BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic
$6:2824 IQD-BYT Ha Ngi, ngay 09 thing B nam 2018

QUYET DINH
Ve viée ban hanh danh muc 44 sinh phdm chin don in vitro
dwge cap sb dang Ky lwu hanh tai Viét Nam - Dot 35

BQ TRUONG BQ Y TE
Céan cir Nghi dinh 50 36/2016/ND-CP ngay 15/5/2016 cua Chinh phu vé quan
ly trang thiét bi y té; '

Cin ctr Nghi dinh sé 75/2017/NDb-CP ngay 20/6/2017 cta Chinh phu quy
dinh chuc nang, nhiém vu, quyen han va co cdu to chirc cia BO Y té;

Can cur Théng tu s6 44/2014/TT-BYT ngay 25/11/2014 cia Bo Y té quy
dinh viéc dang ky thudc;

Cancuy klén ctia Hoi dong tu vén cép sé dang ky luu hanh vic xin va sinh
phdm y té - B9 Y té va Cong van s6 434/QLD-PK ngay 18/4/2018 cua Cuc Quan
ly duoc - B§ Y té vé viéc Bién ban cudc hop Hoi dong xét duyét vic xin va sinh
pham dot 35;

QUYET PINH:
Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 44 sinh pham chan
doan in vitro dugc cap so dang ky luu hanh tai Viét Nam - Dot 35.

Piéu 2. Cac don vi 6 sinh pham chén doan in vitro dugc phép luu hanh tai
Viét Nam qui dinh tai Diéu 1 phal in sb dang ky dugc Bo Y té Viét Nam cap 1én
nhan va phai chap hanh diing cac quy dinh cua phéap luat Viét Nam vé san xuat va
kinh doanh sinh pham chin doan in vitro. Cac s6 ding ky cé ky hiéu
SPCD-TTB-...-18 ¢6 gié tri 05 ndm ké tir ngay cap

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

Didu 4. Giam déc S&'Y té cac tinh, thanh phd tryc thuge trung vong va Giam
doc cac don vi ¢6 sinh pham chén doan in vitro néu tai Piéu 1 chju trach nhiém thi

hanh quyét dinh nay. / .
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BO Y TE

CONG HOA XA HQI CHU NGHIA VIET NAM ‘

Doc lap — Tw do

— Hanh phiic

DANH MUC 44 SINH PHAM CHAN DOAN IN-VITRO
CAP SO PANG KY LUU HANH TAI VIET NAM - QT 35

(Ban hanh kém theo Quyét dinh s6Z824/QD-BYT, ngay (7 / 72018

1. Cong ty ding ky: Abbott Laboratories (Singapore) Pte. Ltd (Pia chi: Maritime Square, # 11 - 12 Day
B, HarbourFront Centre, 099253 - Singapore)
1.1. Nha sin xuét: Abbott GmbH & Co.KG (Pia chi: Max - Planck - Ring 2, 65205 Wiesbaden - Germany)

Tén sinh phdm chén

g Hoat chét chinh- Dang | Tudi | Tiéu | Quyeich | ox .. .-
Rk TZ?:';:;;;%I Ham lugng baoché | tho | chudn | doéng géi g ky
ARCHITECT Chagas
Calibrator ‘
(hi¢u chudn h¢ thdng ‘
ARCHITECT i System Khang thé khang . Y "
1 | cho phat hién dinh tinh Chagas 'l)?“g th:ﬂ tccs | ! :';fi" SpgﬁgB
cic  khang thé khang | PEP2 CHO (rét nho) ong &
Trypanosoma cruzi (T.
cruzi) trong huyét thanh ‘
va huyét tuong ngudi)
ARCHITECT Chagas
Controls
(wée tinh dd chinh xac
cua xét nghlem va phat .
hién sai s6 hé thong Huyet twong ngudi : ;.
2 | ARCHITECT i System | duong tinh chagas ?g‘“g thfn TCCS 2;‘::3 Spggij
khi thuc hién dinh tinh (9,6870%) ng g
khang  thé khéng
Trypanosoma cruzi (T.
cruzi) trong huyét thanh
va huyét tvong ngudi) |
ARCHITECT Chagas |
Reagent Kit )
(dinh tinh khang theé khang
Tr}pmwomcrwr (r. cmzi)
trong huyét thanh va huyet Chagas FP3 rAg (rat
tuong ngudi gdm ca mau thu nho) Chagas FP6 rAg Hop 100 xét ‘#
thap tir tir thi (khong con nhip | (rat nho), Chagas FP10 v 5
3| tim, H3 tro chin dodn nhiém | rAg (rit nho),gChagas ?;“3 hl,o TCCS “g};‘gg” g“’" l g‘fﬂsB'
I, cruzi (Chagas) va duge TcF rAg (rat nho), . thang n ghi}fm
ding nhu xét nghigm tim | Khéng thé IgG nguoi ¥
sodt tranh truyén nhiém 7 (rat nho)
cruzi (Chagas) trong mau,
cac thanh phan cila mau, té ‘
bao, mé va co quan cho
ngudi nhén)
Architect EBY EBNA-1
IgG Calibentor Huyét twong ngudi voi
(higu chuin hé théng |\ 2% TRy
Architeet  System K dinh |~ (0,950 L/L), huyét | Deng | 15 | oo | lchaix | SPCB-
4. | tnh khang. hE.1gG Khang twong ngudi voi hda long thang 4,0 mL 617-1
Epstein-Barr Nuclear d ; .
wong tinh véi EBV
Anngen-] (EBNA- 1) trong (0,050 L/L)
huyét thanh va huyét tuong ’
ngudi)
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ARCHITECT EBV
VCA IgG Calibrator
(hiéu chuén hé thdng

; Huyét tuong nguoi da
ARCHITECT | Systom | _Jol'so g tiuh EBY
i thye hién xét ng 1€ém F . 5 )
s | phiae hign khang e 1gG | @20LAL)buyst | Dng 15 | pces | 1chix | SPCD-TIB
: p . tuong nguoi da voi hoa long thang 4,0 mL 618-18
khang nguytn vo (Viral | o s g véi EBV
Capsid Antigen - VCA) G (0,050 L/L) ‘
cua Epstein-Barr Virus ’
(EBV) trong huyet thanh
va huyét twong ngudi)
ARCHITECT Syphilis
TP Calibrator
(hiéu chudn hé théng | Huyét twong ngudi dm
ARCHITECT i System tinh Syphilis TP - -TTB-
6 | cho phat hién dinh tinh (46,2650%), Huyét ?(.f:g th;]l TCCS L‘ahl‘zl’f Spgg_ls
khang  thé  khang | twong ngudi duong tinh g & '
Treponema éoaﬂfdum (TP) | Syphilis TP (4,9718%)
trong huyét thanh va ‘
huyét tuvong ngudi) |
ARCHITECT Syphilis M3u chimg am: Huyét
~rConttel ;| twong am tinh Syphilis
(kiem tra hi¢u chuan TP (48,7%)
ARCHITECT i System |\, hémgduong: | Deng | 10 2chaix | SPCD-TTB-
7 cho xét nghiém phat hién £ S TCCS
S iy Huyeét twong am tinh long thang 8,0 mL 620-18
dinh tinh khang the khang e
P ; Syphilis TP (46,265%),
repa ne}:” " a!f:;fu:h (IE) Huyét tuong duong tinh
tron uyet a va 2 “
huyét twong ngudi) Syphilis TP (4,9?18@) |
ARCHITECT Toxo IgG & ‘
Reagent Kit Khng nguyén Tm,m P Hop 100 xét
: ) s | (0,0003%), Khang gl
(dinh lugng khang thé . Dan 8 nghiém, Hop | SPCD-TTB-
8 nguyén Toxo p35 g TCCS
IgG khang Toxoplasma (0,0010%), Khng thé long thang 500 xét 621-18
gondii trong huyét thanh ’ I (; ;1 6.'118 ¥ nghi¢m
va huyét twong ngudi) gL nguol |
1.2. Nha sin xuit: Abbott Ireland Diagnostics Division (Dia chi: Finisklin Business Park, Sligo, Ireland)
Tén sinh phim o £ -
STT| chén doén in vitro/ H“ﬁ‘ﬁ::“l" AIRh- b';?"ﬁé Tt;l"" c:':é“n de:{ Cﬁ;]i] Sé diing ky
Téc dung chinh uyng i ? §8 |
ARCHITECT AFP ‘
Controls
(uoc tinh d9 lap lai va
phat hién d¢ léch phéan
tich hé¢ théng cia| Khéngnguyén AFP : B
9 | ARCHITECT i System| (0,00575 L/L; 0,0575 %‘#3 g | TECS vy o
khi thyc hién dinh lugng L/L; 0,2875 L/L) & & . %
alpha-fetoprotein (AFP)
trong huyét thanh, huyét
twong va dich nude tiéu
ngudi) |
Hop 100 xét
ARCHITECT Anti-HBs nghiém, Hop ‘
Faagens it thine hs | THBSAZ Ay, rHBsAg 4 x 100 xét
f(h!f‘ ;'lf.“g ang ‘b? Ad, Huyét tuong ngudi | Dang 08 | . cg | nehiém, Hop | SPCD-TTB-
10| Khang Xhang nguyeh B¢ | 4 sng phan img long | thing 500 xét 623-18
mat viém gan B (anti- (8,0004%) nghiém, Hop
HBs) trong huyét thanh va 4 x 500 xét
huyét tuong ngudi) nghiém ‘
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ARCHITECT CMYV IgG
Avidity Reagent Kit
(xac dinh ai lyc cua céac

Khang nguyén CMV

: ; : (0,2388%), Khang thé | Dang 08 Hop 100 xét | SPCD-TTB-
1 ‘éh)igfmg‘:; -y "ﬁ;"‘ng IgGngudiconghop | long | théng | 1CC° | nghiém 624-18
. - 0,
huyét thanh vA huyét (3,3047%),
tuong nguoi) :
ARCHITECT CMYV IgG A ;
Reagent Kit E ) Hop 100 xet ‘
(dinh tinh va bén djnh | Khangnguyén CMV, nghivm, Hep |
12 llr. cac khéng thé 1gG (0,2388%), Khang thé Dang 08 TCCS 400 xét SPCD-TTB-
khg.nni C ytomSgalovims IgG ngudi cong hop long thang nghiém, Hop 625-18
r 0,
trong huyét thanh va (4,3649%), r?ol'?l}rfll
huyet tuong ngudi) gL
ARCHITECT  CMV Im“%r;‘g‘z%“fh‘go Hop 100 xét
IgM Reagent Kit %S Khén ,n i é’n nghiém, Hop
;3 | (dinh tinh khang thé IgM | T as og mg“y) Dang 08 | roog | 400xét SPCD-TTB-
khang Cytomegalovirus Huvét ﬂlanl';th gll'lLl;b long thang nghiém, Hop 626-18
trong huyét thanh va (0y02 LL) Aa:_n[ . 500 xét
huyét twong ngudi) 02 LIL), Anti-IgM nghiém
nguoi (0,001mg/mg)
IAgI;fI}lI:;rgEEtTKi tRubella Rubella-1gM ndng d6 vi
o r
4| (dinh tinh khing thé TgM ﬂ]hg‘l“;ﬁim)’ N8 | Dang | 08 | rong | HOP100xét | SPCH-TTB-
khang virus Rubella tron dgng ok 6tg 13(6}) long thang nghi¢m 627-18
huyet thanh va huyet (2,4414%),

turong ngudi)

1.3. Nha san xuiit: Abbott Ireland Diagnostics Division (Dia chi:

Lisnamuck, Long

tord Co. Longford, Irelan}d)

Tén sinh pham X - .
STT| chén doén in vitro/ Hogt chit chinh- Dyng Tadt Tle}l Quy cac,l.l S6 dang ky
Tic dyng chinh Ham lwgng baoché | tho | chudn | doéng goéi
ARCHITECT 25-OH
Vitamin D Controls
(uéc tinh do chinh xéc va
phat hién d¢ léch hé théng _J
s cua ARCHITECT 25 Hydroxyvitamin D3 Dang 06 TCCs 3 chai x SPCD-TTB-
i System khi dinh lugng | monohydrate (rit nhd) long thang 8,0 mL 628-1 8!
25-hydroxyvitamin D (25-
OH Vitamin D) tron
huyet thanh va huyét
tuong ngudi) .
ARCHITECT Free Ts H hi éﬁoégg ‘
Reagent Kit 500 ;‘ &t
16 | triiodothyronine ty do| (0,96 mg/L), T3 sl P B el b i (Rt
(Free Ts) trong huyét | Acridinium (1,0 mg/mL) g g nghiém, Hop
than‘h. va huyet tuong ix 506 it
nguoi) nghiém \
.| 1gG DEAE chuét (0,1 Hop 100 xét |
. d‘?“}g]e“ : . prolactin (0,3 g/L), Dang 0 | e 500 xét SPCD-TTB-
E in hug?tg lhprc;.lac\lfl; Prolactin cdng hop léng thang nghiém, Hop 630-18
hrong s érfm acridinium (0,02 4 x 500 xét
uyet tl.l'Uﬂg ngu 1) mg/mL) nghlém |




Hop 100 xét

ARCHITECT Total T4 nghi¢m, Hjp
Reagent Kit Khéng thé khaneT 500 xét |
(dinh  lugng thyroxine g g Dang 10 nghiém, Hop | SPCD-TTB-
8 (Total T4) trong huyét (66,01mog/11.‘1, 138G chru long thang Lo 4x100 xét 631-18
thanh va huyét tuong (1,0-1,4 g/L), nghiém, Hop
ngudi) 4x500 xét
nghiém
ARCHITECT TSH ; 2 " Hop 100 xét
Reagent Kit | khing beta TSH (2875 nghitar, Hop
(dinh luong hormon kich mg/L), 1gG dé (0,005 500 xét
thich tuyén giap ¢ nguoi » '8 s Dang 15 nghi¢ém, Hop | SPCD-TTB-
19 : ! : L/L), 1gG chudt (150 ; : TCCS :
(thyroid stimulating . : long thang 4x100 xét 632-18
hormone-TSH) tron mg/L), Khdng the khing nghiém, Hop
£ : alpha TSH don don :
huyet thanh va huyét P 20 & 4x500 xét
trong ngudi) (20mg/mg), nghi¢m |
ARCHITECT Urine ‘
NGAL Reagent Kit Vi hat phu khéng thé .
(dinh luong lipocalin c6 lién | don dong khangNGAL Hop 100 xét
20 h¢ v&i gelatinase cia bach | Ab (176,000 mg/L); Dang 15 TCCS nghiém, Hop | SPCD-TTB-
cau trung tinh (neutrophil [ Co¢ng hgp: Khéng thé long thang 500 xét 633-18
gelatinase-associated don dong khang NGAL nghi¢m.
lipocalin - NGAL) trong Ab (2,000 mg/L) ‘
nude tiéu nguoi) _

1.4. Axis-Shield Diagnostics Limited (Pia chi: Luna Place, The Technology Park, Dundee, DD2 1 XA, United
Kingdom) cho Cong ty Abbott GmbH & Co.KG (Pia chi: Max - Planck - Ring 2 65205 Wiesbaden - Germany

STT

Tén sinh pham
chin doan in vitro/
Téac dung chinh

Hoat chéit chinh-
Ham lwgng

Dang
bao ché

Tubi
tho

Tiéu
chuin

Quy cich
dong goi

S6 ding r(y

21

ARCHITECT o
Generation Testosterone
Controls

(kiém tra do xéc thuc va
lgp lai cho h¢ théng
ARCHITECT i System
khi dinh lugng xét
nghi¢émosterone tron
huyét thanh va huyét
tuong nguoi)

Testosterone (rat nho)

Dang
long

275
ngay

TCCS

3 chaix 8,0
mL

SPCH-TTB-
634-18

22

ARCHITECT
B12
(Holotranscobalamin)
Controls

(udc tinh do lap lai cua
xét nghiém va phat hién
sai s0 hé théng cua
ARCHITECT i System
(thude thir, mau chuén, va
thiét bi) khi dinh lugng
Holotranscobalamin trong
huyét thanh va huyét
tuong ngudi)

Active -

Active —B12
(Holotranscobalamin)
(15,0 pmol/L; 48,0
pmol/L)

Dang
long

10
thang

TCCS

2 chai x
8,0 mL

SPCD-TTB-
635-18

1.5. Nha sin xuét: Biokit S.A. (Pia chi: Can Malé s/n, 08186 Lliga d’Amunt, Barcelona, Spain) cho C("mg ty
Abbott GmbH & Co0.KG (Pia chi: Max - Planck - Ring 2, 65205 Wiesbaden - Germany)

4/11

o b




Tén sinh phim

nguoi  trén  hé  thong
ARCHITECT i System;
xét nghiém ARCHITECT
SHBG dugc ding dé hd
trg chan doan rdi loan
androgen)

acridinium (0,0001 %)

r . A .a
STT| chén doén in vitro/ Hola;{t;h::t chinge bgwlg:‘ T:m ':le;l (guy Céc,l.] S6 diang ky
Téc dung chinh m lugng oche | tho | chuanm ong goi |
ARCHITECT ‘
iTheophylline  Reagent Vi hat pht khéng thé
I(?{:nh legiig thicopiylline | SOt Ab(0,2000%),

05 | e td b Khang thé khéng Dang | 15 | 1oog | HOP 100xét | SPCD-TTB-

hu égttuo'y i tré h}f theophylline (0,0002 %), long thang nghi¢m 636-1 8‘
yet tuong nguol e ¢ | heophylline-acridinium

thong ARCHITECT i 4t (0,0008 %)

System c¢6 quy thirc VELSY, %

STAT)

ARCHITECT

iVancomycin  Reagent | Vi hat phu khang thé

Kit chuét Ab (0,0497 %),

54 | (@inh luong vancomycin Khéng thé khéng Dang 06 | ;ocg | Hop100xét | SPCD-TTB-
trong huyet thanh hay huyét Vancomycin (0,0015 %), long thang nghi¢ém 637-18
trong ngudi trén hé thong | Vancomycin-acridinium
ARCHITECT i System c6 vét (0,0005 %) ‘
quy thire STAT)

ARCHITECT SHBG

Reagent Kit

(dinh luong globulin gin

két hormone gidi tinh (sex ‘
1"’“5“;;‘;(3?“‘2“3 g]";’““é‘: Vi hat phii a-SHBG Hop 100 xét

BN g hu‘;%% m‘;ﬂg (0,0500 %), khang thé | Dang 10 | ocs | nehiém; Hop | SPCD-TTB-

khang SHBG gan long thang 400 tets. 638-18

1.6. Nha san xuit: Biokit S.A. (Pia chi: Can Malé s/n, 08186 Llica d”Amunt, Barcelona, Spain) cho Cﬁn'g ty
Abbott Laboratories Diagnostics Division (Dja chi: Abbott Laboratories, 100 Abbott Park RD, Abbott Park,
IL USA 60064)

Tén sinh pham

Xét nghiém ARCHITECT
C-Peptide dugc sir dung
hé try trong chan doan va
didu trj bénh nhan tiét
insulin bat thuong ké ca
bénh dai thao dudng)

Peptide (< 0,0001%)

1 e Hoat chét chinh- Dang | Tudi | Tiéu Quy cach £ bie
% S ;
DEE d!::c?'f:g':h‘;ﬁ;d Ham lwgng baoché | thg | chuin | déng goi © dingiky
ARCHITECT C-Peptide |
Reagent Kit
(dinh lugng C-Peptide
trong huyét thanh, huyét
:]lg;ﬂg va n}tlrgc tieu l:hg(};r?g‘ Vi hat phu khéng thé _J_
: chudt khang C -Peptide Dang 09 Hop 100 xét | SPCD-TTB-
26 | ARCHITECT i System. | o ocoey KhangthéC- | Iong | théng | TCC° |  nghiém 639-18

1.7. Nha san xuit: DENKA SEIKEN CO., LTD (Pia chi: 2-1-1 Nihonbashi-Muromachi Chuo-ku, Tokyo
103-8338, Japan) cho Cong ty Abbott GmbH & Co.KG (Pja chi: Max - Planck - Ring 2, 65205 Wiesbaden -

Germany)
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huyét thanh va huyét
twong ngudi)

gan acridinium
(<0,001% )

[ Tén sinh phim % 2. » .
‘| STT|  chén dodn in vitro/ H"ﬁ;“'“l“ chint- b?*“ﬁ; el s g',‘y °a°6'.‘ $6 diing ky
Tac dung chinh m luwgng oche | the | chuan ong goi |
ARCHITECT HCV Ag | Khang thé khang HCV '
Reagent Kit phu vi hat (Ti thiéu
27 (dinh luegng khang nguyén | 0,025 % rin), Khéng thé Dang 08 TCCS Hop 100 xét | SPCD-TTB-
16i virus viém gan C trong | khang HCV téi t6 hop long thang nghiém 640-18

1.8. Nha sin xuat: DENKA SEIKEN CO., LTD (Pia chi: Kagamida Factory 1359-1, Kagamida, kigoshi

Goshen-shi, Niigata 959-1695, Japan) cho Cong ty Abbott GmbH & Co,KG (Dja chi: Max - Planck - Ran
2, 65205 Wiesbaden - Germany)
Tén sinh pham gy o | -
STT| chén doén in vitre/ H"I’-;'I'.“h”;‘ s b‘;““ﬁ; 1;:6‘ Lo g:y “‘g‘.‘ $5 diing ry
Téc dung chinh am luwgng o che 90 | chuan ng goi
ARCHITECT ProGRP Khéng thé khing
g?:ge“‘lf;; broGRp | PrOGRP phi vi hat (T6i |
o & C‘. i b -étg thanh va | thicu 0,040 % ran), Dang 15 | rces | Hop100xét | SPCD-TTB-
huyégt nrchg ngudi trén hé Khang thé khang ' long thang nghi¢m 641-18‘
: ' ~ | ProGRP c¢ng hgp gan

thong ARCHITECT i
System)

acridinium (<0,001 %)

1.9. Nha san xuit: Fisher Diagnostics (Dja chi: 8365 Valley Pike, Middletown, VA USA 22645) cho c%ng
ty Abbott Laboratories Diagnostics Division (Dia chi: Abbott Laboratories, 100 Abbott Park RD, Abbott
Park, IL USA 60064)

Céac gia tri cia CK-MB
dugc ding dé hd trg trong
chan doan bénh nhéi mau
co tim (MD))

Tén sinh phim " - 4 '

STT| chiln dodn b vitro/ H"a““hf‘ chinh- | Dang | Tudi | Tiéw | Quyeich | o500

Téc dung chinh am lugng baoche | thg | chuian | déng géi
ARCHITECT Anti-Tg
Reagent Kit
(dinh lugng khang thé
IgG cia khang thé ty ‘
$i§n thyro;]glot?ultil:l arfhanti- Thyroglobulin nguoi Hop 100 xét
g) trong huyet va phu vi hat (0,10%), 52 .

29 | huyét tuong ngudi trén he | Khang the IgG nguoi ?g"g thl,s TCCS “g}:g(‘)“' Hip | SP gg-}‘m-
théng ARCHITECT i | cong hop Acridinium (< | "8 Ang XA &
System. Xét nghiém 0,0001%) yghisn |
ARCHITECT Anti-Tg
dugc ding dé hd trg chan
doan bénh tuyén giap tu
mién)

ARCHITECT STAT
CK-MB Reagent Kit
(dinh lugng isoenzyme
MB cua creatine kinase ; Ein. g
£ Khéng thé khang
E}(‘l:ai;lMBVZ:l htrl?;et tl:r]glegt COKO-;/;B phﬁ Vihhat D 15 Hép loo}rét SPCB-TTB
i : ,09%), ¢on n 5 nghi¢m, H) -TTB-

300 I'ngpon tron may Anchiict K}Eang thé) cﬁ-l%/{aquén l(’?ngg thing | 1O g];00 | s
i System ¢ quy;tnnh xét acridinium nghiém
nghi¢m mau khan STAT, (< 0,001%)
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ARCHITECT STAT
Myoglobin Reagent Kit
(dinh lugng myoglobin
trong huyét thanh va
huyet tuong ngudi trén
may Architect i System co
quy trinh xét nghiém mau
khan STAT, Cac gia tri
cua Myoglobin dugc ding
dé hd trg trong chan doan
bénh nhdi mau co tim
(MD)

Khang thé khang
Myoglobin phu vi hat
(0,1%), Khéng thé
khang Myoglobin cdng
hop Acridinium
(<0,001%)

1.10. Nha san xuit: Fujirebio Diagnostics, Inc. (Dia

Dang
long

15
thang

TCCS

Hop 100 xét
nghiém, Hop
400 xét
nghiém

SPCH-TTB-
644-18

chi: 201 Great Valley Parkway, Malvern, Pennsylvania

19355, USA) cho Céng ty Abbott GmbH & Co. KG (Dija chi: Max-Planck-Ring 2, 65205 Wiesbaden, Germany)

Tén sinh phim . . . |
STT| chén dodn in vitro/ Hoﬁt;hélt chink: b??"ﬁ £ Tt:él :'e;!'l (ilsly cagl.l S6 dang ky
Tic dung chinh m lugng o che ¢ | chuan ng goi
ARCHITECT CYFRA | KbingthedondongKS
- 19,1 khang CYFRA 21-1
21-1 Reagent Kit it vi hat (0,097%) —J
(dinh lugng phan manh | o PPYVIIEEME7h | pang | 06 Hop 100 xét | SPCD-TTB-
32 : z | B2TT (0,030%), khang thé TCCS i '
cytokeratin 19 trong mau . A long thang nghiém, 645-18
£ ;| don dong BM 19,21 khang
huyet thanh va huyet .
twong ngudi) CYFRA 21-1 cfng hop
acridinium (<0,001%) |
ARCHITECT |
GALECTIN-3 Controls
(x4c minh tinh chinh xdc | Galectin-3 (0,000091 D
33 | v d6 lap lai clia h¢ thong |  mg/mL; 0,0000205 Iéi“g 06 | pcog | 3chaix80 | SPCD-TTB-
ARCHITECT i System khi mg/mL; 0,0000741 b Eﬁ,n thang mL 646-18
dinh  lugng  Galectin-3 mg/mL) P
trong huyét thanh va huyét
twong EDTA ngudi)
ARCHITECT HE4
Calibrators . ,ﬂ.
(higu chuan h¢ thong | Khang nguyén HE4 IgG ; : 3
34 | ARCHITECT i System | (0;30; 100;250;750; | a8 | 87 | TCCS HA ok | PR
cho dinh lugng khang 1500 pmol/L) . *
nguyén HE4 trong huyét
thanh nguoi) ,
Khéng thé don dong ‘
giﬁi‘:}gﬁ HE4 | 5Hs khang HE4 ph vi
A - r B B-
35 (dinh lugng khéng nguyén hat (0,1 f)O%), khéng thé D.ang 0";’ TCCS Hop 1'0‘0 xét | SPCB-TT
don dong 3D8 khang long thang nghi¢m, 648-18
[IE4 trong huyct thanh .
ngudi) HE4 cdng hgp
8 acridinium (<0,001%) |

1.11. Nha san xuét: Fujirebio Diagnostics, Inc. (Dia chi: 201 Great Valley Parkway, Malvern, Pennsylvania
19355, USA) cho cong ty Abbott Laboratories Diagnostics Division (Pia chi: Abbott Laboratories, 100
Abbott Park RD, Abbott Park, IL USA 60064)

Tén sinh pham . " . |
z A Hoat chit chinh- Dang Tudi | Tiéu Quy cich g e
L ch;:cddol:: 1:;;:;0! Ham lwgng baoché | tho | chuidn | déng géi 80 ditug ky
3?5.?12? CA 12511 Hop 100 xt
(d?nl? lvong khang nguyén Kubugfihdane g D 10 ngilggl : '}tlép SPCPH 'I“TTB
S is chudt (0,02%), M11 ang cs Xe -TTB-
36 | duge xic dinh b6i OC 122 | cong hp acridinium | Iong | thang TCCS | \ohiem, Hop |  649-18
tLr(:ngg :gylfbri trén :g thong (0,000023%) 500. AXét
ngniem.
ARCHITECT i System) ghi¢ |
711 PR
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ARCHITECT CA 15-3
Reagent Kit

(dinh legng khéng nguyén
dugc xac dinh bdi DF3
trong huyét thanh va
huyét tuong nguoi trén hé
thong ARCHITECT i
System)

115D8 phu vi hat
(0,1%), DF3 cdng hop
acridinium (0,00001%)

Dang
long

10
thang

TCCS

Hop 100 xét
nghiém, Hjp
4x 100 xét
nghiém, Hop
500 xet
nghi¢m,

SPC B—T'IJ!B-
650-18

1.12. Nha san xuét: Microgenics Corporation (Pia chi: 46500 Kato Road, Fremont, CA, USA 94538) cho
cong ty Abbott Laboratories Diagnostics Division (Dja chi: Abbott Laboratories, 100 Abbott Park RD,
Abbott Park, IL USA 60064)

Tén sinh pham

STAT cho dinh Ilugng
CK-MB trong huyét thanh
va huyét tuong ngudi)

ng/mL; 79,22 ng/mL)

R Hoat chit chinh- Dang | Tudi | Tiéu Quy cach £ ,
STT| chén dosn in vitro/ : it 2 ; . | Soding ky
Téc dung chinh Ham lwgng bao cheé | thg | chuan | doéng géi |
ARCHITECT  STAT |
CK-MB Controls (kiém
tra do xa}c thire va dd lap - ..
45 | lai hé théng ARCHITECT cx(gv;g WO BT | Dang | 33 | g | 6chaix3,0 | SPCB-TTB-
i System c¢é quy trinh J1ongml,; 27, long thang mL 651-18

2. Cong ty diing ky: Cong ty C6 phin Y té DPirc Minh (Dia chi: S6 51, ngd 205, ngéch 323/83, dudng X|uan

Dinh, phuong Xuén Dinh, quan Bic Tir Liém, Ha Noi)

2.1. Nha sin xuit: Bioneer Corporation (Dia chi: 8-11, Munpyeongseo-ro, Daedeok-gu, Daejeon, Han Qudc)

Tén sinh pham

A 3 A .m
STT| chin dosn in vitro/ H"g‘;"‘;' Shink- Deng Tl‘]“" };'e;“ Q(‘;" °*g'.’ S8 diing ky
Téc dung chinh m lwgng baoche | thg | chuidn | doéng géi
CT Premix: Taq DNA
polymerase (Nong d¢ ‘
goc: 12,5U/ul ; Nong do
cudi: 1,25U/ul) ; CT
AccuPower CT Real- F/R, IPC F/R, CT probe
Time PCR Kit VE‘} IPC probe mén%dé ‘
(Phat hién DNA cua vi goc: 100 pmoles; Nong 5 % )
39 | khudn Chlamydia d6 cubi: 15 pmoles), ll).a“g thl.z Tccs | Hop 26 a& Spgsf; TTB
trachomatis trong mau Chung duong (PC) CT ohg A8 agtigm E T
nude tiéu hodc mau phét DNA : 15 pUéng,
bdng dm dao) Chirng duong ndi sinh
(IPC) DNA : 15ul/ éng,
DEPC-DW (cho chimg |
khong khuén méu -
NTC) : 15ul/ éng
EV Premix: Taq DNA |
polymerase (Nong do
géq: 12,50/ul ; Néng do
AccuPower EV Real- facl: ;I 'Slg.!'l l)‘{, FY{)E{R ‘
Time RT-PCR Kit S&?Ngf"g; ki
(Phat hién RNA cua pmoles; Nong €0 CUOL: | pang 06 Hop 96 xét | SPCD-TTB-
40 | g ’ : 30 pmoles), EV probe i : TCCS s 653-1
“nterovirus trong cic (Ndng 85 géc: 100 long thang nghi¢m F
mau phan hodc dich ndo les: Nane dd cubdi:
tity) pmoles; Nong d§ cudi:
y 12 pmoles), IPC F/R
(Nong d¢ gbe: 100
pmoles; Nong d¢ cubi: |
10 pmoles), IPC probe
8/11 ,*gz' p




(Nong do gbe: 100
pmoles; Nong do cudi:
15 pmoles), Chirng
duong (PC) EV RNA:
15 pl/éng, Chimg
duong ndi sinh (IPC)
RNA : 15ul/ ng,
DEPC-DW (cho chimng
khéng khuén miu -
NTC): 15pl/ éng

ZIKV Premix: Hot Taq
DNA polymerase (Nong
d6 gbc: SU/ul; Nong do
cudi: 6U/ul) ; ZIKV F/R
(Nong dd gbe: 100
pmoles; Nong do cudi:
30 pmoles), ZIKV probe
(Nong do gbe: 100
pmoles; Nong dd cubi:
30 pmoles), DENV F/R
1 va 4 (Nong d6 gbe:

AccuPower ZIKV 100 pmoles; Nong d6

(DENV, CHIKYV) cudi: 30 pmoles),

Multiplex Real-Time DENV probe 1 va 4

RCeiRE (Nongpgpe 100 | Dang | 12 Hop 96 xét | SPCD-TTB-
41 (Phét hién RNA cua cac pmoles; Nong d¢ cuoi: lc';ng didog TCCS Aghiem 654-18

virus gdy sét xuat huyét,
sot Zika va sot
Chikungunya trong huyét
thanh, huyét tuong)

30 pmoles), CHIKV F/R
va CHIKYV probe (Nong
d6 gde: 100 pmoles;
Nong d6 cubi: 25
pmoles), IPC F/R va
IPC probe (Nong d6
gbe: 100 pmoles; Nong
dé cubi: 15 pmoles).
Chirng duong (PC): 15
ul/ong. Chimg duong
ndi sinh (IPC) RNA :
15ul/ 8ng. DEPC-
DW(cho chirng khdng
khudn mau - NTC):

15ul/ 6ng

2.2. Nha san xuat: Fujirebio Inc. (Dia chi tru s& chinh: 2-1-1 Nishi-Shinjuku Shinjuku-ku, Tokyo 163-0

Japan; Dia chi nha may san xuét: 51 Komiya-cho, Hachioji-shi, Tokyo, 192-0031, Japan)

410

Tén sinh phfim chan o 2, i ,
STT|  doan in-vitro/ Hogtchltchinh- | W9ug, | Tool | chuln| tmgst | S00EnE ke
aoc
Tic dyng chinh AL INeTng 0
Hat cam Gng: Hat
ODIA-HIV 1/2 MIX gelatin dugc bao voi )
SERL A 3 khang nguyén HIV tai to
(phat hién khang thé hop (4.20-7.20ul) tron Dung |
khang HIV1 va/hodic op (4,201,200 trong | 18 Hop 100 xét | SPCD-TTB-
42 B - huyét thanh tho, Chimg | r. ; TCCS i
khang the khang HIV 2 e i dong thang nghi¢gm 655-18
&N h ;% thanh duong: Khang theé don Kkho
rong may buyettan | dong chust khng HIV-
odc huyét tuong ngudi) 1 va 11IV-2 (10pg) trong
huyét thanh tho.

2.3. Nha san xuit Standard Diagnostics, Inc. (Pia chi:65, Borahagal-ro, Giheung-gu, Yongin-si, Gyeonggi?-do,

Han Qudc) i i}; ~ o

9/11



STT

Tén sinh pham
chin dodn in-vitro/
Tac dung chinh

Hoat chit chinh-
Ham lugng

Dang
bao ché

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

|
S6 ding lry

43

SD HCV Elisa 3.0
(phat hién dinh tinh cac
khang thé khang HCV)

- Phién vi lugng duoc
géin khang nguyén tai td
hgp HCV: Khang
nguyén tai té hgp HCV
13i (50ng=10 ng); Khang
nguyén tai tb hgp HCV
NS3 (25 ng+ 5 ng);
Khang nguyén téi to hop
HCV NS4 (25 ngt 5
ng); Khéng nguyén téi
to hgp HCV NS5 (25
ngt 5 ng),

- Cong hgp Enzyme:
Khang IgG nguai tir dé
gan vdi enzyme
peroxidase tir cu cai
ngya (HRPO) (20 ml
(96 xét nghi¢m)/100ml
(480 xét nghiém),

- Chimg dwong: Huyét
thanh ngudi duong tinh
voi Anti-HCV: 0,2 ml
(96 xét nghiém)/ 1ml
(480 xét nghigm)

- Ching am: Huyét
thanh ngudi: 0,5 ml (96
xét nghi¢m)/ 2ml (480
xét nghi¢m)

Dang
long

12
thang

TCCS

Hp 96 xét
nghi¢m; Hop
480 xét
nghiém

SPCD-TTB-
656-18

2.4. Nha san xuit: TECHLAB, InC. (Dia chi try s& chinh: 2001 Kraft Drive, Blacksburg, VA 24060- GlSS
United States (M¥), Dia chi nha may san xuét: 20 Corporate Drive Radford, VA 24141 United States (M9)).

STT

Tén sinh pham
chén dodn in-vitro/
Téc dung chinh

Hoat chit chinh-
Ham lugng

Dang
bao ché

Tubi
tho

Tiéu
chuén

Quy cach
dong géi

S6 ding ky

44

C.Diff Quik Chek
Complete

(dinh tinh phat hi¢n dong
thoi khang nguyén
glutamate dehydrogenase
Clostridium difficile va
doc td A va B trong mau
phan nguoi)

- Vach thir déc to:
Khang thé khang ddc t6
A C.difficile (0,1-0,4
mg/ml); Khang thé
khéng doc t6 B
C.difficile (0,2-0,6
mg/ml),

- Vach thir khang
nguyén: Khéang thé
khéng glutamase
dehydrogenase
C.difficile (0,2-0,6
mg/ml),

- Vach thir: Khéng thé
khang HRP (0,5-1,25
mg/ml),

- Cong hgp: Khéang thé
don dong chuét khang
glutamate
dehydrogenase lién két
vai peroxidase cu ci
ngya (500 ng/ml-2500
ng/ml); Khéng thé da

Khay
thir

12
thang

TCCS

Hop 25 xét
nghi¢m

SPCD-TTB-
657-1
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dong dé khéng doc t6 A
lién két véi peroxidase
cu cai ngya (500 ng/ml
- 2500 ng/ml); Khang
thé da dong dé khéng
doc td B lién két voi
peroxidase cu cai ngwa
(500 ng/ml — 2500
ng/ml);
-Chﬁngduong:Décté
A t4i to hgp (0,0001 —

0,0004 mg/mL) va Bjc
t6 B tai t hop (0,0001 —
0,0004 mg/mL)
TUQ. BQ TRUONG
VU TRUONG

VU TRANG JHEFTB] VA CONG TRINH Y TE
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