeiBao Industrial Zone, LianTang
Industrial City, ShangCun Village, GongMing Town, Guanzlvlina Dist, Shenzhen, GuangDong, China)

'!'en sinh pham Hoat chat chinh- Dang TuBi Tieu Quy cach S6 dang kySTT chan doan in vitro/ flam IU'Q'ng bao ch~ tho chu~n dong goi
Tac dung chinh

Khang th~ don dong
khang hCG ~26 g~11v6'i
chih danh d~u keo yang

Pregnancy hCG Test (1±0,2 ~lg);khang th~dOll Dl;lIlg 36 HOp g6m 01 SPCB-TTB-
64 (phat hi~n hCG trong dong kllang hCG ~2 (Vl;lch TCCS

IlLr6'cti~u) thl1')(4±0,8 ~g); khang thS
que thang que thLr3mill 721-19

kllang IgG chuot clla de
tren Vllllgki~m soM

(2±0,4 ~lg);

9. Cong ty ~ang ky: F. Hoffmann-La Roche Ltd (Dia chi: Grenzacherstrasse, CH-4070 Basel, Thuy' Sy)
Nha san xuat: Roche Diagnostics GmbH (Dia chi: Sandhofer 116, D-68305, Mannheim, Duc)

Ten sinh ph~m Ho~t chfit chinh- D~ng TuBi Tieu Quyeach s6 dang kySTT ch~n doan in vitro/ Ham IU'Q'ng bao ch~ thQ chu~n dong goi
Tac dung chinh

R1:Khang thSdOlldong
kllang p24 danh d~ubiotin
(~huot),kMng nguyen ffii
to hQPdi;khi~uHlV-J/-2
aanh d~u biotin (E.coli),
peptide d~c hi~uHIV-1/-2

danh d~u biotin;R2:
Kilang th~dOlldong kllang

Elccsys HIV Combi PT p24 (chuot), khang nguyen
(djnh tinh khilllg nguyel~ ffiit61lQPd~chi~uHlY-I/- Dl;lng
HIV -I p24 va khang the 2, peptide d~c hi~u long va 15 Hop 100 xet SPCB-TTB-

65 khang HIY -1, bao g6m HlY -1/-2 danh d~uphlrc dong thang TCCS nghi~m 722-19
nh6m 0, va HIV-2 hQPmthenium; Call: kho
trong huy6t thanh va hlly6tthanh ngU'o'i,khOng
huy€t tuO'ng nguo'i) phan lmg v6'ikllang th~

kllangHIY-1 va kllang th~
kllangHIY-2; Ca12:huy6t
thanh ngU'criduong tfnhv6i
khang th~kllangHIV-I
(b~thOC:lt)trong hlly6t

thanh nguo'iam tfnhv6'i
kllang th~kMng HlY-I va
kllang thSkllangHIY-2.
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10. Cong ty CHing ky: MP Biomedical Asia Pacific Pte. Ltd (Dia chi: 02 Pioneer Place, MP Biomedicals
Headquaters Singapore 627885)
Nha san xufit: MP Biomedical Asia Pacific Pte. Ltd (Dia chi: 02 Pioneer Place, Singapore 627885)

Ten sinh pham Hoat ch~t chinh- Dang Tu6i Tieu Quy eachSTT ch~n doan in vitrol Ham Im_rng bao ch~ rho chu~n a6ng g6i S6 dang ky
Tac dung chinh

Khang th~ de khang
IgA nguoi (0,7-1,0

Ml>Diagnostics rng/rnl), khang th~
Multisure Dcnguc chuot khang IgM nguo'i
Ab/Ag Rapid Test (0,25-0,4 mg/rnl), khang
(phat hien va phan bi~t th~ chuot khang IgG
cac khang th~ TgA, IgM nguoi (0,5-0,9 mg/rnl), H9P 20 xetva IgG khang VI rut khang th~ don dong 24 nzhicm va 01 SPC 8- TTI3-

66 Dengue va khang nguyen dengue NS I (0,5 Que tlur TCCS b '

Dengue NS 1 trong huyet mg/ml), khang th~ don thang IQdung dich 723-19

thanh hoac huyet tuong dong dengue NS 1 - d~m

nguoi hoac mau toan cong hop vang; khang
phan ttl' diu ng6n tay hoac nguyen Dengue-cong
mau toan phin chua cac 119'Pvang; khang th~ de-
ch~t chong dong) biotin cong IlQ'Pvang;

c<)ng hQ'P I3iotinylate
I3SA (0.5-0,6 rng/rnl)

11. Cdng ty dang ky: Sistar BII Korea Co., Ltd (Dia chi: 509, Owners Tower, 28, Hwangsaeul-ro 200
(ibaek) beon-gil, Bundang-gu, Seongnam-si, Gyeonggi-do, Korea)
11.1. Nha san xuat: Asan Pharmaceutical Co., Ltd (Dia chi: 122-26 Gieopdanji-ro, Gongdo-eup, Anseong-si,
Gyeonggi-do, Korea)

Ten sinh ph~m Ho~t chftt chinh- n~ng Tu6i Tieu Quy dch S6 dang kySTT ch5n amin in vitrol I-Jam IU'Q'ng bao ch~ thQ chu~n a6ng g6in\c dung chinh
HQP 25 que

C<)nghQP:Khang th~ IgG thll' trong tLli
rieng,anti-Adenovirus tLI' I lQdungAsan Easy Tcst Adcno chuQt - vang (15 ~lg); djch chi6t(djnh tlnh chlll1g V~ch thl!':Khang th6 don 24 mau, SPCD-TTI3-

67 Adenovirus tr~ng cac mau dong anti-Adenovirus tLI' Que thLI' thang TCCS 25 tam bong 724-19m i} i hQng, mau dich hllt chuQt (0,45±O,09 ~lg); I~y mfiu,va mfiu phan) V~ch chLrng:Khang th6 25 6ng chi6tde khang IgG chUQt mau, 25 6ng
(0,45±0,09 ~lg) nh6 giQt dLlIlg

tn9t IAn
CQng hQP I: Khang th~

dOll dong khang
Myoglobin tLI'chuQt-
vang (0,0 18 ~g); CC)ng
hQp 2: Khang th6 dOll

Asan Easy Test Cardiac dong khang CK-M8 tLI' HC)p25 khayCombo chuQt - vang (0,202 ~lg); th ll' trong tLIi(dinh tlnh Cardiac CQllg hQP3: Khang th6 Khay 24 ricng, SPC8-TT8-
68 Myoglobin/CK - don dong kMng Troponin thLI' th{lIlg TCCS 25 6ng nha 725-19MBlTroponin I trong mau I tLI'chuQt - vang (0,486 aiot dllllotoan ph§n, huy6t tLl'O'ngva ~g); Vi;lchthll' I: : Khang b ' b

huy6t thanh) th6 dO'ildong khang
lllC)tI§n

Myoglobin tLI'ChUQl
(0,135 ~g); Vl;lchthCI'2:
Khang th~ dOll dong

k.hang CK-MB tLI'chu9t
(0,482 ~lg);V?ch thLI'3: b
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Khang th6 don dong
khang Troponin I tir chuot
(0,771 ug); Vach chung:
Khang th6 de khang IgG

chuot (1,54 _gg)_
Cong hQP:Khang th@don
dong khang hCG til'chuot I-IQP25 khay

Asan Easy Test heG - yang (10 ng); Vach tlnr: Khay 24 th tl' trong ted SPCD-TTB-69 (dinh tinh hCG trong Khang thS khang hCG nr TCCS rienz 25 6nothir thang b' b 726-19nuoc tieu) de (1,0 ug); Vach chung: nho 0 iotb·

Khang thS de khang IgG dung mot l~n
chuQt(I,O ~lg)

Cong hop: Khang th6 dun HQP 25 khay
dong anti-H.Pylori ttl" tlur trong tui

Asan Easy Test Hipylori chuot- yang (0,3±0,06 rieng,
Ag ug); Vach tlur: Khang thS Khay 24 256ng SPCD-TTB-70 (djnh tinh khang nguyen don dong anti-H.pylori ttr TCCS ngh i~111l§y
H.pylori trong phan chuot (0,3±0,06 ug); Vach thir thang m~u chua 727-19
nguoi) chung: Khang thS de dem tri6n

khang IgG chuot khai
(0,6±0, 12 ~lg2

Cong hQP 1: Khang th6
don dong anti-malarial HQp 48 que
LDH ttl"chuot - yang thir, 48 dia

(1±0,2 ug); Cong hop 2: nra voi oi6nab b

Khang th6 dOlldong anti- micro, I 19
malarial aldolase ttl"chuQt d~1ll rl'l'aya

Asan Easy Test Malaria - yang (l±0,2 ~lg);V?ch tri6n khai, 48
71 PffPv Strip thtl"1: Khilllg th6 dO"ll Que thll" 24 TCCS 6ng mao d~n, SPCD-TTB-

(xac dinh ky sinh trllllg dong anti-malarial LDH thang 48 bO!lg t~1ll 728-19
s6t ret trong Illau nguo·i) (1±0,2 Ilg); V?ch thlr 2: can,

Khang th6 dOlldong anti- 48 kim l§y
malarial aldolase mau, 48 (iTa

(l,25±0,2 Ilg); V?ch doc k6t qua. ,
cht'rng: Khilllg thS de 48 ban bao

khang IgG chuQt (0,5±0,2 cao k6t qm\
~tg)

HQP 25 que
thll"trong tLli

CQng IWp:Khang thS don ricng,
dong khang RSV - y~lIlg I 19dung

Asan Easy Test RSV (1,0±0,2 pg); V?ch thll': dich chi6t
72 (dinh tinh yi rut llQP bao Khang th6 dOlldong Que thtl" 24 TCCS llliiLl, SPC8-TTB-

(RSV) trong cac dich mui khang RSV tLI"chuQt thilllg 25 t[un b6no 729-19b

IlQng) (0 5±0 1 ~la)"Vach chCrno· l§y 1ll~1I,, , b'. 0'

Khang th6 de khimg IgG 25 (~ng ch i6t
chuQt (1,0±0,2 pg) Ill~U,25 6ng

nh6 giqt
dllllg 1ll9t l£tn
HQP 25 que

Cona hop: Khillla th6 da th ll' trong tLIi
. b . b ricng,dong anti-Strep A tll' tho - 1 IQdung

Asan Easy Test Strcp A Yilllg(0,36±0,07 ~lg); dich chi6t
(dinh tinh khang nguyen V?ch thLI':Khang th6 da 24 Ill~U A, 1 19 SPC£-)-TTI3-73 Streptococcus nhom A dong anti-Strep A tLl'de Que thll' thilllg TCCS dung dich 730-19
trong dich c6 hQng) (0,84±0, 17 Ilg); V?ch chi6t Ill~U13,chCrng:Khang thS de 25 tam bongkhang IgG tho (0,45±0,09 lAy lll~lI, 25~lg) 6ng ~hi6t

mall
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11.2. Nha san xufit: Asan Pharmaceutical Co., Ltd (f}ia chi: 163, Yeongcheon-ro, Dongtan-mycon,
·Hwaseong-si, Gyeonggi-do, Korea).

'~'cn sinh pham
Ho~t chfit chinh- Dang TuEH Ticu Quy each sf, CHingkySTT chan doan in vitro/

Ham lunng bao eh~ tho chufln dong g6i
Tac dung chinh

Chlorophenol do (0,05
Asan IIclieobaetcr Test mglL); Urea (I rng/L);

74
(ph <it hien VI khuin Natri acetate (0,03 Khay 12 TCCS HQP 50 khay SPCD-TTI3-
H.pylori trong rnau sinh mg/L); Kali Chloride (I thir thang thir 731-19
thiet) mglL); Thl_:lChagar (3

mg/L)
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