CONG HOA XA HQI CHU NGHIA VIET NAM

SO Y TE QUANG NINH s ]
BENH VIEN PKKV CAM PHA Dgc 1ap - Ty do - Hanh phiic
Sb: 563 /TB-DKKVCP Cdm Pha, ngay 15 thdng 05 ndm 2025
THONG BAO

Veé viéc yéu ciu bdo gia héa chit sit dung cho may xét nghiém dong mau
tw dong Auto S (hing sin xuat: MTI Diagnostics GmbH/Diic)

Kinh glri: Céc hing san xuat, nha cung cap tai Viét Nam

Bénh vién PKKV Cam Pha cd nhu cau tiép nhan bdo gid dé tham khao, xay
dung gia go6i thau, 1am co s& td chirc lua chon nha thiu cho g6i thau mua sim
Hoa chat sir dung cho may xét nghiém dong mau tu dong Auto S (hang san
xuét: MTI Diagnostics GmbH/Prc) phyc vu cong tic chuyén mén ciia Bénh
vién PKKV Cam Pha, véi ndi dung cu thé nhu sau:

I. Théng tin ciia don vi yéu cau bao gia

1. Pon vi yéu cau béo gia: Bénh vién Pa khoa Khu vuc CAm Pha

Pia chi: t6 1, khu 3, phudng Cim Thinh, thanh phé CAm Pha, Quang Ninh

2. Thong tin lién hé ctia ngudi chiju trdch nhiém tiép nhén béo gia:

Ba: Pham Thi Hong Thy, TP. Hanh chinh Quan tri - vat tu, thiét bi Y té.

S6 dién thoai: 0963.023.322;  Email: heqtbvdkkvep@gmail.com

3. Cach thirc tiép nhan béo gia:

- Nhan truc tiép tai dia chi: Phong Hanh chinh Quan trj - vét tu, thiét bj Y
té. Bénh vién DPKKV Cam Pha, dia chi: té 1, khu 3, phudng Cam Thinh, thanh
ph6 Cam Pha, tinh Quang Ninh. DPién thoai: 020339401 16.

4. Thoi han tiép nhén bao gia: Tir 08 gio ngay 15 thang 05 nam 2025 dén
trude 09 gio 30 phut ngay 24 thang 05 nam 2025

Céc béo gia nhan duoc sau thoi diém néu trén s& khong duge xem xét.

5. Thoi han 6 hiéu Iyc cta béo gia: Téi thiéu 90 ngay, ké tir ngay 24 thang
05 nam 2025.

IL. Noi dung yéu ciu bio gia:

1. Danh muc thiét bj y té/ linh kién, phu kién, vat tu thay thé st dung cho
trang thlet biy té (goi chung la thiét bi): Chi tiét tai phu luc I dinh kem

2. Bang cung cap thong tin hang héa va chao gia: Chi tiét tai phu luc 11 dinh kem

3. Pija diém cung cap, lap dat; cac yéu cau vé van chuyén, cung cép, lap
dat, bao quan thiét bi y té: cung cép, ban giao nghlem thu hang hoa tai kho Vét
tu héa chét, phong HCQT VT, TBYT ctia Bénh vién PKKV C4m Pha.

4. Thoi gian cung cap hang héa: trong vong 25 ngay ké tir ngay ky hop
ddng.

5. Du kién v& céc didu khoan tam tng, thanh to4n hop dong:

- Tam tng: khong ap dung




- Thanh toén: Trong vong 60 ngay ké tir ngay ban giao nghiém thu va nha
thau ciing cip day du gidy to, hd so theo quy dinh.

6. Cac thong tin khac (néu co).

Kinh moi cac Cong ty/ don vi quan tdm, c6 kha ning cung Cap hang hoa
néu trén, bdo gia va dién day du thong tin chi tiét ctia hang héa theo miu béo gia
tai phu luc II dinh kém.

Bénh vién PKKV Cim Pha tran trong thong béo./. ff@/

Noi nhan:
- Nhur trén;
- Website: BVBKKVCP;

- Luu: VT, HCQT-XT,TBYT




Danh mug’t ié‘i@b‘i*ig’v (vat tu’, héa chit xét nghiém)

( Kém thonabéo 86563/ FB-DKKVCP ngay 15/05/2025 )
VOl Do 055
Ngi dung yeu ciu vé ¢ hang héa va cac thong tm ; So
STT Vi
lién quan vé ky thuit (néu co) : tinh lwogng
1 Ho4 chit sir dung cho may xét nghiém déng mau tw dong
" | Auto S (hiing sin xuat: MTI Diagnostics GmbH/Diic)
A. | Yéu ciu chung cho cic loai héa chit
- Héa chit méi 100%, san xudt tir nim 2024 tré lai déy
- Nha san xuét dat tiéu chudn: ISO 13485 hoic twong dwong
g | Yéu cau danh muc héa chit sir dung cho miy déng mau tyr
" | dong Auto S ( gom 08 danh muc)
Thudc thir xét nghiém dinh lwgng APTT
Hiéu suét: Do lap lai: Hé s6 bién thién (CV) cua két qua céc
phép thir 1ap lai véi QC huyét twong khong duge vuot qua 5%
Thanh phan chinh:
1 | RI: Ellagic Acid 0.3%, BSA 0.1%, 0.2% Sodium Azide, B Ml 250
dém 3%
R2: CaCI2 0.025 M
San phdm c6 xut xir thudc céc nude G7
Tiéu chuan chit lugng ISO 13485:2016
Thudc thir xét nghiém dinh lugng PT
Thoi gian prothrombin (PTR) = thdi gian dong mau ciia huyét
tuong thir nghiém / thdi gian dong mau ciia huyét tuong d6i
ching.
7 Cac gia trj tham khao: PTR: 1.0 & 0.15; INR: 0.8-1.24 M 500
Thanh phan chinh:
Recombinant hTF, BSA 0.5% CaCl2 0.025 M, b6 dém 3%,
0.2% Sodium Azide, chit n dinh.
San phzim cO xuét xur thudc cac nudc G7
Tiéu chuan chit lugng ISO 13485:2016
Thubc thir xét nghiém dinh lwgng fibrinogen
Gi4 trj tham chiéu Fibrinogen: 2.0-4.0 g/L
Gid tri du kién: Phuong phép Clauss Fibrinogen (mg/dL) 150 -
400
Thanh phén chinh:
3 R1: Thrombin bo (khoang 100 don vi NIH /mi), BSA 0.5%, Ml 575

pH 7.2 = 0.2 Bd dém 5%, 0.2% Sodium Azide, chit 6n dinh.
R2: Dung dich dém Imidazole (IBS): Dung dich dém
Imidazole trong dung dich mudi, pH 7.2+ 0.2, véi 0.2%
Sodium Azide 1am chit bao quan.

San phdm c6 xuét xir thudc cac nude G7

Tiéu chuan chit lwong ISO 13485:2016




Vit liéu kiém soat chét lrong xét nghiém dinh lrong PT,
APTT, TT, FIB mirc trung binh

Gid tri ndng d6: PT 11.9 gidy, PT 127%, PT 1.08 INR, APTT
29.5 gidy, FIB 2.92 g/L, TT 12.0 gidy

Gid tri tham khao: PT 11-14 giay, PT 153%~73%, PT Ml 20
0.8~1.21 INR, APTT 26-36 gidy, FIB 2-4 g/L, TT 8-14 gidy.
Thanh phan chinh: Huyét twong ngudi. Chat chéng dong mau
natri citrat <0.4%.

San phim c6 xuét x{r thudc cac nude G7

Tiéu chuin chét lugng ISO 13485:2016

Vit liéu kiém soat chét Irgng xét nghiém dinh lwong PT,
APTT, TT, FIB mirc cao

Gi4 tri ndng d6: FIB 5.23 g/L.

Gia tri tham khdo: PT 18-25 gidy, APTT 40-52 gidy, FIB
4.80-5.50 g/L, TT 19-20 gidy. Ml 20
Thanh phén chinh:

Huyét twong ngudi. Chét chéng déng médu natri citrat <0.4%
San pham c6 xuit xtr thude cac nude G7

Tiéu chuan chét luong ISO 13485:2016

Hoa4 chit rira diang cho may xét nghiém
Thanh phan chinh:

Sodium hypochlorite < 8.0%

Sodium hydrate <2.0% M 450
Gi6i han: Thubce thir phai dugc sir dung trong pham vi nhiét d6
moi trudong 1a 15-35 d6 C.

San pham c6 xuit xt thude cac nude G7

Tiéu chuan chat lugng ISO 13485:2016

Vit tw dung cho may xét nghi¢m
Céng dung miu bénh pham

Kich thudc: 6mmx25mm

Dung tich: 500pl

Maiu sic: Trong subt Chiéc | 10000
Loai nhua: PS

Luu trit: 4-300C

San pham c6 xut xtr thude céc nude G7
Tiéu chuin chét lwvong ISO 13485:2016

Thudc thir xét nghiém dinh lwong D-Dimer

Thanh phan chinh:

Kit thudc thir gorn céc thanh phan R1 (chit dém), R2 (Latex),
chét chudn va chit kiém tra muc 1, mic 2.

Latex v&i thanh phan khang thé do‘n dong chudt gdm:
Polystyrene latex (ndng do 12 mmol/L)

Natri benzoat (néng d6 0.01 mmol/L).

Tris (nong dd 30mmol/L).

San pharn c6 xuét xtr thudc cac nude G7

Tiéu chuén chét lugng ISO 13485:2016

Test 600

Téng cong: 08 danh muc
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