Phan 2. YEU CAU VE KY THUAT
Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé k§ thuit
1.1. Gi6i thiéu chung vé dw an/dw todn mua sim, géi thiu

- Tén dy toan mua sdm: Mua sdm hoa chét, sinh phém, vat tu xét nghiém
phuc vu kham chtra bénh tai Bénh vién Na Ri nam 2026.

- Tén goi thau: Mua sam hoa chét, sinh phém, vat tu xét nghiém phuc vu
kham chira bénh tai Bénh vién Na Ri nam 2026.

- Chui dau tu: Bénh vién Na Ri

- Pja diém thyc hién: Bénh vién Na Ri - Dia chi: Thén Phé Méi, Xa Na Ri,
Tinh Thai Nguyén

- Hinh thtrc Iwa chon nha thau: Pau thau rong rdi qua mang.

- Phuong thire Iya chon nha thau: Mot giai doan mot ti ho so.

- Ngudn von: Ngan sach nha nude cap, Ngudn thu tir dich vu kham, chita
bénh, nguon thu hop phap khac.

- Thoi gian bat dau t6 chirc lua chon nha thau: Quy I nim 2026.

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thyuce hién géi thau: 12 thang.

1.2. Yéu cdu vé ky thugt

Yéu cdu vé ky thudt bao gom yéu cdu vé kj thudt chung va yéu cau vé ky
thudt chi tiet doi voi hang hoa thuoc pham vi cung cap cua goi thau, cu thé:

a) Yéu cau vé k¥ thuit chung:

- Yéu cau nha thiu mé ta théng sb k¥ thuat cua hang hoa va cac dich vu
lién quan ching minh hang hoa do nha thau chao tuan thi cic théng sb ki thuat
va céc tiéu chuan dudi day hodc c6 cau hinh tuong duong. Bat ky thuong hiéu,
nhan hi€u nao néu co6 trong bang yéu cau ky thuat déu mang tinh chat minh hoa
cac tiéu chuan chat luong, tinh ning k¥ thuét yéu cau. Nha thdau cé thé lwa chon
dw thdu hang héa co nguén goc, xudt xit, nha sdn xudt, thwo‘ng hiéu phu hop
vdi diéu ki¢n cung cip nhu’ng phdi dim bdo yéu ciu cé thong s6 ky thudt, tinh
mmg s dung, tiéu chudn cong nghe “twong dwong” hodc tot hon so véi cac

yéu cau cu thé ¢ dudi va cung cap tai liéu ching minh sy dap tng tot hon caa
hang héa chao thau so voi yéu cau cia HSMT.

N6i ham twong dwong duoc quy dinh trong yéu cau k§ thuat duoc hiéu la:



(1) Pugc co quan c6 thim quyén ching nhan twong duong tiéu chuin

(2) Twong duong vé chat lugng hinh anh, d6 chinh xac mau sic va goc nhin.
(3) Tuong duong vé tinh chit co khi va thudc tinh vat 1y cua vat liéu.

(4) Twong duong vé tinh ning co ban, d6 tin cdy, pham vi tng dung

(5) Tuong duong vé cong suat; hi€u suat, yéu cau thong s6 dau vao; danh
muc, do chinh xé4c két qua dau ra.

(6) Twong duong vé gia tri do; 6 chinh xéac két qua do;
(7) Tuong duong vé ham lugng, ndng dd, tinh chat
(8) Cac yéu té twong duong khac (néu co)

- Nha thau phai néu day du ky mi hiéu (mi san pham / model du thau),
nhan hiéu (néu c6), nim san xuat, tén hing san xuét va xuit xt caa hang hoa du
thau; Nha thau tham gia du thau phai chao dung ching loai, du khéi luong hang
hoa néu tai Mau s6 01B - Pham vi cung cip hang hoa thuoc Chuong IV;

- Hang hoéa dy thau phai duoc lwu hanh hop phép tai Viét Nam.
- Hang hoa cung cap dam bao mai 100%, san xuat tir nim 2025 tro di

- Nha thau cung cip cac thong tin chi tiét vé ciu hinh, tinh ning va thong
sO k¥ thuat ctia hang héa dy thau (d6i voi truong hop nha thau khong ké khai chi
tiét cdu hinh, tinh ning k¥ thuat tai mau s6 10B) theo Biéu mau A — Bang dir licu
du thau vé mit k¥ thuat (file excel). Viéc xem xét, danh gia hang hoa du thau dap
g vé miat k¥ thuat cin ctr vao thong tin nha thau cung cap tai Bang dir liéu nay.

- Nha thau cung cap ban cam két chung theo mau C.



BANG THONG TIN, TAI LIEU CUA HANG HOA DU THAU
(File excel dinh kem E-HSDT)

Théng tin tai liéu ctia hang héa du thau

SO lwu | Tai liéu
hanh/ tham

3 i s0 chiéu S6 | Phénloai | Taili¢u
STT 1;143 The;l Danhmye | Mit | po |GPNK/| lwu | Thiétbiy | tham , Tai li¢u tham
phan | phan hane hé hang . o So hanh/ so | t&; So, ngay | chiéu | Quy | Cau hinh, tinh chiéu tinh
16 16 ang fioa chu so ARt )
0 0 dw hiru cong | GPNK/ | cap,to chitc | phan | cich | ningky thuit | ning, thong so
thau bo tiéu | So cong cap Bang loai k¥ thuat
chuan | bo tiéu phianloai | TTBYT
ap chuan ap
dung dung
ONECOENEC) “4) (©) (0) ) (7A) ®) (8A) (©) (10) (10A)

Nha thiu nhap dir liéu vao file excel miu A nay va ndp cang E-HSDT (nha thau chi nhip cic phin/lé6 ma nha thau tham dy)

Ghi chu: trén day la vi du tham khdo

- Cac cot (1), (2), (3) (4): dién chinh xdc thong tin theo E-HSMT
- Cdc ¢ét (5), (6): dién thong tin ciia hang héa dw thau. Thong tin ¢ét (5) phdi tring voi théng tin tai biéu mdau webform, néu c6 sai khdc sé can cir theo

thong tin tai webform.
- Cot (7) : dién thong tin 6 lwew hanh ciia hang héa dy thau. S6 lwu hanh la S6 Glay chimg nhan dang ky luu hanh hodc so  gidy phép nhdp khau con hiéu

liec do BG Y té cdp doi véi logi C, D hodic s6 van ban cong bé tiéu chudn dp dung doi véi thiét bi y té thude loai A, B con hiéu lwc (quy dinh tai Nghi dinh
98/2021/ND-CP).




- Cot (8) : dién thong tin phan logi TTBYT ciia hang héa dw thau, gom: Phan loai, s6 BPL, ngdy cdp, tén té chirc cdp BPL

- Cot (74), (84): dién vi tri tai liéu tham chiéu S6 heu hanh/ sé"GPNK/ S6 cong b’é' tiéu chudn ép dung trong E-HSDT. Dién theo dinh dang [tén file tai
liéu- trang so....], VD: GLH hang A - trang 5-7, 8-9. Trang so ghi theo thir ty so trang cua file tai liéu (khong ghi so trang danh may hodc danh tay trén
ban scan).

- Cét (9): Quy cdach dong goi ciia san pham

- Cot (10): dién chinh xdc thong tin cdu hinh, tinh ndng ky thudt ciia hang héa duw thau ddp iing twong ieng véi cdc tiéu chi yéu cau cia E-HSMT. Truong
hop nha thau da ké khai tinh néang, thong sé ky thudt ciia hang héa dw thau & mau s6 10B webform thi sé xem xét danh gid cdu hinh, tinh nang ky thudt
theo ban ké khai & webform va khéng can dién cét nay. Trwong hop nha thau khéng ké khai chi tiét tai méu 10B trén webform thi sé xem xét danh gid
céu hinh tinh nang ky thudt theo bing Méu A.

- Cot (104): Pién vi tri tdi liéu mé ta Tinh ndng, Thong $0  kp thudt ciia hang hoa du thau trong E-HSDT. Dzen theo dinh dang [tén file tai liéu - trang
$6....], VD: Catalogue chac ba - trang 5, 7, 10. Trang sé ghi theo thir tir s6 trang cua file tai liéu (khong ghi sé trang danh may hodc danh tay trén ban
scan).

* Nha thau phdi dién ddy dii va chinh xdc. Trong truong hop trang tham chiéu khéng cé néi dung théng tin nhw nha thau di néu thi sé bi xem xét la
khéng c6 tai ligu chitng minh va khéng ddp ieng chi tiéu kj thudt. Nha thau tw chiu trach nhiém vé hiu qud hodic sw bt lpi néu khéng tuin theo quy
dinh.



Miu C
BAN CAM KET CHUNG
10 ) 01 1SR
SO dang ky kinh doanh.............oooiiii i
Mai dinh danh trén hé thong mang dau thau qudc gia: ............coeeeieeeeeineeii)

Dia chi cla don Vi ..o

Chung toi, /dién tén cong ty], tham du goi thau [dién tén géi thau] cua
Bénh vién Na Ri. Chung t6i xin cam két vé E-HSDT va c¢ong tac cung Gng hang
hoa cho Bénh vién Na Ri v6i cac ndi dung sau day:

I. V¢ E-HSDT:

- Thong tin ghi trong file mém giri cho Cha dau tu dung nhu file scan trong
E-HSDT cua chung t6i da ndp.

- Tat ca cac hang hoa dy thiu déu dam bao tiéu chuan chat luong d3 ding
ky va dugc co quan c6 thAm quyén cip phép luu hanh.

- Tai liéu k¥ thuat, catalogue cung cap trong E-HSDT déu duoc nha san
xudt cong bo. Trong trudng hop Cha dau tu phat hién c6 su sai khac giira ban nha
thau ndp trong E-HSDT va ban do nha san xuat céng bd thi nha thau sé chiu trach
nhiém giai trinh cho su sai khac nay.

- Cam két cac thong tin trong E-HSDT d4 cung cip 1a chinh xéac, hop phap
va chiu hoan toan trach nhiém trudc phap luat vé cic ndi dung cac thong tin nay.

II. Vé cung trng hang héa:

- Néu gia tri bao dam dy thau caa E-HSDT chung t6i tham dy dudi 50 triéu
d6ng, ching t6i cam két néu duoc moi vao dbi chiéu tai liéu thi ching toi s& nop
mot khoan tién bang gia tri quy dinh tai Myc 18.2 E-CDNT.

- Hang hoéa/ thiét bi cung mg dam bao ding theo thong tin néu trong E-
HSDT. Thuc hién ngay viéc thong bao cho Chii dau tu bang van ban khi mat hang
trang thau c6 nhiing thay doi thong tin so voi thong tin da dy thau (co s san xuat,
s6 dang ky, quy cach san pham, gia ké khai.....).

- Hang hoa/thiét bi cung g du diéu kién luu hanh (di vai thiét bi y té dat
theo quy dinh tai diéu 22, Nghi dinh 98/2021/ND-CP va Khoan 2, Piéu 1, Nghj
dinh 07/2023/NDB-CP ngay 03/03/2023, nghi dinh 04/2025/ND-CP ngay
01/01/2025, cac hang hoa khéc tuan thu theo quy dinh phép luat hién hanh).

- Hang hoa/ thiét bi cung tmg méi 100%, chua qua str dung, cac kién hang



trude khi giao nhén déu con nguyén dai, nguyén kién; san xuat ndm 2025 tré vé
sau.

- Thoi han st dung du kién ctia hang hoa (dé yéu cau vat tu, phy ting thay
thé):

+ Hang héa c6 han dung > 2 nam: Khong dugec it hon 12 thang
+ Hang hoéa c6 han dung tir 01-02 nam: Khong duogc it hon 6 thang
+ Hang hoéa c6 han dung < 1 nam: Theo thoa thuéan cta 2 bén

- Hang hoé duoc giao tai kho cua Chu dau tu. Thoi gian giao hang cham
nhit 1 trong vong 3 ngdy sau khi nhan dugc dy trit cia bén mua (bang fax, email
hoic dién thoai) va 48 gior ké tir khi nhan duoc yéu cau qua dién thoai voi trudng
hop cép ciru.

- Hang ho4 khi giao kém theo gidy to sau: Hoa don ban hang theo quy dinh
ctia BO Tai chinh (ban gdc), Phiéu xuat kho (C6 day du cac thong tin: M3 trang
thau; tén hang hoa; Model hang hoa; Chi tiét vé kich c&; Hang SX; Nudc SX; QP
trung thau; PVT; Pon gia cung Ung; So luong; S6 16; Han dung ; Ma ké khai va
gia ké khai d6i voi hang héa xuét ban 1an dau cho bénh vién hoic khi co thay doi
viéc ké khai gia hang hoa) va xuét trinh tai liéu chimg minh ngudn goc xuét xu,
phiéu kiém nghiém 16 san xuat hang hod va céc gidy to khac theo quy dinh néu c6
(Khi Chu dau tu c6 yéu cau).

- Cam két giao cho chu dau tu: Gidy ching nhan xuat x&t (CO), Gidy chimg
nhan chat lugng (CQ)... d6i voi hang hoa nhap khau hodc gidy ching nhan chat
luong (hop chuan, hop quy) ddi v6i hang hod san xuat trong nude. Poi véi cac
hang hoa khic duoc san xuét tai Viét Nam hodc cac hang hoa thong thuong, thong
dung, sén co trén thi truong: cam két cung cip gidy chting nhin xuit xudng hoic
héa don ban hang va gidy bao hanh cta nha san xuat hoic dai Iy phan phdi khi
giao hang.

- Noi dung tai to hudng dan st dung, nhian phu (ddi v6i hang héa nhap
khau), catalog di kém vé&i hang hoa khi cung tng cho Chu dau tu hoan toan tring
khép v6i ndi dung trong to hudng dan sir dung, catalog kém theo ho so dang ky
da dugc Bo Y té (hodc co quan cd thim quyén) cap phép. Truong hop dé xay ra
sai 16ch thong tin anh hudng dén chat luong khi sir dung, gay anh hudng veé sirc
khoe, tinh mang va kinh té ctia ngudi bénh ciing nhu caa Chil dau tu thi ching t6i
cam két chiu hoan toan trach nhiém trudc phap luat.

- Trudng hop hang hoa giao Chu dau tu kiém tra khong dam bao chat luong
(khong dat chat lugng vé mit cam quan, bién d6i mau sic, nhin hang ho4 khong
dung quy ché, bong, troc, md...) hodc ¢ vin ban thu héi cta co quan c6 thaim
quyén, ching to6i cam két c¢6 trach nhiém ddi 16 hang khac twong tng cing loai
theo hop dong di ky tai Phu luc dinh kém) va phai chiju hoan toan moi phi ton cho



viéc thay thé nay.

- S6 lugng chao thau trong E-HSDT chi 1a udc tinh. Trong qua trinh cung
g viéc tang hodc giam sd lugng cic mit hang cin ctr trén nhu cau thuc té sir
dung ctia Chil dau tu (s6 lwong cung Gng c6 thé 16n hon hoic bé hon s6 lwong nha
thau chao trong E-HSDT). Nha thau cam két cung tmg dung tién d6 va day du sd
luong theo don dit hang ctia Chu dau tu voi don gid khong cao hon don gia trang
thau dugc phé duyét.

- Nha thau cam két cung cp hang hoa trong hop déng theo nhu cau ctia cha
dau tu trong vong 12 thang ké tir ngay ky két hop dong.

- Cam két thu hdi hang hoéa trong truong hop da giao hang nhung khong
dam bao chat lugng, hoic co thong béo thu hoi cia co quan c6 thim quyén ma
nguyén nhan khong do 18i cua Chu dau tu trong thoi gian < 5 ngay ké tir ngay
nhan dugc thong bdo ctia Chu dau tu.

- Cam két thyc hién viéc cung cap hoac giam sat viéc cung cap hang hoa
tai hién truong; cam két cung cap cac tai liéu chi dan chi tiét vé cach sir dung va
cam két dao tao nhan sy vé viéc bao quan, st dung hang hoa tai don vi st dung;

- Cam két bao hanh hang héa dbi voi hang hoa cd yéu cau bao hanh néu tai
E-HSMT.

- Cam két cung cap ddy du danh muc, dung cu chuyén dung, thiét bi ... cin
thiét dé dam bao sy van hanh ding quy cach va lién tuc cua hang hoa sau khi dua
vao st dung khi c¢6 yéu cau cua Chu dau tu.

III. Cam két Khac

- Cam két s liéu tai chinh ké khai trong E-HSDT dtng véi s6 liéu da ké
khai véi co quan thué. San sang cir can bd mang theo token dé doi chiéu véi so
ligu da ké khai trén HE thong thué dién tir khi c6 yéu cau ctia Chu dau tu.

- Cam két san sang cung cap ban goc cac tai liéu dé doi chiéu khi cd yéu
cau cua Chu dau tu.

- Cam két tai thoi diém ddi chiéu tai liéu va hoan thién hop dong, Nha thau
dam bao dap ung yéu cau vé ning lyc k¥ thuat theo quy dinh vé “Piéu kién ky
két hop ddng” tai Khoan 2 Piéu 66 Luat ddu thau sé 22/2023/QH15. Nha thau
phai ndp cac tai liu chirmg minh kha ning cung Gng hang hoa c6 ngudn gdc 16
rang va hop 1&. Trudng hop Nha thau khong thé cung cap tai liéu chimg minh,
Nha thau s& khong du diéu kién xét tring thau theo hudng dan tai Khoan 19 Piéu
140 Nghi dinh s6 214/2025/ND-CP.

Trén day 13 toan bd ndi dung cam két ciia Cong ty chung toi voi Cha dau
tu va xin chiu trach nhiém trude phéap luét thuc hién nghiém tac cic cam két trén.
Trong truong hop co sai sot, chung toi xin chiu hoan toan trach nhiém va chip



nhan bi xtr Iy nhu da quy dinh trong E-HSMT va phap luat vé d4u thau.

__,ngay  thang  nam__
Ngudi cam két

PAI DIEN CONG TY
[KY, ghi ré ho tén va déng dau]

b) Yéu cau vé ky thuit cu thé:

Quy
Danh muc cach
hang héa dong
goi

str | AP ran phin/ 16 Théng s6 ky thuat

Pl}ﬁn 1: Héa
PP25006 | SNt sinh hoa,
I 16772 dién giai, mién
dich gom 64
danh muc

Phuong phép do: Bromocresol green
Pham vi do: 10g/1-80g/1

D6 nhay phén tich (gidi han phat hién thip
nhét): 0.2 g/dl

Thanh phéan chinh:

Succinate buffer, pH 4.1: 75 mmol/l
Bromcresol green 0.15 mmo/I

Brij 35: 7 ml/1

Detergents and stabilizers >0.1 %

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/dl

Tiéu chuan chét lugng ISO 13485:2016

Thudc thir xét
1 nghiém dinh 6x65ml
lugng Albumin




STT

Ma phan/
16

Tén phan/ 16

Danh muc
hang héa

Quy

cach

dong
g0i

Théng s6 k§ thuit

Thude thir xét
nghiém o-
Amylase

3x60ml

Phuong phéap: CNP-G3

Nguyén tic kiém tra:

Thir nghiém so mau véi 2-chloro-4-
nitrophenyl-aD-maltotrioside (CNP-G3)
lam co chét nén truc tiép.

Pham vi do: 0-2300U/L

Gidi han phat hién: 7 U /1 hodc 0.12 pkat /
1

Thanh phan chinh:

MES buffer, pH 6.2: 100 mmol/1

NaCl: 350 mmol/l

Ca-Acetate: 6 mmol/l

Potassium thiocyanate: 900 mmol/l
CNP-G3: 2.27 mmol/l

Stabilizers and detergents > 0.1 %

Tiéu chuin chét lugng ISO 13485:2016

Thudc thir xét
nghiém
Bilirubin direct

RI:
3x50ml
R2:
3x10ml

Phuong phap DCA

Budc song 546 nm (540 — 560 nm)
Puong quang 1 cm

Pham vi do ttr 0.05-23mg/dl

Gi6i han phat hién dudi 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

HCI1 900 mmol/L

EDTA-Na2 0.13 mmol/L

Tiéu chuin chét lugng ISO 13485:2016

Thudc thir xét
nghiém
Bilirubin total

R1:
3x65ml
R2:
3x14ml

Phuong phap: DCA

Pham vi do tir 0-30 mg/dl

Gi6i 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

Tiéu chuin chét lugng ISO 13485:2016




STT

Ma phan/
16

Tén phan/ 16

Danh muc
hang héa

Quy

cach

dong
g0i

Théng s6 k§ thuit

Thudc thir xét
nghiém dinh
luong Calcium

3x60ml

Phuong phap: Arsenazo 111

Pham vi do: 0.04 — 20mg/dL (0.01 — 5
mmol/L)

Gi6i han phat hién thap hon 13 0.01 mmol/I
(0.04 mg/dl)

Thanh phan chinh:

Goods buffer, pH 6.5: 100 mmol/L
Arsenazo III: 0.12 mmol/l

Calcium Standard: 10 mg/dL

Tiéu chuin chit lugng ISO 13485:2016

Chét higu chuan
xét nghiém dinh
lugng xét

nghiém sinh hoa

Sml

Huyét thanh hiéu chudn déng khé dia trén
huyét thanh ngudi, dugc sir dung dé hiéu
chuén may phan tich sinh héa:

Total Acid Phosphatase, Non-Prostatic,
Albumin, Alk. Phosphatase, ALT/GPT, a-
Amylase, a-Amylase pancreatic,
AST/GOT, Bilirubin total, Bilirubin direct,
Calcium, Cholesterol total, Cholinesterase,
CK-NAC, CK-MB, Creatinine, Copper,
Iron, Glucose, GGT, HDL-C, LDL-C,
Lactate, LDH-P, LDH-L, Lipase,
Magnesium, Phosphate Inorganic, Protein
Total, Triglycerides, Uric Acid, Urea, Zinc.
Tiéu chuin chét lugng ISO 13485:2016

Thudc thtr xét
nghiém
Cholesterol

6x65ml

Thubdc thir Cholesterol

Phuong phap: ChOD-PAP (Cholesterol
oxidase/peoxidase)

Pham vi: 1.8 — 750mg/dL

Gi6i han phat hién: 3 mg/dl (0.08 mmol/1)
Thanh phan chinh:

R1: Pipes buffer, pH 6.9: 90 mmol/l
Phenol: 26 mmol/l

Cholesterol oxidase: 200 U/1
Cholesterol esterase: 300 U/l
Peroxidase 1250 U/l
4-Aminoantipyrine 0.4 mmol/Il
Cholesterol Standard 200 mg/dl
(5.17mmol/1)

Tiéu chuan chét lugng ISO 13485:2016




Quy

Ma phan/ A A 1A Danh muc cach 2 R A
STT 16 Tén phan/ 16 hang Roa Hony Thong so ky thuat
g0i
Phuong phap: Jaffe )
Pham vi do: Huyét thanh/huyét tuong: 1.0 -
) 2500 pmol/T
Thuoc thi xét R1: Gidi han phat hién: 0.1mg/dl (8.8 pmol/l)
] nghiém dinh 4x66ml | Thanh phan chinh:
luong R2: R1: Sodium hydroxide 0.2 mol/L
Creatinine 4x16ml | R2: Picric acid 25 mmol/L
Creatinine Standard : 2 mg/dL
Tiéu chuin chét lugng ISO 13485:2016
Pham vi do: 0-50mg/dl
Thanh phan chinh:
R1: Latex
IS Glycine buffer (pH 8.42)
Ih;%(;:}girniet R1: Rabbit anti-human CRP sensitized latex
9 e 2x25ml | (0.20%).
e tigve otein R2: | Sodium azide (0.95 g/L)
(CRP) p 2x5ml | R2: Buffer
Sodium chloride (9 g/L)
Detergent (0.1 %)
Sodium azide (0.95 g/L)
Tiéu chuan chat lugng ISO 13485:2016
Vit liéu kiém soat chit lugng xét nghiém C
Vit licu kiém - re‘actlve Prote}n (.CRP) muc thap.
ok Thanh phéan chinh:
soat chat lugng . ~ , £ o
xét nghiém dinh Dung dich pha loang cua huyét twong nguoi
10 T IxIml | va dich mang phdi chira CRP véi dung dich
lugng C - FAPA o1z X
. . mudi dém phosphate. Chat bdo quan
Reactive Protein 0,095% natri azide
(CRP) murc thip e '
Tiéu chuan chét lugng ISO 13485:2016
Vit liéu kiém soat chat luong xét nghiém C
Vat licu kiém - re‘actlve Prote}n (.CRP) mirc cao.
ok Thanh phéan chinh:
soat chat lugng . ~ , £ ‘-
xét nghiém dinh Dung dich pha 109qng cua huyeét tgong nguoi
11 T IxIml | va dich mang phéi chira CRP véi dung dich
lugng C - FAPA Lo 12 X
. . mudi dém phosphate. Chat bdo quan
Reactive Protein 0.095% natri azide
(CRP) murc cao ’ 0 ’
Tiéu chuan chét lugng ISO 13485:2016
Chat hi¢u chuan "
xét nghiém dinh Chat hi€u chuan xét nghiém dinh lugng C-
12 luong C - S5x1ml | reactive protein (CRP)

reactive protein
(CRP)

Tiéu chuan chét lugng ISO 13485:2016
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13

Thude thir xét
nghiém Gamma-
GT

R1:
2x66m
R2:
2x16ml

Phuong phap: xét nghiém mau bang enzym
Pham vi do: 0.3 - 1300 U/l

Gio6i han phat hién: 5 mg/dl (0.83 mmol/l)
Thanh phan chinh:

R1: Tris Glycylglycin buffer pH 8.1: 100
mmol/l

R2: L-y-Glutamyl-3-carboxy-4-nitroanilide
2.9 mmol/l

Tiéu chuan chét lugng ISO 13485:2016

14

Thubc thir xét
nghiém dinh
luong Glucose

6x66ml

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

Pham vi do: 0.36 — 600 mg/dl

Gi6i1 han phat hién: 2 mg/dl

Thanh phan chinh:

Phosphate buffer, pH 7.5: 0.1 mol/l
Phenol: 7.5 mmol/l

GOD: 12000 U/l

POD: 660 U/l

4-Amino-antipyrine: 0.40 mmol/l

Chit chuén:

Glucose: 100 mg/dl

Tiéu chuin chét lugng ISO 13485:2016

15

Thudc thir xét
nghiém
GOT(AST)

R1:
6x66m
R2:
6x16ml

Phuong phap: IFCC

Pham vi do: 3 - 1000 U/L

Gi6i han phat hién: 1.5 U/l

Thanh phan chinh:

R1: Tris buffer pH 7.8: 100 mmol/l
L-Aspartate: 200 mmol/l

MDH > 1 KU/

LDH >2 KU/

R2: NADH > 1.5 mmol/l
2-Oxoglutarate: 12 mmol/I

Tiéu chuin chét lugng ISO 13485:2016

16

Thudc thir xét
nghiém
GPT(ALT)

R1:
6x66m
R2:
6x16ml

Phuong phap: IFCC

Pham vi do: 1.7 - 900 U/L

Gi6i han phat hién: 4 U/l hoac 0.07 pkat/l
Thanh phan chinh:

R1: Tris buffer pH 7.4: 100 mmol/l
L-Alanine 500 mmol/I

LDH 1200 U/l

R2: NADH2: 0.18 mmol/l
2-Oxoglutarate: 15 mmol/l

Tiéu chuin chét lugng ISO 13485:2016
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Bong dén Halogen lamp 12V/20W
Thong sb k¥ thuat:
Dbién ap danh nghia: 12.0 V
Cong suat danh nghia: 20.00 W
Puong kinh: 9.5 mm
Chiéu dai: 30.0 mm
Boéng dén dung Chiéu dai tim dén (LCL): 19.5 mm
17 cho may xét 1 Chiéc | Chiéu dai day toc: 1.90 mm
nghiém sinh hoa Trudong dugc chiéu sang: 1.9%2.0 mm?
Duong kinh day téc: 2.0 mm
Tudi tho: 3000 gid
Puong kinh vo dén téi thiéu: 9 mm
Diéu chinh do6 sang: Co
Vi trf dét: s90
Tiéu chuin chét lugng ISO 13485:2016
Gi4 tri tham chiéu binh thuong 0-16%
R1: Thanh phéan chinh:
4x20ml | Thuéc thir HbAlc R1
Thudc thir xét R2: Latex.
18 nghiém dinh 2x10ml | Sodium azide (0.95 g/L).
luong HbAlc Lysing: | Thudc thir HbAlc R2
2x100m | Anti-human haemoglobin Alc mouse
1 monoclonal antibody. Stabilizers.
Tiéu chuin chét lugng ISO 13485:2016
Vat licu kiém L: gi;}llécu ki€m soat chat lugng xét nghiém
19 soat xct nghi¢m IXO.éml Thanh phéan chinh: Huyét thanh ngudi.
dinh luong H: A n
HbAlc 1x0.5m] | Dang dong kho.
Tiéu chuan chat lugng ISO 13485:2016
Ch:ét t hiéu chuén I?tl,i[ 1h;éu chuan xét nghiém dinh lugng
20 flzitlélélqglgniet 4x0.5ml | Thanh phan chinh: Huyét thanh nguoi.
lugng HbAlc Tiéu chuan chét lwong ISO 13485:2016
Vit lidu d6i ching dong kho dua trén huyét
twong nguoi, dd dugc khir fibrin cho cac dai
lugng do sau:
Total Acid Phosphatase, Non-Prostatic
Vat liéu kiém Phosphatase, Albumin, Alk. Phosphatase,
soat xét nghiém ALT/GPT, a-Amylase, a-Amylase
21 dinh luong xét Sml pancreatic, AST/GOT, Bilirubin total,

nghiém sinh hoa
mtrc 1

Bilirubin direct, Calcium, Cholesterol total,
HDL-Cholesterol, LDL-Cholesterol,
Cholinesterase, CK-MB, CK-NAC, Copper,
Creatinine, Glucose, GGT, Iron, Lactate,
LDH-P, LDH-L, Lipase, Magnesium,
Phosphate Inorganic, Protein Total,
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Triglycerides, Uric Acid, Urea, Zn.
Tiéu chuan chat luong ISO 13485:2016

22

Vit liéu kiém
soat xét nghiém
dinh luong xét
nghiém sinh hoa
murc 2

Sml

Vit lidu d6i chung dong kho dua trén huyét
twong nguoi, dd dugc khir fibrin cho céac dai
lugng 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,
HDL-Cholesterol, LDL-Cholesterol,
Cholinesterase, CK-MB, CK-NAC, Copper,
Creatinine, Glucose, GGT, Iron, Lactate,
LDH-P, LDH-L, Lipase, Magnesium,
Phosphate inorganic, Protein Total,
Triglycerides, Uric Acid, Urea, Zinc.

Tiéu chuin chét lugng ISO 13485:2016

23

Thude thir xét
nghiém Iron

R1:
3x67ml
R2:
3x16ml

Phuong phép: Ferene

Pham vi do: 5-1000 pg/dL (0.9 - 179
pmol/L).

Gidi han phat hién thap nhat 4 5 pg / dL
(0.9 umol/L).

Thanh phan chinh:

R1: Acetate buffer pH 4.5: 1 mol/L
Thiourea: 120 mmol/L

R2: Ascorbic acid: 240 mmol/L

Ferene: 3 mmol/L

Thiourea: 120 mmol/L

Standard:

Iron Standard (cat. no.: 705S) 167 pg/dL
Tiéu chuin chét lugng ISO 13485:2016

24

Thudc thtr xét
nghiém Total
Protein

5x66ml

Phuong phép: Biuret

Pham vi do: 0 - 15 g/dl

Gi6i han phat hién: 0.2 g/dl hodc 2.0 g/l
Thanh phan chinh:

Potassium iodide 30 mmol/l

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

Sodium hydroxide 200 mmol/l

Tiéu chuan chét lugng ISO 13485:2016
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25

Thudc thir xét
nghiém dinh
luong
Triglyceride

6x65ml

Phuong phéap: GPO-PAP (Glycerol
phosphate oxidase/peroxidase)

Pham vi do: 0 - 1400 mg/dL

Gioi han phat hién: 0.5 mg/dl (0.05 mmol/l)
Thanh phan chinh:

Pipes buffer pH 7.0: 50 mmol/l
p-Chlorophenol: 2 mmol/l

Lipoprotein lipase: 150000 U/1
Glycerolkinase: 800 U/l

Glycerol - 3 - P- oxidase: 4000 U/l
Peroxidase: 440 U/l

4-Aminoantipyrine: 0.7mmol/l

ATP: 0.3mmol/l

Mg2+: 40 mmol/l

Na-cholat: 0.20 mmol/l
Potassium-Hexacyanoferrat(Il): 1pumol/l
Standard:

Triglycerides Standard (cat. No.: 208S):
200 mg/dl

Tiéu chuan chét lugng ISO 13485:2016

26

Thudc thir xét
nghiém dinh
lugng Urea

R1:
4x66m
R2:
4x16ml

Phuong phap: UV

Pham vi do: 4.8 - 400 mg/dl

Thanh phéan chinh:

R1: TRIS buffer pH 7.8: 50 mmol/l
GLDH > 0.80 U/l

Urease > 12 U/ml

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

NADH > 0.23 mmol/l

Standard:

Urea Standard (cat. no.: 823S): 50 mg/dl
Tiéu chuan chét lugng ISO 13485:2016

27

Thude thir chan
luong Uric acid

4x65ml

Phuong phép: Uricase-PAP

Pham vi do: 0-30 mg/dl

Giodi han phat hién: 0.2 mg/dl (11.9 pmol/l)
Thanh phan chinh:

Phosphate buffer pH 8.0: 50 mmol/l
DHBSA*: 4 mmol/l

Uricase: 60 U/1

POD: 660 U/l

4-Aminoantipyrine: 1 mmol/l
Preservative

Uric acid Standard (cat. no.: 499S): 6
mg/dl (356.9 umol/l)

Tiéu chuan chét lugng ISO 13485:2016
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H‘oa chat rua Thanh phan chinh:
dung cho may Can 21 .
28 phan tich sinh | 2000ml) | kalines 10.0%
hod Tiéu chuan chat lugng ISO 13485:2016
E}?]féflhr?;akhu Thanh phan chinh:
29 budng phin (g Chai Detergent. <1.0%
cho miy sinh 500ml Pyéservatxlve <;10’0%
hod Tiéu chuan chat lugng ISO 13485:2016
Phuong phap: Do phan ing khang nguyén /
khang thé-latex bang phuong phap diém
cudi.
Khoang tham chiéu:
Nam: 20-300 ng/mL
Thudc thir xét RI: Nir: 10-120 ng/mL
30 nghiém dinh 1x40ml | Pham vido: 5.2 - 500 ug/l
luong Ferritin R2: Thudc thlr cung cap
(FER) 1x20ml | R1: Amino acetic acid buffer: 170mmol/L
NaCl: 100mmol/L
R2: Amino acetic acid buffer: 170mmol/L
Anti (human) -Ferritin coated by latex
particals: 0.07% (W/V)
Tiéu chuin chét lugng ISO 13485:2016
Chat l}leu cl'1}1an Chét hiéu chuén cho xét nghiém dinh lugng
cho xét nghiém -
31 dinh lugng 4x1ml Ff:rrltm. i )
LT Tiéu chuan chat lwvgng ISO 13485:2016
Ferritin
Vatlieu kiem Vit liéu kiém sodt chat luong xét nghiém
soat chat lugng . o
32 xét nghiém dinh 2x3ml dg.nh luong Ferritin.
| T Tiéu chuan chat lwvgng ISO 13485:2016
uong Ferritin
- Thanh phan chinh: KCI, NaCl, NaAc,
CaCl2, ¢ém pH, chét hoat dong bé mit,
chat bao quan.
- Gi4 tri hiéu chuan:
Calibration A: K+ 4 mmol/L, Na+ 140
£ mmol/L, CI- 100 mmol/L, Ca2+ 1.25
Thuoc tht xét
nghiém dinh Cal A: mmol./L, pH 7.4
33 1u0ﬂg da :[h(“)ng 650ml Calibration B: K+ 8 mmol/L, Na+ 110
% aim e Cal B: | mmol/L, Cl- 70 mmol/L, Ca2+ 2.5 mmol/L,
s0 dién giai (K, 200ml | pH 7
Na, Cl, Ca, pH) - Néng do:

Ammonium molybdate 0.4 mmol/l
Sulphuric acid 100 mmol/I
Hydrochloric acid 100 mmol/l
- Mau bénh pham: Huyét thanh nguoi
Tiéu chuan chét lugng ISO 13485:2016
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- Thanh phan chinh: KCI, NaCl, NaAc,
CaCl2, LiCl, pH buffer, chit hoat dong bé
mat, chat bao quan.
Vat lieu kidm - Pac tinh hiéuﬂ Suét:
sodt chét luong + Trong khoang CV: K+ <1.5%, Na+
34 xét nghiém dinh | 10xIml Sl.S%, Cl- <1.5%, Cat++ <1.5%, pH <1.0%
lrong (Na K + Gitra khoang CV: K+ <3.0%, Na+
Cl Ca pI—f) ’ <3.0%, Cl- <3.0%, Ca++ <5.0%, pH <1.0%
> + D0 thién Iéch chinh xac: K+ <2.0%,
Na+ <1.5%, Cl- <3.0%, Ca++ <5.0%, pH
<1.0%
Tiéu chuin chét lugng ISO 13485:2016
?&?ggc(ﬁgl;nr:; Thanh phan chinh:
35 phan tich dién 10x5ml Sgdium hypochlorite (NaClO) 0.4% - 0.5%
gii i Tiéu chuan chat lugng ISO 13485:2016
Dung dich rira Thanh phan chinh:
36 protein dung 3x2ml Enzyme: Pepsin.
cho may phan Dilutor: KCl, NaCl, Hydrochloride acid.
tich dién giai Tiéu chuan chét lugng ISO 13485:2016
Pién cuc xét bién cyc K dung cho may phan tich dién
37 nghiém dinh 1 Chiée | giai
luong K+ Tiéu chuan chét lugng ISO 13485:2016
Pién cuc xét Dién cyc Na dung cho may phan tich dién
38 nghiém dinh 1 Chiée | giai
luong Na+ Tiéu chuan chét lugng ISO 13485:2016
bién cuc xét bién cuc Cl dung cho may phan tich dién
39 nghiém dinh 1 Chiéc | giai
luong Cl- Tiéu chuan chét lugng ISO 13485:2016
bién cuc xét bién cuc Ca?" dung cho may phan tich dién
40 nghiém dinh 1 Chiéc | giai
luong Ca++ Tiéu chuan chét lugng ISO 13485:2016
bién cuc xét bién cuc pH dung cho may phan tich dién
41 nghiém dinh 1 Chiéc | giai
lwong pH Tiéu chuan chét lugng ISO 13485:2016
Dién cuc xét bién cuc Ref dung cho may phan tich dién
42 nghiém dinh 1 Chiéc | giai
luong quy chiéu Tiéu chuan chét lugng ISO 13485:2016
Thanh phan chinh:
Enzym lién hop. Horseradish-peroxidase
. Bt | 00 | 1056 i g AFTdondg i
dinh luong AFP test j : j

chira h}lyét thanh bo. Chira mét lua chon
cac chat bao quan.
Tiéu chuan chat lugng ISO 13485:2016
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Thanh phéan chinh:
Thude thir, chit Eflzymf: lién IA10'p Hor‘seradish—peroxidase
A 20, R danh dau chudt don dong Anti-CA125
44 hleq N huap xet Hop 100 trong d€m PBS chira casein va BSA
nghiém dinh test . X . , R
(albumin huyét thanh bo). Chira mot lua
luong CA125 . AN .
chon céc chat bao quan.
Tiéu chuan chét lugng ISO 13485:2016
Thanh phéan chinh:
Thuéc thir, chét Lién hop enzym liet:n ho? Hors;eradish—‘
hiéu chuin xét Hop 100 per’ox1dase duogc danh Elau ch.uot’donr dong
45 N j khang CA19-9 trong dém Tris c6 chira BSA
nghiém dinh test . x R , R
luong CA19-9 (album}n huAyet :[hanhqbo). Chtra mot Iya
chon céc chat bao quan.
Tiéu chuan chét lugng ISO 13485:2016
Thanh phan chinh:
Enzyme lién hgp. HRP (horseradish
B0 xét nghiém Hoo 100 peroxidase) dugc dan nhan khang CA72-4
46 dinh luong ; tlé ot don dong cua chudt trong dung dich dém
CA72-4 Tris-HCI chtra gelatin ca. Chira mot lya
chon cac chit bao quan.
Tiéu chuin chét lugng ISO 13485:2016
Thanh phan chinh:
Thudc thi, chit Lién hop Enzyme. Horseradish-peroxidase
47 hiéu chuén xét Hop 100 | dugc dan nhan Anti-CEA don d(‘)ng cua
nghiém dinh test chudt trong dém Tris ¢6 chira huyét thanh
lugng CEA bo. Chira mot lua chon céc chit bao quan.
Tiéu chuin chét lugng ISO 13485:2016
Thanh phan chinh:
Enzyme lién hgp. Enzyme lién hop HRP
B§ xét nghiém (horseradish peroxidase) dugc dan nhan
48 dinh luong ; Hop 100 | khang CYFRA 21-1 d@ dong cua chudt
CYFRA 21-1 test trong dpng dich dém Tris-NaCl chfra BSA
(albumin huyét thanh bo) va casein. Chua
mot lua chon cac chét bao quan.
Tiéu chuan chét lugng ISO 13485:2016
Thanh phan chinh:
Thube thir xét En~zym lién. hop. Qhét chéng T3 dﬂuoc gin
nghiém dinh Hop 100 nhgn peroxidase cai ngya trong dém BIS.—
49 lu’oﬁg ; test Tris Propane-NaCl c6 chira BSA (albumin
trito dothyronine huyét thanh bo). Chira chat bao quan
ProClin 300 va Bronidox.
Tiéu chuan chét lugng ISO 13485:2016
Thanh phan chinh:
Enzym lién hop. Chat din xuét T4 dugc
Thudc thir xét Hop 100 gin nhan peroxidase cai ngua trong dém
50 nghiém dinh j tlé ot Tris-NaCl c¢6 chira BSA (albumin huyét

luong thyroxine

thanh bo) va ANS. Chira mét sb chat bao
quan. )
Tiéu chuén chét luong ISO 13485:2016
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£ o Thanh phéan chinh:
Il;h;:g;f}gniet Enzyme lién hop. Banh diu peroxidase cai
51 1 ugon hormone Hop 100 | ngua chong TSH trong dém Tris-NaCl c6
Kich %hich tuyén test chura huyét thanh bo. Chira chat bao quan
iy ProClin 300.
g1ap Tiéu chuan chét lugng ISO 13485:2016
Duogc sir dung két hop vai bo dung cu thude
) thir phu hop dua trén cong nghé xét nghiém
59 Chat phat quang | 110mlx | mién dich vi hat phat quang hoa hoc (CLIA
hoa hoc 2sets Micropartigles) dé phat hig‘:n cac phép do
phuc vu chén doén trong 6ng nghiém.
Tiéu chuan chat lugng ISO 13485:2016
Dung dich dém Thanh phéan chinh:
53 cho may mién 4X5?0m Phosphate buffer
dich Tiéu chuan chat lugng ISO 13485:2016
Dung dich pha Thanh phéan chinh:
54 lodng m?lu cho 4X2150m NaCl buffer
may mien dich Tiéu chuan chat lugng ISO 13485:2016
Dung dé vé sinh pipet ;n?lu trong qua trinh
Dung dich rira 12x25m phan mg phat hién chat do cho xét nghiém
55 cho may mién 1 phat hién chan doan trong 6ng nghiém.
dich Thanh phan chinh: Sodium Hydroxide
Tiéu chuan chat lugng ISO 13485:2016
o Coneohin 12| 1000 | g i img
dich Y pcs Tiéu chuan chat lugng ISO 13485:2016
Thanh phéan chinh:
N n Enzyme lién hop. Khang thé anti-p-hCG
57 dBi(.I)l})l( elfrgﬁhlgr_n Hop 100 | duogc gan nhan peroxidase cai ngua trong
oG & test | dém PBS c6 chira BSA (albumin huyét
thanh bb), Chfl”a mot so chat bao quan.
Tiéu chuan chat lugng ISO 13485:2016
Thanh phan chinh:
. Enzym lién hop. Chét chng T3 dugc gin
g:lgé luong FT3 Hop 100 nhan peroxidase cai ngua trong dém BIS-
58 Triiodothvronin ; tlz: ot Tris-Propane-NaCl c6 chira BSA (albumin
o) y huyét thanh bo). Chira chat bao quan
ProClin 300 va Bronidox.
Tiéu chuan chat luvgng ISO 13485:2016
Thanh phan chinh:
. Enzym lién hop. Cai ngua-peroxidase duoc
59 g?lrne}el: lugng FT4 Hop 100 | gan nhan anti-T4 trong dém Tris-NaCl ¢6
. test chura BSA (albumin huyét thanh bo). Chira
Thyroxine)

mot sd cl}ét bép quan.
Tiéu chuan chat lugng ISO 13485:2016
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Thanh phéan chinh:
Thude thir xét . Enzym lién hqpi Chﬁfl khang .nguyén’ .
60 nghiém dinh Hop 100 COI’tlSO} duogc gan’nha{l perox.ldase cai ngya
lugng Cortisol test trA’ong‘danl MES ¢6 chira casein. Chira mot
s0 chat bao quan.
Tiéu chuin chét lugng ISO 13485:2016
Phuong phap: Immunoinhibition
Pham vi do: 0.2-2400 U/l
Thanh phan chinh:
R1: Buffer
Imidazole buffer pH 6.0: 100 mmol/l
Mg-acetat: 10 mmol/l
Glucose: 20 mmol/l
Thudc thir xét RI1: N-acetyl-cysteine: 20 mmol/l
nghiém dinh % 67;111 NADP: 2 mmol/l
61 luong Creatine R2: G6P-DH: 1500 U/T
kinase — MB 2x17;nl HK: 2500 U/1
(CK-MB) Diadenosine pentaphosphate: 10 umol/l
CK-M-antibody: 1000 U/I
R2: substrate
creatine phosphate: 30 mmol/l
ADP: 2 mmol/l
AMP: 5 mmol/l
Adenosine: 10 umol/l
Tiéu chuin chét lugng ISO 13485:2016
Diy c6 d6 bén cao, do dan hi tot.
Pau diy c6 diém nbi bang chan kim loai.
Day bom dung . Kich thudc: chiéu dai 10.5cm.
P Tui/l , e, o e A g
62 cho may dién chiée Tuong thich vi may phan tich dién giai
giai model Auto ISE5S00
San pham c6 xuat x{r thudc cac nude G7
Tiéu chuin chét lugng ISO 13485:2016
Vat licu kiém Kiém tra cac xét nghiém nhu: AFP, CEA,
So4t mirc 2 xét CA125, CA19-9, CA15—3., CASO, tPSA,
s fPSA, PGIL, B-HCG, Ferritin, CA72-4,
63 nghiém dinh 6*3.0
luong 20 thong ml NSE, SCCA, Cyfra 2.1—1, CA242, HEA4,
56 misn dich PGI, p2-Microglobulin, TG.
: Tiéu chuan chat lugng ISO 13485:2016
Kiém tra cac xét nghiém nhu: T3, T4, FT3,
Vit liéu kiém FT4, TSH, TG, PRL, LH, HGH, ACTH,
soat mirc 2 xét 6%30 Cortisol, Folate, 25-OH Vitamin D, FSH,
64 nghiém dinh mL. PRG, Testosterone, E2, C-Peptide, Insulin,

luong 25 thong
sO ndi tict

170-OHP, DHEA-S, IGF-1, Aldosterone, -
hCG, Vitgmin B 12
Tiéu chuan chat lugng ISO 13485:2016
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Phin 2: Héa
" PP25006 | chét huyét hoc
16773 gom 12 danh
muc
Thanh phan chinh:
Sodium chloride < 0.9%
Potassium chloride < 0.06%
Ho4 chét ding Buffer < 0.3%
1 cho may phan 20L Preservative < 0.1%
tich huyét hoc D6 6n dinh chura mé trong 24 thang ké tur
ngdy san xuét khi dugc bao quan ¢ nhiét do
2-35°C
Tiéu chuan chét lugng ISO 13485:2016
Thanh phéan chinh:
Detergent <4.0%
Thubc thir ly Do 6n dinh chira mé trong 24 thang ké tir
2 cas 1A X 500ml \ ) A . - PO Al an
giai hong cau ngay san xuat khi dugc bdo quan ¢ nhiét do
2-35°C
Tiéu chuin chét lugng ISO 13485:2016
Thanh phan chinh:
Detergent < 0.5%
C s Sodium chloride < 1.0%
Dung dich lim Buffer < 0.3%
3 fﬁ; Vﬁﬁna'?icfll 5L Preservative < 0.2% i
hu}i“fhoc P on dinh chua md trong 18 thang ké tir
: ngay san xuat khi duoc bao quan ¢ nhiét do
2-35°C
Tiéu chuin chét lugng ISO 13485:2016
Thanh phan chinh:
C1o1s Sodium hypochlorite < 8.0%
ggﬁgvglggsi;? Sodium hydrate < 2.0% i
4 C A s 5L D6 6n dinh chua mo 12 thang ké tir ngay
may phéan tich . L 5 s Al A
% san xuat khi dugc bao quan ¢ nhiét do 2-
huyét hoc MEK 35°C
Tiéu chuan chét lugng ISO 13485:2016
Vit liéu kiém Thanh phan chinh:
soat chat luong Maéu dong vat ¢6 vi khoe manh (lon), chét
5 dung cho may 3ml bao quan va chit 6n dinh té"béo. i
phéan tich huyét Do on dinh trong 90 ngay, ong mé 6n dinh
hoc 3 thanh trong 14 ngay

phan

Tiéu chuan chét lugng ISO 13485:2016




Quy

str | M3 &ha“/ Tén phin/ 16 ]l)lzfllg‘ ‘l:‘(:f ;:;'; Théng s6 k¥ thuat
go0i
Dung lam chit pha lodng cho may phén tich
huyét hoc
Trang thai vat 1i: chat long
Mau: khong
Hoa chét pha Mui: khoéng
loang dung cho b6 pH: 7.35 dén 7.55
6 may phéan tich Can 181 Tinh tan: tan trong nudc
huyét hoc Thanh phan: Sodium chloride 0.44%,
Sodium sulphate anhydrous 0.97%
Nhiét d6 bao quan: 1 dén 30°C
D6 6n dinh sau khi mé nip: 60 ngay
Dat tiéu chun ISO13485,CE
Dung lam chat ly giai cho may phan tich
huyét hoc
Trang thai vat 1y: Chat long
Hoa chit ly giai Mau: khong
hﬁ‘)ng cau dung Mui: nhe :
. A Do pH: 7.0 dén 7.6
cho may phan Can 250 | ., .
7 tich huyét hoc ml T1r{h tan: Ean trong nuoe '
& do ; Thanh phan: Dodecylt.rlmet'hylammor.uum
Hemoglobin chlorldef < 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 nép: 90 ngay
Dat tiéu chun ISO13485,CE
Dung lam chat ly giai cho may phan tich
huyét hoc
Trang thai vat 1y: Chét 1ong
Hoa chét ly giai Mau: khong
hdng cau ding Mui: khong
g cho méy phan | Can 250 | Do pH: 8.0 dén 8.6
tich huyét hoc ml Tinh tan: tan trong nudc
dé bach phéan Thanh phan: Sodium alkyl ether sulphate:
bach cau 0.11%
Nhiét d6 bao quan: 1 dén 30°C
D6 6n dinh sau khi mé nép: 90 ngay
Dat ti€u chuin ISO13485,CE
Dung lam chat rira cho may phéan tich huyét
hoc
Trang thai vat 1y: chat long
Mau: xanh duong
Hoa chét rira Mui: nhe )
dung cho ma Do pH: 8.0 dén 8.6
o phér% tich hu}i‘r:t Can 2L Tinlrl) tan: tan trong nudc
hoc Thanh phéan: Sodium alkyl ether sulphate:

0.069%
Nhiét d6 bao quan: 1 dén 30°C

D6 6n dinh sau khi mé nip: 90 ngay
Dat tiéu chuan ISO13485,CE




Quy

M3 phan/ A A 1A Danh muc ciach 2 & 1 A
STT 16 Tén phan/ 16 hang Roa Hony Thong so ky thuat
go0i
Dung lam chit rira cho may phan tich huyét
hoc )
Trang thai vat ly: chat long
, Lo Mau: vang hoac vang-xanh la
Hoa chat rua . Lo
\ . R Mui: kho chiu (clo)
dung cho may Bo N %
Al £ bo pH: 10 dén 13
10 phéan tich huyét (3x15 , . .
hoc loai dam m) Tinh tan: tan trong nude '
e Thanh phan: Sodium hypochlorite: 6.1%,
; Sodium hydroxide <0.5%
Nhiét d bao quan: 2 den 8°C .
Do 6n dinh sau khi m¢ nap: chi dung 1 lan
Dat ti€u chuan ISO13485,CE
Dung dé ki‘ém chuéq xét nghiém huyét hoc
5 thanh phan bach cau
Hoa chit ding Tr?mg tlﬂlalivat li: chat 16ng
cho mé&v phan Mau: do sam
tich h yélt)hoc DO pH: trung tinh
11 ch uyet ¢ Lo 3ml | Tinh tan: tan trong nu6ce
dung dé€ noi
2 , Thanh phan Hong cdu ngudi, bach ciu mod
kiém muc
thuong phong va tiéu cau cta dong vat co va
Nhiét do bao quan: 2 den’8°C
Do 6n dinh sau khi m¢ nap: 14 ngay
Dat ti€u chuan ISO13485,CE
) Dung dé hiéu chuan may phan tich huyét
Hoa chat dung hoc
cho may phén Thanh phan Hong cau ngudi, bach ciu mod
12 tich huyét h9c Lo 2 ml | phong va tiéu cdu cua dong vat cé va
dé hiéu chuan Nhlgt d6 bao quan: 2 den’SOC
may Do 6n dinh sau khi mé nap: 7 ngay
Pat tiéu chuan ISO13485,CE
Phs?m 3: Hoa
I PP25006 chat vi Silll‘l,
16774 dong mau gom
14 danh muc
Hi¢u sut: Do 1dp lai: H¢ s6 bién thién (CV)
ctia két qua cac phép thir 1ap lai voi QC
huy€t twong khong duge vuot qua 5%
IS Thanh phan chinh:
Thuoe thirxét | SxSml | o1 %6 50/ Ellagic acid, 0.2% cephalin,
! nghiém dinh CaCl: 0.2% sodium chloride. 0.1%; Sodium
luong APTT 5x5ml | 07 I

benzoate

R2: 0.3% calcium chloride, 0.1% Sodium
benzoate

Tiéu chuin chét lugng ISO 13485:2016




STT

Ma phan/
16

Tén phan/ 16

Danh muc
hang héa

Quy

cach

dong
g0i

Théng s6 k§ thuit

Thudc thir xét
nghiém dinh
lugng PT

10x5ml

Thoi gian prothrombin (PTR) = thoi gian
dong mau ciia huyét twong thir nghiém /
thoi gian dong mau cua huyét trong doi
ching.

Céc gid tri mong doi: PTR: 1.0 £ 0.15;
INR: 0.8-1.24

Thanh phéan chinh:

1.4% calcium chloride, 0.1% Sodium
benzoate, 2.5% aminoacetic acid, 0.15%
sodium chloride, 2.5% rabbit brain powder
Tiéu chuin chit lugng ISO 13485:2016

Céng dyng mau
dung cho may
xét nghiém

4
cai/than
h
(40than
h/hop)

Céng dyng mau bénh pham
Loai nhug PS )
Tiéu chuan chat lugng ISO 13485:2016

Bi tur

Lo

Bi tir dung cho may phan tich déng méau
Tiéu chuan chat lugng ISO 13485:2016

Khay tht xét
nghiém dinh
tinh virus viém
gan C

40
Test/hop

Phat hién khang thé khang HCV trong
huyét thanh, huyét twong, mau toan phan
nguoi

- MAu pham huyét thanh, huyét twong, mau
toan phan

- Pat tiéu chuin ISO 13485:2016,

- B§ nhay: 100%, Do dac hiéu: 100 %

- Thanh phan Kit thir: Cong hop vang
khang thé don dong khang IgG nguoi

- Vach két qua khang nguyén HCV-210
- Vach ching IgG nguoi

- Han SD 24 thang trong tai kin

- Bédo quan ¢ nhiét d6 thuong

Khay tht xét
nghiém dinh
tinh khang thé
khang HIV

40
Test/hop

Phat hién sy c6 mat cua cac khang thé
khang HIV-1 va HIV-2 trong mau toan
phan, huyét thanh hodc huyét trong nguoi
- Mau pham: Huyét thanh, huyét tuong,
mau toan phan

- B¢ nhay: 99.59%, B¢ dac hiéu: 99.87%

- Thanh phan Kit thir: Cong hop vang
HIV-Ag tai to hop.

- Vach két qua Anti-human IgG-Fc Mab.

- Nam trong khuyén céo xét nghiém khing
dinh HIV cua vién V¢ sinh dich t& TW nim
2020

- Pat tiéu chuin ISO 13485:2016




Quy

Ma phan/ A A 1A Danh muc cach 2 R A
STT 16 Tén phan/ 16 hang Roa Hony Thong so ky thuat
g0i
Phat hién khang nguyén HBsAg trong
huyét thanh, huyét twong, mau toan phan
clia nguoi . .
- Mau pham huyét thanh, huyét twong, mau
toan phan
P4 . 0 A d3c hidn: 0
Khay thit/Que Dc_)‘nhay. 1}00 A'), B? .dac hiéu: 99.88%
thirxétnghigm | 40 |~ ihamhphanKitthw: -
7 dinh tinh khéng | Test/hép | - Vung cong hop IgG chudt khang HBsAg-
nguyén HBsAg 04 (0.16 Hg)
- Vach két qua: IgG chudt khang HBsAg-
B20 (0.20 pg)
- Vach ching IgG dé khang chudt (0.20 pg)
- Bao quan ¢ nhiét ¢ thuong
- Ngudng phat hién Ing/ml
- Pat tiéu chuan ISO 13485:2016
Thudc thir xét Lo La mot hon hop can bang cua Globulin ¢6
8 nghiém dinh IOrﬁl do tinh khiét cao gom Anti-IgG va Anti-
nhom mau AHG C3d
Thuéc thir xét Thanh phan chinh: .
a s Latex: Céc hat latex dugc phu bang
nghi¢m dinh
. e . streptolysin O, pH 8.2, chat bao quan
tinh va ban dinh | Hop 100
9 lrone Anti test Kiém soat duong tinh: Huyet thanh nguoi
Stre gtol sin O c6 ASO > 200 IU/mL, chat bao quan
proly Kiém soat am tinh: Huyét thanh dong vat,
(ASO) Lo 12 .
chat bao quan
) Thanh phan chinh:
Thuoc tht xét Latex: Cac hat latex dugc phu IgG dé
nghiém dinh Hop 100 khang CRP nguoi, pH 8.2, chat bao quan
10 tinh va ban dinh Qtl:: ot Kiém soat duong tinh: Huyet thanh nguoi
luong C- ¢6 CRP > 20 mg/L, chat bao quan

Reactive Protein

Kiém soat 4m tinh: Huyét thanh dong vat,
chat bao quan




STT

Ma phan/
16

Tén phan/ 16

Danh muc
hang héa

Quy

cach

dong
g0i

Théng s6 k§ thuit

11

Que thir xét
nghiém nudc
tiéu 11 thong s

Hop 100
test

Thanh phéan chinh:

Ascorbic Acid: 2.6-dichloro-phenol-
indophenol 0.5mg.

Leukocytes: indoxyl ester 1.4mg;diazonium
salt 0.7mg.

Ketone: sodium nitroprusside 30.0mg.
Nitrite: sulfanilamide 0.65mg;N-(naphthyl)-
ethylenediammonium dihydrochloride
0.45mg.

Urobilinogen: fast blue B salt 1.2mg.
Bilirubin: 2.4-dichlorobenzene diazonium
14.3mg.

Protein: tetrabromphenol blue 0.36mg.
Glucose: glucose oxidase 6.2mg;peroxidase
2.8mg;4-aminoantipyrine 0.08mg.

Specific Gravity: bromthymol blue
0.4mg;sodium poly methyl vinyl acetate
maleic 16mg.

Blood: cumene hydroperoxide
35.2mg;3,3',5,5'-tetramethylbenzidine
2.0mg.

pH: bromocresol green 0.2mg; bromxylenol
blue 3.3mg.

Tiéu chuin chét lugng ISO 13485:2016

12

Que thir xét
nghiém dinh
tinh
AMP/MOP/CO
D/THC/Heroin

25 test/
hop

- Xét nghiém mién dich sic ky dong bén dé
phat hién dinh tinh nhiéu loai ma tuy, chat
chuyén hoéa thube va rugu & nf‘)ng do
ngudng sau trong nudc tiéu: MOP
300ng/ml; AMP 500ng/ml; THC 50ng/ml;
COD 300ng/ml; HER 10ng/ml.

- Thanh phan: Chira cac hat lién két khang
thé don dong chudt va cac lién hop thudc -
Protein turong tng. Mot khang thé dé duoc
sir dung trong mdi vach ching.

- B§ nhay: 100%

- b0 dac hiéu: 100%

- B0 chinh xac: AMP: 99.925%; COD:
99.9%; THC: 99.92%; MOP: 99.93%; 6-
MAM (Heroin): 99.9%

- Phéan ung chéo: Khong phan ung chéo voi
cac hop chét & nong d6 100ug/ml:
Acetophenetidin , N-Acetylprocainamide,
Acetylsalicylic acid....

Tiéu chuin chét lugng ISO 13485:2016




STT

Ma phan/

16

Danh muc

Tén phan/ 16 hang Roa

Quy

cach

dong
g0i

Théng s6 k§ thuit

13

Khay tht xét
nghiém dinh
tinh Morphine

25 test/
hop

- MAu bénh pham: Mu nudc tiéu.
- Pic diém hiéu suét:

+ D0 nhay: 100%

+ D9 dac hiéu: 100%

+ DG chinh xac: 100%
- Hap thu séc ky trong d6 thubc trong mau
nuéc tiéu duoge két hop canh tranh v&i mot
s6 luong han ché vi tri gén lién hop khang
thé don dong thube (chudt).
- Lién hop khang thé don dong cua thude
twong tng s& lién két véi lién hop thude-
protein turong img duoc cd dinh trong Vach
thti nghiém (T).
- Mt vach mau s& xuét hién & Vach ching
(©) ,
- Giai thich ket qua xét nghiém trong vong
5 phut.
- Bao quan b xét nghiém ¢ nhiét d6 2°C-
30°C va do 4m 40%-60%
Tiéu chuan chit lugng: ISO 13485:2016

14

Khay thtr xét
nghiém dinh
tinh

Xét nghiém mién dich sic ky dong chay
bén dé

phat hién dinh tinh va phan biét khang
nguyén nucleocapsid tir vi rit corona gay
hoi ching hd hip cap tinh ning 2 (SARS-
CoV-2), vi rat cum A, vi rat cam B truc
tiép tir mau bénh phim dich ty hau, dich

, A .| 25 Test/ | ¢ ;
khang nguyén vi hop hau hong (c6 hong) hoac vom hong.

rut cum A, cim ; Hiéu suat:

B, -covid: d6 nhay: 99.50%, d¢ dac hiéu:
SARS-CoV-2 100%, do chinh x4c 99,75%.

- ciim A: d¢ nhay: 99,50%, d¢ dac hiéu:
99.80%, do chinh xac: 99.71%

- cum B: 99,51%, d6 dac hiéu: 99.80%, do

chinh xéc: 99.71%

c. Céc yéu cau khac

Nha thau phai c6 cam két:

- Chiu trach nhiém cung cap thiét bi y t& dé sir dung hoa chat, vat tu xét
nghiém tring thau theo yéu cau cua Chu dau tu (néu Chi dau tu chua c6 thiét bi
y té dé sir dung hodc di c6 nhung bi qua tai, hong hoc...)

- Cam két cung cép thiét bi duoc lwu hanh hop phap dé st dung hang héa
trang thau trong truong hop ¢6 yéu cau cia Cha dau tu (Nha thau cam két khong
thu phi st dung may, tu chi tra chi phi duy tri bao dudng, stra chira may, hiéu
chuan.... chi thu phi hang hoa theo két qua dau thau).




* Danh muc thiét bi y té yéu cau nha thiu cam két cung cip kém theo dé sir
dung héa chit, vt tw xét nghiém tring thau theo tirng danh muc hang héa
trong thoi gian thue hién hop dong.

Tén thiét bi cam két cung

STT Ma phan/16 | Tén phan/ 16 Danh muc hang hoa cép kem theo

Phin 1: Héa
chit sinh
hoa, dién
giai, mién
dich gdm 64
danh muc

I PP2500616772

Thuoc thtr xét nghiém
dinh luong da thong s6
dién giai (K, Na, Cl, Ca,
pH) ,,

Vit liéu kiém soat chat
luong xét nghiém dinh
luong (Na, K, Cl, Ca,
pH)

Dung dich rira dung cho
may phan tich dién giai

33

34

35

Dung dich rtra protein
36 dung cho may phan tich
dién giai May xét nghiém dién giai ty
dong ISE5S00

bién cuc xét nghiém

37 dinh lrong K+

bién cuc xét nghiém

38 dinh luong Na+

bién cyc xét nghiém

39 dinh lugng CI-

bién cuc xét nghiém

40 dinh luong Cat++

bién cyc xét nghiém

41 dinh luvong pH

bién cyc xét nghiém

42 dinh luong quy chiéu

B0 xét nghiém dinh
lugng AFP

Thuﬁc thu, chat hidu
44 chuan xét nghiém dinh
luong CA125 May xét nghiém phén tich
mién dich tu dong

43

Thuf)c thur, chat hidu
45 chuan xét nghiém dinh
luong CA19-9

B0 xét nghiém dinh

46 lugng CA72-4




Thudc thir, chit hiéu

47 chuén xét nghiém dinh
luong CEA
48 B0 xét nghiém dinh
luong CYFRA 21-1
Thuoc tht xét nghiém
49 dinh luong
triiodothyronine
50 Thudc thir xét nghiém
dinh luong thyroxine
Thudc thir xét nghiém
51 dinh luong homone
kich thich tuyén giap
52 Chit phat quang hoa hoc
Dung dich dém cho may
53 .
mién dich
Dung dich pha loang
54 x , s .
mau cho may mién dich
Dung dich rtra cho may
55 .
mién dich
Cong phan Gng cho may
56 X
mién dich
57 B0 xét nghiém dinh
lugng B-hCG
53 Dinh lugng FT3 (Free
Triiodothyronine)
Dinh lugng FT4 (Free
59 .
Thyroxine)
60 Thudc thir xét nghiém
dinh Iugng Cortisol
Day bom dung cho may
62 AR
dién giai
Vat lidu kiém soat mirc 2
63 xét nghiém dinh luong
20 thong s6 mién dich
Vat lidu kiém soat mirc 2
64 xét nghiém dinh lgo’ng
25 théng s0 ndi tiét
Ph:;“m 2: Hoa
I | PP2500616773 | Chat huyet
hoc gom 12
danh muc
Ho4 chét ding cho may
1 A 2 .
phan tich huyet hoc May phan tich huyét hoc 19
5 Thudc thir ly giai hong thong s6

cau




Dung dich lam sach va
bao tri mdy phan tich
huyét hoc

Dung dich lam sach va
bao tri mdy phén tich
huyét hoc MEK

Vit lidu kiém soét chat
lugng dung cho may
phan tich huyét hoc 3
thanh phan

Hoa chit pha lodng dung
cho may phén tich huyét
hoc

Hoa chit ly giai hong
cau dung cho may phan
tich huyét hoc dé do
Hemoglobin

Hoa chit ly giai hong
cau dung cho may phan
tich huyét hoc dé bach
phén bach cau

Hoa chit rira ding cho
may phan tich huyét hoc

10

Hoa chit rira ding cho
may phéan tich huyéet hoc
loai dam dac

11

Hoa chat dung cho may
phén tich huyét hoc
ding dé noi kiém muc
thuong

12

Hoa chit dung cho may
phan tich huyét hoc dé
hiéu chuan may

May phan tich huyét hoc tur
dong >33 thong sO (may
dém laser)

11

PP2500616774

Phin 3: Héa
chit vi sinh,
dong mau
gbm 14
danh muc

Thudc thir xét nghiém
dinh lugng APTT

Thudc thir xét nghiém
dinh luong PT

Céng dyng mau dung
cho may xét nghiém

Bi tur

May xét nghiém dong mau
URIT




Muc 2. Ban vé: Khong cé ban vé
Muc 3. Kiém tra va thir nghiém

Cac kiém tra va thir nghiém can tién hanh gém co6:

Viéc kiém tra. thir nghiém cac hang hoa dugc yéu cau sé duoc t6 chirc tai
Bénh vién Na Ri - Dja chi: Thén Phd Méi, Xa Na Ri, Tinh Thai Nguyén.

Trong qua trinh thyc hién hgp dong, trudong hop hang hoa khong phu hop voi
dic tinh k¥ thuat theo E-HSMT hoic khong thich Gng véi cac thiét bi hién c6 thi
Chu dau tu c6 quyén tir chdi va Nha thau phai c6 trach nhiém thay thé hoic tién hanh
nhitng diéu chinh can thiét dé dap tng dung cac yéu cau vé dic tinh k¥ thuat.

Truong hop Nha thau khong c6 kha ning thay thé hay diéu chinh cac hang
hoa khong phu hop, Chit dau tu c6 quyén td chirc viéc thay thé hay diéu chinh néu
théy can thiét, moi rui ro va chi phi lién quan do Nha thau chiu. Viéc thuc hién kiém
tra, thir nghiém hang héa cua Chil dau tu khong din dén mién trir nghia vy bao hanh
hay cac nghia vu khac theo hop dong cia Nha thau.



