SOY TEBAC KAN CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN PA KHOA TiNH Péc 1ap - Tw do - Hanh phc

S4: 1230 /BVDK-KHTH Bec Kan, ngay 24 thang 7 nam 2023
VIv Moi bao gié trang thict bi y te,
vt tu, hoa chat xét nghiém phuc vu
cbng tac chuyén mon.

Kinh gui: Cac hang san xuat, nha cung cp tai Viét Nam.

Bénh vién da khoa tinh Béc Kan c6 nhu cau tiép nhan bao gia dé tham khao,
Xay dung gia goi | thau, 1am co sé t6 chirc lira chon nha thau cho goéi thau mua sdm
trang thiét bi y té, vat tu, hoa chat phuc vu cong tac chuyén mon nim 2023 tai
Bénh vién da khoa tinh Bic Kan, véi ndi dung cu thé nhu sau:

1. Théng tin ciia don vi yéu cau bao gia

1. Pon vi yéu cu bao gia: Bénh vién da khoa tinh Bic Kan.

2. Thong tin lién h¢ cua nguoi chiu trach nhiém tiép nhan bao gia: Pong
Phuc Trinh; To trudng to trang thi€t bi; so di¢n thoai: 0986361222; dia chi gmail:
trinhbvdk@gmail.com.

3. Cach thtrc tiép nhan bao gia:

Nhan truc tiép tai dia chi: Phong Ké hoach téng hop, Bénh vién da khoa tinh
Bac Kan.

4. Thoi han tiép nhan bao gia: Tir 13h00 ngay 24 thang 07 nam 2023 dén
truée 17h00 ngay 03 thang 8 nam 2023,

Céc bao gia nhan dugce sau thoi diém néu trén s& khéng duoc xem xét.

5. Thoi han ¢6 hiéu luc cua bao gia: Téi thiéu 90 ngay ké tir ngdy 03 thang 8
nam 2023.

I1. N§i dung yéu ciu bao gia:

1.Danh myc trang thiét bi y té

Mo ta yéu cau vé tinh ning, thong so ky thuit va cic | So Don vi

STT Danh muc thong lién quan v& ky thuat lugng | tinh

| | Trang thiét bi y té, vat tw, héa chat xét nghiém Hoda sinh

- Pham vi phan tich: 0,6-1.350 mIU/mL - Phuong phap xét
nghiém: mién dich enzym hai budc lién tiép (“sandwich”) -
Thanh phan: R1a: Céc hat thuan tir pht IgG khang chudt & dé:
cac phirc hop khang PhCG don dong ¢ chudt duge huyén phu
trong dung dich mudi dém TRIS, co chit hoat tinh bé mit,
albumin huyét thanh bo (BSA), < 0,1% natri azit va 0,1%
ProClin 300 R1b: Protein (dé, chudt va tai to hop) dugc pha
loang trong dung dich mudi dém citrate, c6 chat hoat tinh bé
mat, <0,1% natri azit va 0,1% ProClin 300. R1c:Lién hop
photphataza kiém khang BhCG ¢ tho (tai t6 hop) duoc pha lodng
trong dung dich mudi dém MES, c6 chat hoat tinh bé mit, BSA,
protein (tho), < 0,1% natri azit va 0,25% ProClin 300

Thuéc thir
dung cho xét
1 | nghiém dinh
luong BhCG
toan phan
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Chat hiéu
chuan dung

- Thanh phéq: SO: Chat nén dém albumin huyét thanh bo
(BSA) c6 chat hoat tinh bé mat, < 0,1% natri azit, 0,5%

cho xét ProClin 300. Chira 0 mIU/mL (IU/L) hCG. S1,52,S3,54,S5: Ho
nghiém dinh | hCG ¢ nong d¢ xap xi 6, 35, 195, 620 va 1.350 mIU/mL P
lvong PhCG | (IU/L) trong chit nén dém BSA c6 chat hoat tinh bé mit, <
toan phan 0,1% natri azit va 0,5% ProClin 300.

M Vi hat pht Streptavidin (ndp trong), 1 chai, 6,5 mL: Vi hat

phi Streptavidin 0,72 mg/mL; chét bao quan,

R1 Anti-hCG-Ab~biotin (ndp xam), 1 chai, 9 mL:

£ .. .. | Khang thé don dong khang hCG danh diu biotin (chudt) 2,6

Thudce thir xét o P \
nghiém HCG mg/L; d_cm phosphate 40 mmoJ/ L, pH 7,5; c_hat bao quan, Hop
beta-HCG " | R2 Anti-hCG-Ab~Ru(bpy) (nap den), 1 chai, 10 mL: Khang i

thé don dong khang hCG (chuot) danh dau phirc hop

ruthenium 4,6 mg/L; d€m phosphate 40 mmol/L, pH 6,5; chét

bao quan,,

Tiéu chuan ISO 13485,

* HCG+ Call: 2 chai, mdi chai 1,0 mL mau chuén 1
Chat hiéu » HCG+B Cal2: 2 chai, mdi chai 1,0 mL mAu chuan 2
chuan xét Kich té sinh duc mang dém cua nguoi (tr nude tiéu) voi hai Ho
nghi¢m HCG, | khoang nong d6 (khoang 1,5 mIU/mL va khoang 2000 P
beta-HCG mIU/mL) trong dém huyét thanh ngudi,

Tiéu chuan ISO 13485,

M Vi hat phu Streptavidin (nap trong), 1 chai, 6,5 mL: Vi hat

phu Streptavidin 0,72 mg/mL; chét bao quan,

R1 Anti-Ferritin-Ab~biotin (ndp xam), 1 chai, 10 mL: Khang

thé don dong khang ferritin danh dau biotin (chudt) 3,0 mg/L;
Thubc thir xét | dém phosphate 100 mmol/L, pH 7,2; chét bao quan,
nghi¢m R2 Anti-ferritin-Ab~Ru(bpy) (nap den), 1 chai, 10 mL: Hop
Ferritin Khang thé don dong khang ferritin (chudt) danh dau phirc hop

ruthenium 6,0 mg/L; dém phosphate 100 mmol/L, pH 7,2;

chat

bao quan,

Tiéu chuin ISO 13485,

» FERR Call: 2 chai, mdi chai chtra 1,0 mL mau chuén 1
Chat hiéu » FERR Cal2: 2 chai, mdi chai chtra 1,0 mL mau chuan 2
chuan xét Ferritin (nguoi, gan) v6i hai khoang ndng d6 (khoang 10 ng/L Ho
nghi¢ém hoac ng/mL va khoang 300 pg/L hoac ng/mL) trong huyét P
Ferritin thanh nguoi,

Tiéu chuin ISO 13485

- Pham vi bao céo: 0,1-1.000 ng/mL - Phuong phap xét

nghiém: mién dich enzym hai vi tri “sandwich” - Thanh phan:

R1a: Pha ran: Cac hat thuan tir pha khéng thé khang CEA

MAD & chuot, duoc huyén phu trong dung dich dém TRIS,
Thudc thir xét | albumin huyét thanh bo (BSA), ¢ < 0,1% natri azit va 0,1%
nghiém dinh | ProClin 300. R1b: Chat pha lodng: Dung dich dém photphat, Hop
lugng CEA protein (chudt, bo) véi < 0,1% natri azit va 0,1% ProClin 300.

Rlc: Lién hop: Khang thé khang CEA MAD & chudt duoc lién
két v6i photphataza kiém (bo), duoc pha lodng trong dung
dich dém photphat, protein (bo), < 0,1% natri azit va 0,1%
ProClin 300.




Chat higu
chuén xét
nghiém dinh
luong CEA

- Thanh phan: SO: Dung dich dém photphat, protein (bo), <
0,1% natri azit va 0,1% ProClin 300. S1,S2, S3,54,S5: Khang
nguyén carcinoembryonic ngudi ¢ cic mirc ndng d6 xap xi 1,
10, 100, 500, 1.000 ng/mL, trong dung dich dém phosphate,
protein (bo), < 0,1% natri azit va 0,1% ProClin 300.

Thudc thir xét
nghiém CEA

M Vi hat phu Streptavidin (ndp trong), 1 chai, 8 mL: Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,

R1 Anti-CEA-Ab~biotin (ndp xam), 1 chai, 10 mL: Khang
thé don dong khang CEA danh diu biotin (chudt/ngudi) 3,0
mg/L; dém phosphate 100 mmol/L, pH 6,0; chat bao quén,
R2 Anti-CEA-Ab~Ru(bpy) (ndp den), 1 chai, 8 mL: Khang
thé don dong khang CEA (chudt) danh du phirc hop
ruthenium 4,0 mg/L; dém phosphate 100 mmol/L, pH 6,5;
chit bao quan,

Tiéu chuan ISO 13485,

10

Chit higu
chuén xét
nghi¢m CEA

» CEA Call: 2 chai, mdi chai chira 1,0 mL mau chuan 1

» CEA Cal2: 2 chai, mdi chai chtra 1,0 mL mau chuén 2
CEA (nguoi, tir canh ciy té bao) véi hai khoang nong do
(khoang 5 ng/mL va khoang 50 ng/mL) trong hon hop
dém/protein, 1 ng/mL CEA tuong ting véi 16,9 mIU/mL ,
Tiéu chuan ISO 13485

11

Thudc thir xét
nghiém dinh
luong AFP

- Pham vi phan tich: 0,5-3.000 ng/mL [0,41-2.478 IU/mL] -
Phuong phap xét nghiém: mién dich enzym hai vi tri
(“sandwich”) - Thanh phan: Rla: Céc hat thuan tir phu khang
thé khang AFP don dong ¢ chudt duoc huyen pht trong dung
dich mudi dém TRIS, co chat hoat tinh bé mit, chat nén
albumin huyet thanh bo (BSA), < 0,1% natri azit va 0,1%
ProClin 300. R1b: Lién hop photphataza kiém khang AFP
don dong 6 chu6t (bo) dugc pha lodng trong dung dich mudi
dém photphat, c6 chét hoat tinh bé mit, chat nén BSA, protein
(dé, tho, chudt), < 0,1% natri azit va 0,25% ProClin 300.

12

Chat higu
chuén xét
nghiém dinh
lugng AFP

- Thanh phan: SO: Chat nén albumin huyét thanh bo (BSA)
dém co chit hoat tinh bé mat, < 0,1% natri azit, 0,1% ProClin
300. Chura 0 ng/mL AFP. S1,S2,S3,S4,S5, S6: AFP ¢ n(‘Sng do
xép xi 2,5, 5,25, 100, 500 va 3.000 ng/mL (2,1, 4,1, 21, 83,
413 va 2.478 IU/mL), trong chit nén dém BSA c6 chit hoat
tinh bé mit, < 0,1% natri azit va 0,1% ProClin 300.

13

Thudc thir xét
nghiém AFP
(alphal-fetop
rotein)

Xét nghiém mién dich in vitro ding dé dinh luong
al-fetoprotein trong huyét thanh va huyét tuong ngudi Xét
nghiém nay duoc chi dinh st dung trong: = HS tro chan doan
ung thu biéu mo té bao gan (HCC). = = Ho trg theo dai diéu tri
bénh nhan cé kh01 u té bao mam khong phai nguyén tinh bao.
« La mot thong so két hop voi cac thong s6 khac giup danh gia
nguy co tam boi nhiém sic thé 21 (hoi chimg Down). Can lam
thém cac xét nghiém khéac dé chan doan bét thuong nhiém sic
thé. Phuong phap xét nghiém: Xét nghiém mién dich dién hoa
phat quang. Khoang do 0.500-1000 IU/mL hoac 0.605-1210
ng/mL (duoc xac dinh bang gii han phat hién dudi va muc
t6i da cuia dudng chuan). Thoi gian xét nghiém (phut): 18
phut. Khoang tham chiéu: < 5.8 TU/mL hoic < 7.0 ng/mL & 95
% céc két qua.




AFP Call: 2 chai, mdi chai 1,0 mL mau chuén 1

ccﬁllfétglf; AFP Cal2: 2 chai, mbi ’cha,i 1,0 mL méu chuén 2 i
14 | nghiém AFP AFP (nguoi, tir canh cay t€ bao) voi hai khoang nong do 9 Hop
: (khoang 5 IU/mL hoac 6 ng/mL va khoang 50 IU/mL hoac 60 i
(alphal-fetop X "
rotein) ng{mL) tgong huyét thanh nguoi,
Tiéu chuan ISO 13485,
- Pham vi phan tich: 0,1 - 8 ng/mL (0,2-12,3 nmol/L) -
Phuong phép xét nghiém: mién dich enzym lién két canh
tranh - Thanh phan: R1a: Lién hop photphataza kiém khang
T3 don dong & chudt (bo) va cac hat thun tir phu streptavidin
Thudc thtr xét | trong dung dich dém TRIS c6 protein (chim va chudt), chat

15 | nghiém dinh | hoat tinh bé mat, < 0,1% natri azit va 0,1% ProClin 300. R1b: 29 Hop
luong T3 Analog T3 dugc lién két v6i biotin trong dung dich dém TRIS

c6 protein (chim), chét hoat tinh bé mat, < 0,1% natri azit va

0,1% ProClin 300. R1c: Dung dich natri hidroxit 0,4N

(NaOH) c6 8-Anilino-1-Napthalenesulfonic Acid (ANS).

R1d: 0,4N dung dich axit clohydric (HCI).

- Thanh phan: SO: Huyét thanh ngudi, < 0,1% natri azit va
Chat hiéu 0,025% Cosmocil CQ chira 0 ng/mL (nmol/L)

16 chuan xét Triiodothyronine. S1, S2, S3, 4, S5: Triiodothyronine & 5 Hop
nghiém dinh | nong d6 xap xi 0,5, 1, 2, 4 va 8 ng/mL (0,8, 1,5, 3,1, 6,1 va ¥
luong T3 12,3 nmol/L) trong huyét thanh ngudi c¢6 < 0,1% natri azit va

0,025% Cosmocil CQ.

M Vi hat phu Streptavidin (nap trong), 1 chai, 12 mL: Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,

R1 Anti-T3-Ab~Ru(bpy) (nip xam), 1 chai, 16 mL: Khang
thé da dong khang T3 (ctru) danh déu phirc hop ruthenium 75

17 Thudc thir xét ng/mL;,ANS 0,8 mg/mL; dém phosphate 100 mmol/L, pH 26 16

nghiém T3 7,4; chat bao quan, P
R2 T3~biotin (ndp den), 1 chai, 16 mL: T3 danh d4u biotin 3
ng/mL; ANS 0,8 mg/mL; dém phosphate 100 mmol/L, pH
7.4; chét bao quan,
Tiéu chuan ISO 13485,
= T3 Call: 2 chai, mdi chai 1,0 mL mau chuan 1

Chat hidu T3 (;al2f 2 chai, méi chai 1,0 mL mau chuan 2

IO T3 véi hai khoang nong d6 (khoang 1,25 nmol/L hodc 0,8 R

18 | chuan xét . \ < X 2 Hop

nghiém T3 ng/mL va }(hoang 8,5 nmol/L hoac 5,5 ng/mL) trong huyét
thanh nguoi,
Tiéu chuan ISO 13485,
- Pham vi phan tich: 0,1-500 ng/mL - Phuong phap xét
nghiém: mién dich enzym mot budc dong thoi (“sandwich”) -
Thanh phan: R1a: Cac hat thuén tir Dynabeads phu

£ 1. .. | streptavidin, dugc huyén phu trong dung dich d¢m TRIS c6
zhﬁi%(;}gfniet protein (b0), < 0,1% natri azit va 0,1% ProClin 300. R1b:
19 I u:gong : Lién hop photphataza ki€ém-khang thé khang thyroglobulin 2 Hop

thyroglobulin

don dong ¢ chudt (bo) trong dung dich dém TRIS c¢6 protein
(bo, chuodt), < 0,1% natri azit va 0,1% ProClin 300. R1c: Cac
khang thé khang thyroglobulin don dong & chudt dugc lién
két vai biotin trong dung dich dém HEPES c6 protein (b0 va
chuot), < 0,1% natri azit va 0,5% ProClin 300.




- Thanh phan: SO: Dung dich dém HEPES c6 albumin huyét

Ccﬁllf;ff; thanh bo (BSA), < 0,1% natri azit va 0,5% ProClin 300. Chira
20 | nghiém dinh 0 ng/mL thyroglobulin, S1, S2, S3, S4, S5: Thyroglobulin 1 Hop
lu’on;g : ngudi & cac ndng do xap xi 1, 10, 100, 250 va 500 ng/mL, .
thyroglobulin trong dung (_hch dém HEPES c6 BSA, <0,1% natri azit va
0,5% ProClin 300.
- Pham vi phén tich: 0,9-2.500 IU/mL - Phuong phap xét
nghiém: mién dich enzym hai buéc tién tiép (“sandwich”) -
Thanh phan: R1a: Céc hat thuan tir Dynabeads phu
Thudc thir xét | streptavidin va duoc lién két v6i thyroglobulin c6 gén biotin &
nghiém dinh | ngudi, dugce huyén phu trong dung dich dém TRIS c6 protein
21 | luong khang | (bo), < 0,1% natri azit va 0,1% ProClin 300 R1b: Lién hop 2 Hop
thé khang photphataza kiém - thyroglobulin ¢ nguoi (bo) trong dung
thyroglobulin | dich dém TRIS c¢6 protein (bo), < 0,1% natri azit va 0,1%
ProClin 300 R1c: Dung dich dém TRIS c6 < 0,1% natri azit
va 0,1% ProClin 300 R1d: Dung dich dém TRIS c6 chira
"blocking polymer", < 0,1% natri azit va 0,1% ProClin 300
Sﬁlﬁé‘[glf; - Thanh phan: SO: Huyét thanh ngudi véi < 0,1% natri az.it va
nghiém dinh 0,5% ProClin 300. Chtra 0 TU/mL khéng thé thyroglobulin
22 lu’on;g kh éng S1,52,53,54,S5: Khang thé thyroglobulin ngudi trong huyet 1 Hop
thé khang thanh ngudi & nong d(f)_ xép xi 50, 250, 500_, 1.000 va 2.500
.| IU/mL c6 < 0,1% natri azit va 0,5% ProClin 300
thyroglobulin
M Vi hat phu Streptavidin (ndp trong), 1 chai, 6,5 mL: Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,
R1 Anti-Tg-Ab~biotin (nap xam), 1 chai, 9 mL:
Thubc thir xét | Khang thé don dong khang Tg danh déu biotin (chudt) 1
23 nghiém Tg mg/L; dém Bis-Tris 50 mmol/L, pH 6,3; chit bao quan, 1 16
(Thyroglobul | R2 Anti-Tg-Ab~Ru(bpy) (ndp den), 1 chai, 9 mL: P
in) Khang thé don dong khang Tg (chudt) danh du phirc hop
ruthenium 3,1 mg/L; dém Bis-Tris 50 mmol/L, pH 6,3; chat
bao quan,
Tiéu chuin ISO 13485,
Chat hiéu = Tg II Call: 2 chai, mdi chai 1,0 mL mau chuan 1
chuén xét = Tg I1 Cal2: 2 chai, mdi chai 1,0 mL méu chuén 2
24 | nghiém dinh | Thyroglobulin (nguoi) véi hai khoang néng do (khoang 0,15 1 Hop
luong ng/mL va khoang 180 ng/mL) trong huyét thanh ngua,
thyroglobulin | Tiéu chuan ISO 13485,
- Pham vi phan tich: 0,25-6 ng/dL [3,2-77,2 pmol/L] -
Phuong phéap xét nghiém: mién dich enzym hai budc - Thanh
phan: R1a: Céc hat thuan tir Dynabeads phu streptavidin
trong dung dich dém TRIS c6 protein (chim), chat hoat tinh
bé mit, 0,125% NaN3 va 0,125% ProClin 300. R1b: Dung
Thudc thtr xét | dich mudi dém TRIS c6 protein (chim), chat hoat tinh bé mit,
o5 nghiém dinh | <0,1% NaN3 va 0,1% ProClin 300. Rlc: Dung dich mudi 30 Hop
luong T4 tu | dém TRIS c6 protein (chim), chat hoat tinh bé mat, 0,125% i
do NaN3 va 0,125% ProClin 300. R1d: Chét cong hop

triiodothyronine-photphataza kiém (bo) trong dung dich dém
TRIS c6 protein (chim), chét hoat tinh bé mat, < 0,1% NaN3
va 0,1% ProClin 300. R1e: Khang thé khang Thyroxine (T4)
don dong & chudt dugc lién két voi biotin trong dung dich

dém TRIS c6 protein (chim va chudt), chat hoat tinh bé mit,




0,125% NaN3 va 0,125% ProClin 300.

- Thanh phéan: SO: Huyét thanh ngudi véi < 0,1% natri azit va

gﬂff; 0,5% ProClin 300. Chira 0 ng/dL (0 pmol/L) thyroxine. S1,

26 | nghiém dinh S2, S3, 84, S5: Thyroxine ty do trong huyét thanh nguoi ¢ 5 Hop
luon;g T4 .tu nong d\é xap xi 0,5, 1, 2,, 3vao ng/dL_ (xé_tp x\i 64,129, 25,7, :
do. ¥ 38,6 va 77,2 pmol/L), c6 < 0,1% natri azit va 0,5% ProClin

300.

M Vi hat phu streptavidin (ndp trong), 1 chai, 12 mL: Vi hat

phu streptavidin 0,72 mg/mL; chit bao quan,

R1 Anti-T4-Ab~Ru(bpy) (ndp xam), 1 chai, 18 mL: Khang
Thube thir x& thé da dong khéng T4 (ctru) danh dau phirc hop ruthenium 75

27 }11120 tFU}Zet ng/mL; dém phosphate 100 mmol/L, pH 7,0; chét bao quan, 26 Hop

nehiem R2 T4~biotin (nip den), 1 chai, 18 mL: T4 d4anh d4u biotin
2,5 ng/mL; dém phosphate 100 mmol/L, pH 7,0; chit bao
quan,,
Tiéu chuén ISO 13485,
» FT4 III Call: 2 chai, mdi chai chtra 1,0 mL mau chuén 1
Chét hicu = FT4 III.Ca12: 2 chai, moi ch@i chira 1,0 mL mau chuén 2
28 | chudn xét L-thyroxine vdi hai khoang ndng do (khoang 10 pmol/L hogc 3 Hop
nghiém FT4 0,78 ng/dL va khoang 45 pmol/L hoac 3,5 ng/dL) trong hon .
: hop dém/protein (albumin huy¢t thanh bo),
Tiéu chuan ISO 13485,
- Pham vi phan tich: 0,008-150 ng/mL (hi¢u chuan
Hybritech) hodc 0,008—121 ng/mL (hiéu chuan WHO) -
Phuong phap xét nghiém: mién dich enzym hai vi tri
Thude thir xét (“sandwich”) - Thanh phan: Rla: Cac hat thuén t}‘I phu khang
nghiém dinh thé khang PSA don dong ¢ chudt duge huyén phu trong dung

29 Iu’O’n. PS A dich muoi dém TRIS, co chét_ ho:c}t tinh bé mat, all_)umin huyét 1 Hop

o ihén thanh b (BSA), < 0,1% natri azit va 0,1% ProClin 300. R1b:
Lién hop photphataza kiém khang PSA don dong & chugt (bo)
duoc pha lodng trong dung dich mudi dém photphat, c6 chat
hoat tinh bé mit, BSA, protein (chudt), < 0,1% natri azit va
0,25% ProClin 300.

Chét hieu - Thanh phﬁn_: SQ: Albumin h_uyét thanh bo (BSA) dém, <

chuin xét 0,1% natrlA’a2|t va 05% PrchIlfm 300. 81,82,83,§4,85: PSA

30 | nghiém dinh tr?'ng’huyét thanlll o {nuc Xap xi 0,5, 2: 10, 75 va 150 ng/‘rnL 1 Hop
lugng PSA do1 voi h};u ?huin cua ?ybﬂntech (hoac 0,4, 1,7, 81 58 va 121
o éin phﬁn ng/mL (?101 vo1 hiéu chua_n cua WHO) trong BSA dém, <0,1%

natri azit va 0,5% ProClin 300.

M Vi hat phu Streptavidin (nép trong), 1 chai, 6,5 mL: Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,

R1 Anti-PSA-Ab~biotin (np xam), 1 chai, 10 mL: Khéng thé
don dong khang PSA danh dau biotin (chudt) 1,5 mg/L; dém

31 Thudc thir xét | phosphate 100 mmol/L, pH 6,0; chat bao quan, 1 Hop
nghiém PSA | R2 Anti-PSA-Ab~Ru(bpy) (nap den), 1 chai, 10 mL: Khang .

thé don dong khang PSA (chudt) danh déu phirc hop
ruthenium 1,0 mg/L; dém phosphate 100 mmol/L, pH 6,0;
chit bao quan,

Tiéu chuan ISO 13485,




» PSA Call: 2 chai, mbi chai 1,0 mL mau chuén 1

Chat hiéu » PSA Cal2: 2 chai, mdi chai 1,0 mL mau chuén 2
32 | chuan xét PSA (ngudi) v6i hai khoang ndng d6 (khoang 0 ng/mL va Hop
nghiém PSA | khoang 60 ng/mL) trong huyét thanh ngudi,
Tiéu chuan ISO 13485,
- Pham vi phén tich: 0,5 U/mL - 5.000 U/mL - Phuong phap
xét nghiém: mién dich enzym hai vj tri (“sandwich”) - Thanh
phan: R1a: Céc hat thuan tir phii khang thé khang biotin ¢ dé,
Thudc thtr xét | gin biotin khang nguyén khang CA 125, khang thé don dong
33 nghiém dinh | & chudt, albumin huyét thanh bo, < 0,1% nqtri azitva 0,1% Ho
luong CA ProClin 300. R1b: Lién hop photphataza kiém-khang nguyén P
125 khang CA 125 don dong & chudt (bo), albumin huyét thanh
bo, < 0,1% natri azit va 0,1% ProClin 300. R1c: Dung dich
dém protein (bo, dé, chudt), < 0,1% natri azit va 0,1% ProClin
300.
Chat hiéu - Thanh phan: SO: Albumin huyét thanh bo (BSA) dém, <
chuén xét 0,1% natri azit va 0,5% ProClin 300. S1,5S2,S3,54,S5: Khang
34 | nghiém dinh | nguyén CA 125 & cac nong d6 xap xi 25, 100, 500, 2.000 va Hop
luong CA 5.000 U/mL, trong BSA dém, < 0,1% natri azit va 0,5%
125 ProClin 300.
M Vi hat phu Streptavidin (nap trong), 1 chai, 6,5 mL: Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,
R1 Anti-CA 125-Ab~biotin (nap xam), 1 chai, 9 mL: Khang
£ . . | thé don dong khang CA 125 danh dau biotin (M 11; chudt) 1
Thuoc thir xét N X 1n ,
35 | nghiém CA mg/L; (Em phosphate 100 mmoléL, pH 7,4; chgt bao quan: Hop
125 R2 Anti-CA 125-Ab~Ru(bpy) (nap den), I chai, 9 mL: Khang .
thé don dong khang CA 125 (OC 125; chugt) danh dau phuc
hop ruthenium 1 mg/L; dém phosphate 100 mmol/L, pH 7,4,
chat bao quan,
Tiéu chuan ISO 13485,
» CA125 11 Call: 2 chai, mdi chai 1,0 mL méu chuén 1
Chat hiéu » CA125 II Cal2: 2 chai, mdi chai 1,0 mL mau chuén 2
36 chuan xét Nong d6 ctia CA 125 ngudi trong huyét thanh ngya (CA125 11 18
nghiém CA Call) 1a 0 U/mL; CA125 II Cal2 chura khoang 500 U/mL CA P
125 125 ngudi trong huyét thanh ngudoi; chit bao quan,
Tiéu chuin ISO 13485,
- Pham vi phan tich: 0,5-1.000 U/mL - Phuong phap xét
nghiém: mién dich enzym hai vi tri (“sandwich”) - Thanh
phan: R1a: Cac hat thuan tir pht khang thé khang biotin ¢ dé,
Thudc thir xét | gan biotin khang nguyén khang CA 15-3, khang thé don dong
37 nghiém dinh | & chudt, albumin huyét thanh bo, <0,1% nqtri azit va 0,1% Ho
lugng CA ProClin 300. R1b: Lién hop photphataza kiem-khang nguyén P
15-3 khang CA 15-3 don dong ¢ chudt (bo), albumin huyét thanh
bo, < 0,1% natri azit, 0,25% ProClin 300. R1c: Dung dich
dém protein (bo, dé, chudt), < 0,1% natri azit, 0,1% ProClin
300.
Chat hiéu - Thanh phan: SO: Albumin huyét thanh bo (BSA) dém, <
chuan xét 0,1% natri azit va 0,5% ProClin 300. S1,S2,53,54,S5: Khang
38 | nghiém dinh | nguyén CA 15-3 & cac ndng do xap xi 10, 50, 100, 500 va Hop
lugng CA 1.000 U/mL trong BSA dém, < 0,1% natri azit va 0,5%

15-3

ProClin 300.




Thudc thir xét

M Vi hat pht Streptavidin (nap trong), 1 chai, 6,5 mL: Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,

R1 Anti-CA 15-3-Ab~biotin (ndp xam), 1 chai, 10 mL:
Khang thé don dong danh dau biotin (115D8; chudt) 1,75
mg/L; dém phosphate 20 mmol/L, pH 6,0; chét bao quan,

39 rllghéem CA | R2 Anti-CA 15-3-Ab~Ru(bpy) (nép den), 1 chai, 10 mL: Hop
Khang thé don dong khang CA 15-3 (DF3; chut) danh dau
phtrc hop ruthenium 10 mg/L; dém phosphate 100 mmol/L,
pH 7,0; c_hét bdo quan,
Tiéu chuén ISO 13485,
Chit hicu »CA 15-3 II Call: 2 chai, moi chai chira 1,0 mL mau chuan 1
chuin x.é ¢ = CA 15-3 II Cal2: 2 chai, moi chal‘ chtra 1,0 mL mau chuan 2
40 nohicém CA CA 15-3 (nguoi) voi hai khoang nong d6 (khoang 15 U/mL Hop
1%_3' va khoang 100 U/mL) trong huyét thanh nguoi,
Tiéu chuan ISO 13485,
- Pham vi phan tich: 0,8—2.000 U/mL - Phuong phap xét
nghiém: mién dich enzym hai vi tri (“sandwich”) - Thanh
phan: R1a: Cac hat thuan tir, phu khang thé khang biotin da
Thudc thir xét dong (i)' dé, albumun huyét thanh bo, < O,l%\natri alzit va o, li%
nghiém dinh ProClin 300. R1b: Lién hgp photphataza ki€ém-khang nguyén
41 luorn;g CA khang CA 19-9 don dong ¢ chudt (bo), albumin huyét thanh Hop
19'_9 bo, < 0,1% natri azit va 0,1% ProClin 300. R1c: Lién hop
biotin-khang nguyén khang CA 19-9 don dong & chudt,
albumin huyét thanh bo, < 0,1% natri azit va 0,1% ProClin
300. R1d: Dung dich dém protein (bo, dé, chugt), < 0,1% natri
azit va 0,1% ProClin 300.
Chat hiéu - Thanh phan: SO: Albumin huyét thanh bo (BSA) dém, <
chuan xét 0,1% natri azit va 0,5% ProClin 300. S1, S2, S3, S4, S5:
42 | nghiém dinh | Khang nguyén CA 19-9 & cac nong do xap xi 30, 90, 300, 900 Hop
luong CA va 2.000 U/mL, trong BSA dém, < 0,1% natri azit va 0,5%
19-9 ProClin 300.
M Vi hat phu Streptavidin (nép trong), 1 chai, 6,5 mL: Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,
R1 Anti-CA 19-9-Ab~biotin (nip xam), 1 chai, 10 mL:
Thude thir xét | KPang thé don dong khéang CA 19-9 danh dau biotin (chudt) 3
43 | nghiém CA mg/L, d_ém phosphate 100 mmol/L, pH 6,5; chat bao quan, Hop
19-9 R2 Anti-CA 19-9-Ab~Ru(bpy) (ndp den), I chai, 10 mL: i
Khéng thé don dong khang CA 19-9 (chuét) danh dau phurc
hop ruthenium 4 mg/L; dém phosphate 100 mmol/L, pH 6,5;
chat bao quan,
Tiéu chuan ISO 13485,
» CA19-9 Call: 2 chai, mdi chai 1,0 mL mau chuén 1
Chét hiéu * CA19-9 Cal2: 2 chai, mdi chai 1 0 mL mau chuén 2
44 chuén xét CA 19-9 (nguoi) véi hai khoang nong do (khoang 20 U/mL Hop
nghi¢m CA va khoang 250 U/mL) trong huyét thanh nguoi; chat bao i
19-9 quan,

Tiéu chuan ISO 13485,




45

Thudc thir xét
nghiém dinh
luong TSH

- Pham vi phan tich: 0,005-50 plU/mL - Phuong phap xét
nghiém: mién dich enzym hai vi tri (“sandwich”) - Thanh
phan: R1a: Cac hat thuan tir phu khang thé khang TSH &
nguoi don dong & chudt duge huyén phu trong dung dich
mudi dém TRIS, c6 chit hoat tinh bé mit, albumin huyét
thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300 R1b:
Dung dich mudi dém TRIS c6 chét hoat tinh bé mit, BSA,
protein (chudt), < 0,1% natri azit va 0,1% ProClin 300
Rlc:Lién hop photphataza kiém khang TSH trén ngudi don
dong & chudt trong dung dich mudi dém ACES, c6 chat hoat
tinh bé mit, chit nén BSA, protein (chuot), < 0,1% natri azit
va 0,25% ProClin 300 R1d: Lién hop photphataza kiém
khang TSH trén ngudi don dong ¢ chudt trong dung dich
mubi dém ACES, c6 chat hoat tinh bé mit, chat nén BSA,
protein (chuot), < 0,1% natri azit va 0,25% ProClin 300

16

46

Chat higu
chuén xét
nghiém dinh
luong TSH

- Thanh phﬁn: SO: Chat nén albumin huyét thanh bo (BSA)
dém co chat hoat dong bé mat, < 0,1% natri azit, 0,5%
ProClin 300. Chtra 0 uIU/mL (mIU/L) hTSH
S1,82,83,54,S5: Xap xi 0,05, 0,3, 3, 15 va 50 pIU/mL
(mIU/L) hTSH, trong chit nén dém BSA c6 chat hoat dong bé
mat, < 0,1% natri azit va 0,5% ProClin 300

47

Thubc thir xét
nghi¢m TSH

M Vi hat phu streptavidin (ndp trong), 1 chai, 12 mL: Vi hat
phu streptavidin 0,72 mg/mL; chit bao quan,

R1 Anti-TSH-Ab~biotin (ndp xam), I chai, 14 mL: Khang thé
don dong khang TSH (chu¢t) danh déu biotin 2,0 mg/L; dém
phosphate 100 mmol/L, pH 7,2; chat bao quén,

R2 Anti-TSH-Ab~Ru(bpy) (ndp den), 1 chai, 12 mL: Khang
thé don dong khang TSH (chudt/ngudi) danh dau phic hop
ruthenium 1,5 mg/L; dém phosphate 100 mmol/L, pH 7,2;
chat bao quan,

Tiéu chuin ISO 13485,

27

48

Chat higu
chuén xét
nghiém TSH

» TSH Call: 2 chai, mdi chai chtra 1,3 mL mau chuéan 1

» TSH Cal2: 2 chai, mdi chai chtra 1,3 mL mau chuan 2
Nong d6 cua TSH Call trong huyét thanh ngya khoang 0
ulU/mL; TSH Cal2 chtra khoang 1,5 pIU/mL TSH (nguoti)
trong huyét thanh nguoi,

Tiéu chuan ISO 13485,

49

Thubc thir xét
nghiém
Troponin T

Bo thudc thir dwoc dan nhan TNT-HS,

M Vi hat phu Streptavidin (ndp trong), 1 chai, 12 mL: Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,

R1 Anti-troponin T-Ab~biotin (nfp xam), 1 chai, 14 mL:
Khang thé don dong khang troponin T tim danh d4u biotin
(chudt) 2,5 mg/L; dém phosphate 100 mmol/L, pH 6,0; chét
bdo quan; chét urc ché,

R2 Anti-troponin T-Ab~Ru(bpy) (nip den), 1 chai, 14 mL:
Khang thé don dong khang troponin T tim (chudt) danh dau
phuc hop ruthenium 2,5 mg/L; d€m phosphate 100 mmol/L,
pH 6,0; chat bao quan,

Tiéu chuin ISO 13485,

10




» TN-T hs Call: 2 chai, mdi chai 1,0 mL mau chuan 1

Chat hiéu » TN-T hs Cal2: 2 chai, mdi chai 1,0 mL mAu chuin 2
50 chuén xét Troponin T (ti t6 hop, ngudi) v6i hai khoang ndng do 9 Hop
nghiém (khoang 18 ng/L hoac pg/mL va khoang 4200 ng/L hodc .
Troponin T pg/mL) trong huyét thanh ngudi
Ti€u chuan ISO 13485,
PC TN1: 2 chai, mdi chai 2,0 mL huyét thanh ching
= PC TN2: 2 chai, mdi chai 2,0 mL huyét thanh chiing
Vit liéu kiém | Troponin T (tai t6 hop, ngudi) v6i hai khoang ndng do
51 Soét' xet (khoang 30 ng/L hoéc pg/rpL va khoéng 2SQO pg/L hodc 5 Hop
nghiém pg/mL) va troponin I (tai t6 hop, nguoi) véi hai khoang nong i
Troponin T d6 (khoang 0,75 pg/L hodac ng/mL va khoang 18 pg/L hodc
ng/mL) trong huyét thanh nguoi,
Tiéu chuén ISO 13485,
Thudc thtr - dung dich tham gia xét nghiém
Bo thudc thtr dugc dan nhin PBNP,
M Vi hat phu Streptavidin (ndp trong), 1 chai, 6,5 mL: Vi hat
phu Streptavidin 0,72 mg/mL; chat bao quan,
R1 Anti-NT-proBNP-Ab~biotin (ndp xam), 1 chai, 9 mL:
Thubc thir xét | Khang thé don dong khang NT-proBNP danh dau biotin
52 | nghiém (chudt) 1,1 pg/mL; dém phosphate 40 mmol/L, pH 5,8; chét 12 Hop
NT-proBNP | bdo quan,
R2 Anti-NT-proBNP-Ab~Ru(bpy) (nép den), 1 chai, 9 mL:
Khang thé don dong khang NT-proBNP (ctru) danh déu phtc
hop ruthenium 1,1 pg/mL; dém phosphate 40 mmol/L, pH
5,8; chét bao quan,
Tiéu chuan ISO 13485,
» PBNP Call: 2 chai, mdi chai 1,0 mL mau chuan 1
Chét hiéu » PBNP Cal2: 2 chai, mdi chai 1,0 mL miu chuén 2
53 chuan xét ProBNP véi hai khoang ndng d6 (khoang 16,6 pmol/L hoic 2 Hop
nghi¢ém 140 pg/mL va khoang 320 pmol/L hodc 2700 pg/mL) trong i
NT-proBNP | huyét thanh ngua,
Tiéu chuin ISO 13485,
-Pham vi phan tich: 1 - 5.000 pg/mL - Phuong phap xét
nghiém: mién dich enzym hai vi tri (“sandwich”) - Thanh
phan: R1a Céc hat tir tinh c6 phu khang thé don dong chudt
Thude thir xét khang BNP nguo1 hoa trong mubi (.iém TRIS, véi album.in
54 hidm dinh hu_yét thanh bo (BSA), 0.1% ProClin 300, va <0.1% sodium 5 Ho
nghieém din , £ Ar N A s A op
luong BNP aZA ide. R1b Khang.the Igg} chudt va deé tinh sach trong muoi
¥ dém TRIS, albumin huyét thanh bo, 0.1% ProClin 300, va <
0.1% sodium azide. R1c Phirc hgp khang thé don dong chudt
khang BNP ngudi- alkaline phosphatase (bo) trong mudi dém
PBS v6i BSA, 0.1% ProClin 300, va <0.1% sodium azide.
- Thanh phan: S0: Chat nén albumin huyét thanh bo (BSA)
Chat hiéu trong dém voi chét hoat dong bé mat, <0.1% sodium azide, va
55 chuan xét 0.1% ProClin 300. S1,S2,S3,54,S5: Phtc hop BNP nguoi tai 5 Hop
nghiém dinh | t6 hop & cdc murce xap xi 25, 100, 500, 2.500, va 5.000 pg/mL ¥
luong BNP trong chit nén BSA dém véi chit hoat dong bé mit, <0.1%

sodium azide, va 0.1% ProClin 300.




Thudc thir xét

M Vi hat phu Streptavidin (nap trong), 1 chai, 6,5 mL:Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,

R1 Anti-insulin-Ab~biotin (nip xam), 1 chai, 10 mL:Khang
thé don dong khang insulin danh déu biotin (chudt)l mg/L;
dém MESb) 50 mmol/L, pH 6,0; chét bao quan,

%0 | nehiem R2 Anti-insulin-Ab~Ru(bpy) (ndp den), 1 chai, 10 mL:Khing Hop
thé don dong khang insulin (chudt) danh dau phuc hop
ruthenium 1,75 mg/L; dém MES 50 mmol/L, pH 6,0; chét bao
quan,
Tiéu chuan ISO 13485,
» INSULIN Call: 2 chai, mdi chai 1,0 mL mau chuan 1
Chat hi¢u » INSULIN Cal2: 2 chai, mdi chai 1,0 mL mau chuén 2
57 chuén xét Insulin (nguoi, tai to hop tir nAm men) voi hai khoang nong do Hop
nghiém (khoang 5 pU/mL hoac 35 pmol/L va khoang 300 pU/mL .
Insulin hodc 2080 pmol/L) trong huyét thanh bo,
Tiéu chuan ISO 13485,
M Vi hat phu Streptavidin (ndp trong), 1 chai, 6,5 mL:Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,
R1 Anti-cortisol-Ab~biotin (nip xam), 1 chai, 10 mL:Khang
thé don dong khang cortisol danh dau biotin (ctru)20 ng/mL;
Thudc thir xét | danazol 20 pg/mL; dém MESb) 100 mmol/L, pH 6,0; chét
58 | nghiém bdo quan, Hop
Cortisol R2 Cortisol-peptide~Ru(bpy) (nap den), 1 chai, 10 mL:Dan
xuat cortisol (tong hop), danh dau phirc hop ruthenium 20
ng/mL; danazol 20 pg/mL; dém MES 100 mmol/L, pH 6,0;
chat bao quan,
Tiéu chuan ISO 13485,
» CORT II Call: 2 chai, mdi chai 1,0 mL miu chuén 1
Chat hiéu » CORT II Cal2: 2 chai, mdi chai 1,0 mL méu chuén 2
59 chuan xét Cortisol (tong hop) voi hai khoang nong do (khoang 12,5 Hop
nghi¢ém nmol/L hoac 0,45 ng/dL va khoang 1000 nmol/L hodc 36 i
Cortisol png/dL) trong huyét thanh nguoi,
Tiéu chuin ISO 13485,
- Pham vi phan tich: 0,4-60 pg/dL [11-1.655 nmol/L] -
Phuong phap xét nghiém: mién dich enzym lién két canh
tranh - Thanh phan: Rla: Chét cong hop cortisol —
Thudc thir xét | phosphatase kiém (bo) va cac hat thuén tir phu khéng thé dé
60 | nghiémdinh | khang IgG tho trong dung dich mudi dém TRIS, c6 chat hoat Hop
luong cortisol | dong bé mit, chat nén BSA matrix va < 0,1% natri azit. R1b:
Huyét thanh mién dich cta thé khang cortisol trong dung dich
mudi dém TRIS, co chit hoat dong bé mit, chit nén BSA va <
0,1% natri azit.
- Thanh phan: SO: Huyét thanh ngudi véi < 0,1% natri azit va
Chét hiéu 0,5% ProClin 300. Co chira 0 pg/dL (nmol/L) cortisol.
61 chuén xét S1,82,83,84,85: Cortisol (hop chat hoa hoc tinh sach) trong Ho
nghiém dinh | huyét thanh ngudi 1an luot & cac mirc ndng do xap xi 2, 5, 10, P

lugng cortisol

25 va 60 pg/dL (55, 138, 276, 690 va 1.655 nmol/L), c6 <
0,1% natri azit va 0,5% ProClin 300.




Thudc thir xét

- Pham vi phan tich: 0,01-100 ng/mL - Phuong phap xét
nghiém: mién dich enzym hai buéc lién tiép (“sandwich”) -
Thanh phan: R1a: Cac hat thuan tir Dynabeads pha khang thé
don dong & chugt khang procalcitonin nguoi trong dung dich
dém TRIS c6 chat hoat tinh bé mit, protein (bo), < 0,1% natri

62 nghiém dinh | azit va 0,1% ProClin 300. erb: 0,1N Na}tri Hydroxit. R1c: 16
luong Dung dich d&ém MOPS c¢6 chat hoat tinh bé mat va protein (bo, P
procalcitonin | chudt), <0,1% natri azit va 0,1% ProClin 300. R1d: Lién hop

photphataza kiém tai t6 hop khang procalcitonin & chudt
trong dung dich dém MOPS c6 chét hoat tinh bé mit va
protein (bo, chudt, tai to hop), < 0,1% natri azit va 0,1%
ProClin 300.
Chét hicu - Théph phan: SO Dung d_ich_dér\n HEPES dér_lg kho co
chuin xét protein (bo), < 0,1 % natri aglt va O,l‘%»PrOCIIn 300.. .

63 | nghiém dinh Sl,SZ,,S3,S4,‘SS, S6: Procalcitonin tai to hop & nguoi véi cac Hop
lu’on;g : muc xap xi lén luot1a 0,8, 5, 10, 25, 50 va 100 pg/mL (ug/L) ¥
prbcalci tonin trong d_ung dich dém HEPES dong kho c6 protein (bo), < 0,1

% natri azit va 0,1% ProClin 300
M Vi hat phu streptavidin (ndp trong), 1 chai, 6,5 mL:Vi hat
phu streptavidin 0,72 mg/mL; chat bao quan,
R1 Anti-PCT-Ab~biotin (ndp xam), 1 chai, 9 mL:
Thudc thtr xét | Khang thé don dong khang PCT dénh dau biotin (chudt)2,0
64 nghiém PCT | pg/mL; dém phosphate 95 mmol/L, pH 7,5; chét bao quan, 7 Ho
(procalcitoni | R2 Anti-PCT-Ab~Ru(bpy) (nap den), 1 chai, 9 mL:Khang thé P
n) don dong khang PCT (chudt) danh déu phirc hop ruthenium
5,6 ug/mL; dém phosphate 95 mmol/L, pH 7.5; chat bao
quan,
Tiéu chuén ISO 13485,
M Vi hat phu Streptavidin (ndp trong), 1 chai, 6,5 mL:Vi hat p
Streptavidin 0,72 mg/mL; chat bao quan,
R1 Anti-CA 72-4-Ab~biotin (nip xam), 1 chai, 8 mL:Khéng t]
65 Chit thir chan(| khang CA 72-4 danh déu biotin (CC49; chudt) 1 mg/L; dém p
dung cho may | mmol/L, pH 6,8; chat bao quan, Hop
mién dich R2 Anti-CA 72-4-Ab~Ru(bpy) (nap den), 1 chai, 8 mL:Khang
khéng CA 72-4 (B72,3; chudt) danh dau phirc hop ruthenium ¢
phosphate 100 mmol/L, pH 6,8; chat bao quén,
Tiéu chuan ISO 13485,

Chat thir chan | » CA72-4 Call: 2 chai, mdi chai 1,0 mL mau chuén 1

doan dung » CA72-4 Cal2: 2 chai, mdi chai 1,0 mL méu chuan 2

66 | trén may CA 72-4 (ngudi) v6i hai khoang nong d6 (khoang 1 U/mL va Hop
phan tich khoang 70 U/mL) trong huyét thanh nguoi; chat bao quan,
mién dich Tiéu chuin ISO 13485,




Thudc thir xét

M Vi hat phu Streptavidin (nap trong), 1 chai, 6,5 mL:Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,

R1 Anti-cytokeratin 19-Ab~biotin (ndp xam), 1 chai, 10 mL:
Khang thé don dong khang cytokeratin 19 danh dau biotin
(KS 19,1; chudt) 1,5 mg/L; dém phosphate 100 mmol/L, pH

67 | nghiém 7,2; chat bao quan, Hop
CYFRA 21-1 | R2 Anti-cytokeratin 19-Ab~Ru(bpy) (nip den), 1 chai, 10
mL: Khang thé don dong khang cytokeratin 19 (BM 19,21;
chu6t) danh dau phirc hop ruthenium 2 mg/L; dém phosphate
100 mmol/L, pH 7,2; chét bao quan,
Tiéu chuan ISO 13485,
» CYFRA Call: 2 chai, mdi chai 1,0 mL mau chuan 1
Chat hiéu » CYFRA Cal2: 2 chai, mdi chai 1,0 mL mAu chuin 2
68 chuén xét Cytokeratin (nguoi, tur dong té bao MCF-7) véi hai khoang 16
nghi¢m nong do (khoang 0 ng/mL va khoang 50 ng/mL) trong huyét P
CYFRA 21-1 | thanh nguoi,
Tiéu chuan ISO 13485,
M Vi hat phu Streptavidin (nap trong), 1 chai, 6,5 mL:Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,
R1 Anti-FSH-Ab~biotin (ndp xam), 1 chai, 10 mL:
Khang thé don dong khang FSH danh dau biotin (chut)0,5
69 Thudc thir xét mg/L, dém MES 50 mmol/L, pH 6,0; chit bao quan, 16
nghiém FSH | R2 Anti-FSH-Ab~Ru(bpy) (nap den), 1 chai, 10 mL:Khang P
thé don dong khang FSH (chudt) danh dau phirc hop
ruthenium 0,8 mg/L, d¢m MES 50 mmol/L, pH 6,0; chit bao
quan,
Tiéu chuan ISO 13485,
» FSH Call: 2 chai, mdi chai 1,0 mL mau chuén 1
Chat hiéu » FSH Cal2: 2 chai, mdi chai 1,0 mL mau chuén 2
70 | chudn xét FSH (ngudi) v6i hai khoang nong do (khoang 1 mIU/mL va Hop
nghiém FSH | khoang 55 mIU/mL) trong huyét thanh ngya,
Tiéu chuin ISO 13485,
M Vi hat phu Streptavidin (nap trong), 1 chai, 6,5 mL:Vi hat
phu Streptavidin 0,72 mg/mL; chét bao quan,
R1 Anti-estradiol-Ab~biotin (nip xam), 1 chai, 9 mL:Hai
¢+ .. .. | khang thé don dong khang estradiol ddnh d4u biotin (tho) 2,5
Thudce thir xét \ A
o ng/mL va 4,5 ng/mL; mesterolone 130 ng/mL; dém MESb) A
71 | nghiém x Hop
Estradiol 50 mmol/L, pH 6,0; chat bao quan,
R2 Estradiol-peptide~Ru(bpy) (ndp den), 1 chai, 9 mL:Dan
xuét estradiol, d4nh diu phtre hop ruthenium 4,5 ng/mL; dém
MES 50 mmol/L, pH 6,0; chit bao quan,
Tiéu chuin ISO 13485,
« E2 111 Call: 2 chai, mdi chai 1,0 mL mau chuén 1
Chét higu = B2 111 Cal2: 2 chai, mdi chai 1,0 mL miu chuan 2
79 chuan xét Estradiol (tong hop) v6i hai khoang ndng d6 (khoang 73 Ho
nghiém pmol/L hoac 20 pg/mL va khoang 7340 pmol/L hodc 2000 P
Estradiol pg/mL) trong huyét thanh ngudi; chat bao quan,
Tiéu chuan ISO 13485,
Thuée thir xét M }/i hat phf% Streptavidin (nap tr?ng?, 1 Chai, 6,5 mL: Vi hat
73 | nghiém phu StrfeptaVldm 0,72 mg/mL; Qhat E)ao quan, _ Hop
Progest R1 Anti-progesterone-Ab~biotin (nap xam), 1 chai, 10 mL: i
gesterone

Khang thé don dong khang progesterone ddnh diu biotin (tai




t6 hop, ctru) 30 ng/mL; dém phosphate 25 mmol/L, pH 7,0;
chit bao quan,

R2 Progesterone-peptide~Ru(bpy) (nap den), 1 chai, 9 mL.:
Progesterone (c6 nguén goc thuc vét) két hop v6i mot peptide
téng hop danh dau phutc hop ruthenium, 2 ng/mL;

Tiéu chuan ISO 13485,

» PROG 1III Call: 2 chai, mdi chai 1,0 mL mau chuan 1

Chat hiéu » PROG III Cal2: 2 chai, mdi chai 1,0 mL mau chuan 2
74 chuén xét Progesterone (tir thuc vat) v6i hai khoang ndng d6 (khoang Hop
nghiém 0,6 nmol/L hodc 0,2 ng/mL va khoang 169 nmol/L hodc 53 .
Progesterone | ng/mL) trong huyét thanh nguoi,
Tiéu chuén ISO 13485,
M Vi hat phu Streptavidin (ndp trong), 1 chai, 6,5 mL:Vi hat
phi Streptavidin 0,72 mg/mL; chét bao quan,
R1 Anti-prolactin-Ab~biotin (ndp xam), 1 chai, 10 mL:Khang
Thude thir xét thé don El(‘)ng khang prolactin danh diu biotinA(ch}J(f)t) 9,7
75 | nghiém mg/L, d_em phos_phate 50 mmol/L,LpH 7,0; chat bao quan, Hop
Prolactin R2 Anti-prolactin-Ab~Ru(bpy) (ndp den), 1 chai, 10 .
mL:Khang thé don dong khéng prolatin (chudt) danh dau
phtrc hop ruthenium 0,35 mg/L; dém phosphate 50 mmol/L,
pH 7,0; chét bao quan,
Tiéu chuan ISO 13485,
» PRL Call: 2 chai, mdi chai 1,0 mL mau chuan 1
Chét hiéu » PRL Cal2: 2 chai, mdi chai 1,0 mL mau chuén 2
76 chuén xét Prolactin (nguoi, tai td hop, tir E, coli) v61 hai khodng n@)ng do Hop
nghiém (khoang 2 uIU/mL hodc 0,09 ng/mL va khoang 2000 uIU/mL :
Prolactin hodc 94 ng/mL) trong dém huyét thanh ngua,
Tiéu chuén ISO 13485,
Bo thudc thir duoc dan nhan TESTO I,
M Vi hat phu Streptavidin (ndp trong), 1 chai, 6,5 mL: Vi hat
phu Streptavidin 0,72 mg/mL, chét bao quan,
R1 Anti-testosterone-Ab~biotin (nip xam), 1 chai, 10 mL:
Thudc thir xét | Khang thé don dong khang testosterone danh dau biotin (ctru)
77 | nghiém 40 ng/mL; thudc thir cung cap 2-bromoestradiol; d¢ém MES Hop
Testosterone | 50 mmol/L, pH 6,0; chat bao quan,
R2 Testosterone-peptide~Ru(bpy) (ndp den), 1 chai, 9 mL:
Dan xuét testosterone danh dau phirc hop ruthenium 1,5
ng/mL; dém MES 50 mmol/L, pH 6,0; chit bao quan,
Tiéu chuin ISO 13485,
» TESTO Call: 2 chai, mdi chai 1,0 mL mau chuén 1
Chét hieu » TESTO Cal2: 2 chai, mbi chai '1,0 mL még chuén 2
chudn xét Testosterone (tir thuc vat) voi hai khoang nong d6 (khoang
78 nohiém 0,4 ng/mL hodc 40 ng/dL hodc 1,4 nmol/L va khoéng 11,5 Hop
ghie ng/mL hodc 1150 ng/dL hoac 40 nmol/L) trong huyét thanh
Testosterone o
nguoi,
Tiéu chuan ISO 13485,
;;égtl)l(eéltl kiem | | PC CARDIII: 2 chai, m(i)i chai 2,0 mL huyét thanh chung
79 nghiém = PC CARDII2: 2 chai, moi chai 2,0 mL huyét thanh ching Hop

NT-proBNP

Tiéu chuén ISO 13485,




Vat liéu kiém

= PC TM1: 2 chai, mdi chai 3,0 mL huyét thanh chting (ngudi)

80 Soat. i(et *» PC TM2: 2 chai, mbi chai 3,0 mL huyét thanh ching (nguoi) 3 Hop
nghi¢m CA A 2
Tiéu chuan ISO 13485,
72-4
IVD la dung
(rlégh vé sinh Thanh phan:
Poche/Hitach | Natri hydroxide 3 mol/L
81 |. .. x| Dung dich natri hypochlorite (< 2 % clo hoat tinh) 3 Hop
i va dung dé Phu gia
vesinh may | oo S hudn 1SO 13485,
phan tich
mién dich
Vat li¢u kiém .2 % : .
S04t cAc xét * PCU1: 2 chai dé pha 2 x 3,0 mL huy@t thanh chiing (nguoi)
82 i X = PC U2: 2 chai dé pha 2 x 3,0 mL huyét thanh ching (nguoi) 3 Hop
nghiém mién A 2
< Tiéu chuan ISO 13485,
dich
IVD ladung | 2 chai, mbi chai chita 16 mL
83 | dich pha Thanh phan: Hon hgp protein; chat bao quan < 0,1 % 2 Hop
loang mau Ti€u chuan ISO 13485,
IVD ladung | 6 x 380 mL dung dich rira budng do o
84 | dich pha~ KOH 176 mmol/L (twong tmg v6i pH 13,2); chat tay < 1 %,, 30 Hop
loang mau Ti€u chuan ISO 13485,
L\iﬁ 1I1ae Ct‘}‘fgg 6 x 380 mL dung dich dém
85 | dine dé hé‘? Bém phosphate 300 mmol/L; tripropylamine 180 mmol/L; 30 16
o fi : é’rn chat ty < 0,1 %; chét bao quan; pH 6,8, P
. LA Tigy chuan ISO 13485,
hoa
VD I? chat Chét phu gia cho binh chtra nu¢c cat cho may phan tich mién
phu gia cho . A
86 binh ch dich 7 15 Hop
C M8 Tigu chuén ISO 13485,
nuoc cat
<A AssayCup la phu kién IVD cho cac may sau:
87 {i\él?hlgovat tu cobas e 411, Elecsys 2010 analyzer 18 Hop
Ti€u chuan ISO 13485,
<A Assay Tip 1a phu kién IVD cho cac may sau:
88 {i\él?r};lovat tu cobas e 411 Elecsys® 2010 analyzer 21 Hop
Ti€u chuan ISO 13485,
IVDlahop | Mot hop chira nho dung dé chira mau thir, vat liéu chimg va
89 | nho dung d& | mau chuin 1 Goi
chira mau Tiéu chuan ISO 13485,
Vat liéu ki€ém o ) )
soat muc 1 Chat kiém ching dang long, duoc chuan bi tir huyét thanh
90 céc xet nguoi. Cac mirc nong do cua cac chat phan tich duoc di€u 8 Lo
nghiém dinh | chinh v61 héa chat tinh khiét va cac ché pham tir mé/dich co i
luong thong | theé nguoi.
sO mién dich
Vit liéu ki€ém
SOt mitc 2 Chat kiém ching dang long, duoc chudn bj tir huyet thanh
91 | chc xét nguoil. Cac mire nong d cua cac chat phan tich dugc diéu 8 Lo
A e chinh véi hoa chét tinh khiét va cac ché pham tir mo/dich co i
nghiém dinh

lugng thong

thé nguoi.




s0 mién dich

Vat liéu kiém

soat muc 3 Chét kiém chimg dang long, dugc chuén bi tir huyét thanh
92 cac xét nguoi. Cac mue ndng do cua cac chat phan tich dugc didu 8 Lo
nghiém dinh | chinh véi hoa chét tinh khiét va cac ché pham tir mo/dich co .
luong théng | thé ngudi.
s6 mién dich
Giéng phan
93 lrﬁ;‘(’; %‘#;‘% (t:}:; (f)\ Chat liéu Polypropylene; Dung tich t6i da 1 mL 21 Hop
mién dich
IVD kich
hoat phan
94 Umg hoa phat | - Thanh phan: Dung dich dém chura dioxetane Lumigen PPD, 7 Ho
quang trong | chat huynh quang va chat hoat tinh bé mat P
xét nghiém
mién dich
Dung dich
kiém tra hé
95 thng dung - Thanh phan: Phosphatase kiém, 1% albumin huyét thanh bo 9 Ho
cho may phan | (BSA), 0,25% ProClin 300, < 0,1% natri azit. P
tich mién
dich
IVD dém - Thanh phan: Dung dich mudi dém TRIS, chét hoat tinh bé
9% dung cho X?t mat, < natri azit 0,1% va < 0,05% khdi lugng phan tng cta: o5 16
nghiém mién | 5-chloro-2-methyl-4-isothiazolin-3-mét va P
dich 2-methyl-4-isothiazolin-3-mot (3:1).
- Pham vi phan tich: 2,3 - 27.027pg/mL - Phuong phap xét
nghiém: mién dich enzym hai budc lién tiép (“sandwich”) -
Thanh phﬁn: R1a: Cac hat thuan tr Dynabeads dugc bao phu
bang khang thé don dong & chudt khang cTnl ctia nguoi duoc
tao huyén phu trong dung dich mudi dém TRIS, c6 chit hoat
Thudc thir xét dong bé mit, albumin huyét thanh bo (BSA), natri azit <0,1%
97 | nghiém dinh | va ProClin 300 0,1% R1b: 0,1N NaOH R1c:Dung dich mubi 5 Hop
lugng cTnl dém TRIS, chat hoat dong bé mat, protein (chudt), natri azit <
0,1% va ProClin 300 0,1%. R1d: Chat cong hop giita khang
thé don dong & ctru khang cTnl ciia ngudi v6i phosphatase
kiém dugc pha loing trong dung dich mudi dém ACES, c6
chét hoat dong bé mat, chat nén BSA, protein (bo, ctru,
chuot), natri azit < 0,1% va ProClin 300 0,25%.
- Thanh phan: SO: Chat nén dém albumin huyét thanh bo
Chét higu (BSA) véi chat hoat dong be mit < 0,1% Natri azua, va 0,1%
chun x'ét ProClln 300 S1,S2,S3,S4,S5,S6: Hop chat troponin tai to hop
98 nohidm dinh ¢ noéng do cTnl khoang 30,7, 144, 567, 2.293, 9.280 va 2 Hop
1 ghiem ¢t 27.027 pg/mL trong chat nén dém albumin huyét thanh bo
uong cTnl

(BSA) v6i chat hoat dong bé mit, < 0,1% Natri azua va 0,1%
ProClin 300




Thudc thir xét

- Pham vi phén tich: 1-3.500 pg/mL (0,1-371 pmol/L) -
Phuong phap xét nghiém: mién dich enzym hai vi tri
(“sandwich”) - Thanh phan: R1a: Cac hat thuan tir phu khang
thé ctia dé khang PTH duoc huyén phu héa trong dung dich
mudi dém TRIS c¢6 albumin huyét thanh bo (BSA), cht hoat
dong bé mat, < 0,1% natri azit, 0,1% ProClin 300. R1b: Dung

9 ?fg;emp(%r}llh dich mudi dém TRIS c6 ACE chin, protein (cua chudt, dé), Hop
ne chat hoat dong bé mit, < 0,1% natri azit, 0,1% ProClin 300.
Rlc: Chat cong hop khang thé don dong cua chudt khang
PTH — phosphatase kiém trong dung dich mudi dém ACES c6
BSA, chat hoat dong bé mit, < 0,1% natri azit, 0,1% ProClin
300
- Thanh phan: RB: Chét nén protein (bo) dém, 0,5% ProClin
Chét hicu 300. SO: Dung dich dém PBS, albumin huyét thanh bo (BSA),
chuin x.ét chat hoat dong bé mat, < 0,1% natri azit. S1,S2,S3,54,S5:
100 nohiem dinh Khoang 10, 60, 300, 1.500 va 3.500 pg/mL (twong tmgla 1,1, Hop
1 ugong PTH 6,4,31,8, 159 va 371 pmol/L) PTH (khang nguyén tong hop)
i trong dung dich dém PBS c6 BSA, chat hoat dong bé mat, <
0,1% natri azit.
Dung dich
rira dung cho
may phan tich
101 | mién dich va | - Thanh phan: KOH 1-5% Binh
may phan tich
té bao dong
chay
Dung dich
102 rira ding cho | Dung dich rira may hang ngay;Thanh phan: anionic va Bi
AR S . A , inh
may phén tich | nonionic, va cac alkanolamine, khong chira phosphate.
mién dich
Vat liéu ki€ém AL 1A , , 21 s £
SOAt CAC Xét Cha:[ kleng chm}g dang}ongi duoc chuan b}ktu’ huyét th?nh
103 | nehiém dinh | R8YOL Nong do cac chat phan tich dugc di€u chinh voi cac Ho
ghiém din - oY N SR R - op
luong dAu 4n hoe} chgt tinh khllet va cac ché pham tur protein tai t6 hop, mo
. hodc dich co thé nguoi
tim mach
M Vi hat phu streptavidin (ndp trong), 1 chai, 6,5 mL: Vi hat
phu streptavidin 0,72 mg/mL; chét bao quan,
R1 Dung dich dém (nip xam), 1 chai, 7 mL:
Thudc thir xét Z)uéémn phosphate 20 mmol/L, pH 7.,4; chét 6n dinh; chit bao
104 ?%hl—lﬁ?m R2 Anti-TSHR~Ru(bpy) (nip den), 1 chai, 7 mL: ’ Hop
Khang thé don dong khang TSHR M22 (ngu61) danh dau
phuc hgp ruthenium khoang 0,3 mg/L; dém phosphate 20
mmol/L, pH 7,4; chit 6n dinh; chat bao quan
Tiéu chuén ISO 13485,
» ATSHR Call: 2 chai (d6ng kho) mdi chai 2,0 mL
Chat hiéu » ATSHR Cal2: 2 chai (d6ng kho) mdi chai 2,0 mL
105 chuén xét Nong do ATSHR Call khoang 0,75 IU/L trong hdn hop huyét Hop
nghiém thanh nguoi; ATSHR Cal2 chira khoang 25 IU/L khang thé .
TSHR khang TSHR nguoi trong hdn hop huyét thanh nguoi

Tiéu chuan ISO 13485,




Vat liéu kiém

soat xét
nghiém » PC THYROL!: 2 chai, mdi chai 2,0 mL huyét thanh chimng
106 | khang thé « PC THYRO2: 2 chai, mdi chai 2,0 mL huyét thanh ching Hop
khang Tg Tiéu chuan ISO 13485,
(Thyroglobul
in)
M Vi hat phu Streptavidin (ndp trong), 1 chai, 6,5 mL: Vi hat
£ . . | phu Streptavidin 0,72 mg/mL; chat bdo quan,
107 Ehl‘l‘;‘;;g‘g(‘ft R1 Anti-SCC-Ab-~biotin (nip xam), 1 chai, 9 mL: Khang thé Hop
ghie don dong khang SCC danh dau biotin (chudt) 0,9 mg/L; dém
phosphate 40 mmol/L, pH 7.5; chit bao quan,
» SCC Call: 2 chai, mdi chai 1,0 mL mu chuan 1
Chét hiéu » SCC Cal2: 2 chai, mdi chai 1,0 mL mau chuin 2

108 | chuan xét SCC (tai to hop tir E, coli) ¢ 2 khoang nong d6 (< 1,5 ng/mL Hop
nghiém SCC | va khoang 20 ng/mL) trong hdn hop huyét thanh nguoi; chat

bao quan,
Vat ligu kiém

109 | Soat Xét » PC LC 1: 2 chai, mdi chai 3,0 mL huyét thanh chimg Hop
nghi¢ém = PC LC 2: 2 chai, moi chai 3,0 mL huyét thanh chirng .
ProGRP

M Vi hat phu Streptavidin (nap trong), 1 chai, 6,5 mL: Vi hat
Thudc thtr xét | phi Streptavidin 0,72 mg/mL; chat bao quan,

110 | nghiém R1 Anti-ACTH-Ab~biotin (ndp xam), 1 chai, 8 mL: Khang Hop
ACTH thé don dong khang ACTH danh dau biotin (chudt) 0,3 mg/L;

dém MESDb) 50 mmol/L, pH 6,2; chét bao quan,
Chat hi¢u » ACTH Call: 2 chai, mdi chai 1,0 mL mau chuan 1

111 chuén xét « ACTH (;al2: 2 chai, mdi chai 1,0 mL mau chuan 2 Hop
nghiém ACTH (tong hop) véi hai khoang ndong d6 (khoang 15 pg/mL .
ACTH va khoang 120 pg/mL) trong huyét thanh ngua,

Vat ligu kiém

112 soat xét * PC MM1: 3 chai, m(§i chai 2,0 mL huyé:t thanh chirmg Hép
nghi¢ém = PC MM2: 3 chai, moi chai 2,0 mL huyét thanh ching i
C-peptide

M Vi hat phu Streptavidin (nép trong), 1 chai, 6,5 mL: Vi hat
Thudc thir xét | phi Streptavidin 0,72 mg/mL; chat bao quan,

113 nghiém i R1 CCP~biotin (nép xam), 1 chai, 9 mLE i Hop
khang thé Peptide citrulline hoa dang vong danh dau biotin (tong hop) i
khang CCP khoang 1,1 ug/mL; dém phosphate 100 mmol/L, pH 5,0; chat

bao quan,
» PC A-CCP1: 2 chai, mbi chai 2,0 mL mau chimg huyét
thanh Khang thé khang CCP (ngudi), khoang 20 U/mL trong
Vit licu kiém E‘glfr‘;tl thanh
114 i(;%tig;t ccp | " PCA-CCP2:2 chai, mdi chai 2,0 mL mau chung huyét Hop

thanh Khang thé khang CCP (nguoi), khoang 100 U/mL trong
huyét thanh
nguoi,




Thudc thir xét

M Vi hat phu Streptavidin (nap trong), 1 chai, 6,5 mL: Vi hat
phu Streptavidin 0,72 mg/mL; chat bdo quan,

115 nghiém TPO R1 Anti-TPO-Ab~Ru(bpy) (nip xam), 1 chai, 9 mL: Khang Hop
i thé da dong khang TPO (ctru) danh dau phurc hop ruthenium
1,0 mg/L; d&m TRIS 100 mmol/L, pH 7,2; chét bao quan,
Chat hiéu » Anti-TPO Call: 2 chai, mdi chai 1,5 mL mau chuan 1
chuén xét » Anti-TPO Cal2: 2 chai, mdi chai 1,5 mL miu chuin 2

116 | nghi¢m Khang thé khang TPO (ctru) véi hai khoang ndng do (khoang Hop
khang thé 35 IU/mL va khoang 350 IU/mL) trong hdn hop huyét thanh
khang TPO nguoi,

Chét thir Uric acid
Thanh phan chinh:
Phosphate buffer pH 7,4 50 mmol/I
DHBSA* 4 mmol/l
Thuéc thir xét | Uricase 60 U/I
nghiém dinh | POD 660 U/I n

117 luong Uric 4-Aminoantipyrine 1 mmol/Il Hop

Acid Preservative
* 3,5-Dichloro-2-hydroxy-benzenesulfonic acid
Standard:
Uric acid 6 mg/dl (356,9 pmol/l)
Tiéu chuan chat lugng ISO 13485:2016

£ ... . | Hoa chit dung cho xét nghiém Uric Acid ; dai do: 89-1.785

Thuoc thir xét . . \

nghiém dinh un}ol/L ; phuong phap: Enzymatic colour. Thanh A

118 luorn;g Acid phan:Phosphate Buffer (pH 7.5) 42 mmol/L; MADB 0.15 Hop

Uric mmol/L;4-Aminophenazone 0.30 mmol/L; Uricase > 0.25
kU/L (4.15 pkat/L);
Thudc thir xét
nghiém dinh | Phuong phap: Uricase / peroxidase;Dai do:18.5 - 1.487 n

119 . Hop
lugng acid pmol/L
uric

Thanh phan chinh:
R1 Succinate buffer, pH 4.2 75 mmol/l
Bromcresol green 0.15 mmo/I
Brij 35 7 ml/l
Thudc thtr xét | Detergents and stabilizers >0.1 %
120 | nghiém R2 (cat. no.: 963S): Hop
Albumin Bovine albumin concentration according to
CRM 470 (IFCC) 4.0 g/dl
RPPHS 91/0619 4.0 g/dl
SRM 927a (NIST) 4.5 g/dI
Tiéu chuan chat lugng ISO 13485:2016
Thudc thir xét | Hoa chat dung cho xét nghiém Albumin ; dai do: 15-60 g/L ;

121 nghiém dinh | phuong phap: Bromocresol Green (BCG), budc song 600/800 Hop
luong nM . Thanh phan: Succinate buffer (pH 4.2) 100 mmol/L; i
albumin Bromocresol green 0,2 mmol/L
Bo thudc thir,
chét higu

122 rclzl}ll?gnf?inh dai do: 1.1 - 70 g/L, phuong phép do: Bromocresol green Hop
luong

albumin




Thudc thir xét

Thude tthg Alcohol ethanol
Thanh phan chinh:

193 ?ugffgm dinh | By itfer pH 8,3 300 mmol/L Hep
Alcohol NAD+ 10 mmol/L .
Ethanol A_Icohol dehydrogenase (ADH) 3 200 kU/L

Ti€u chuan chat lugng ISO 13485:2016
Chat hi¢u
Ch‘ﬁ‘i‘f‘ X€L | Chit higu chuin xét nghiém dinh lwong

124 ?g tem din Alcohol Ethanol Hop
rong Tiéu chuin chit luong ISO 13485:2016
Alcohol
Ethanol

Vat liéu kiém soat chat luong xét
nghiém dinh luong Alcohol Ethanol
A AL 1 sR Pugc chuan bi tir albumin huyét thanh bo voi chit bao quan
Vat liéu kiém AR
e gk va chat on dinh.
soat chat .
luong xét G(liazjgtlrol 1: Ammonia: 85.2 ug/dl, 50.0 umol/l. Ethyl alcohol:
125 ?ghl@m dinh 1 32 0 m/dl, 8.03 mmol/l Hop
Tong - Control 2: Ammonia: 199 pg/dl, 117 pumol/l. Ethyl alcohol:
Alcohol
Ethanol 95.0 mg/dl, 20.6 mm_oI/I
- Control 3: Ammonia: 503 pg/dl, 295 pumol/Il. Ethyl alcohol:
246 mg/dl, 53.4 mmol/I
Tiéu chuan chat lugng ISO 13485:2016

Thudc thi

dung cho xét

126 | nghiém dinh | Phuong phap: TURBIDIMETRY;Dai do:1.56 - 700 mg/dL Hop
luong
transferrin

197 Igﬁ%‘;f}gnft Dai do: 8.11 mg/dL - 300 mg/dL, phuong phéap do: Hop

; : ALCOHOL DEHYDROGENASE ¥
lugng ethanol
Vat liéu ki€ém
soat murc 1

128 xét nghiém Hoa chat kiém chuén muc 1 cho céac xét nghiém dinh lugng Ho
dinh lugng Ammonia, Ethanol va CO2. P
amoniac,
ethanol, CO2
Vat liéu ki€ém
soat mirc 2

129 xét nghiém Hoa chét kiém chuidn mirc 2 cho cac xét nghiém dinh lugng Ho
dinh lugng Ammonia, Ethanol va CO2 P
amoniac,
ethanol, CO2
Chat hiéu
chuén xét

130 nghiém dinh | Hoa chét hiéu chuén cho céac xét nghiém dinh lugng Ho
luong Ammonia, Ethanol va CO2. P
amoniac,

ethanol, CO2




Thudc thir xét

Chat thar GPT(ALT)

Thanh phan chinh:

R1: Tris buffer pH 7,8 100 mmol/Il
L-Alanine 500 mmol/I

131 ?f\lll_l%n GPT 1 LpH 1200 U 13| Hop
R2: NADH2 0,18 mmol/I
2-Oxoglutarate 15 mmol/I
Tiéu chuén chét lugng ISO 13485:2016
£ .. . | Hoachat ding cho xét nghiém ALT ; dai do: 3-500U/L ;
Thuoc thir xét . . X o \ A
132 | nghiém dinh phu:ong phép dua trén khuyén nghi cia IFCC. Thanh phan: 13 Hop
luon;g AL'T L-Alanine 500 mmol/L; 2-Oxoglutarate 12 mmol/L; LDH > :
i 1.8 kU/L; NADH 0.20 mmol/L;
Thudc thir xét
133 ?fg‘legm dinh | pysong phap: IFCC;Dii do:8.5 - 500 U/L 13 | Hop
ALT/GPT
Thudc thtr a-Amylase
Thanh phan chinh:
MES buffer, pH 6,0 100 mmol/I
Thudc thir xét | NaCl 350 mmol/I
134 | nghiém Ca-Acetate 6 mmol/I 2 Hop
a-Amylase Potassium thiocyanate 900 mmol/Il
CNP-G3 2,27 mmol/Il
Stabilizers and detergents > 0,1 %
Tiéu chuan chét lugng ISO 13485:2016
Thudc thir xét | Hoa chat ding cho xét nghiém o-Amylase ; dai do: 10-2.000
135 nghiém dinh | U/L ; phuong phap: CNPG3. Thanh phan: Calcium acetate 9 Hop
luong 3.60 mmol/L; Potassium thiocyanate 253 mmol/L; CNPG3 '
a-amylase 1.63 mmol/L
Chat thir GOT(AST)
Thanh phan chinh:
R1: Tris buffer pH 7,8 100 mmol/Il
Thudc thtr xét | L-Aspartate 200 mmol/l
136 | nghiém GOT | LDH 800 U/I 10 Hop
(AST) MDH 600 U/I
R2: NADH2 0,18 mmol/I
2-Oxoglutarate 12 mmol/I
Tiéu chuan chét lugng ISO 13485:2016
Thudc thir xét
137 Efg;fgm dinh | psong phap: IFCC;Dii do:7.15 - 500 U/L 11 | Hop
AST/GOT
£ .. . | Hoachat ding cho xét nghiém AST ; dai do: 3-1.000 U/L ;
Thuoc thir xét , R % . \ A
138 | nghiém dinh Phuong phap dua trén khuyén nghi cua IFCC. Thanh phan: 30 Hop
lu:on;g AST L-aspartate 240 mmol/L; 2-Oxoglutarate 12 mmol/L; LDH > ‘

0.9 kU/L; MDH > 0.6 kU/L; NADH 0.20 mmol/L;




Thudc thir xét

Chat thur Bilirubin Direct
Thanh phan chinh:

R1: EDTA-Na2 0,1 mmol/L
NaCl 150 mmol/L

139 Ié%ﬁlnejr;n Sulfamic acid 100 mmol/L Hop
direct R2: 2,4-Dichlorophenyl-diazonium salt 0,5 mmol/L
HCI 900 mmol/L
EDTA-I\]aZ O,,13 mmol/L
Ti€u chuan chat luong ISO 13485:2016
Thuoc thir xét
nghiém dinh | o 1o phép: DICHLOROPHENYL DIAZONTUM:Déi )
140 | lugng Hop
o d0:0.09 - 15 mg/dL
b1}1mb1n truc
tiép
Ehlf%‘;%fn’;et Hoa chit ding cho xét nghiém Bilirubin truc tiép ; dai do: 0—
ghiem ¢ 171 pmol/L ; phuong phap: DPD, budc song 570 nM. Thanh n
141 | luong X . ) . Hop
o phan: 3,5 Dichlorophenyl diazonium tetrafluoroborate 0.08
bilirubin truc
X mmol/L
tiep
Chit thir Bilirubin Total
’ Thanh phan chinh:
Thuoc thir xét | R1: Phosphate buffer 50 mmol/L
142 | nghiém NaCl 150 mmol/L Hop
Bilirubin total | R2: 2,4-Dichlorophenyl-diazonium salt 5 mmol/L
HCI 130 mmol/L
Ti€u chuan chat lugng ISO 13485:2016
Thuoc thir xét
143 Ef(?fm dinh dai do: 0.201 - 38 mg/dL, phuong phap do: 6
rong DICHLOROPHENYL DIAZONIUM P
bilirubin toan
phan
ghl‘;i‘gr’nt%‘fn’;et Hoa chét dung cho xét nghiém Total Bilirubin ; dai do: 0-513
ghiem & umol/L ; phuong phap: DPD, buéc song 540 nM. Thanh A
144 | luong A . . . . Hop
.S . o | phan: Caffeine 2.1 mmol/L; 3,5-dichlorophenyldiazonium
bilirubin toan
A tetrafluoroborate 0.31 mmol/L
phan
) Thanh phan chinh:
Thuoc thir xét | Phosphate buffer pH 7.5 50 mmol/L
145 nghiém dinh | 8-Hydroxyquinoline-5-sulfonic acid 5 mmol/L 6
luong Arsenazo 111 120 pmol/L P
Calcium Standard: 10 mg/dL (2.5 mmol/L)
Ti€u chuan chat lugng ISO 13485:2016
Thp()c thtr,
chat hicu
146 | chuan xét dai do: 0.05 - 4.5 mmol/L , phuong phap do: Arsenazo 11 Hop
nghiém dinh

lugng calci




Thudc thir xét

Chat thir Cholesterol

Thanh phan chinh:

R1: Pipes buffer, pH 6,9 90 mmol/I
Phenol 26 mmol/I

Cholesterol oxidase 200 U/I

147 ré%]}(l)llz r:?terol Cholesterol esterase 300 U/I 4 Hop
Peroxidase 1250 U/I
4-Aminoantipyrine 0,4 mmol/Il
R2: Cholesterol Standard 200 mg/dl (5,17mmol/l)
Tiéu chuén chét lugng ISO 13485:2016
Thudc thir xét
148 nghiém dinh | Phuong phap: Cholesterol oxidase/peroxidase;Dai do:4.2 - 5 Hop
lugng 1.000 mg/dL (0.109 - 26 mmol/L) '
cholesterol
Thudc tht Hoa chat dung cho xét nghiém Cholesterol ; dai do: 0.5-18
dung cho xét | mmol/L ; phuong phap: CHO-POD; budc song 540/600 nM.
149 | nghiém dinh | Thanh phan:4-Aminoantipyrine 0,31 mmol/L; Phenol 5,2 5 Hop
luong mmol/L; Cholesterol esterase > 0,2 kU/L (3,3 pkat/L);
cholesterol Cholesterol oxidase > 0,2 kU/L (3,3 pkat/L);
Hoa chét dung cho xét nghiém CK-MB ; dai do: 10-2.000 U/L
: phuong phéap: Enzymatic immuno-inhibition (&rc ché mién
Thubc thir xét | dich enzym), Budc song 340 (nm). Thanh phan: Dung dich
150 nghiém dinh | dém Imidazole (pH 6.7) 100 mmol/L; 4 Hop
luong Diadenosine-pentaphosphate 0.01 mmol/L; Glucose 20 i
CK-MB mmol/L; G6P-DH > 2.8 kU/L,; Creatine phosphate 30
mmol/L;N-Acetylcysteine 0.2 mmol/L; Khang thé khang tiéu
don vi CK-M thay dbi;
Chét thir CK-NAC
Thanh phén chinh:
R1 Bufferlmidazole buffer pH 6,7 100 mmol/l , Mg-acetat
Thubc thir xét | 20 mmol/I
nghiém dinh | Glucose 10 mmol/I
luong N-acetyl-cysteine 20 mmol/Il .
151 | creatine NADP 2 mmol/l,G6P-DH 1500 U/l 2| Hop
kinase trong | HK 2500 U/IEDTA 2 mmol/I
huyét thanh. | R2 substrate creatine phosphate 30 mmol/IADP 2
mmol/IAMP 5 mmol/Il
Adenosine 10 pmol/l
Tiéu chuan chét lugng ISO 13485:2016
Hoa chat dung cho xét nghiém CK ; dai do: 10-2.000 U/L ;
phuong phap dua trén khuyén nghi ctia IFCC cho CK (NAC),
Thudc thtr xét | bude song 340/660 nM. Thanh phan: Immidazole (pH 6.5,
152 | nghiém dinh | 37°C) 100 mmol/L; NADP 2.0 mmol/L; Glucose 20 mmol/L; 3 Hop
luong CK Creatine phosphate 30 mmol/L; N-acetylcysteine 0.2
mmol/L; Diadenosine pentaphosphate 0.01 mmol/L; HK
>4.0 kU/L; G6P-DH > 2.8 kU/L;
Chat thtr Creatinine
Thudc thir xét | Thanh phan chinh:
nghiém dinh | R1: Sodium hydroxide 0,2 mol/L .
153 luong R2: Picric acid 20 mmol/L 17 Hop
Creatinine Standard: 2 mg/dL (177 pmol/L)

Tiéu chuén chét lugng ISO 13485:2016




Thudc thir xét

nghiém dinh | Phuong phap: JAFFE COMPENSATED;Dai do:0.04-20 .

154 6 Hop
luong mg/dL
creatinin
Thubc thir , £, 13 . A PPN
dung cho xét Hoa chat dung cho xét nghiém Creatinine ; dai do: 5-2.200

155 | nehicm dinh pmol/L ; phuong phap: Kinetic Jaffe, bude song 520/800 nM. 26 16

shiem ¢ Thanh phan: Natri hydroxide 120 mmol/L; Axit picric 2,9 P

luong

> mmol/L.
creatinin

Chat thir CRP kit

) Thanh phan chinh: Latex
Thuoc thir xét | Glycine buffer (pH 8,42)
nghiém dinh | Rabbit anti-human CRP sensitized latex (0,20%), Sodium

156 | lugng C - azide (0,95 g/L) 3 Hop
reactive Buffer ,Sodium chloride (9 g/L)
protein (CRP) | Detergent (0,1 %)

Sodium azide (0,95 g/L)
Ti€u chuan chat lugng ISO 13485:2016
Va,t heg kiém Thanh phén chinh:
soat chat
luong xét Dung dich pha loang cua huyét tuong nguoi va dich mang

157 o phéi chita CRP véi dung dich mudi dém phosphate. Chét bao 1 Hop
nghiém C - o
reactive quan 0,095% natri azide.
orotein (CRP) Tiéu chuan chat lugng ISO 13485:2016
Chat higu
chuan xét o 7 ’

158 nghiém dinh | Chat kiém chuén Chat thir CRP 1 16
luong C - Tiéu chuan chat lugng ISO 13485:2016 P
reactive
protein (CRP)

: .. . | Hoa chat dung cho xét nghiém CRP Latex ; dai do: 0.2-480
Thuoc thir xét ) - o . . -
159 | nghiém dinh mg/L ; phuong phap: Immunoturbidimetric . Thanh phan: 6 Hop
R Glycine buffer 100 mmol/L; Latex, phu khang thé khang CRP i
lugng CRP
< 0.5% wiv
Chat kiem o ‘ ‘
chimg dung | Chat kiém chimg cho xét nghiém CRP. Thanh phan bao gom:

160 | cho xét Chat nén huyet thanh nguoi dang 16ng c6 chtra cac lugng khac 2 Hop
nghi¢ém dinh | nhau cia CRP nguoi
lugng CRP
Chat hiéu Aopia 1 x 1 : : 5
chudn xét Chat hi€u chuén cho xeét nghiém CRP thuong. Thanh phan:

161 A e Chat nén huyét thanh nguoi dang long c6 chura cac lugng khac 2 Hop
nghiém dinh nhau cua CRP nguoi
luong CRP v
S}?lfgnhféli Chét hiéu, chgén chQ xét nghiém CRP d6 nhay cao. Thanh

162 nghiém dinh phan: Chat nén huyeét thanh nguoi dang long c6 chira cac 1 Hop

lugng CRP

lugng khac nhau ciia CRP nguoi




B6 thude thur,
chét hiéu

Hoa chat dung cho xét nghiém HbAlc , g0m chat hiéu chuan
di kém hoa chét; dai do 4-15%; phu’orng phép Turbidimetric
Immuno-inhibition. Thanh phan bao gdm: Chat chuan
HbAlc: Hemolysate (nguoi va ctru) ; 0.9 %

163 Ehlﬁ?ggztmh tetradecyltrimethylammonium bromide; Hbalc R1: Khang 3 Hop
hfong HbAlc thé (ctru) khang HbAlc ngudi 20.5 mg/mL; Hbalc R2:
i HbA1c Polyhapten > 8 ng/mL; Lo Hemoglobin toan phan
R1: Phosphate Buffer (pH 7.4 )0.02 mol/L;
Dung d ichly Dung dich ly giai hong cau dung cho xét nghiém HbA lc.
164 glal.)fet . Thanh phan: Tetradeoyltrimethylammonium bromid 9.000 1 Hop
nghiém dinh L
lugng HbAlc g
Vat liéu kiém
soat xét Hoa chit kiém chung cho xét nghiém HbA Ic. Thanh phan: A
165 A e . . 1 Hop
nghiém dinh | Mau nguoi
luong HbAlc
Thudc thir xét
166 | nghiém dinh | dai do: 4-500 pg/L, phuong phap do: LATEX 7 Hop
lugng ferritin
Cht hi¢u
167 flgllll?gg?inh Dang bot dong kho, chira huyét thanh nguoi 1 Hop
lugng ferritin
Chat thor Gamma GT
Thudc thtr xét | Thanh phan chinh:
168 | nghiém R1: Tris Glycylglycin buffer pH 8,25 100 mmol/I 2 Hop
Gamma-GT | R2: L-y-Glutamyl-3-carboxy-4-nitroanilide 2,9 mmol/Il
Tiéu chuan chat lugng ISO 13485:2016
£ .. .. | Hoa chit ding cho xét nghiém GGT ; dai do: 5-1.200 U/L ;
Thuoc thur xét . . X . \ A
A phuong phép dua trén khuyén nghi ciia [FCC. Thanh phan: A
169 | nghiém dinh . o 5 Hop
lrong GGT Glycylglycine pH 7,7 (37°C) 150 _ B
i mmol/L;L-y-glutamyl-3-carboxy-4-nitroanilide 6 mmol/L
Chat thir Glucose
Thanh phan chinh:
Thubc thir xét | Phosphate buffer, pH 7,5 0,1 mol/I
nghiém dinh | Phenol 7,5 mmol/I A
170 1 1 rong GOD 12000 U/l 6 | Hop
Glucose POD 660 U/I
4 — Amino-antipyrine 0,40 mmol/l
Tiéu chuan chat lugng ISO 13485:2016
Thubc thir xét
171 nghi¢m dinh | Phuong phap: Glucose oxidase/peroxidase;Dai do:3.6 - 500 4 Hop
luong mg/dL (0.199 -27.5 mmol/L) ¥
glucose
Thudc ther xét | Hoa cht dung cho xét nghiém Glucose ; dai do: 0.6-45
172 nghiém dinh | mmol/L ; phwong phap: Hexokinase, budc song 340 nM. 13 Hop
luong Thanh phan: Bém PIPES (pH 7,6) 24,0 mmol/L, ATP > 2,0 ¥

glucose

mmol/L, Hexokinase > 0,59 kU/L, G6P-DH > 1,58 kU/L




Thudc thir xét

Chat thir HDL Cholesterol

Thanh phan chinh:

R1: Good’s buffer, pH 7,0 100 mmol/l
Cholesterol oxidase >0,8 KU/I
Cholesterol esterase >1,0 KU/I

173 | nehiem I Caralase >500 KU Hop
Choisteml HDCBS 0,5 mmol/l
R2: Peroxidase 30 KU/I
4-Aminoantipyrine 4 mmol/Il
R4: HDL Cholesterol see label
Tiéu chuan chat lugng ISO 13485:2016
Hoa chit dung cho xét nghiém HDL-Cholesterol ; dai do:
Thudc thtr xét | 0.05-4.65 mmol/L ; phwong phap: Enzymatic colour). Thanh
nghiém dinh | phan: Khang thé khang B-lipoprotein & ngudi nong do thay
174 | luong ddi; Cholesterol esterase (CHE) 0,8 IU/mL; Cholesterol Hop
HDL-Cholest | oxidase (CHO) 4,4 IU/mL; Peroxidase (POD) 1,7 IU/mL;
erol Ascorbate Oxidase 2 IU/mL;F-DAOS 0,2 mmol/L;
4-Aminoantipyrine 0,67 mmol/L
Cht higu
Chllf.lfl X%t. h Hoa chat hiéu chuén cho xét nghiém HDL. Thanh phz‘in:Huyé't
175 ?ugml;m " thanh nguoi dang bt dong khd chira HDL-Cholesterol Hop
HDL-Cholest | (800
erol
Vit liéu kiém
soat xét
nehiem di0h | piga chét kiém chiig cho xét nghi¢m HDL/LDL-Cholesterol.
176 HIf)L% Cholest Thanh phan: Huyét thanh nguoi dang dong kho cé chira Lo
erol va HDL-Cholessterol va LDL-Cholesterol (nguoi)
LDL-Cholest
erol
Vat liéu ki€ém
soat chat
leong Xet | v/t Jigu kiém soét chét luong xét nghiém dinh lugn .
177 | nghiemdinh | \5 RS el ¢ Hop
luong
HDL/LDL
Cholesterol
Chat chuan
178 giﬁﬁl lgél;irg Chét chuafln xé‘g nghiém dinh lugng LDL Cholesterol Lo
L'DL ; Ti€u chuan chat luong ISO 13485:2016 :
Cholesterol
Chat hiéu
chuén xét Chét hiéu chuan xét nghi¢m dinh lugng
179 | nghiém dinh | HDL Cholesterol Lo
luong HDL Tiéu chuan chat lugng ISO 13485:2016

Cholesterol




Thudc thir xét

Chét tht Iron

Thanh phan chinh:

R1: Acetate buffer pH 4,5 1 mol/L
Thiourea 120 mmol/L

180 nghiém Iron | R2: Ascorbic acid 240 mmol/L Hop
Ferene 3 mmol/L
Thiourea 120 mmol/L
Tiéu chuén chét lugng ISO 13485:2016
Thudc thtr xét | Hoa chat dung cho xét nghiém St ; dai do: 2-179 pmol/L ;
181 nghiém dinh | phuwong phap: TPTZ, budc song 600/800 nM. Thanh phan: Hop
luong Fe Glycine buffer (pH 1.7) 215 mmol/L; L-ascorbic acid 4.7 ¥
(Sét) mmol/L; 2,4,6-Tri(2-pyridyl)-5-triazine 0.5 mmol/L
Chat thir LDL Cholesterol
Thanh phan chinh:
R1: Good’s buffer, pH 7,0 50 mmol/l
Cholesterol oxidase 500 U/I
Thubc thir xét | Cholesterol esterase 600 U/I
182 nghiém dinh | Catalase 600 KU/I 1o
. op
luong LDL Ascorbate oxidase 3 KU/I
Cholesterol TOOS 2 mmol/Il
R2: Peroxidase 4 KU/I
4-Aminoantipyrine 4 mmol/Il
R4: LDL Cholesterol see label
, Tiéu chuan chat lugng ISO 13485:2016
Eg;%‘;;%‘fnft Hoa chat dung cho xét nghiém LDL-Cholesterol ; dai do:
183 lu’on;g : 0.26-10.3 mmol/L ; phuong phap: Enzymatic colour . Thanh Hop
: phan: Cholesterol esterase 3,7 IU/mL; Cholesterol oxidase ¥
LDL-Cholest ) . o )
erol 3,7 lU/mL; 4-aminoantipyrine 0,8 mmol/L;
Chat higu
Ch;lla.lfl th. h Héa chat hiéu chuan cho xét nghiém LDL.. Thanh
184 | DEMCM AN A Huyét thanh nguoi dang bot dong kho chira Hop
lwong LDL-Cholesterol (nguoi)
LDL-Cholest guoL)-
erol
Chat thir Protein Total
Thanh phan chinh:
Thubc thir xét | Potassium iodide 30 mmol/I
185 | nghiém Total | Potassium sodium tartrate 32 mmol/I Hop
Protein Copper sulphate 18 mmol/l
Sodium hydroxide 200 mmol/I
Tiéu chuan chat lugng ISO 13485:2016
Bo thudc th,
chat hiéu
186 | chuan xét dai do: 4.6 -150 g/L, phuong phap do: Biuret Hop
nghiém dinh

luong protein




Thudc thir xét

Hoa chat dung cho xét nghiém Protein toan phﬁn ; dai do:
30-120 g/L ; phuong phép: Biuret. Thanh phan: Sodium

187 ?ghl@m dmh hydroxide 200 mmol/L; Potassium sodium tartrate 32 Hop
wong p;mtem mmol/L; Copper sulphate 18.8 mmol/L; Potassium iodide 30
toan phan
mmol/L.
Chat thtr Triglyceride
Thanh phan chinh:
Pipes buffer pH 7,8 50 mmol/Il
p-Chlorophenol 2 mmol/I
Lipoprotein lipase 150000 U/I
Thude thtr xét | Glycerolkinase 800 U/I
nghiém dinh | Glycerol - 3 - P- oxidase 4000 U/I o
188 luong Peroxidase 440 U/I Hop
Triglyceride | 4-Aminoantipyrine 0,7mmol/I
ATP 0,3mmol/l
Mg2+ 40 mmol/l
Na-cholat 0,20 mmol/l
Potassium-Hexacyanoferrat(11) 1umol/I
Tiéu chuan chat lugng ISO 13485:2016
Thudc thir xét
189 nghiém dinh | Phuong phap: Glycerol phosphate oxidase/peroxidase;Dai Hop
luong d0:0.067 - 6.78 mmol/L ¥
triglycerid
Hoa chat dung cho xét nghiém Triglyceride ; dai do: 0.1-11.3
2 . ., | mmol/L; phuong phap: GPO-POD; budc song 660/800 nM.
Ehllqli%;f}:ilirniet Thanh phan:4-Aminoantipyrine 0.5 mmol/L; Lipases 1.5
190 1 ugon ’ kU/L (25 pkat/L); Glycerol kinase 0.5 kU/L (8.3 pkat/L); Hop
triQI 5ceri de Peroxidase 0.98 kU/L (16.3 pkat/L); Ascorbaj[e oxidase 1.48
kU/L (24.6 pkat/L); Glycerol-3-phosphate oxidase 1.48 kU/L
(24.6 pkat/L);
Chat thir Urea
Thanh phan chinh:
R1: TRIS buffer pH 7,8 50 mmol/Il
Thudc thir xét | GLDH > 0,80 U/l
191 | nghiém dinh | Urease > 12 U/ml Hop
luong Urea R2: TRIS* buffer pH 9,6 100 mmol/I
2-oxoglutarate 8,3 mmol/I
NADH > 0,23 mmol/l
Tiéu chuan chét lugng ISO 13485:2016
192 Igﬁ%‘;f}gnft Phuong phap: Urease / Glutamate dehydroganase;Dai Hop
T d0:3.69 - 300 mg/dL :
lugng ure
Thudc thir xét Hoa chit dung cho xét nghiém Urea/Urea nitrogen ; dai do:
193 | nghiém dinh 0.8-50 mmol/L ; phuong phap: Urease/GLDH . Thanh phan: Hop
lU:Oﬂg ure NADH > 0.26 mmol/L; 2-Oxoglutarate > 9.8 mmol/L i
i ;Urease > 17.76 kU/L; GLDH > 0.16 kU/L
Thudc thir xét
194 nghiém dinh | Dai do: 4.1 - 1.174 umol/L. Phuong phap xét nghiém: Dong Hop
luong hoc enzym 2 diém, UV, Chi€u phan tmg gidm i

Ammonia




195

Chét hiéu
chuén xét
nghiém dinh
luong
Ammonia

Dang l6ng, thanh phan: dung dich dém, chit bao quan

196

Thudc thir xét
nghiém dinh
lugng IgA

dai do: 3.7 - 650 mg/dL, phuong phap do: Turbidimetry

197

B6 thudce thir,
chét hiéu
chuén xét
nghiém dinh
lwong
G6PDH

Phuong phap do quang Gi61 han phat hi¢n 46.1 U/L Dai do
95.4 -40.000 U/L

198

Vit liéu kiém
soat xet
nghiém dinh
luwong
G6PDH

Thanh phan huyét thanh déng kho

199

Thudc thir xét
nghiém dinh
luong RF

Hoa chat ding cho xét nghiém RF Latex ; dai do: 10-120
IU/mL ; phuong phap: Immuno-turbidimetric . Thanh phan:
Glycine buffer (pH 8.0) 170 mmol/L; Latex phu IgG nguodi <
0.5%;

200

Chat hi¢u
chuén xét
nghiém dinh
luong RF

Chat chuén cho xét nghiém RF. Thanh phan: Chat nén huyét
thanh nguoi dang long chtra lugng RF & ngudi voi cac nong
d06 khac nhau

201

Thudc thir xét
nghiém dinh
luong
albumin
(microalbumi
nuria)

dai do: 0.4 - 200 mg/L, phuong phap do: LATEX

202

Chat hi¢u
chuén xét
nghiém dinh
lwong
albumin
(microalbumi
nuria)

Dang bot dong khd, chira albumin nguoi

Lo

203

Chat kiém
chung dung
cho cac xét
nghiém sinh
hoa str dung
mau nudc
tiéu

Dang bot dong kho, thanh phan: nudc tiéu ngudi




Thubdc thrr,

Hoa chit dung cho xét nghiém Urinary/CSF Protein ; dai do:

chit hi¢u 0.01-2.0 g/L ; phuong phap: Pyrogallol Red Molybdate.
chuan xét 3 4
204 nohiem dinh Thanh phan: R1: Pyrogallol Red 47 pmol/L; Natri Molybdate 1 Hop
lugon' rdtein 320 umol/L; Axit succinic 50 mmol/L ; Chat hiéu chuan:
o i Eén Albumin huyét thanh ngudi 0,5 g/L;
Cha} hlc,u Chat hiéu chuan cho cac xét nghlem sinh hoa nude tiéu
chuan xét
A e thudng quy. Thanh phan: Chat nén nudc tiéu nguoi dang long o
205 | nghiém dinh 1 Hop
lrong 8 thong co _chua An_ly_lase Capx1 Glucose, Phospho vo co, Uré, Axit
<6 sinh hoa Uric, Creatinine,Magie
;;?tl)lgtl kiém Chat klem chtng dang 16ng duoc san xudt tir vat liéu co
nohidm dinh ngudn goc tir con nguoi dung cho cac xét nghiém nude tiéu.
206 : lfon 18 San xuat tir chat nén 13 nuée tleu nguoi co thém amylase nude 1 Hop
tho ng <6 sinh tiéu ctia nguoi, hCG c6 nguon gdc tir nude tiéu nguoi,
héa & albumin ctia ngudi va bo, chat bao quan va chit 6n dinh
7 Dang dong kho tang d6 on dinh
Vit liéu kiém | Buoc san xuat dya trén huyet thanh nguoi
soat xet D¢ tham thau la 300mOsm/kg.
207 | nghiém sinh | On dinh dén han sir dung khi bao quan ¢ 2°C - 8°C. 2 Hop
héa nong d§ | Sau khi hoan nguyén mau 6n dinh trong vong 7 ngay ¢ 2°C -
trung binh 8°C hodc 28 ngay ¢ - 20°C
Ti€u chuan chat lugng ISO 13485:2016
q Dang dong kho tang d6 on dinh.
Vat liéu kiém | Puoc 7sén Xl}ét dua trén huyét thanh nguoi.
soat xét D¢ tham thau 1a 370mOsm/kg.
208 nghiém sinh | On dinh dén han st dl_mNg khi bao quan ¢ 2°C - 8°C. 2 Hop
hoéa nong d§0 | Sau khi hoan nguyén mau 6n dinh trong vong 7 ngay ¢ 2°C -
cao 8°C hodc 28 ngay ¢ - 20°C
Tiéu chuan chat lugng ISO 13485:2016
Vat liéu kiem
soat muc 1 Chat kiém ching cho cac xet nghiém sinh hoa thuong quy
209 x€ét nghiém muc 1. Thanh phan bao gdm: Huyét thanh ngudi dang dong 44 Lo
dinh lugng 36 | khé chira hoa chat phu gia va cic enzyme thich hgp c6 nguon i
‘;]h,éng sd sinh | gdc con ngudi va dong vat.
oa
Vat liéu kiem
soat muc 2 Chat kiém ching cho cac xet nghiém sinh hoa thuong quy
210 x€ét nghiém murc 2. Thanh phan: Huy@t thanh nguoi dong kho c6 hoa chat 44 Lo
dinh lugng 36 | phu gia va enzym thich hop c6 nguén goc tir nguoi va dong i
thong so sinh | vat.
hoa
Chét hicu Dang d9ng kPo tang ETQ on d}nh. .
chuin xét Dugc san xuat dya trén huyét thanh nguoi.
211 | nghiém sinh On dinh dén han st dung khi bao quan ¢ 2°C - 8°C. 5 Hop

ho4 ndng d6
cao

Sau khi hoan nguyén miu 6n dinh trong vong 7 ngay ¢ 2°C -
8°C hodc 28 ngay ¢ - 20°C
Ti€u chuan chat lugng ISO 13485:2016




Chat hiéu
chuan xét

Chét chuén’ cho cac xét nghiém sinh hoa thuong quy c6 nguon
goc tur huy€t thanh nguoi Thanh phéan thudce thu: huyet thanh

212 nghiém sinh | nguoi (dong kho), co chira cac nong do thanh phan phu hop 2 Hop
hoa dé hiéu chuan
Chat hiéu
chuan xét
213 nghiém dinh | Huyét thanh hiéu chuén cho cic xét nghiém sinh hoa thuong 7 L
Q
lugng 26 quy
thong sb sinh
hoa
Vit liéu kiém | Chat kiém chimg cho cac xét nghiém sinh hoa thuong quy co
214 soat xét ngubn gbc tir huyét thanh ngudi mace 1 Thanh phan thude thir: 9 Hop
nghi¢m sinh huyet thanh nguoi (d6ng kho), co chira cac thanh phan véi i
hoa ndng do phu hop dé thuc hién quy trinh ndi kiém
Vit liéu kiém | Chat kiém chtng cho cac xét nghiém sinh héa thuong quy co
215 soat xet nguf)n gdc tir huyét thanh ngudi mac 2 Thanh phan thude thir: 5 Hop
nghiém sinh huyet thanh nguoi (d6ng kho), co chira cac thanh phan voi :
hoa nong do phu hop dé thuc hién quy trinh noi kiém
Hoa cht Thanh phén chinh:
dung cho may | Alkali < 0.4%
216 phan tich sinh | Detergent < 0.7% 1 Can
hoa Tiéu chuan chat lugng ISO 13485:2016
D.,un(% dlChh Dung dich rira hé théng. Thanh phan bao gdm: Baypur CX
217 "r;f;‘ “ﬁfg Ct,oh 100; Sodium Hydroxide 1 - 2%; Genapol X080 1 - 2%; 15 | Binh
1Y PRANEER | syifonic acids, C14-17-sec-alkane, mudi natri 1 - 5%
sinh hda
Rotor dung
218 | cho may phéan | Vat liéu: Nhya methacrylate 5 Hop
tich sinh hoa
219 Zha(;[ :;]Ié()l/u)r(lgt C_uAvette cho bqéng rira may sinh hoa 5 B6
oA Tiéu chuan chat lugng ISO 13485:2016 j
nghiém
R Thanh phan chinh:
gll\fr?gcgﬁé may NaCl 20mmol/L
220 A Phosphate 40mmol/L 8 Tai
phan tich
HbAlc Pgrserve( <0,5ml/L
Ti€u chuan chat lugng ISO 13485:2016
, % Thanh phan chinh:
gll;)r?gc?ﬁ; may NaCl 170mmol/L
221 As o Phosphate 40mmol/L 6 Tui
phan tich P
HbALC erserver < 0,5ml/L
Ti€u chuan chat lugng ISO 13485:2016
Thanh phan chinh:
) Buffer 20mmol/L
Thuoc thu ly | Sodium chloride 20mmol/L
222 giai hong cau | Surfactant 0.05ml/L 10 Can
Perserver < 0.5 ml/L
Tiéu chuan chat lugng ISO 13485:2016
223 | Cot she ky Cot sac ky cao ap str dung cho may xét nghiém HbA 1c 9 Chie

Tiéu chuan chat luong ISO13485




Phin loc dang nhua, dugc cau tao dang luoi loc.

224 | Phin loc Tiéu chuin chit lugng I1SO 13485:2016 Chiee
S}?fétr?f; Hoa chét chuin xét nghiém HbAlc
225 nghiém dinh D.(')ng goi: L1: 3x0,1ml; L2: 3x0,1ml Hop
lrong HbA lc Ti€u chuan chat lugng ISO 13485:2016
Vat liéu kiém
soat chat Vit liéu kiém soat chat luong xét
226 | lugng xét nghiém dinh luvong HbAlc Hop
nghiém dinh | Tiéu chuan chit lugng ISO 13485:2016
luong HbAlc
Day bom Day bom cho may dién giai
227 | ding cho may | Pong goi: Ti 1 chiée Chiéc
xét nghiém Pat tiéu chuan ISO 13485:2016
bién cuc xét
298 nghiém dinh | Pi¢n cuc»Ca el,ectrode Chie
luong Cat++ | Tiéu chuén chat lugng ISO 13485:2016
(Calci)
Pién cuc xét
299 nghiém dinh | Dién cuc Ref electrode Chie
lugng quy Tiéu chuan chat lugng ISO 13485:2016
chiéu
bién cuc xét
nghiém dinh | Pién cuc Cl electrode .4
230 | | rong CI- Tiéu chuén chét luong ISO 13485:2016 Chiéc
(Clo)
bién cuc xét
nghiém dinh | Pién cuc K electrode £
231 | luong K+ | Tiéu chudn chét luong ISO 13485:2016 Chige
(Kali)
bién cuc xét
232 nghiém dinh | Dién cuc Na el’ectrode Chie
luong Na+ Ti€u chuan chat luong ISO 13485:2016
(Natri)
bi¢n cuc xét .
T bién cuc pH electrode £
233 | nghiém dinh | 5 chuélr)l chat luong ISO 13485:2016 Chige
luong pH
Vat ligu kiém
1533; ;h;g .| Chit thir QC Solution
nghiém dinh Thanh phan chinh: _ _
234 luon;g da KCI, NaCl, NaAc, CaCl2, LiCl, pH buffer, surface active Lo
théng Sé dién agent, prgservqtlve agent,
i Ti€u chuan chat luong ISO 13485:2016
giai (K, Na,
Cl, Ca,pH)
Dung dich Thanh phan chinh:
235 dién cuc dung | Ammonium bifluoride (NH4HF2), chét hoat dong bé mat, Lo

cho may phan
tich dién giai

chit bao quan.
Tiéu chuan chat lugng ISO 13485:2016




Dung dich
rira dung cho

Thanh phan chinh:

236 mAV phan tich Sodium Hypochlorite 1 Lo
ay pha Tiéu chuan chat lugng ISO 13485:2016
dién gidi
. Chét thir Ca fill solution
Dung dich . X P 1
dicn eue din Thanh phan chinh: )
237 Y 18 KCI, NaCl, NaAc, CaCl2, dung dich dém pH va chat bao 2 lo
cho may phan quén
tich dién giai | .o chun chit luong ISO 13485:2016
Dung dich Thanh phan chinh: )
dién cuc dung | KCI, NaCl, NaAc, CaCl2, dung dich dém pH va chat bao
238 A A X 100 ml
chomay phan | quan )
tich dién gidi | Ti€u chuan chat lugng ISO 13485:2016
Dung dich Thanh phan chinh: )
dién cuc dung | KCI, NaCl, NaAc, CaCl2, dung dich dém pH va chat bao
239 A A X 100 ml
chomay phan | quan )
tich dién gidi | Ti€u chuén chat lugng ISO 13485:2016
) Chat thtr Na/Cl/pH fill solution
Dung dich N A 1
dién eue dimn Thanh phan chinh: )
240 T g KCl, NaCl, NaAc, CaCl2, dung dich dém pH va chat bao 100 ml
cho may phan quin
tich dién gidi | .o hudn chit Iuong ISO 13485:2016
Thuoc thir xét | Chat thu ISE Fluid pack (Na, K, CI, Ca, pH)
nghi¢m dinh | Thanh phan chinh:
luong da Ammonium molybdate 0,4 mmol/Il A
241 | théng sb dien | Sulphuric acid 100 mmol/l 33 | Hop
giai (K, Na, Hydrochloric acid 100 mmol/|
Cl, Ca, pH) Tiéu chuan chat lugng ISO 13485:2016
Eh}?i%(;;%?niet Thanh phan chinh:
lugon' da : Ammonium molybdate 0,4 mmol/I
242 omeca Sulphuric acid 100 mmol/I 41 Hop
thong so6 dién S
gidi (K, Na, derochLorlc a}md 100 mmol/I
Cl, Ca, pH) Tiéu chuan chat lugng ISO 13485:2016
Vit liéq kiém
soat chat .
luong xét Thanh phan chinh:
nghiém dinh | KCI, NaCl, NaAc, CaCl2, LiCl, pH buffer, surface active .
243 . 3 Hop
luong da agent, preservative agent,
thong so dién | Tiéu chuan chat lugng ISO 13485:2016
giai (K, Na,
Cl, Ca,pH)
E,Iinfuilcgho Thanh phan chinh:
244 | 0T hsSik | Sodium hypochlorite (NaCIO) 0,4% - 0,5% 3 Hop
ay pha Tiéu chuan chat lugng 1SO 13485:2016
dién giai
Dung dich Thanh phan chinh:
rira dung cho | Enzyme: Pepsin, A
245 may phan tich | Dilutor: KCI, NaCl, Hydrochloride acid, 2 Hop

dién giai

Tiéu chuan chat lugng ISO 13485:2016




Day bom

Day bom bang nhyra mém c6 tinh dan hdi cao ding cho may

246 | dung cho may | xét nghiém dién giai do, 3 Chiéc
xét nghiém Dat tiéu chuén chat lwong ISO 13485:2016,
Dung dich Thanh phan chinh: )
dién cuc dung | KCI, NaCl, NaAc, CaCl2, dung dich dém pH va chat bao A
247 S A \ 2 Hop
cho may phan | quan ,
tich dién gidi | Ti€u chuan chat lugng ISO 13485:2016
Dung dich Thanh phan chinh:
dién cuc dung | KCI, NaCl, NaAc, CaCl2, LiCl, pH buffer, surface active o
248 , A 3 Hop
cho may phan | agent, preservative agent,
tich dién giai | Tiéu chuan chat luong ISO 13485:2016
Il | Trang thiét bi y té, vt tw, héa chat xét nghiém Huyét hoc - Truyén mau
;g('gt 1)1(%1; kiém Hoa chét kiém chu%‘in huyét hoc dugc st dung theo doi sy hoat
N dong ctia may huyét hoc Unicel DxH. Thanh phan: gom hong
nghiém dinh N 2 . U 3 : x n
249 1 cau dugc on dinh trong moi treong dang truong, thanh phan 4 Hop
uong 23 , e AL A oA N A 12 A
thong s6 kich thudc ti€u cau va hong cau c6 dinh mé phong bach cau
£ va hong cau c6 nhan.
huyét hoc
IVD ly giai Chat ly giai hong cau dé dinh lugng hemoglobin, dém NRBC,
hong cau dém va do kich thudc bach cau trén hé thong phan tich t€ bao
250 |trongxét | huyet hoc Unicel DxH. Thanh phén: Quaternary Ammonium 15 Hop
nghiém huyét | Salts 5-80 g/L, Sodium Sulfite 1-5 g/L, Chat 6n dinh, Chat
hoc dém
Dung dich , Ar 1AL 1 LA A
rira ding cho Str dung nhu mot chat lgm sach cho. cac bd phag cua may
251 méy phan tich phén tich huyét hoc Unicel DxH khi ti€p xic voi mau. Thanh | 15 Hop
huyét hoc phan: Dung dich chira enzym phan giai protein
IVD ly giai Hoa chat d€ thyc hién phén tich nam thanh phan bach cau
hoéng cauva | trong mot mau mau, str dung cong nghé¢ VCSn. Thanh phan
252 bao v€ bach | gbm hai loai hoa chat: Hoa chat Erythrolyse gom: y€u t6 lam 15 Ho
cau trong xet | am 0.3-1.5g/L, Formic Acid 1.2 mL/L Hoa chat StaliLyse P
nghiém huyét | gom: Sodium Carbonate 6.0 g/L, Sodium Chloride 14.5 g/L,
hoc Sodium Sulfate 31.3 g/L
. Str dung nhu mot dung dich dém pha loang dang truong ket
Dung dich
ha loang hop v6i mot tac nhan ly giai khong chira cyanide dung dé dém
253 (Fj)l]n cho xét va dinh c& cac té bao mau trén hé thong phan tich té bao 250 Ho
N higém huvét Unicel DxH. Thanh phan: Sodium Sulfate 13.73 g/L, Sodium P
h%c : Y| Chloride 1.04 g/L, Tetracaine HCL 0.02 g/L, Imidazole 2.85
i g/L
IVD giam sat
Rhep d? tl;e Hoa chét dugc chi dinh sir dung trén hé thdng phan tich té bao
tich, 36 dan « £ . 1 £ ToA 2 a g 1
didn va db tan tr dong ket hop cac hoa chat phan tich dé theo ddi gia tri pheép
254 i ,' do cac thong so vé the tich, dd dan, tan xa. - Thanh phan: mot 1 Lo
xa anh sang . . £ a2 .
N2 dung dich chtra c4c hat nhya polystyrene trong chat dém chira
trén may £ LA s
N chat hoat tinh bé mat
phén tich

huyét hoc




Chéat chuan dung dé chinh hé s6 trén hé thong phan tich té bao

Cha} hlc,u tu dong duogc ligt ké trong bang trong to 1nsert két hop véi
chuan xét
A e thudc thir cu thé. - Thanh phan gom hdng cau ngudi, thanh o
255 | nghiém dinh 1 Hop

o phan c6 kich thugc tiéu cau duge on dinh trong méi truong
luong 6 thong 2 X A A 4. A N R A )
X X dang truong Hong cau c6 dinh dugc thém vao dé mo phong
s0 huyét hoc A

bach cau

Thuoc thur xét
nghiémxac |y, pdt ding dé XN thoi gian PT, ISI < 1,05. Dang Bot kho
dinh thoi gian | 7 2 .. ~ AR , S

. va chat dém pha loang. B§ 6n dinh stir dung sau khi hoan R

256 | prothrombin . S a2 . \ 24 Hop
4 nguyén (hodc mo nap) > 10 ngay ¢ nhiét do 2-8 40 C va>4
(PT) va dinh o o A
1 ngay ¢ 15 do C trén may
uong
fibrinogen
£ .. .. | Hoachat dung dé XN thoi gian APTT dong goi kém theo

Ih}lllg;rfl)gzet Calcium Chloride. Dang Léng. Do 6n dinh st dung sau khi

257 dignh thoi oian hoan nguyén (hoac mo nap) 30 ngay nhiét 46 2-8 do C, 10 16 Hop
APTT g ngay nhiét do 15 do C trén may (ACL TOP), 3 ngay nhiét do

15 do C trén may (ACL ELITE)
Thudc thir xét | Hoa chat dung d€ XN thoi gian ThrombinTime (TT). Dang

258 nghiém xac bot kho va chat dém. Do 6n dinh st dung sau khi hoan nguyén 3 6
dinh thoi gian | (hodc mo nap): hoa chat Thrombin 15 ngay nhiét do 2-8 do C, P
Thrombin 1 ngay nhiét do 15 d6 C trén may
Vat liéu kiem | Héa chat dung dé kiém chuan chq XN dQng méu nhu PT,
soat xét APTT, TT,Fibrinogen, cac loai y€u to, yéu to0 Von

959 nghiém dinh | Willebrand, Antithrombin, Plasminogen, Plasmin Inhibitor, 15 H6
luong 24 Protein S, Protein C, Hepatocomplex ¢ dai do binh thuong P
thong s6 dong | Dang B4t kho. Thoi gian 6n dinh 24 gio nhiét dd 2-8 do C va
mau nhiét 36 15-25 @6 C v6i XN PT APTT Fibrinogen TT
Chat hi¢u Hoa chat dung d€ hiéu chuan cho XN déng mau nhu
chuan xét Fibrinogen, céac loai y€u td,yéu t6 Von Willebrand,

260 nghiém dinh | Antithrombin, Plasminogen, PlasmirJ Inhibitor, Protein S, 1 6
luong 24 Protein C. Dang Bot kho. Thoi gian 6n dinh > 24 gio nhiét do P
thong so6 dong | 2-8 dQ C yc’ri XN Fibrinogen, > 8 gio nhi¢t do 2-8 do C vdi cac
mau XN yeéu to
Dﬂung‘ dich Dung dich dugc str dung cho quy trinh lam sach dung cho
ria dung cho .o A , A \ A .

oz may xét nghiém dong mau tu dong, Thanh phan Acid A

261 | may xeét . : o 2k 2 Hop
nghiém déng clohydric 100 mmol/L. Dang Long. Tiéu chuan chat lugng
mgéu i [SO13485:2016. Bao quan nhiét d phong.

Dung dich
rtira dung cho ‘ ‘

262 | may xét Dang 16ng Thanh phan bao gom Sodium azide 0.1% 48 Binh
nghi¢ém dong
mau
Vit chtra mau ’

263 dung cho may | Cong phan g dung trén hé thong may xét nghiém dong mau 15 1o
x€t nghiém ACL . Dang rotor tron, 20 vi tri P
dong mau
Thuoc thtr xét | Hoa chat dung dé XN dinh luong Fibrinogen, theo phuong

264 nghiém dinh | phap Clauss. Dang: bét kho. B¢ 6n dinh str dung sau khi hoan 1 Ho
luong nguyén (hodc mo nap) > 7 ngay nhiét do 2-8 do C, > 7 ngay P
fibrinogen nhiét d6 15 do C trén may (ACL TOP), > 6 ngay trén may




(ACL ELITE)

Dung dich
rira ding cho | Hoa chét dung dich dung dé lam sach va tiy nhiém trén hé
265 | may xét thong may dong mau ty dong. Thanh phan dung dich natri 2 Hop
nghiém dong | hypoclorit chira < 5% clo ton tai. Dang Long.
mau
Dung dich
266 ggﬁg;ocinogxét H(;;a chéAt dﬁng dé pha loﬁflg x6t nghiém chuin may trén hé 1 Hop
e an thong dong mau. Dang Long.
nghi¢m dong
mau
Chat thtr, hoa
chat chan
doan, dung M3i lo thudc Identisera Diana (1 dén 11) chira 5ml hong
267 | dich rira dung | huyét ciu ngudi cia nhom mau O, nhan dang cac khang thé 3 Hop
trén may bat thuong
phan tich
nhom mau
Chat thit, hoa
chat chan
doan, dung Thanh phan: Chira hon dich té bao hong cau ngudi nhém mau
268 | dich rira dung | O nong do 0,8%. San pham da sin sang dé sir dung. Tinh 4 Hop
trén may nang: Sang loc khang thé bat thudng
phén tich
nhom mau
Sinh phim y Vicot AHG: Khang thé da dong dic hiéu khang globulin (hdn
t ding trong hop khang thé khang IgG va khang thé don dong khang C3d),
269 2 , dung dich dém c6 luc ion hoa thap (LISS). Tinh nang: Dung 25 Hop
chan doan
in-vitro cho xét nghiém Coombs truc tiép va gian tiép (xét nghiém hoa
hop trong mdi truong c6 Immunoglubulin)
Chat tht, hoa
che}t chan Thanh phan Vi éng N chira: dung dich dém khong c6 khang
doén, dung 2 s . C A1a 1A A o .
270 | dich rira ding th&? Tinh nang: Dinh ‘Aloa_u ts bao} hong cau va xdc th nhom 20 Hop
A , mau ABO nguoc. Hong cau mau cho sang loc/ dinh danh
WM MAY |y hang thé bét thuon
phan tich £ &
nhom mau
Dung dich
pha loang Thanh phan: Mbi lo chtra dung dich dém c6 lyc ion thip vai
271 mau ding cho | thanh phan chinh la glycin 1,37% va glucose 0,85%. Tinh 60 Hop
xét nghiém nang: Hoa chat dung dé chuan bi hon dich hong cau ctia bénh .
phén tich nhan
nhom mau
Dung dich
rira dung cho | Thanh phan: Dung dich chit tiy rira dam dic va chit mau.
272 | méy phan tich | Chit bao quan: natri azide 0,1% trong dung dich rtra sau khi 5 Hop
nhom méu ty | pha lodng. Tinh ning: Dich rira hé thong
dong
Dung dich rua . AL . L S I
dung cho may The}nh Phan.Pung d}Ch 'chat tay rua dam dac va ch:at mau. )
273 ohan tich Chat bao quan: natri azide 0,1% trong dung dich rtra sau khi 4 Hop

nhém mau tu

pha loang. Tinh nang: Dich rtra kim




dong

Dung trong chin doan in vitro dé ly giai hong cau cho may
xet nghiém huyet hoc.
Thanh phan chinh:

274 Tg‘f‘i’l‘;;h“cla-‘{l Detergent < 0.6% Hop
& & Buffer < 1.0%
Preservative < 0.4%
Tiéu chuén chét lugng ISO13485:2016
Dung trong chan doan in vitro dé ly giai hong cau cho may
xét nghiém huyét hoc.
275 Thuéq thirly | Thanh phan chinh: Tui
giai hong cau | Ethylene glycol < 99.9%
Dye <0.15%
Tiéu chun chét lugng ISO13485:2016
Dung trong chan doan in vitro dé ly giai hong cau cho may xét
) nghi¢ém hl}yét hoc.
Thudc thir ly | Thanh phan chinh: A
276 giai hong cau | Detergent < 0.5% Hop
Preservative < 0.6%
Tiéu chuan chat lugng 1SO13485:2016
Thanh phan chinh:
Hoa chat pha | Sodium chloride < 0.9%
lodng dung Potassium chloride < 0.1% .
217 cho may phéan | Buffer < 0.3% Thung
tich huyét hoc | Preservative < 0.1%
Tiéu chuan chat lugng ISO 13485:2016
Hoa chit rira Dﬁpg cho‘ﬂviéc ’bé(? tri va 1am sach may phan tich huyét hoc.
dung cho may Tha_nh phan chlnh._
278 A Sodium hypochlorite < 8.0% Lo
phan tich . 0
huyét hoc ngjlum rlydratAe <2.0%
j Tiéu chuan chat lugng ISO 13485:2016
Chét hicu cgét hiéu chué}n c'ho xét nghiém huyét hoc 3 thanh phan.
hudn cho xét Thanh phan chinh: _ _
279 | Sy <. | Healthy mammal blood (pig), preservatives and cell Lo
nghiém huyét .
hoc st_ablllzerg,. ’
; Ti€u chuan chat lugng ISO 13485:2016
Dung dich pha loang dé xét nghiém mau méau toan phén.
, £ Thanh phan chinh:
Egﬁg%%tn%ha Sodiur_n chloride_ <0.9%
280 cho may phan Potassium chloride < 0.06% Thung
tich huyét hoc Buffer < 9'3%
"~ | Preservative < 0.1%
Tiéu chuan chét lugng ISO 13485:2016
Dung cho viéc bao tri va lam sach may phan tich huyét hoc.
Thanh phan chinh:
Hoa chat riza | Detergent < 0.5%
dung cho may | Sodium chloride < 1.0% .
281 phan tich Buffer < 0.3% Chai
huyét hoc Preservative < 0.4%

Proteolytic enzyme < 2.0%
Ti€u chuan chat luong ISO 13485:2016




Dung trong chan doan in vitro dé ly giai hong cau cho may xét

, nghiém huyét hoc
Thuoc tht ly | Thanh phan chinh: .
282 giai hong cau | Detergent < 4.0% ° Chai
Buffer < 0.06%
Tiéu chuén chét lugng ISO 13485:2016
Chit hicu Cl}ét hiéqA chué}n cho xét nghiém huyét hoc 3 thanh phan.
chun cho xét Thanh phan chinh: _ .

283 oA z, | Healthy mammal blood (pig), preservatives and cell 1 Lo
nghi¢m huyét .
hoc stgblllzerg. )

i Ti€u chuan chat luong ISO 13485:2016
Vat li¢u kiém
soét chét
lu@g Xét. Thanh phén chinh: Freeze-dried, huyét trong ngudi

284 | nghiém dinh | .o ' An chét wrong ISO 13485:2016 6 | Hop

luong PT,

APTT, TT,

FIB

Thubc thir xét | Thanh phan chinh: R1: Ellagic Acid 0.3% , BSA 0.1%, 0.2%

285 | nghiém dinh | Sodium Azide , Buffer 3% R2: CaCl2 0.025 M Tiéu chuan 8 Hop
lugng APTT | chat lwona ISO 13485:2016
Thubc thir xét | Thanh phan chinh: Recombinant hTF, BSA 0.5% CaCI2

286 | nghiém dinh | 0.025 M, Buffers 3%,0.2% Sodium Azide, Stabilizers Tiéu 12 Hop
luong PT chuan chat lvong ISO 13485:2016

Dung trong xét nghiém chan doén in vitro dé dinh lugng
Thrombin Time (TT) trong huyét tuong..
Thudc thtr xét | Thanh phan chinh:

287 | nghiém dinh | Bovine Thrombin (Approximately 10 NIH Units/mi), BSA 2 Hop

luong TT 0.5%, pH 7.2+0.2 Buffers 3%,0.2% Sodium Azide,
Stabilizers
Tiéu chuan chét lugng ISO 13485:2016
Dung trong xét nghiém chan doén in vitro dé dinh lugng FIB
trong huyét trong.

Thudc thir xét | Thanh phan chinh: R1: Bovine Thrombin (Approximately

288 nghiém dinh | 100 NIH Units/mi), BSA 0.5%, pH 7.2 + 0.2 Buffers 1 Ho
luong 5%,0.2% Sodium Azide, Stabilizers R2: Imidazole Buffer P
fibrinogen Solution (IBS): Imidazole buffer in saline solution, pH 7.2 £

0.2, with 0.2% Sodium Azide as preservative Tiéu chuan chét

luong 1SO 13485:2016

Thanh phan chinh:

Kit thudc thir gdm céc thanh phan R1 (chat dém), R2 (Latex),
Thudc thir xét | chat chuan va chat kiém tra muac 1, mic 2.

289 nghi¢ém dinh | Latex v6i thanh phér} khang thé don dong chudt gom: 1 Ho
luong Polystyrene latex (nong d 12 mmol/L) P
Ddimer Natri benzoat (néng d6 0,01 mmol/L).

Tris (ndng do 30mmol/L).Tiéu chuan chat luong ISO
13485:2016
290 Zha; tr;ré(;l/u)r(légt Coéng phan mg dung cho may xét nghiém dong mau Pat ti€u 7 Tai

nghiém

chuén ISO 13485:2016




Dung dich

rira diing cho Théph phan chinh: _ '
291 méy phan tich Sodium Hypochlorite Chai
A . Ti€u chuan chat lugng ISO 13485:2016
dong mau
unn(%‘ dlChh Thanh phan chinh:
292 rrrl1IZ ur?Ag Ct,oh Sodium Hypochlorite Hop
18y PRANCN | 1iay chudn chét luong ISO 13485:2016
dong mau
The‘mh.phén: Soi collagen (type 1) tir gdn ngua trong dung
Hoa chét dich déqg truong glucose pH 2.7 ‘ )
dung cho may Do on dmh:_, Hoéa chat duoc lay ra khél lo, bdo quan trong ong
. o nho dat d¢ 6n dinh trong vong 1 tuan khi boc parafilm bao
293 | xét nghiém quan & 2-8 ° C Lo
g%gi%&ap Mbi lo chua cac soi Collagen (type 1) tir gin ngya trong dung
dich glucose dang truong. Tong thé tich 1ml. Nong do
Img/ml. - Tiéu chuan: ISO 13485.
Hoa chit Thanh phﬁn: 2.5 mg adenosine diphosphate dong kho
dung cho may b6 6n dinh: Hgé chat ADP da pha loang c6 thé bao quan ¢
294 | xét nghiém -7(~)‘TC dat 6n dinh trong 1 n.t?1m hgéc dén han sir dung Lo
ngumg tép Moi lg chira 2.5 mg adenqsme dlphqsphate dang dong kh. .
i3y cau Phe_l loang voi Sml dung dich mudi sinh 1y cho nong d6 ImM.
- Tiéu chuan: ISO 13485.
Hoa chit Thanh phﬁn: Ristoce;tiq dong }(hé
dung cho may D0 6n dinh: Hoa chat ristocetin da pha loang chua st dung cé
205 | xét nghiém thé béo quan ¢ -20°C dat 6q dinh trong 3 thang Lo
ngung t ép Moi lo chfra 62.5 mg chura ristocetin dang dong lanh d.l{Q'C pha .
i3y cau loang v6i 0.5 ml nuoc cat tao thanh 125 mg/ml. - Tiéu
chuan: ISO 13485.
Gel dien di La _gel dung cho_ xét nghiém di_én di huyét_séc t6, gén_a:
296 huvét sée 6 QuickGel Alkaline Hemoglobin Gels, Acid Blue Stain, Hop
Y Hemolysate Reagent, Citric Acid Destain.
Dung cu lay
297 mau sir dung | Lavatliéu béng kim loai trang bac dung dé chAm mau khi lam Hop
trén may dién | dién di. i
di
Cup dung
298 mau sir dung Disposable Sample Cups la vat tu bang nhya dung dé chira g6i
trén may dién | mau khi lam dién di
di
Cuap dung
299 mau sir dung Disposable Sample Cups la vat tu bang nhya ding dé chira g6i
trén may dién | mau khi lam dién di.
di
g&aarclhfet thleu AFSC Hemo Control 13 héa chét kiém chuan cho xét nghiém
300 | nghiém dién dién di heamoglobin. Thanh phan gom c6: AFSC Hemo Lo
d i Conxtrol (1 x ImL). Bdo quan ¢ nhi¢t do: 2 ... 8 ° C Dat tiéu i
hemoglobin chuan ISO, CFS.
Dung dich Hoa chat hoat dong bé mit hd tro truyén dan nhiét (qué trinh
301 | dém st dung | lam lo

trén may dién

nong, lam lanh) khi thyc hién xét nghi¢m dién di.




di

Dung dich héa chat hiéu chuan xét nghiém dién di
hemoglobin.

B¢ xét
n’ghlem,dm'lAl Xét nghiém xéac dinh 21 dot bién gen trong a-Thalassemia
tinh phat hién A ., AP
21 dét bién dl_IE} trén p}lan ung PCR va lai phan tr ' . ‘
302 | gen Alpha Thanh phan: Taq DNA Polymerase, Dung dlf:h khuéch dai 5 Hop
Globin cia Al, A2', B, bém phé'l loang Taq, DNAT, Typing Tray, .
o .| Teststrip A, TestStrip B, Dung dich lai, Dung dich rua A,
bénh tan mau : L X . , 4 o
I Dung dich gan két, Dung dich rtra B, Chat phat mau
bam sinh
(Thalasemia)
B0 xét
nghiém dinh
tinh phat hién | Xét nghi¢ém xac dinh 22 dot bién gen trong B-Thalassemia dua
22 dot bién trén phan tmg PCR va lai phan tir Thanh phan: Dung dich ly
303 | gen Beta giai, GENXTRACT Resin, Dung dich khuéch dai, Dém pha 6 Hop
Globin cta loang Taq, DNAT, Typing Tray, Dung dich lai, Dung dich
bénh tan mau | rira A, Dung dich gan két, Dung dich rira B, Chét phat mau
bam sinh
(Thalasemia)
304 Bo }{it tach Bo kit tach chiét DNA dé lam RCR gé)m cég loai ¢t nhua co 6 Hop
chiét DNA d0 chinh xac cao va cac loai chat rira va chat dém. i
I11 | Trang thiét bi y té, vét tw, hoa chat xét nghiém Vi sinh
B6 nhuém Gram gom 04 dung dich thuéc nhuém thanh phan
250ml, Lugol chai 250ml, Decolor (alcohol-acetone) chai 25(
Dung dich 250ml. o
305 Nhudém - Bao quan: Nhiét d§ phong thi nghiém 4 Bo
- Bong goi: B) 4 chai x 250ml c6 voi bom tién dung
B6 nhuom Ziehl Neelsen dung dé thyc hién xét nghi¢m
nhudm soi. Bao gdm 03 dung dich thuéc nhudm thanh phan la
306 Dung dich | Carbo Fuchsin chai 250ml, Alcohol acid (Hydrochloric acid 5 Bs
nhudm in ethanol) chai 250ml va Methylen Blue chai 250ml. i
- Bdo quan: Nhiét do phong thi nghiém
- Bong goi: B 3 chai x 250ml c6 voi bom tién dung
Pia thach dung sin chira méi truong st dung dé nudi cay va
thir tinh chét tan mau cta cac loai vi sinh vat kho tinh va
Moi truong khong kho tinh. Bia 90mm. Bao gbi bing mang ban tham
307 nubi chy Cellophane. 1,000 bia
Thanh phan: Special peptone, Starch, Sodium chloride, Sheep
blood, Agar, pH: 7.3£0.2 ¢ 25°C
Dong gobi: 10 dia/Hop
Dia thach dung sin duogc st dung dé nudi cdy cac loai vi sinh
vat khé moc, déc bi¢t 1a Neisseria spp. va Haemophilus. Dia
Moi truong 90mm. Bao goi bang mang ban thim Cellophane.
308 b chy Thanh phan: Special peptone, Starch, Sodium chloride, 400 Dia

Defibrinated sheep blood, Agar, Multivitox, pH: 7.3+ 0.2 ¢
25°C
bong goi: 10 dia/Hop




Chai cay mau

- Thanh phan mai truong trong chai: 30 mL nuéc di qua xu
1y, Canh truong Soybean-Casein Digest 3.0%, Cao nam men
0.25%, Amino axit 0.05%, Puong 0.2%, Sodium

309 gﬁﬁtvlf;fﬁlza Polyanetholsulfonate (SPS) 0.05%, Vitamins 0.025%, Chét Hop
khi chong oxi hoa/ Khir 0.005%, Nonionic Adsorbing Resin
13.4%, Cationic Exchange Resin 0.9%, c6 b6 sung thém
CO2.
MOl Moi truong dang bdt min, mau rom
TRUONG | Thanh phan (g/1): Beef, dehydrated infusion from 300.0,
310 BOT Casein hydrolysate 17.5, Starch 1.5, Agar 17.0 Hop
MUELLER | pH: 7.3 £0.1 tai 25°C '
HINTON Béo quan: 10-30°C
AGAR Dép tmg tiéu chuan ISO 13485
Moi truong dang bt min, mau rom
Thanh phan (g/1): Peptone 20.0, Lactose 10.0, Bile salts No.3
1.5, Sodium chloride 5.0, Neutral red 0.03, Crystal violet
Moi truong | 0.001, Agar 15.0 o
3L husichy | pH:7.120.2 tai 25°C Hop
Bao quan: 10-30°C
Dong goi: Hop/500g
Dép tmg tiéu chuan ISO 13485
MO Brilliance™ UTI Agar (dang Chomogenic UTI Agar ) 1a moi
TRUONG \ Ao £ v 2R NS
312 BOT tmon% nudi cay tao mau ’de leh danh‘ so b(,)‘Va pha‘n blﬁ}"[ﬁ Xac Lo
BRILLIANC d%IAlh tat ca vi sinh vat chinh gay ra nhiém trung duong tict
E UTI AGAR | M¢u (UTIs).
Moi truong dang bot min, mau rom
- Thanh phan (g/l): Mycological peptone 10.0, Glucose
Moi truong | (dextrose) 40.0, Agar 15.0 .
313 nudi cay -pH 5.6 £ 0.2 tai 25°C Hop
- BPong goi: Hop/500¢g
- Dap tng tiéu chuan ISO 13485
Moi truong dang bdt min, mau rom
Thanh phan (g/1): Brain infusion solids 12.5 , Beef heart
Mbi truong infu:sion solid:s 5.0, Prot_eosg peptone 10.0, Glucose 2.0,
314 nuéi chy Sodium chloride 5.0 , Disodium phosphate 2.5 Hop
pH: 7.4 +£0.2 tai 25°C
Béo quan: 10 - 30°C
Dap g tiéu chuan ISO 13485
Khoanh gidy | - {(hoarAlh gidy c6 duong kinh 6mm dugc tam Ampicillin c6 A
315 khang sinh noéng do 10 pg 9 Hop
- Sén pham dap ng ti€u chuan ISO 13485
X ‘- Khoanh giay c6 duong kinh 6mm dugc tam
316 f(';]‘;"’r‘]ghsﬁl]‘;‘]y Amoxycillin/Clavulanic acid c6 néng do 20/10 pg Hop
- San pham dap ung ti€u chuan ISO 13485
Kh .« | - Khoanh gidy c6 dudng kinh 6mm dugc tam Penicillin G c6
oanh gidy | R . A
317 khang sinh néng do 10 units i Hop
- San pham dap ung ti€u chuan ISO 13485
.| - Khoanh gidy c6 duong kinh 6mm dugc tam Ceftazidime c6
31g | Khoanhgldy | &0 4530 Ho
khang sinh g0 U HE P

- San pham dap tng tiéu chuan ISO 13485




- Khoanh gidy c6 duong kinh 6mm duoc tim Cefixime co

sto | Kb 88 | ingis S |
g - San pham dap ung ti€u chuan ISO 13485
.z | - Khoanh giday c6 duong kinh 6mm dugc tam Cefoxitin co
Khoanh gidy | R A
320 khang sinh. | "one do 30ug 7 Hop
g - San pham dap tng ti€u chuan ISO 13485
.z | - Khoanh giay c6 duong kinh 6mm dugc tam Levofloxacin ¢
Khoanh giay | i N A
321 | hangsinh | "one do Sug a Hop
g - San pham dap ung ti€u chuan ISO 13485
Khoanh gidy | - I}hoar:h giay c6 duong kinh 6mm dugc tam ciprofloxacin c6 )
322 | “whangsinh | Monedo Sug q Hop
g - San pham dap tng ti€u chuan ISO 13485
Khoanh gidy | - Khoanh gidy c6 duong kinh 6mm dugc tam Erythromycin A
323 khand sinh c6 ndng do 15ug Hop
g - San pham dap {rmg tiéu chuén ISO 13485
Khoanh gidy | - Khoanh gidy c6 duong kinh 6mm duoc tim Doxycyclin co A
324 khang sinh nong do 30ug Hop
g - San pham dap g tiéu chuan ISO 13485
Khoanh gidy | - Khoanh gidy c6 duong kinh 6mm dugc tam Clindamycinco A
325 | “hangsinh | nong 40 2ug a Hop
g - San pham dap g ti€u chuan ISO 13485
.z | - Khoanh giay c6 duong kinh 6mm dugc tam Linezolid c6
Khoanh giay | N A
326 khang sinh. | nOng do 30ug 9 Hop
g - San pham dap g ti€u chuan ISO 13485
.z | - Khoanh gidy c6 duong kinh 6mm dugc tam Trimethoprim
Khoanh gidy L A A A
327 Kkhand sinh Sulfamethoxazole 1:19 ¢6 nong d6 25ug Hop
g - San pham dap tng ti€u chuan ISO 13485
Khoanh gidy | - !A(hoarjh giay c6 duong kinh 6mm dugc tam Vancomycin co A
328 khang sinh. | NOng do 30ug 9 Hop
g - Sén pham dap g ti€u chuan ISO 13485
Khoanh gidy | {(hoarAlh giay c¢6 duong kinh 6mm dugc tam Imipenem co )
329 khana sinh | "ong do 10ug i Hop
g - San pham dap ung ti€u chuan ISO 13485
vHoa ?hat7 - Khoanh gidy v6 khuan c¢6 duong kinh 6mm chtra 0.04 units
tham do phan o A
330 e ci sinh bacitracin. 9 Hop
gvét - San pham dap tmg ti€u chuan ISO 13485
Khoanh gidy | - {(hoarAlh giay c¢6 duong kinh 6mm dugc tdm Tetracyclin co A
331 khana sinh | 1ON8 do 30ug 9 Hop
g - Sén pham dap tng ti€u chuan ISO 13485
Khoanh gidy | Khoanh gidy o du’O'r}g kinh 6mm dugc tam Fosfomycin )
332 Khand sinh /trometamolcé noéng do 200 pg Hop
g - San pham dap ung ti€u chuan ISO 13485
Khoanh gidy | Khoanh giay c6 du’on‘g kinh 6mm dugc tam )
333 khang sinh Chloramphenicol c6 nong d6 30ug Hop
g - San pham dap g tiéu chuan ISO 13485
Khoanh gidy | - Khoanh gidy c6 duong kinh 6mm dugc tam Gentamycin c6 )
334 khana sinh nong do 10ug q Hop
g - San phim dép émg tidu chuin ISO 13485
235 Khoanh gidy ;é(rtllgrallnlzi glg c6 duong kinh 6mm dugc tam Azithromycin e
khang sinh £20 TOHE P

- San pham dap ung tiéu chuin ISO 13485




Hoa chat

- Khoanh gidy c6 dudng kinh 6mm dugc tim Optochin c6

336 ﬂif;n ‘Vlf gﬁﬁn ndng do Sug 7 1 Hop
gvét - San phdm dép tng tiéu chuén ISO 13485
?hat t hl,r Hoa chat phat hién phan ing enzyme oxy héa cytochrom.
337 tha}m .do tinh Hop gdém 50 dng mdi éng 0.75ml chira N, N, N, 1 Hop
chat sinh hoc .
. 2 _ | N-tetramethyl-1,4-phenylenediamine, Axit ascorbic
cua vi khuan
- Etest 1a k¥ thuat dinh luong xac dinh tinh nhay cam khang
Thubc thir | sinh cta vi khudn Gram 4m va Gram duong So sanh thang
338 xac dinh Qél}g khang sinh dugc xac dinh trude dé x4c dinh ndng do tc ché 9 Hop
d6 tre ché t6i | t6i thiéu (MIC) (ng/ml) cua cac loai khang sinh khac nhau véi .
thiéu (MIC) | céc vi sinh vat duoc kiém tra trén moi truong thach sau khi u
qua dém.
Thudc thir xét
nghiém dinh | - C6 chira cac loai khang sinh va 1 giéng kiém soét sinh
danhvatinh | truong. Céac khang sinh thugc cac nhom: Beta-lactam,
nhay cam véi | Aminoglycoside, Macrolide Lincosmide, Phenicol,
339 | khangsinh | Quinolone, Tetracyclinee, Fusidane, Oxazolidinone, 11 Hop
ctia vi khuan | Pseudomonic acid, Nitrofuran, Rifamycin, Glycopeptide,
gram duong | Folate Antagonist.
hiéu khi vaky | - Bao quan & 15 - 25°C.
khi tuy tién
Thudc thir xét | - Co chira cac loai khang sinh va 1 giéng kiém soat sinh
nghiém dinh | trudng. Cac khang sinh thudc cac nhom: Beta-lactam,
danh va tinh | Aminoglycoside, Quinolone, Cyclic peptide, Tetracycline,
nhay cam véi | Glycylcycline, Folate Antagonist.
340 | khangsinh | - Phat hién cac vi khuan sinh men carbapenemase (CPO): 12 Hop
ctia vi khudn | Enterobacteriaceae, Acinetobacter va Pseudomonas trong
gram am hiéu | vong 6 -11 gio.
khi va ky khi | - CO khang sinh Ceftazidime/Avibactam
tuy nghi - Bdo quan ¢ 15 - 25°C.
Canh truong
ding dé | - Thanh phéan (cong thtc trén 1 Lit nudc tinh khiét): 7.5g
341 chuén bi Potassium chloride, 0.5g Calcium chloride, 0.895g Tricine 6 H6
huyén dich vi | glycine, Polysorbate 80 0.025% P
khuén va vi | - Bao quan & 2 - 25°C.
nam
Canh truong
dung trong
xét nghiém | - Thanh phan: (cong thirc trén 1 Lit nude tinh khiét): 22g
342 | tinh nhay cam | Canh truong Mueller Hinton, Polysorbate 80 0.01%. 6 Hop
v6i khang | - Bdo quan ¢ 2 - 25°C.
sinh cua vi
khuin
Chat chi thi
dung trong
xét nghiém | - Thanh phan: (cong thirc trén 1 Lit nudc tinh khiét): Redox
343 | tinh nhay cam | indicator <3g, Redox stabilizers < 20g 3 Lo

v6i1 khang
sinh cua vi
khuan

- Bao quan ¢ 2 - 8°C.




- Céc co chat ho4 sinh bao gom: amygdalin, d-galactose,
d-mannitol, d-raffinose, d-sorbitol, d-trehalose, dextrin,
n-acetyl-glucosamine, phenyl glucoside, salicin,

Thude thir xét | onp-bd-glucoside, pnp-ad-galactoside, pnp-bd-cellobioside,
nghiém dinh | pnp-bd-galactoside, pnp-ad-glucoside, pnp-phosphate,
danh vatinh | alanine-alanine-pna, valine-alanine-pna, I-lysine-pna,
344 | nhay cam vai | fluorescent positive control, thymidine, pullulan, d-trehalose, Hop
khang sinh | d-lactose, lysine-amc
cta vi khudn | - C6 chira cac loai khang sinh va 1 giéng kiém so4t sinh
Streptococcus | trudng. Cac khang sinh thudc cac nhom: Beta-lactam,
Phenicol, Macrolides Lincosamides Streptogramins, Cyclic
lipopeptide, Quinolone, Aminoglycoside, Oxazolidinone,
Glycopeptide, Ketolide, Tetracycline, Folate Antagonist
Canh truong
dung.tﬂrong Xt Thanh phan: (cong thirc trén 1 Lit nude tinh khiét) Casein
nghiém tinh , S . ) i
345 | nhay cam véi cua Pqnf:reatlc Digest, Peptones, va Supplement: 29.2g ; Hop
Khana sinh Thymidine Phosphorylase 100 1U, Polysorbate 80 0.1g '
) 9 2| -Baoquan ¢2 - 25°C.
cta vi khuan
Streptococcus
Chat chi thi
dung trong xét
nghiém tinh | - Thanh phan: (cong thirc trén 1 Lit nude tinh khiét): Redox
346 | nhay cam véi | indicator < 1.5g, Redox stabilizers < 20g Lo
khang sinh | - Bao quan ¢ 2 - 8°C.
ctia vi khuan
Streptococcus
San pham san sang cho st dung, que cdy dau vong tron, dugc
dung 1 lan, chtra dyng vi sinh vat c6 kha nang song va phat
z trién 6n dinh trong mot nén gel duy nhat bang gelatin. Phyc
Que cay
ching chuén h01 vi sinh vat, chi can 1am 4m mang gel, dat vong tron tryc -
347 Cultiloon- tlep 1én dia thach trong vong 10-15 glay Khong can bu nudc; Tui
Remelp Mbi que duoc cay doc lap trong gidy bac;
Chtra chung chuin Staphylococcus aureus subsp. aureus
ATCC R 25923TM
Dap g tiéu chuan ISO 13485
San phém san sang cho st dung, que cdy dau vong tron, dugc
Que ciy dung 1 lan, chtra dyng vi sinh vt c6 kha nang song va phat
348 chﬁng_ chuén | trién 6n dinh trong mot nén gel duy nhét bang gelatin. Phuc Tui
Cultiloop- h01 vi sinh vat, chi can 1am am mang gel, dat vong tron tryc
Remel tiép 1én dia thach trong vong 10-15 gidy khong can bu nudc.
Chtra chung chudn Escherichia coli ATCC R 25922TM
B¢ xét nghi¢ém IVD dinh lugng DNA Hepatitis B Virus
(HBV) bang k¥ thuat Real-time PCR
Bo xét - Nguon mau: huyét tuong.
nghiém IVD | - Tinh nang k¥ thuat:
349 dinh lugng | + DB nhay: 7 I’U/rnl, do dac hiéu: 100%; Bs
DNA + Khoang tuyén tinh: 7 - 10"8 1U/ml i
Hepatitis B | - Thanh phan cung cip:
Virus (HBV) | + Bo kit: 96 6ng (0,2ml) thude thir RT-PCR (d6ng kho),

chung noi IC, ching duong ndng do cao va thap, standard
(mau chuan) CAL1 va CAL2 , chiing am.




Bo xét nghiém IVD dinh lugng Hepatitis C Virus (HCV)
bang ky thuét Real-time PCR

- Ngudn méu: huyét tuong.

- Tinh nang k¥ thuét:

] h'?gn’]“iim + D6 nhay: 13 IU/ml, d6 dac hi¢u: 100%;
ghic + Khoang tuyeén tinh: 13 - 1078 1U/ml, A
350 dinh luong Ay A 1o A . Bo
Hepatitis C |~ Nhl?t d6 bao quan/van chuyén:
. + Nhiét d0 bao quan/ van chuyén: 2-8 °C
VIrus \ X e
- Thanh phan cung cap: ,
+Bo kit : 96 6ng (0,2ml) thude thir RT-PCR (dong khd),
chiing ndi IC, chimg dwong ndng do cao va thap, standard
(mAu chuan) CAL1 va CAL2 , ching am.
Bo xét nghiém IVD chi dinh ChO quy trinh ly trich va tinh sach
DNA/RNA virus bang cong ngh¢ cot loc
- Ngudn mau huyet tuong, huyét thanh, nude tiéu, dich tuy
xuong, mau phét, dich nio tuy. )
. X - Tinh nang k¥ thuat: C6 Carrier RNA ting kha nang gan va
Hoa chat X .  ae an K
dung cho tach thu_ ?01 RNA virus c6 mét d¢ thap
351 P - Tiéu chuan chat lugng: CE-I1VD (chi thi 98/79/EC) Bo
chiét acid A AA La o 2
nucleic - Nhiét do bao quan/van chuyén:

+ Nhi¢t do bao quan: 15-25°C;

+ Nhiét do van chuyén: 15-25°C

- Thanh phan cung cap:

+ Cac Buffer RAV, RAW, Carrier RNA, Proteinase K , ¢t
Ribo Virus, éng thu nhan 2 ml

2. bia diém cung cap, lap dit; cac yéu cau vé van chuyén, cung cap, lap
dit, bao quan thiét bi y té: Pja diém cung cap tai Bénh vién da khoa tinh Bac Kan;
nha thau c6 trach nhiém van chuyen, cung cap, bdo quan trang thiét bi y té, vat tu,
hoa chat xét nghiém dam bao ding quy dinh ctia nha san xuat dén dja diém ban
giao tai Bénh vién da khoa tinh Bic Kan.

3. Thoi gian giao hang du kién: Cung cap thanh nlliéu dot theo du tru cua
Bénh vién da khoa tinh Bac Kan. Trong vong 02 ngay ké tu khi nhan dugc du tru
cta Bénh vién da khoa tinh Bac Kan nha thau c6 trach nhi¢m giao hang theo du tru.

4. Dy kién vé cac diéu khoan tam ung. thanh toan hop dong: Viéc thanh toan
d6i voi hop dong duoc thyc hién nhiéu lan sau mdi lan nghiém thu véi gia tri
twong tng v4i khéi lugng cong viee da thyc hién./.

Noi nhén,:
Guti ban giay:

- Nhur kinh guri (D& nghi bao gia);
- Phong Tai chinh ké toén;
- Phong KHTH (Pang tai trén trang TTDT);

- Luu: VT.

Fram Vin Tuyén
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