SO Y TE HA TINH CONG HOA XA HQI CHU NGHIA VIET NAM

TRUNG TAM Y TE Péc lap — Tu do — Hanh phic
VU QUANG
S6: 31UTTYT-KD Vi Quang, ngay 15 thang 08 nam 2025
VIV cung cap bao gia hoa chat
xét nghiém

YEU CAU BAO GIA
Kinh giri: Cac hang san xuit, nha cung cip tai Viét Nam

Trung tm y té Vii Quang c6 nhu cau tiép nhan béo gia dé tham khao, xay dung gia
g6i thau, lam co s¢ to chuc lya chon nha thau cho goi thau Mua sam hoa chat xét nghiém
nam 2025-2026 vai ndi dung cu thé nhu sau:

I. Thong tin ciia dom vi yéu cau béo gia

1. Pon vi yéu cau bao gia: Trung tam y té Vii Quang

2. Thong tin lién hé caa nguoi chiu trach nhiém tiép nhan bao gia:

Ds. Nguyén Tién Thuc - Truéng khoa Duoc - VT - TTB — Trung tam Y té Vi Quang
Sé dién thoai: 0948332084

bia chi email: khoaduocbvvg@gmail.com

3. Céch thuc tiép nhan béo gia:

Nhan truc tiép tai dia chi:

Khoa Duoc - VT - TTB — Trung tam Y té Vii Quang.

bia chi: TDP 5, xa Vii Quang, tinh Ha Tinh

4. Thoi han tiép nhan béo gia: Tir 08h ngay 15 thang 08 nim 2025 dén trudc 17h ngay
26 thang 08 nam 2025

Céac bao gia nhdn duwoc sau thoi diém néu trén sé khéng diroc xem xét.

5. Thoi han c6 hiéu lyc caa bao gia: Toi thiéu 90 ngay ké tir ngay bao gia.

I1. N§i dung yéu ciu béo gia:

1. Danh muc vat tu, hoa chat kém tinh ning, thong s k§y thuat, sé lwong, don vi tinh:
(Theo danh muc dinh kem).

2. bia diém cung cip; cac yu cau vé van chuyén, cung cap, bao quan:
- Pia diém cung cap: Trung tdm y té Vii Quang;

- Y&u cau vé van chuyén, cung cap, bao quan: Hang san xuét, nha cung cap chiu trach
nhiém van chuyen bao quan hang hoa trén duong van chuyen va cung cap hang héa cho
Trung tdm Y té Vii Quang theo dang yéu cau cia nha san Xuat.

3. Thoi gian giao hang du Iglen: Trong vong 3-5 ngay ké tir khi nhan duoc yéu cau
giao hang ctua bén Trung tdm Y té Vi Quang.


mailto:khoaduocbvvq@gmail.com

4. Dy kién vé cac diéu khoan tam tng, thanh todn hop dong: Trung tam Y té thanh
toan cho hang san xuat, nha cung cap tai Viét Nam bang chuyéen khoan, sau 90 ngay, ké tur
ngay cong ty cung cap day du cac ching tur hop I€ da duoc quy dinh.

5. Céac théng tin khac: Khéng co./.

Noi nhan:
- Nhu trén;
- Ban Giam déc;
-Luu: VT, KD./.




TEN CONG Y oo
Piachi: .o,
SO dién thoai: .....o.oeeeeeeeeeeeeee e,
Mail: oo

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap — Tw do — Hanh phac

BAO GIA

Kinh giri: Trung tam Y té Vii Quang

Trén co so yéu cau béo gia cia Trung thm y té Vi Quang, ching i .... (ghi tén dia chi ciia hdng san xudt, nha cung cdp, trwong hep nhiéu

hang san xudt, nha cung cap cung tham gia trong mét béo gia (gei chung 1a lién danh) thi ghi 76 én, dia chi ciia cac thanh vién lién danh) bao

gia vat tu y té, hoa chat, sinh pham nhu sau:

1. Béao gia hang hoa:

STT Don gia (da
STT (trtgng ),/éu Danh [’nl}C \:@t Tén thwong mai Tl'nhA nz'ing, tlAlﬁng ”Héngi Nu’é’CASﬁn B(T’n vi S6 bag gom Gh,i
cau bao tw, hoa chat so ky thuat san xuat xuat tinh lwong | thue VAT) | chu
gia) (VND)
1
2
3
n

2. Bao gia nay cd hiéu luc trong vong
3. Ching toi cam két:

....... ngay ké tir ngay .../8/2025

- Khong dang trong qué trinh thyc hién thi tuc giai thé hodc bi thu hdi Gidy chiing nhan dang ky kinh doanh hoac céc tai liéu trong duong khéc;
khong thudc trudng hop mat kha ning thanh toan theo quy dinh cua phéap luat vé doanh nghiép;
- Gié tri cua cac vat tu, hoa chét néu trong béo gié 1a phu hop, khdng vi pham quy dinh cua phép luat vé canh tranh, ban pha gié;
- Nhirng thong tin trong béo gia la trung thyc./.

Pai dién hop phap ciia hang san xuat, nha cung cap

...... , hgay ... thang .... nam 2025

(ghi tén, chite danh, ky tén va déng dau)




DANH MUC HOA CHAT YEU CAU BAO GIA

(Kém theo CV s6 311/TTYT - KD ngay 15/8/2025 ciia Trung tdm Y té huyén Vii Quang)

STT Tén hang hoa Théng sb k§ thuat Quy céch Dt‘lf':h“ lu’z’(l)lg Shhlll
| |Hoéa chat may huyét hoc BC3200
Thanh phan chinh:
Sodium chloride < 0.9%
Hoa chat ding  [Potassium chloride < 0.06%
1 |cho may phén tich |Buffer < 0.3% 20L/Thung Thang 90
huyét hoc Preservative < 0.1%
San pham c6 xuat xur thudc cac nude G7
Tiéu chuan chat lugng ISO 13485:2016
Thanh phén chinh:
5 T?uéc Ihfr ly giai D?tergsnt <,4.O°A’A) S s00ml/Chai Chai a0
hong cau San pham c6 xuat xtr thudc cac nudec G7
Tiéu chudn chat lugng ISO 13485:2016
Thanh phén chinh:
Detergent < 0.5%
Dung dich rira Sodium chloride < 0.9%
budng dém té bao |Sodium sulfate < 0.9% . .
3 |mayphantich  |Buffer < 0.3% SL/Thung | Thung | 134
huyét hoc Preservative < 0.2%
San pham c6 xuat xur thudc cac nude G7
Tiéu chudn chat lwong ISO 13485:2016
Thanh phan chinh:
Sodium hypochlorite < 8.0%
Hoa chit rira dung [Sodium hydrate < 2.0%
4 [cho may xét Gi6i han: Thudc thir phai dwoc str dung trong pham vi nhiét do méi trudng 50ml/Lo Lo 14
nghiém la 15-35 d¢ C.

San pham c6 xuat x&r thudc cac nude G7
Tiéu chudn chét luong 1SO 13485:2016




Vat liéu kiém soat
chat luong dung
cho may phan tich
huyét hoc 3 thanh
phén

Thanh phan chinh:

Healthy mammal blood (pig), preservatives and cell stabilizers.
San pham c6 xuat xur thudc cac nude G7

Tiéu chuan chat lugng ISO 13485:2016

3ml/Lo

Lo

12

Héa chat may xét

nghiém huyét hoc Celltac Alpha - 6510K

Hoa chat dung
cho may phan tich
huyét hoc

Hoa chat pha lodng HemoDiLL SHK

Thanh phan chinh:

Sodium chloride < 0.9%

Potassium chloride < 0.06%

Buffer < 0.3%

Preservative < 0.1%

D6 6n dinh chua mo trong 24 thang ké tir ngay san xuat khi dugc bao quan
0 nhiét do 2-35°C

San pham c6 xuat xur thudc cac nude G7

Tiéu chuén chét luong ISO 13485:2016

20L/Thung

Thang

60

Thubc thir ly giai
hong cau

Thudc thir Diff-3 lysing reagent

Thanh phan chinh:

Detergent < 4.0%

Do 6n dinh chua mo trong 24 thang ké tir ngay san xuat khi dugc bao quan
¢ nhi¢t do 2-35°C

San pham c6 xuat xur thudc cac nude G7

Tiéu chuan chét lugng ISO 13485:2016

500ml/Chai

Chai

40

Dung dich lam
sach va bao tri
may phan tich

huyét hoc

Thuoc thir Hypo Cleanser

Thanh phan chinh:

Detergent < 0.5%

Sodium chloride < 1.0%

Buffer < 0.3%

Preservative < 0.2%

Do 6n dinh chua mo trong 18 thang ké tir ngay san xuat khi dugc bao quan
¢ nhi¢t do 2-35°C

San pham c6 xuat xr thudc cac nude G7

Tiéu chuan chit luong 1SO 13485:2016

5L/Thung

Thang

20




Thudce thir Hypo Cleanser 3
Thanh phan chinh:

Dung dich lam Sodium hypochlorite < 8.0%
sach va bao tri Sodium hydrate < 2.0% . .
P A or 2 : oy L/Than Than 4
4 may phan tich Do on dinh chua m¢ 12 thang ke tir ngay san xuat khi dugc bdo quan ¢ SL/Thung "ng
huyét hoc MEK  [nhiét d¢ 2-35°C
San pham c6 xuat xur thudc cac nude G7
Tiéu chuan chat luong I1SO 13485:2016
. . Day bom dung cho may huyét hoc
5 lit t)‘fé‘th;niicéﬁ San phém c6 xuit xit thudc cac nude G7 Chiéc/Tai | Chibe 4
Y XSRS | Tigy chudn chét lrgng ISO 13485:2016
A e Al 1R .. |Vat liéu kiém sodt Hematology control (3DN) Level 1/2/3
Vat liéu kiém soat . A ,
J . Thanh phén chinh:
chat lvong dung o aA A 1o, 1 T S SR S
. A .o |Mau dong vat c6 va khée manh (lgn), chat bao quan va chat 6n dinh té bao.
6 [cho may phantich| . .. . & AT . 3ml/Lo Lo 12
£ . D0 On dinh trong 90 ngay, 6ng m¢ 6n dinh trong 14 ngay
huyét hoc 3 thanh |_, T A ;
hin San pham c6 xuat xu thudc cac nude G7
P ] Tiéu chuan chét lugng 1SO 13485:2016
111 |H6a chat may xét nghiém mién dich
- Mau bénh pham: Huyét thanh, huyét trong va méau toan phan nguoi.
- Xét nghiém mién dich huynh quang dong chay bén dua trén nguyén tic
Z ., kep kép dé phat hién dinh luong TSH. Mot khang thé don dong khang TSH
Thuoc thir xét £ e . \ 1Y bk A 1o ~
A dugc két hop véi cac hat huynh quang va dugc xtr 1y trude trén bang nhan. .
1 [nghiém dinh N ] 2 . g j M . 25 test/Hop Test 700
lrong TSH Mot khang thé don dong khang TSH khéac dugc phu san trén mang.

- Thanh phén: Cassette xét nghiém chira khang thé khang TSH trong miéng
nhan va phu 1én mang.
Tiéu chuan chit luong 1SO 13485:2016




Thudc thir xét

- Mau bénh pham: Huyét thanh hoac huyét tuong nguoi.

- Xét nghiém mién dich huynh quang dong chay bén duya trén nguyén tic
canh tranh dé phat hién dinh lugng T3. Mot khang thé don dong khang T3
duoc két hop vai cac hat huynh quang va duge xtr Iy trudc trén bang nhan.

2 |nghiém dinh T3 dugc phi sain mang. Khi mau duge xir Iy va thém vao bing xét nghiém, | 25 test/Hop Test 700
lugng T3 T3 s& phan tng v6i khang thé trén nhin néu né co trong mau.
- Thanh phan: Bing thir nghiém chira khang thé khang T3 trong miéng
nhan va phu T3 trén mang.
Tiéu chuan chat luong ISO 13485:2016
- Mau bénh pham: Huyét thanh hodc huyét tuong
- Xét nghiém mién dich huynh quang dong chay bén duya trén nguyén tic
canh tranh dé phat hién dinh lugng T4. Khang thé khang T4 duoc két hop
o v6i cac hat huynh quang va dugc xir 1y trude trén miéng nhin. Khang
Thudc thir xét n s A e 1 e
3 |nghiém dinh nguy§n Tfl deArqc phu sa’n tre:1 me;ng. B9und T4.duqc glgl phong khoi cac 25 test/Hop Test 200
protein lién két trong cdc mau bang axit sulfonic 8-anilino-1-naphathalene
lugng T4
(ANS).
- Thanh phan: Bing xét nghiém chira khang thé khang T4 trong miéng
nhan va khang nguyén dugc phu trén mang.
i Tiéu chuan chat lrong ISO 13485:2016
Thudc thir xét - Mau bénh pham: Huyét thanh hodc huyét tuong
4 Inghi¢m dinh - Xét nghiém mién dich huynh quang dé phat hién dinh luong PSA 25 test/Hop Test 400
lugng PSA Tiéu chuan chat lugng I1SO 13485:2016
IV |Héa chit may Sinh hoa AU480, Mornach 240




Thudc thir xét
nghiém dinh
lugng Albumin

Phuong phap do: Bromocresol green

Pham vi do: 0.2g/dl — 6.0 g/dl

Do nhay phan tich (gi6i han phat hién thap hon): 0,2 g/dl hodc 2 g/l
Thanh phan chinh:

R1 Succinate buffer, pH 4.2 75 mmol/Il

Bromcresol green 0.15 mmo/I

Brij 357 ml/l

Detergents and stabilizers >0.1 %

R2 (cat. no.: 9639S):

Bovine albumin concentration according to

CRM 470 (IFCC) 4.0 g/dI

RPPHS 91/0619 4.0 g/dI

SRM 927a (NIST) 4.5 g/dl

San pham c6 xuat xur thudc cac nude G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tién chudn chat lirono ISQ 134852016

6 1o x 65ml/Hop

Thudc thir xét
nghi¢m dinh
lugng Alcohol
Ethanol

Pham vi do: 3,5 g/L

Gidi han phét hién thap hon 13 0.1 g/L

Budce song 376 nm (360 — 380 nm)

Thanh phan chinh:

Buffer pH 8.3 300 mmol/L

NAD+ 10 mmol/L

Alcohol dehydrogenase (ADH)3 200 kU/L

San pham c6 xuat xur thudc cac nude G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nudec G7 cip
Tiéu chuan chat lwong 1SO 13485:2016

(R1: 1x60ml
R2: 1x20ml)/Hop

Hop




Vat liéu kiém soat
chat luong xét

Thanh phan: Pugc chuan bi tir albumin huyét thanh bo véi chat bao quan
va chét 6n dinh.

Gia tri:

- Control 1: Ammonia: 85.2 pg/dl, 50.0 umol/l. Ethyl alcohol: 37.0 mg/dl,
8.03 mmol/I

- Control 2: Ammonia: 199 pg/dl, 117 pmol/l. Ethyl alcohol: 95.0 mg/dl,

nghiém dinh 2 lo xIml/HO Ho
hfonlg Alcohol 206 mmol/ . ' i R
: - Control 3: Ammonia: 503 pg/dl, 295 pmol/l. Ethyl alcohol: 246 mg/dl,
Ethanol
53.4 mmol/I
San pham c6 xuat xur thudc cac nude G7
C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chudn chat lrong ISO 13485:2016
Thanh phan chinh:
Pugc diéu ché tir albumin huyét thanh bo c6 thém chat bao quan va chat 6n
Chat hiéu chuan  |dinh.
xét nghiém dinh  |Amoniac / Ethano_l D(’)i. chl’r.ng chtra @6i lugng phéu? ﬁng ctia: hon hQ‘pIS— Ilox Im/Hop | Hop
lugng Alcohol chloro-2-metyl-4-isothiazolin-3-one va 2-metyl-2H isothiazol-3-one (3:1)
Ethanol San pham c6 xuat xur thudc cac nude G7

Co it nhat 01 chirng nhén luu hanh ty do (CFS) duoc cac nude G7 cép
Tiéu chuan chat lugng ISO 13485:2016




Thudc thir xét
nghiém o-
Amylase

Phuong phap: CNP-G3

Nguyén tic kiém tra:

Thir nghiém so mau v6i 2-chloro-4-nitrophenyl-aD-maltotrioside (CNP-
G3) 1am co chét truc tiép.

Pham vi do: Lén t&1 1500 U / 1 (25.8 pka /1)

G161 han phat hién: 7 U /1 hodc 0,12 pkat /1

Thanh phan chinh:

MES buffer, pH 6.0 100 mmol/I

NaCl 350 mmol/Il

Ca-Acetate 6 mmol/I

Potassium thiocyanate 900 mmol/I

CNP-G3 2.27 mmol/l

Stabilizers and detergents > 0.1 %

San pham c6 xuat xur thudc cac nude G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chuin chit lirone 1SO 134852016

3 1o x 60ml/Hop

Thudc thir xét
nghiém Bilirubin
direct

Phuong phap DCA
Budc song 546 nm (540 — 560 nm)

Duong quang 1 cm

Pham vi do tir 0,1 - 10 mg / dL

Gidi han phat hién thip hon 12 0,1 mg/dL.

Thanh phan chinh:

R1: EDTA-Na2 0.1 mmol/L

NaCl 150 mmol/L

Sulfamic acid 100 mmol/L

R2: 2,4-Dichlorophenyl-diazonium salt 0.5 mmol/L
HCI 900 mmol/L

EDTA-Na2 0.13 mmol/L

San pham c6 xuat xur thudc cac nudc G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chudn chét lirone ISO 134852016

(R1: 3x50ml
R2: 3x10ml)/Hop

Hop




Thudc thir xét
nghiém Bilirubin
total

Phuong phap: DCA

Pham vi do tir 0,1 - 30 mg/dL

Gidi han phat hién thap hon 13 0,07 mg/dL.
Thanh phan chinh:

R1: Phosphate buffer 50 mmol/L

NaCl 150 mmol/L

R2: 2,4-Dichlorophenyl-diazonium salt 5 mmol/L
HCI 130 mmol/L

San pham c6 xuat xur thudc cac nuwdc G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nudec G7 cip
Tiéu chuan chat luone 1SO 13485:2016

(R1: 3x65ml
R2: 3x14ml)/Hop

Thubc thir xét
nghiém
Cholesterol

Phuong phap: ChOD-PAP (Cholesterol oxidase/peoxidase)
Pham vi: 3-800 mg/dl (0.08-20.7 mmol/l)

G161 han phat hién: 3 mg/dl (0,08 mmol/l)

Thanh phan chinh:

R1: Pipes buffer, pH 6.9 90 mmol/I

Phenol 26 mmol/I

Cholesterol oxidase 200 U/I

Cholesterol esterase 300 U/I

Peroxidase 1250 U/I

4-Aminoantipyrine 0.4 mmol/Il

R2: Cholesterol Standard 200 mg/dl (5.17mmol/l)

San pham c6 xuat xur thudc cac nude G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chudn chét lirone ISQ 13485:2016

6 1o x 65ml/Hop

Hop

22




Thudc thir xét
nghiém dinh
lugng Creatinine

Phuong phép: Jaffe

Pham vi do: 0.2 — 15 mg/dL (18 — 1330 umol/L)

Gidi han phat hién thap hon 14 0,2 mg/dL (17,7 pmol/L)

Thanh phan chinh:

R1: Sodium hydroxide 0.2 mol/L

R2: Picric acid 20 mmol/L

Standard: 2 mg/dL (177 pmol/L)

San pham c6 xuat xur thudc cac nude G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chuén chét luong 1SO 13485:2016

(R1: 4x66ml
R2: 4x16ml)/Hop

28

10

Thudc thir xét
nghi¢m dinh
lugng Glucose

Phuong phap: GOD-PAP (Glucose oxidase/ peroxidase)

Pham vi do: Phuong phap diém cudi tuyén tinh 1én dén 400 mg /dl (22.2
mmol/l). Phuong phap dong hoc 1én dén 700 mg /d1 (38.9 mmol/1).
G161 han phat hién: 2 mg/dl

Thanh phan chinh:

Phosphate buffer, pH 7.5 0.1 mol/Il

Phenol 7.5 mmol/|

GOD 12000 U/l

POD 660 U/I

4-Amino-antipyrine 0.40 mmol/I

San pham c6 xuat xur thudc cac nude G7

Co it nhat 01 chirng nhén luu hanh ty do (CFS) duoc cac nude G7 cép
Tiéu chuan chét luone ISO 13485:2016

6 lo x 66ml/Hop

32




11

Thudc thir xét
nghiém
GOT(AST)

Phuong phap: IFCC

Pham vi do: 0.160 & 340nm hoac 0.080 ¢ 365nm
Gi061 han phat hién: 4 U/l hodc 0.07 pkat/l
Thanh phan chinh:

R1: Tris buffer pH 7.8 100 mmol/I

L-Aspartate 200 mmol/I

LDH 800 U/i

MDH 600 U/I

R2: NADH2 0.18 mmol/I

2-Oxoglutarate 12 mmol/I

San pham c6 xuat xur thudc cac nuwdc G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chudn chat hrone ISO 13485:2016

(R1: 6x66ml
R2: 6x16ml)/Hop

12

Thudc thir xét
nghiém
GPT(ALT)

Phuong phap: IFCC

Pham vi do: 0.160 & 340 nm hoac 0,080 & 365 nm
G161 han phat hién: 4 U/l hoac 0.07 pkat/l

Thanh phan chinh:

R1: Tris buffer pH 7.8 1200 mmol/I

L-Alanine 500 mmol/Il

LDH 1200 U/I

R2: NADH2 0.18 mmol/I

2-Oxoglutarate 15 mmol/I

San pham c6 xuat xu thudc cac nudc G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nudec G7 cip
Tiéu chuan chat lrone ISO 13485:2016

(R1: 6x66ml
R2: 6x16ml)/Hop

Hop




13

Thudc thir xét
nghiém dinh
lugng HDL
Cholesterol

Phuong phap: Direct

Pham vi do luong: 3-150 mg/dl (0,8 - 3,90 mmol/1)
Gi61 han phat hi¢n: 3 mg / dl (0,08 mmol/1)

Thanh phan chinh:

Good’s buffer, pH 7.0 100 mmol/l

Cholesterol oxidase >0.8 KU/I

Cholesterol esterase >1.0 KU/I

Catalase >500 KU/I

HDCBS 0.5 mmol/Il

R2: Peroxidase 30 KU/I

4-Aminoantipyrine 4 mmol/I

San pham c6 xuat xur thudc cac nude G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chudn chit luong ISQ 13485:2016

(R1: 3x50ml
R2: 2x25ml)/Hop

11

14

Thudc thir xét
nghi¢m LDL
Cholesterol

Phuong phap: Truc tiep

Pham vi do: 5-100 mg/dl (0,13 - 26,0 mmol/l)

Do nhay phan tich (gi6i han phat hién thap hon):5 mg/dl (0,13 mmol/l)
Thanh phan chinh:

R1: Good’s buffer, pH 7,0 50 mmol/l

Cholesterol oxidase 500 U/I

Cholesterol esterase 600 U/I

Catalase 600 KU/I

Ascorbate oxidase 3 KU/I

TOOS 2 mmol/l

R2: Peroxidase 4 KU/I

4-Aminoantipyrine 4 mmol/Il

San pham c6 xuat xir thudc cac nude G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chuin chit lirone ISQ 134852016

(R1: 3x50ml
R2: 2x25ml)/Hop

Hop

25




15

Thubc thir xét
nghiém dinh
luong
Triglyceride

Phuong phap: GPO-PAP (Glycerol phosphate oxidase/peroxidase)
Pham vi do: 3-1000 mg/dl (0,05 - 11,4 mmol/l)

Gi61 han phat hién: 3mg / dl (0,05 mmol/l)

Thanh phan chinh:

Pipes buffer pH 7.8 50 mmol/I

p-Chlorophenol 2 mmol/l

Lipoprotein lipase 150000 U/I

Glycerolkinase 800 U/I

Glycerol - 3 - P- oxidase 4000 U/I

Peroxidase 440 U/I

4-Aminoantipyrine 0.7mmol/Il

ATP 0.3mmol/l

Mg2+ 40 mmol/I

Na-cholat 0.20 mmol/Il

Potassium-Hexacyanoferrat(l1) 1umol/I

San pham c6 xuat xur thudc cac nude G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nudec G7 cip

6 1o x 65ml/Hop

24

16

Thudc thir xét
nghi¢m dinh
lugng Urea

Tién chnin chit ironoe ISO 134852016
Phuong phap: UV kinetic

Pham vi do: 5-400 mg/dl (0,83 dén 66,4 mmol/l)
G161 han phat hién: 5 mg/dl (0,83 mmol/l)
Thanh phan chinh:

R1: TRIS buffer pH 7.8 50 mmol/I

GLDH > 0.80 U/1

Urease > 12 U/ml

R2: TRIS* buffer pH 9.6 100 mmol/I
2-oxoglutarate 8.3 mmol/I|

NADH > 0.23 mmol/l

San pham c6 xuat xir thudc cac nude G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chuan chat hrone ISO 13485:2016

(R1: 4x66ml
R2: 4x16ml)/Hop

10




17

Thudc thir xét
nghiém Total
Protein

Thuoc thur Total Protein

Phuong phap: Biuret

Pham vi do: 0.2-13 g/dl (2.0-130 g/1)
Gi061 han phat hién: 0.2 g/dl hoac 2.0 g/
Thanh phan chinh:

Potassium iodide 30 mmol/Il

Potassium sodium tartrate 32 mmol/I
Copper sulphate 18 mmol/I

Sodium hydroxide 200 mmol/Il

San pham c6 xuat xur thudc cac nude G7
Tiéu chuan chit luong ISO 13485:2016

5 1o x66ml/Hop

18

Thudc thir chan
luong Uric acid

Phuong phap: Uricase-PAP

Pham vi do: 0.2 — 20.0 mg/dl (11.9 — 1190 umol/T)
Gidi han phat hién: 0,2 mg/dl (11,9 umol/l)

Thanh phan chinh:

Phosphate buffer pH 7.4 50 mmol/Il

DHBSA* 4 mmol/l

Uricase 60 U/I

POD 660 U/I

4-Aminoantipyrine 1 mmol/I

Preservative

* 3,5-Dichloro-2-hydroxy-benzenesulfonic acid
Standard:

Uric acid 6 mg/dl (356.9 pmol/1)

San pham c6 xuat xir thudc cac nuwéc G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nudec G7 cip
Tién chuin chit lirono ISQ 134852016

4 1o x 65ml/Hop




Vat liéu kiém soat
x€t nghiém dinh

Vat ligu doi chung dong kho dua trén huyét tuong nguoi, da dugc khi
fibrin cho céac dai luong do sau:

Total Acid Phosphatase, Non-Prostatic Phosphatase, Albumin, Alk.
Phosphatase, ALT/GPT, a-Amylase, a-Amylase pancreatic, AST/GOT,
Bilirubin total, Bilirubin direct, Calcium, Cholesterol total, HDL-
Cholesterol, LDL-Cholesterol, Cholinesterase, CK-MB, CK-NAC, Copper,

19 lugng xét nghiém |Creatinine, Glucose, GGT, Iron, Lactate, LDH-P, LDH-L, Lipase, smblo Lo 18
sinh héa muc 1 Magnesium, Phosphate Inorganic, Protein Total, Triglycerides, Uric Acid,
Urea, Zn.
San pham c6 xuat xur thudc cac nude G7
C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chuan chit luong ISO 13485:2016
Vat liu do1 chung dong kho dua trén huyet tuong nguoi, da duoc khu
fibrin cho céac dai lugng do sau:
Non-Prostatic Phosphatase, Albumin, Alk. Phosphatase, ALT/GPT, a-
Vit licu kidm soat Amylase, a-Amylase pancreatic, AST/GOT, Bilirubin Total, Bilirubin
N Direct, Calcium, Cholesterol, HDL-Cholesterol, LDL-Cholesterol,
20 xct nghiém dinh Cholinesterase, CK-MB, CK-NAC, Copper, Creatinine, Glucose, GGT, 5ml/Lo Lo 18

lugng xét nghiém
sinh hda murc 2

Iron, Lactate, LDH-P, LDH-L, Lipase, Magnesium, Phosphate inorganic,
Protein Total, Triglycerides, Uric Acid, Urea, Zinc.

San pham c6 xuat xur thudc cac nude G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nudec G7 cip
Tiéu chuan chat lwone 1SO 13485:2016




Chat hiéu chuan
x€t nghiém dinh

Huyét thanh hi¢u chuan dong kho dya trén huyét thanh nguoi.
Multicalibrator ¢ thé dugc st dung dé hiéu chuan may phan tich sinh hoa:
Total Acid Phosphatase, Non-Prostatic, Aloumin, Alk. Phosphatase,
ALT/GPT, a-Amylase, a-Amylase pancreatic, AST/GOT, Bilirubin total,
Bilirubin direct, Calcium, Cholesterol total, Cholinesterase, CK-NAC, CK-

21 , ... |MB, Creatinine, Copper, Iron, Glucose, GGT, Lactate, LDH-P, LDH-L, 5ml/lo Lo 12
lugng xét nghiém | . . ) : . i
. ) Lipase, Magnesium, Phosphate Inorganic, Protein Total, Triglycerides,
sinh hoa i . .
Uric Acid, Urea, Zinc.
San pham c6 xuat xur thudc cac nude G7
C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nudec G7 cip
Tiéu chuan chat luone 1SO 13485:2016
Thanh phan chinh:
Ho4 chat khir Detergent < 1.0%
A 5 A . 0
99 kh?an, rua buong Pteser\/;atlve, < 19.04) o , 500ml/Chai Chai 6
phan trng cho may [San pham c6 xuat xtr thudc cac nude G7
sinh hoa Co it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nudec G7 cép
Tiéu chuan chat lugng ISO 13485:2016
Hoa chat Alkaline detergent
Hoa chat ¢6 tinh [ Thanh phén chinh:
23 |kiém rira may sinh |Alkali < 10.0% 2L/Can Can 9
hoa San pham c6 xuat xur thudc cac nude G7
Tiéu chudn chat lugng ISO 13485:2016
Chat liéu: Nhya PS
Kich thudc: 16*38mm
Dung tich: 2-4ml
Coéng phan ng  [Mau sac: Trong sudt
24 |dung cho may xét |Quy cach dong goi: 500 chicc/tui. 10 thi/thung carton. 500 cai/ tui Cai 20.000

nghiém sinh hoa

Luu trit: 4-30°C

San pham c6 xuat xir thudc cac nuwéc G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chuin chat luong ISO 13485:2016




25

Boéng den dung
cho may xét
nghiém sinh hoa

Thong so ky thuat:

Dién &p danh nghia: 12,0 V

Cong suit danh nghia: 20,00 W

buong kinh: 9,5 mm

Chiéu dai: 30,0 mm

Chiéu dai tAm dén (LCL): 19,5 mm
Chiéu dai day toc: 1,90 mm

Truong dugc chiéu sang: 1,9%2,0 mm?
Duong kinh day toc: 2,0 mm

Tudi tho: 3000 gid

Puong kinh vo dén t6i thiéu: 9 mm
Diéu chinh d¢ sang: Co

Vi tri dét: s90

San pham c6 xuat xur thudc cac nude G7
C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chuin chit irane ISQ 134852016

01 Chiéc/Tui

Chiéc

26

Cuvette phan ing
dung cho may xet
nghiém sinh hoa

Chat li€u: Nhya PC/ PS

San pham c6 xuat xur thudc cac nude G7

C6 it nhat 01 ching nhan luu hanh ty do (CFS) duoc cac nude G7 cip
Tiéu chuén chét lugng ISO 13485:2016

6 thanh/bd

Ho4 chit cho May phan tich HbAlc tw dong

Hoa chat dung
cho may phan tich
HbAlc loai A

Thudc thtr Eluent A

Tinh chinh xac: <5.0%

D0 chinh xac: Trong vong chay: CV<3.0% (n = 20), do chinh xac cua 16 la
<6% (n= 3).

Két qua mé rong NGSP: 4.0%~6.0%.
Thanh phan chinh:

NaCl 20mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

San pham c6 xuat x&r thudc cac nude G7
Tiéu chuan chat lrong 1SO 13485:2016

950ml/Tui

Tui




Thuoc thir Eluent B
Tinh chinh xac: <5.0%

D9 chinh xac: Trong vong chay: CV<3.0% (n = 20), d¢ chinh xéac cua 16 1a

<6% (n= 3).
Hoa chat ding  [Két qua mo rong NGSP: 4.0%~6.0%.
cho may phan tich [Thanh phan chinh: 700ml/Tai T 3
HbAlc loai B NaCl 170mmol/L
Phosphate 40mmol/L
Perserver < 0.5ml/L
San pham c6 xuat xur thudc cac nude G7
Tiéu chudn chét luong ISO 13485:2016
Thuoc thir Hemolysis
Do chinh xac: <5.0%
D0 chinh xac: Trong vong chay: CV<3.0% (n = 20), do chinh xac cua 16 la
<6% (n= 3).
Két qua méd rong NGSP: 4.0% ~ 6.0%.
Dung dich ly giai |Thanh phéan chinh:
3 N I/Can n 7
hdng ciu Buffer 20mmol/L 2300ml/Ca Ca
Sodium chloride 20mmol/L
Surfactant 0.05ml/L
Perserver < 0.5 ml/L
San pham c6 xuat xur thudc cac nude G7
Tiéu chudn cht luone ISO 13485:2016
Chat hiéu chuan xét nghiém dinh luong HbAlc
Chét hiéu chuan  |Thanh phan chinh: _
. A e X, Lk . A £ 1 N S (L1: 3x0.1ml .
xét nghiém dinh  [Huyét sac t6 glycosyl hoa, bao gobm chat bado quan va chat 6n dinh. L.2: 3x0.1ml)y/Ho Hop 10
lugng HbAlc San pham c6 xuat xur thudc cac nudc G7 T P
Tiéu chuan chat lugng ISO 13485:2016
A oA 1R .. [Vat liéu kiém soat chat lugng xét nghiém dinh luong HbAlc
Vat liéu kiém soat . N )
J , Thanh phén chinh: :
chat hIOTIg xet L Lk , X x , , . LR . (Ll 3x0.1ml n
n e Huyét sac to glycosyl hoa, bao gdm chat bao quan va chat 6n dinh. . | Hop 10
nghi¢m dinh , A g oo . L2: 3x0.1ml)/Hop
San pham c6 xuat xur thudc cac nudec G7
luong HbAlc

Tiéu chuén chit luong ISO 13485:2016




Cot sac ky long Chromatographic column
Thanh phan chinh:
Cot lam béng kim loai khong gi, trong c6 mang loc chuyén dung, chiu duoc

6 |Cot sic ky ap suat cao. 01 Chiéc/ hop | Chiée 2
Kich thuoc: 4.6x30 mm, Spm
San pham c6 xuat xur thudc cac nude G7
Tiéu chuan chét lugng ISO 13485:2016
Phin loc Column filter
Thanh phan chinh:
7 |Phin loc Phin loc dang nhya, duogc ciu tao dang ludi loc. 01 Chiéc/tai Chiéc 3
San pham c6 xuat xur thudc cac nude G7
i ____|Tiéu chuén chat lugng ISO 13485:2016
Ong nghiém lay  [Nap ong nghiém dugc lam tur vat liéu nhya LDPE
mau ndp cao su  |Than 6ng: kich thudc 12x75mm, lam bang nhya PP hodac PET B , <
8 chtra ch%t chéng |Chira hoa chit EDTA (Ethylene diamin tetracetic acid) 100 ong/vi Ong 2.000
dong Tiéu chuan chat lugng ISO 13485:2016
VI |Ho4 chit cho may xét nghiém huyét hoc Celltac G - 9100K
Dung lam chat pha loang cho mdy phan tich huyét hoc
Trang thai vat li: chat 1ong
Mau: khoéng
Mui: khéng
1 D1~1ng dich pha fo) pH: 7.35 dén 7.55 , 18 Lit/Can can 133
lodng Tinh tan: tan trong nudc

Thanh phan: Sodium chloride 0.44%, Sodium sulphate anhydrous 0.97%
Nhiét d6 bao quan: 1 dén 30°C

Do 6n dinh sau khi mé nip: 60 ngay

Dat tiéu chuin ISO13485.CE




Dung dich rtra cho
may xét nghiém

Dung lam chat rira cho may phan tich huyét hoc
Trang thai vat 1y: cht 1ong

Mau: xanh duong

Mui: nhe

Do pH: 8.0 dén 8.6

. 2 lit/Can Can 36
huyét hoc 5 thanh |Tinh tan: tan trong nuéce
phan Bach cau Thanh phan: Sodium alkyl ether sulphate: 0.069%
Nhiét d6 bao quan: 1 dén 30°C
D6 6n dinh sau khi mé nap: 90 ngay
Dat tiéu chudn 1S013485.CE
Dung lam chat rira cho may phan tich huyét hoc
Trang thai vat Iy: chét long
o, Mau: vang hodc vang-xanh la
Dung dich rura otLg o1
A ax . |Mui: kho chiu (clo)
dam ddc cho may \po' b 10 gén 13
xét nghiém huyét [0 P , 31ox 15ml/Hop | Hop 6
hoc 5 thanh phin Tinh tan: tan trong nudc
B.a chci P Thanh phan: Sodium hypochlorite: 6.1%, Sodium hydroxide <0.5%
ach catl Nhiét d6 bao quan: 2 dén 8°C
P 6n dinh sau khi mé nép: chi dung 1 lan
Dat tiéu chuan ISO13485.CE
Dung lam chat ly giai cho may phan tich huyét hoc
Trang thai vat Iy: Chat 1ong
Mau: khoéng
Mui: nhe
Dung dich ly giai |[P¢ pH: 7.0 &én 7.6
mang hong cau dé |Tinh tan: tan trong nudc 250ml/Can Can 50
do Hemoglobin  [Thanh phan: Dodecyltrimethylammonium chloride: < 3.0%, Cetrimonium

chloride: < 0.1%, Citric acid monohydrate: < 2.0%
Nhiét d6 bao quan: 1 dén 30°C

D6 6n dinh sau khi mé nip: 90 ngay

Dat tiéu chuan ISO13485.CE




Dung dich ly giai
mang hong cau
cho may xét

Dung lam chat ly giai cho may phan tich huyét hoc
Trang thai vat 1y: Chét long

Mau: khéng

Mui: khdng

Do pH: 8.0 dén 8.6

nghiém huyét hoc |Tinh tan: tan trong nudc 250ml/Can Can 48
5 thanh phan bach |Thanh phan: Sodium alkyl ether sulphate: 0.11%
cau Nhiét d6 bao quan: 1 dén 30°C
D6 6n dinh sau khi mé nap: 90 ngay
Dat tiéu chuan ISO13485.CE
Dung dé kiém chuan xét nghiém huyét hoc 5 thanh phan bach cau
Trang thai vat li: chat 1ong
Dung dichnoi  |Mau: d6 sam
kiém mirc thuong [P9 pH: trung tinh
dun?qACho mfi}y xet Tln‘h tan: Ean tr?ng ny:oc 3 o L ) 3 ml/Lo Lo 12
nghiém huyét hoc |Thanh phan: Hong cau nguoi, bach cau moé phong va ti€u cau cuia dong vat
5 thanh phan bach |c6 vU
cau Nhiét d6 bao quan: 2 dén 8°C
D6 6n dinh sau khi mé nip: 14 ngay
Dat tiéu chuin ISO13485.CE
Dung dé hiéu chuan may phan tich huyét hoc
, 2 e D0 6n dinh sau khi m¢ nap: 7 ngay
Hoa cl}at duAng . |Thanh phan: Hong cau ngfr(‘)i, bach cau bj kich thich va tiéu cau cta dong
cho may phantich| .~ °,
huyét hoc dé hiéu Vat.‘fo VP , , z Lo 2 ml Lo 1,00
chuan rﬁéy i Nhl?t do bao quan: 2 den’8°C
D0 6n dinh sau khi m¢ nap: 7 ngay
Dat tiéu chuan ISO13485.CE
Mat do: 0.9 g/cm3
Dan hdi kéo: 1400 MPa
Phin loc cho may [P6 bén kéo: 33 MPa Hop 10 chide | Chiée 100

huyét hoc

H¢ s6 udn: 1400 MPa
D6 bén udn: 40 Mpa
Nhiét d6 bién dang: 85°C




