SO Y TE HUNG YEN CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN PA KHOA PHO NOI Pjc 1ap - Tw do - Hanh phiic
S6: 429/ TM-BV Hung Yén, ngay 2§ thing 10 nim 2024
THU MOI THAM DINH GIA

Sinh pham y té, hoa chét xét nghiém niim 2024
ciia Bénh vién da khoa Phé6 Nbi

Kinh gtti: Céc don vi thAm dinh gia.

Can ctt Ludt Pau thiu s6 22 ngay 23 thang 06 nim 2023

Cén ctr Nghi dinh s6 24/2024/ND-CP ngay 27 thang 02 nim 2024 quy dinh
chi tiét mot s didu va bién phap thi hanh Luat P4u thau vé lua chon nha thau;

Cén ctr Thong tw s6 06/2024/TT-BKHDT ngay 26/4/2024 cta Bo Ké hoach
va Pau tu vé viéc Huéng din viée cung cép, ding tai théng tin vé lua chon nha
thau va mau hd so d4u thau trén hé théng mang d4u thau quéc gia;

Céan ctr Cong vian 2082/SYT-KHTC ngay 06/9/2024 ctia S& Y té Hung Yén
V/v dam bao vat tu y té, hoa chét xét nghiém, sinh phdm y t& dé duy trl hoat
dong chuyén mén trong khi cho két qua ddu thiu tap trung ndm 2024-2025.

Can ctr Bién ban hop Hdi d(‘“)ng khoa hoc k¥ thuat Bénh vién da khoa Phd
Nbi ngay 25/10/2024.

Bénh vién da khoa Phd N&i tran trong kinh moi cdc don vi thim dinh gia
co du nang luc theo quy dinh cta phap luat thuc hién thim dinh gia cda tai san
chi tiét nhu sau:

1. Tai san thim dinh gid: Sinh phim vy té, hoa chét xét nghiém (c6 danh

muc chi tiét kém theo).

2. S6 luong: Chi tiét trong phu luc Thong tin tai san kém theo Thu moi nay.

3. Muc dich thAm dinh gia: Lam co s& tham khao xac dinh kinh phi, xac

dinh gi4 tri dich vu nhim dép ng cac yéu cau phép ly hién hanh.

4. Pia diém thim dinh gid: Hung Yén.

5. Thoi diém thidm dinh gia (cu thé thang, ndm): Thang 10, Thang 11 nim
2024.

6. Thoi han cong viéc thuc hién thdm dinh gia: 20 ngay.

P& nghi quy Pon vi thdm dinh gi4 ¢ nhu ciu tham gia gt 01 bd hd so
ning luc bao gdm:

Hb so dang ky kinh doanh, hd so nhan su, cac hop déng tuong tu da thuc
hién, thu chao gia dich vu thdm dinh gia (44 bao gdm chi phi thim dinh), céc tai
liéu khéc c6 lién quan (néu co).

Thoi gian, dia chi ndp hod so: Trude 16 gio 30 phut ngay 06/11/2024. Dia
chi: Khoa Dugc - Bénh vién da khoa Phd Néi, Puong Vii Van Cén, Phuong Ban
Yén Nhén, Thi x4 M§ Hao, Tinh Hung Yén.

Bénh vién da khoa Phd Néi rat mong nhén dugc sy quan tAm va ban chao
gié cua quy Don vi thAm dinh gia.




Bénh vién xin trin trong cam on!
Noi nhin: GIAM DOC
- Nhu trén;

- Website bénh vién (dé thong béo);
- Luu: VT, Khoa dugec.

Pham DPing Qué




DANH MUC
Sinh pham, ho6a chat xét nghiém nam 2024
cua Bénh vién da khoa Pho Noi

(Kem theo Thir moi s6 429 /TM-BY ngay 28 /10/2024 ciia Bénh vién da khoa Phd N&i)

S Pon
STT| Tén hing héa Théng sé k§ thut 0 | i
Wrong inn
‘ oo s Thanh phan chinh: Detergent < 1.5%; Buffer < 2.0%; Preservative <
1 lLny Zoggl‘)b‘“ R T E Dye < 1.0%/ Chai | 34
Tiéu chuan chat lugng ISO 13485:2016
Thanh phan chinh: Detergent < 0.5%, Buffer < 0.6%, Preservative <
5 |Lysoglobin Diff  10.7% ) ’ Chai | 8
~ lyse S C6 ma QR Code quan ly hoa chat dugc tich hop sén.
Tiéu chudn chit luong ISO 13485:2016
= ; Thanh phan chinh: Detergent < 4.0%; Buffer < 1.0%. ;
3 Lysoglobin HGB | B0 Luong ISO 13485:2016 Giaig 20
4 Hematology controlThanh phan chinh: Healthy mammal blood (pig), preservatives and cell i 5
(SDN) Level 1/2/3 |stabilizers. Tiéu chuan chat lugng ISO 13485:2016 x
Héa chit ding cho xét nghiém dinh luogng glucose; Phuong phap:
Enzymatic (hexokinase method); Dai tuyén tinh: Huyét thanh/ huyét
GLUCOSE - tuong/ mau ly giai/ dich ndo tiy: 0,6 — 45,0 mmol/L (10 — 810 mg/dL),
5 |Beckman Coulter, [Nudc tleu 0,2 — 45 mmol/L (3,6 — 810 mcr/dL) Budce song: 340 nmy Hop | 8
Inc., My Loai miu: Huyét thanh, huyét tuong, nude tiéu, mau ly gidi va dich néo
tiy; D6 lap lai: CV <3%; Do chum toan phan: CV < 5%; S& luong test]
ti thidu/1 mL: 13 test i
Hoéa chat dung cho xét nghiém dinh luong creatinine; Phuong phap: /,\%/__I
Jaffé method; Dai tuyén tinh: Huyét thanh/ huyét tvong: Phuong phép P,// / BENH
CREATININE - |A: 5 — 2200 umol/L (0,06 — 25,0 1ng/7dL) Phuong phap B: 18 — 2200 fadf DA
6 [Beckman Coulter, jumol/L (0,2 — 25,0 mg/dL), Nudc tiéu: 88 — 35360 pwmol/L (1 — 400 Hép | 12 || f,q
Inc., My mg/dL); Budc song: 520 nm; Loai mau: Huyét thanh, huyét tuong, PHO [
nude tiéu; Do lap lai: CV < 3%; D6 chum toan phan: CV < 5%; So e s
luong test t6i thidu/1 mL: 4 test \&
Hoéa chat dung cho xét nghiém dmh luong ALT; Phuong phép: Dua
trén khuyén cdo cta IFCC; Dai tuyen tinh: 3 — 500 U/L (0,05 — 8,33
ALT - Beckman A
7 Coulter, Tnc,, My ukat/L); Budc séng: 340 nm; Loai mau: Huyét thanh, huyet tuong; BY Hop | 30
St a lap lai: CV < 5%; DO chum toan phan: CV < 10%; S6 lugng test tbi
thiéu/1 mL: 6 test
Hoéa chat ding cho xét nghiém dinh lugng AST; Phuong phdp: Dual
trén khuyén céo caa IFCC; Dai tuyen tinh: 3 — 1000 U/L (0,05 — 16,7
AST - Beckman oS ol
8 Coulter, Inc., M§ ukat/L); Budc séng: 340 nm; Loai mau: Huyét thanh, huyet tuong; DY Hoép | 32
’ : lap lai: CV < 5%; D6 chum toan phan: CV < 10%; Sé lugng test tdi
thiéu/1 mL: 8 test
Hoéa chat _dung cho xét nghiém dinh lugng CRP siéu nhay; Phuong
phap: Mién dich do d6 duc; Dai tuyén tinh: Ung dung binh thuong:
9 |CRP Latex 0,2-480 mg/L, Ung dung d¢ nhay cao: 0,08-80 mg/L; Budc séng: 570 Hop | 12
nm; Loai miu: Huyét thanh, huyet twong; DO lap lai: CV < 6%; DY
chum toan phan: CV < 10%; S luong test toi thidu/l mL: 3 test
CRP Latex Hoa chét hiéu chuén cho xét nghiém CRP thuong; Chat hiéu chudn
10 |Calibrator gom muc 2 dén muc 6; Cac gia tri duge géan theo tiéu chuéan IFCC Hop | 1
INomal(N) Set bang phuong phap mién dich do d6 duc
11 ISE?(SI?/INL]I;%/%];J 1 Ho4 chét kiém chirng mic 1 cho cac xét nghiém do dd duc mién dich Hop | 2
12 ITA CONTROL Hog'l chzflt kiém chiing mic 2 cho cc xét nghiém do dé duc mién dich; Hop | 2
SERUM LEVEL 2 |Chat kiém chirng 1 miic :




3 Sé Pon
STT| Tén hang hoa Thong so ky thuat vi
lugng| ,
tinh
it géliﬁﬁgﬁ Dung dich rira Binh | 3
Hoéa chat dinh luong AFP;Phuong phap: mién dich enzym
14 oo 8PP - osandwich"yDai do: 0,5-3.000 ngmL [0,41-2.478 TU/mL];Thanil ..
eckman Coulter, tan chinh: alb | Hop | 6
nc,, My phan chinh: albumin huyét thanh bo, natri azit, ProClin, khang thé
khang AFP don dong & chudt
Hoa chat dinh luong BNP; Dai do: 3 - 5000 pg/mL; Phuong phéap: mién
ACCESS BNP - (dich enzym (“sandwich”);Thanh phin: Albumin huyet thanh bo,
15 Beckman Coulter, |[ProClin, natri azit, Cac hat thuan tir pht khang thé BNP khéng ngudi taf Hop | 5
Inc., My ca cac dong ¢ chudt, Cong hop bod photphataza kiém chira khang thé
BNP khéang nguoi don dong & chudt
Aeosit Subsal: Co chét phat quang;Thanh phén: dioxetane Lumigen PPD, chét huynh| | ..
16 |Beckman Coulter, Hop | 15
Inc., My quang, chat hoat tinh bé mat
Phat hién khang nguyén virus Dengue NSI trong mau huyét thanh,
huyét tuong va mau toan phan nguoi.
Cong hop vang khang thé khang Dengue NSI1
+ Khang thé khéng Dengue NS1 trén mang dan
+ Vach klem soat (vach chung)
Test nhanh chdn Mang sic ky
17 doan sém S6t Xuét + Chit dém Test | 500
huyét/Khang D6 nhay tuong dbi 1a 95,8% va do dic hiéu tuong ddi 1a 96,2%.
nguyén NS1 D06 nhay tuong ddi: 69/72%100% =95.8% (95%CI*: 88.3%~99.1%);
Do ddc hiéu tuong dbi:  102/106%100%=96.2% (95%CI*:
90.6%~99.0%):
Su chinh x4c:
(69+102)/(69+3+4+102)*100%=96.1%(95%C1*:92.1%~98 .4%)
Tiéu chudn chét lugng: ISO 13485
'Phét hién dinh tinh virus khang thé trong mau, huyét thanh hogc huyét
twong Thanh Phan cia bang thir
+ Cong hop vang - Khang nguyén bé mit virus Dengue
+ Vach thtr 1: IgG khang nguoi duoc bao phu trong ving vach xéf
Test nhanh chén nghignilgh . :
e P + Vach thtr 2: [gM khang nguoi duge phi trong ving vach thir nghiém
doan Sot Xuat
18 huyét/Khang thé L e S0
106/ ToM = D0 nhay tuong dbi: 69/72%100%=95.8% (95%CI*: 88.3%~99. 1%);
gol 18 DO dic hiéu tuong déi:  102/106*100%=96.2% (95%CI*:
90.6%~99.0%);
Su chinh xac:
(69+102)/(69+3+4+102)*100%=96.1%(95%CI1*:92.1%~98.4%)
Tiéu chudn chét luong ISO 13485
Klt thir phat hién chat gy nghién Heroin/morphine trong nudc tidu khi
ndng d6 ciia chét ndy trong nudc tiéu dat t6i giéi han la 300ng/ml, du
dé khang dinh ddi tuong da st dung chit gay nghién Heroin/morphing
e e il M&i vach thir T chita khang thé don dong chudt khang thube va lién
Lest th.u dinh tl.nh hop protein-MOP. Dudng kiém ching C ¢6 chia khéng thé da dong .. 400
= M? tptiin Heroin [gG dé khang IgG tho va khang the IgG tho. Test.
e Dang bao che Khay nhya c6 giéng nhoé mau, tai trang nhom.
Thoi gian doc két qua: sau 3-5 phit.
D06 nhay: 99.9%, d6 dac hiéu: 99.9%
Tiéu chuan chét luong: ISO 13485




