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Phin 2. YEU CAU VE KY THUAT
Chuong V. YEU CAU VE KY THUAT

1. Gi6i thiéu chung vé goi thau

- Chu dau tu: Trung tim Y té Kim Thanh.

- Tén g6i thau: Hoa chat, sinh pham.

- bia diém thuc hién: Trung tim Y té Kim Thanh.

- Hinh thirc d4u thau: Dau thau rong rii, trong nude, qua mang.

- Phuong thirc d4u thau: 01 giai doan 01 ti hd so.

- Thoi gian thuc hién géi thau: 12 thang, ké tir ngay hop dong c6 hiéu luc.

- Ngudn vén: Ngudn thu su nghiép.

2. Yéu cau vé ky thuit

2.1 Tai liéu chitng minh vé tinh hop 1é ciia hang héa:

a. Tai liéu ky thuat caa hang hoa:

- Hang hoa chao thau Rhéi c6 tai liéu chimg minh ngudn gbc Xu,ét XU 10 ra‘mg,
hop phép, mdi 100%. Nha thau phai néu rd ky, ma hi¢u, nhan mac (n€u co) va xuat
xUr cua hang hoa.

- Tai liqéu ky tl}uélt, gatalogue clia san pham do r}hé san xuat cong bd. ,TE‘Ii lidu
phai duoc thé hién bang tiéng Viét. Hang hda nhap khau phai kém tai li€u tiéng Anh

cua hing san xuét (Cdc tai liéu bang tiéng nude ngodi phdi dwoc dich thudt ra tiéng
Viét va Nha thdu chiu trach nhiém vé tinh trung thuc cua ban dich).

- Nha thau phai danh dau (highlight) théng sb cu thé cua hang hoéa dép tng
yéu cau k¥ thuat tai E-HSMT trén ca tai liéu Tiéng Viét va Tiéng Anh (néu co).
Truong hop can thiét, Chu dau tu c6 thé yéu cau bd sung Ban phat hanh c6 xac nhan,
dong diu ciia Hang san xuat hodc Hang chu s hitu kém ban dich thuat cong ching
ctia co quan ¢ thdm quyén; Trong truong hop c6 su sai khac giita ban dich va ban
gbc thi Chu dau tu s& danh gia dua vao ban gdc;

b. P6i v6i hang héa 1a thiét bi y té, cung cap cac tai liéu sau:

- Ban phan loai thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP,
Nghi dinh s 07/2023/ND-CP, Nghi dinh s6 04/2025/ND-CP, Thong tu s
05/2022/TT-BYT va cac quy dinh phap luat hién hanh.

- S6 luu hanh/Gidy phép nhap khéau, con hiéu luc hodc duge nhap khau theo
quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP, Nghi dinh
04/2025/ND-CP, Thong tu s6 05/2022/TT-BYT ngay 01/8/2022 va cac quy dinh
phap luat hién hanh cuy thé:
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+ Dbi véi thiét bi y té loai A, B: S6 cong bd va Phiéu tiép nhan (hodc Phiéu
thong tin) HO so cong bd tiéu chuan ap dung cua thiét bi y té trén Cong thong tin
dién tir BO Y té;

+ Pdi véi thiét bi y té loai C, D: Gidy chtrng nhan dang ky luu hanh hoic gidy
phép nhap khau theo quy dinh tai Diéu 1 Nghi dinh s6 04/2025/ND-CP va céc quy
dinh phap luat hién hanh.

- S6 cong bd va Phiéu tiép nhan (hodc Phiéu thong tin) ho so cong bd du diéu
kién san xuat doi voi thiét bi y t€ san xuat trong nudc theo quy dinh tai Nghi dinh s6
98/2021/ND-CP va cac quy dinh phap luat hién hanh.

- Giay chirmg nhan nha san xuat dap ung tiéu chuan chat luong ISO 13485
hodc tuong duong.

c. Po6i véi hang héa 1a héa chit thong thwong, hang héa khong phai la
thiét bi y té, cung cap cac tai liéu sau:

- Gidy chtng nhan nha san xuét dap tng tiéu chuan chit luong ISO 9001 hoic
ti€u chuan chat luong ma nha san xuat cong bo ap dung hoac tuong duong (con hiéu
luc toi thi€u den thoi diém dong thau).

2.2 Cam két ciia nha thiu: Nha thau phai cung cap ban cam két thé hién
day dua cac ndi dung cam két nhu sau:

- Céc thong tin trong E-HSDT Ia chinh x4ac, hop phap va chiu hoan toan trach
nhiém trudc phap luat vé cac ndi dung trén.

- Tai liéu k¥ thuat, catalogue ctia san pham 13 do nha san xuat cong bd. Truong
hop Chu dau tu phat hién nha thau lam gia hodc lam sai léch thong tin hodc cb
cung cip thong tin, tai liéu khong trung thyc trong E-HSDT thi Chu dau tu s& loai
bo E-HSDT ctia nha thau va nha thau sé& bi coi 14 gian 1an theo quy dinh tai khoan 4
Piéu 16 cta Luat Pau thau va bi xtr 1y theo quy dinh tai khoan 1 Piéu 133 cua Nghi
dinh 214/2025/ND-CP.

- Hang ho4 cung timg dam bao dung theo E-HSDT, Quyét dinh tring thau da
duoc phé duyé¢t va phu luc dinh kém hop dong. Khi mét hang tring thau c6 nhiing
thay do6i1 thong tin da chao thau (Co sé san xuat, s6 dang ky, quy cach san pham, ...)
thi phai thong bao cho Chu dau tu bang van ban dé Chu dau tu xem xét.

- Hang hoéa cung timg méi 100%, du diéu kién luu hanh theo quy dinh cua
phap luat hién hanh.

- Nha thau cam két co nang lyc thuc hién cac nghia vu bao hanh, bao tri, duy
tu, bao dudng, sura chira, cung cap phu tung thay thé hodc cung cap cac dich vu sau
ban hang theo yéu cau cia E-HSMT.

- Cam két thu hoi hang hoa trong trudng hop da giao hang nhung khong dam
bao chat lugng, hoac c6 thong bao thu hoi cua co quan cd tham quyén ma nguyén
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nhan khong do 16i ctia Chu dau tu trong thoi gian < 5 ngay ké tir ngay nhan duoc
thong bao cua Chu dau tu.

- Nha thau cam két giao cho chu dau tu khi giao hang: Déi v6i hang hoa nhap
khau: Ban gdc hodc ban sao cong chimg Gidy ching nhan xuat xir (CO), Gidy chung
nhan chat luong (CQ); Ban sao to khai hai quan, van don, packing list, Gidy phép
nhap khau theo quy dinh hién hanh va cac tai liéu chimg minh thiét bi dugc thong
quan hop phap véi dy du thong tin vé hang héa nhu trong hop dong. Di voi hang
hoa san xudt tai Viét Nam: Gidy chimg nhén chat luong xuit xudng ddi véi cac thiét
bi san xuat trong nude; SO luu hanh néu hang hoa 1a thiét bi y té.



theo Ho so' moi thau.

2.2 Yéu ciu k§y thuit chi tiét
Yéu cau thong sd ki thuat quy dinh trong myc nay la t6i thiéu, nha thdu cé thé chao thau nhiing hang héa cé thong
s6 ky thudt twong dwong hodc tot hon. (Bat ky thuong hiéu, ky ma hiéu (néu co) trong tiéu chuan k¥ thuat chi tiét 1a dé minh
hoa cac tiéu chudn chat lugng, tinh nang ky thuat. Vi vay nha thau c6 thé chao cac hang hoa co thuong hi€u, ky ma hi¢u khac
nhung phai dam bam tiéu chuan ky thuat, déc tinh k¥ thut, tinh ndng sir dung “twong duong” hoéc ° ‘t6t hon” so véi yéu cau
cua E-HSMT). Nha thau c6 quyén chao Quy cich déng géi khdc, mién sao ddp irng dwoc khoi lwong sir dung toi thiéu
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- Nha thau phai c6 bang dap tng vé k¥ thuét cia hang héa chio thau theo cic mau sau:
+ Bang dap ung tinh phap ly hang héa (file word/excel dinh kem E-HSDT):

Ky " . J
mﬁ Tén nha Titu chud So luu
n . |Ma hang héa 3 At i i ieu chuan hanh
Tén | Tén thwong mai N hiéu / saclilzusz(;, Phan logi trang thietbiyte | .. . | chatlwgng g‘g} ::;;
TT | hang |(lyu § trong trwong| < 4P 412 | Nhan | ~'" 7 | theo Nghj dinh 98/2021/Np-| " Y PP | 150, CE, ... | 7% Tai liéu san phim
. . 2| dbi voi Vat . |hitu (néu ban hang Ghire | $4n TTBYT
héa | hop 1a vat tu y ) & | mAC | Nudt Cp (Chiro | him | hoie
tiry té) san ) ngay het han) p N
2 X GPNK
pham
1 |Theo Tén hang hoa: |- D61 vai vat tu Néu rd hang hoa duoc phan | Ghi rd day - Catalog, Brochure, Huéng
HSMT| -Doivéivattuyte |y t€la ma hang loai nao kém theo s vin ban | du toan bo dan sir dung (néu co).
theo quy dinh tai héa theo quy hap 19 nhu sau: A trinh:
Thong tu sb dinh tai Thong phap ty ’ qA " - Tem nhan, hinh anh thuc
04/2017/TT-BYT ngay|  twsd - S6 cong bb tidu chuan ap g;n cu Itll}e i & (néu co).
14/4/2017; Thong tu | 04/2017/TT- | 1y dung déi véi trang thiét bj y t&| Sy sohuu | Theo hang |y, Th ot han Khi
$624/2025/TT-BYT | BYTngay | oo 0| Theo |o7 80 VOIHang Y T TBYT hode| hoa thue & | wasl | 29 |- Chimg tir nhap khau tham
. . hang |, . , thudc loai A, B \ : v hang hang X X
ngay 30/6/2025 ctia Bo|  14/4/2017, hoa hang héa s6 luu hanh | (Ghird ngdy | hoa hoa khéao (néu co).
truéng BO Y t€ va cac | Thong tu s . & | -Hoic S4 gidy ch 4 < % . . N . .
mczngb >0 e € va cae 24 /gggs}rTs; thuc te thyc € Hoa,c S0 glay cthg’phan hodc GPNK -|  héthan) | thyc té | thuc té | - Tai liéu chitng minh hang
Vvan ban fien quan T dang ky luu hanh doi véi trang | < Nha phan hoa di duoc ke khai i
- Boi véi cac hang hdéa| BYT ngay thiét bi v t thuée loai C. D . p oa a’ uocC ? a1 glaa
khac 1a TTBYT la theo| 30/6/2025 cua fetbryfetitocfoatt L Iphoi (néu o) trang thiét bi y té trén Céng
Bo truong Bo ->Nha thau thong tin dién tir cia B0 Y

K& khai gia.

Y té va cac van

ban lién quan

- Hodc Bang phan loai
TTBYT A,B,C,D

té (Néu c0).
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- Nha thau phai c6 bang dap tung vé k¥ thuat cia hang hoa chio thau so sanh voi yéu cau ky thuat cia E-HSMT (dinh kém
file word/excel tai E-HSDT):

STT | Yéu cau ky thuit ciia Ho so moi thau | Pap vwng ky thuat cia Ho so dy thau | Tai liéu ky thuit tham chiéu trong E-HSDT

dap ung tirng muc)

(1) (2 3) “4)
o o M6 ta hane héa cua E-HSDT (chi tiét Trang ... cua Catalog/Tai li¢u ky thuat ...
1 Mo ta hang hoa cia E-HSMT g ( thuoe E-HSDT

Chi tiét thong tin hang h6a moi thiu:

A1 . Xuat xu/Vun A £ o A uy cach Phan
TT Tén hang hoa linh thd g Thong so ky thuat %()Zg o6i loai bVT | SL
- Thanh phan:
. A i~ . o
1 | Dung dich pha lodng G7 ! Bﬁgtgb‘;fzfglﬂn(gi‘;ggggﬁf&lf},jffer )< 3% Hop 101it | Loai B | Hop | 10
Hop 10 it
- Thanh phan:
Dung dich tach bach + Chat ly giai (Lysing agent ) <0,1% R , . R
2 cau ¢ G7 + Chat t%]ygrﬁa((geterieft) <)5% Hop 1 lit Loal B | Hop >
Hop 1 it
- Thanh phan:
+ Dung dich dém hiru co (Organic buffer) < 5%
3 | Dung dich rtra G7 + Enzym thuy phan protein (Proteolytic enzyme) < 1% Hop 1 lit Loai A | Hop | 10
+ Chét bao quan (Preservative) < 1%
Hop 1 it
- Thanh phan:
4 | Dung dich rira dam dic G7 + Chat lam sach hoa chat (Chemical cleaning agent)< 5% Hop 0,5 it Loai A | Hop 3

+ Chét 6n dinh héa hoc (Stabilizer)< 1%
Hop 500ml
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A ps , Xuat xi/Vun A £~ A Quy cach Phan
TT Tén hang hoa linh thd g ’ Thong so ky thuat d(')l}llg o6i loai bVT | SL
. .2 , Bd: 2 6ng x2,5ml
5 ﬁﬁgb?éihﬁﬁ;?ﬁél ¢ G7 Thanh phan: chira bach cau (WBC), hong cau (RBC va tieu B62x2,5ml | LoaiB | Hop | 3
méy huyét hoc cau (PLT) cua dong vat c6 vl duoc lam thanh hon hop dich ¢
dang dich giong nhu huyét tuong
Hoa chat xét nghiém dinh luong alpha-fetoprotein.
. I . 5 khay x 20 test cup. Cc nhwa chtra 12 hat tir tinh dong kho
§ goi ‘l’hat xet “ghﬁcm - gén v6i khang thé don dong cuia chudt khang AFP va 100 uL | . LoaiC | 1oo | 2
allgha_‘ff‘e-”;% fonti:l u gan khéng thé don dong ctia chudt khéng AFP (d6i voi AFP cia op 100 test ) Loai op
nguoi), dugce tong hop véi alkaline phosphatase cua bo, chat
bao quan natri azide.
Hoa chét hiéu chuan cho xét nghi¢m dinh lugng AFP
2 x 1 mL Hoa chit hi¢u chuan AIA-PACK AFP ZERO
Calibrator (1) 0 ng/mL
Dung dich chuan Hoa Huyét thanh ngudi khong chira ndng d6 c6 thé phat hién cia
7 | chét xét nghiém dinh G7 AFP, chét bao quan natri azide Hop ImLx4 | LoaiB | Hop | 2
luong ung thu gan 2 x 1 mL Hoa chét hiéu chuan AIA-PACK AFP Positive
Calibrator 200 ng/mL
Huyét thanh ngudi chira ndng d6 dugc chi dinh ciia AFP (md
ta trén mdi 1o), chat bao quan natri azide
Hoa chit xét nghiém dinh luong khang nguyén ung thu CEA
(carcinoembryonic).
Hoa chat xét nghiém gél;h\azixkig l;tzstthcéug(.)fgg lilghua chtra 12 hat tir tinh dong kho
8 | dinh lﬂu('mg ktllllangh 2. G7 ctia chudt khang CEA va 50 pL khang thé don dong cua chudt Hop 100 test Loai C | Hop 2
nguyen ung thu phot khang CEA (d6i voi CEA
ctia ngudi), dugc tong hop vai alkaline phosphatase cia bo,
chat bao quan natri azide
Dung dich chuin héa Hoa chat hiéu chl}ﬁn cho xet nghiém dinh lugng CEA
9 i G7 2 x 1 mL Hoa chat hiéu chuan AIA-PACK CEA ZERO Hop 1mLx4 Loai B | Hop 2

chat xét nghiém dinh

Calibrator (1) 0 ng/mL
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A ps , Xuat xit/Ving A £~ A Quy cach Phan
TT Tén hang hoa linh thd Thong so ky thuat dong p6i loai bVT | SL
luong khang nguyén Huy¢t thanh nguoi khong chira néng d6 co thé phat hién cua
ung thu phoi CEA, chat bao quan natri
azide , q
2 x 1 mL Hoa chat hiéu chuan AIA-PACK CEA Positive
Calibrator 50 ng/mL ‘
Huyét thalnh ngm‘yi’ chtra nong d6 dugc chi dinh cua CEA (md
ta trén moi 1g), chat bao
quan natri azide.
Hoa chit xét nehiem Hoa chat xét nghiém dinh lugng chat chi diém Ung thu 19-9.
. Shet 5 khay x 20 test cup. Coc nhua chtra 12 hat tur tinh dong kho
dinh luong chat chi L a1 2 \
diém Ung thu gan (thé gan véi khang thé don dong i .
10 . . G7 cua chudt khang CA19-9 va 100 uL khang thé don dong cua Hop 100 test Loai C | Hop 2
cholangiom), duong A , Zi . , g 2
A \ o chuot khang CA19-9 (d61 véi CA19-9 ctia nguoi), dugce tong
mat, da day, tuy va dai iy ) A L1 \ .
N hop véi alkaline phosphatase cua bo, chat bao quan natri
truc trang aride
Hoa chét hiéu chl}én cho xétq nghiém dinh luong CA19-9
2 x 1 mL Hoéa chat hiéu chuan AIA-PACK CA 19-9
Calibrator (1) 0 U/ml . »
i Protein nén khong chira néng do CA 19-9 c6 thé phat hién
Dung dich chuan Héa dugc, chat bao quan natri azide (dang long).
chat xét Qghiém Qinh 2 x 1 mL Hoa chat hiéu chuan AIA-PACK CA 19-9
luong chat chi diém Calibrator (2) 25 U/mL
11 | Ung thu gan (thé G7 2 x 1 mLHoa chat hi¢u chuan AIA-PACK CA 19-9 Calibrator Hop 1mLx12 Loai B | Hop 2
cholangiom), dudng (3) 50 U/mL

mat, da day, tuy va dai
truc trang

2 x 1 mLH6a chét hiéu chuan ATIA-PACK CA 19-9 Calibrator
(4) 100 U/mL
2 x 1 mLH6a chét hiéu chuan ATIA-PACK CA 19-9 Calibrator
(5) 200 U/mL
2 x 1 mLH6a chét hiéu chuan ATIA-PACK CA 19-9 Calibrator
(6) 420 U/mL
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TT

Tén hang héa

Xuat xit/Ving
linh thd

Thong s6 k¥ thuit

Quy cach
dong goi

Phin
loai

bVT

SL

Prgtein nét} chtra nong do CA 19-9 duoc chi dinh (mo ta trén
moi 19) chat bdo quan natri azide (dong kho).

12

Hoa chit xét nghiém
dinh lugng chét chi
diém Ung thu budng
trimg, c6 tir cung

G7

Hoa chat xét nghiém dinh luong chat chi diém Ung thu 125
5 khay x 20 test cup. Cc nhwa chtra 12 hat tir tinh dong kho
gin v6i khang thé don dong

ctia chudt khang CA 125 va 50 pL khang thé don dong cua
chuot khang CA 125 (d6i v6i CA 125 ciia ngudi), duge tong
hop v6i alkaline phosphatase ctia bo, chat bao quan natri
azide.

Hop 100 test

Loai C

13

Dung dich chuan Hoa
chat xét nghiém dinh
lwong chét chi diém
Ung thu budng tring,
¢ tir cung

G7

Hoa chat hiéu chuan cho xét nghiém dinh lugng CA-125

2 x 1 mL Hoa chit hiéu chuin AIA-PACK CA 125 Calibrator
(1) 0 U/mL

Chét dém albumin huyét thanh bo khong chira ndng d6 c6 thé
phat hién cua CA 125, chét bao quan natri azide.

2 x 1 mL Hoa chit hiéu chuin AIA-PACK CA 125 Calibrator
(2) 8 U/mL

2x1 ml Hoa chit hiéu chuin AIA-PACK CA 125 Calibrator
(3) 32 U/mL

2x1 ml Hoa chit hiéu chuan AIA-PACK CA 125 Calibrator
(4) 128 U/mL

2x1 ml Hoa chit hiéu chuan AIA-PACK CA 125 Calibrator
(5) 500 U/mL

2x1 ml Hoa chit hiéu chuin AIA-PACK CA 125 Calibrator
(6) 1,100 U/mL

Chét dém albumin huyét thanh bo chira néng do6 CA 125 duoc
chi dinh (mé ta trén mdi 1o), cht bao quan natri azides (duogc
lam dong kho).

Hop 1mLx12

Loai B

14

Hoa chit xét nghiém
dinh luong chat chi
diém Ung thu vl

G7

Hoba chat xét nghiém diph luong chét chi diém Ung thu 15-3
5 khay x 20 test cup. Coc nhwa chtra 12 hat tir tinh dong kho
gan vdi khang thé don dong cua chudt khang CA 15-3 va 100

Hop 100 test

Loai C
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TT

Tén hang héa

Xuat xit/Ving
linh thd

Thong s6 k¥ thuit

Quy cach
dong goi

Phin
loai

bVT

SL

pL khang thé don dong cua chudt khang CA 15-3 (d61 voi CA
15-3 cua nguoti), dugce tong hop voi alkaline phosphatase cua
bo, chat bao quan natri azide

15

Dung dich chuin Hoa
chit xét nghiém dinh
luong chit chi diém
Ung thu va

G7

Hoa chat hiéu chuan cho xét nghiém dinh lugng CA15-3

2 x 1 mL Hoa chit hiéu chuin AIA-PACK CA 15-3
Calibrator (1) 0 U/ml

Chét dém albumin huyét thanh bo khong chira ndng d6 c6 thé
phat hién cua CA 15-3, chét bao quan natri azide.

2 x 1 mL Hoa chit hiéu chuin AIA-PACK CA 15-3
Calibrator (2) 1.2 U/mL

2x1 ml Hoa chét hiéu chuan AIA-PACK CA 15-3 Calibrator
(3)2.4 U/mL

2x1 ml Hoa chét hiéu chuian AIA-PACK CA 15-3 Calibrator
(4) 4.8 U/mL

2x1 ml Hoa chét hiéu chuan AIA-PACK CA 15-3 Calibrator
(5)9.5 U/mL

2x1 ml Hoa chét hiéu chuan AIA-PACK CA 15-3 Calibrator
(6) 21 U/mL

Chét dém albumin huyét thanh bo chira ndong d6 CA 15-3
duoc chi dinh (md ta trén mdi lo), chét bao quan natri azides.

Hop 1mLx12

Loai B

16

Hoa chit xét nghiém
dinh luong TT3

G7

Hoa chat xét nghiém dinh luong TT3

5 khay x 20 cde thir, cde thi nhya chia 12 hat tir tinh duoc
1am déng kho, boc bai khang thé don dong cua ctru khang T3
va 125 pL cua T3 duge két hop v6i phosphatase kiém cta bo
va ANS, chit bao quan natri azide.

Hop 100 test

Loai B

17

Dung dich chuan TT3

G7

Hoa chit hiéu chuan cho xét nghiém dinh luong TT3

2 x 1 mL Hoa chét hiéu chudn AIA-PACK TT3 Calibrator (1)
0 ng/mL

Huyét thanh nguoi khong chira ndng do co thé phat hién cua
T3, chit bao quéan natri azide.

Hop 1mLx12

Loai B
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TT

Tén hang héa

Xuat xit/Ving
linh thd

Thong s6 k¥ thuit

Quy cach
dong goi

Phin
loai

bVT

SL

2 x 1 mL Hoa chat hi¢u chuan AIA-PACK TT3 Calibrator (2)
0.5 ng/mL

2 x 1 mL Hoa chét hiéu chuidn AIA-PACK TT3 Calibrator (3)
1.0 ng/mL

2 x 1 mL Hoa chét hiéu chuidn AIA-PACK TT3 Calibrator (4)
2.0 ng/mL

2 x 1 mL Hoa chét hiéu chuidn AIA-PACK TT3 Calibrator (5)
4.5 ng/mL

2 x 1 mL Hoa chét hiéu chuidn AIA-PACK TT3 Calibrator (6)
9.0 ng/mL

Huyét thanh ngudi chtra ndng d6 duge chi dinh cia T3 (mb ta
trén mdi 10), cht bao quan natri azide.

18

Hoa chat xét nghiém
dinh luong Free T4

G7

Hoa chat xét nghi¢m dinh luong Free T4

5 khay x 20 cde thir, cde thi nhya chia 12 hat tir tinh duoc
1am dong kho, boc bai khang thé da dong cua tho khang T4 va
140 pL thyrozine (T4) duoc két hop véi phosphatase kiém cua
bo, chit bao quan natri azide

Hop 100 test

Loai B

19

Dung dich chuan FT4

G7

Hoa chat hiéu chuan cho xét nghiém dinh lugng FT4

2 x 1 mL Hoa chit hiéu chuin ST AIA-PACK FT4 Calibrator
(1) 0 ng/dL

Huyét thanh nguoi khong chira ndng do co thé phat hién cua
FT4, chit bao quan natri azide (dong kho).

2 x 1 mL Hoa chit hiéu chuin ST AIA-PACK FT4 Calibrator
(2) 0.4 ng/dL

2 x 1 mLH6a chét hiéu chuan ST AIA-PACK FT4 Calibrator
(3) 1.0 ng/dL

2 x 1 mLH6a chét hiéu chuan ST AIA-PACK FT4 Calibrator
(4) 2.0 ng/dL

2 x 1 mLH6a chét hiéu chuan ST AIA-PACK FT4 Calibrator
(5) 4.0 ng/dL

Hop 1mLx12

Loai B
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TT

Tén hang héa

Xuat xit/Ving
linh thd

Thong s6 k¥ thuit

Quy cach
dong goi

Phin
loai

bVT
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2 x 1 mL Hoéa chat hiéu chuan ST AIA-PACK FT4 Calibrator
(6) 9.0 ng/dL

Huyét thanh ngudi chtra ndng d6 duge chi dinh cia FT4 (md
ta trén mdi 10), chat bao quan natri azide (dong kho).

20

Hoa chat kiém tra muc [

G7

Hoa chat kiém tre} mﬁg |
3 x 5 mL: hoa chat kiém tra Tosoh Multi Control Level 1
(dong kho)

Hop 5ml x 3

Loai B

21

Hoa chét kiém tra mirc
11

G7

Hoa chit kiém trq m&g 11
3 x 5 mL: hoa chat kiém tra Tosoh Multi Control Level 2
(dong kho)

Hop 5ml x 3

Loai B

22

Hoa chét kiém tra mirc
111

G7

Hoa chat kiém tre} mﬁg 111
3 x 5 mL: hoa chat kiém tra Tosoh Multi Control Level 3
(dong kho)

Hop 5ml x 3

Loai B

23

Ong nghi¢m (cég: dung
huyét thanh chuan)

G7

Detector standardization cup
10 vi x 20 coc hoa chat Detector Standardization Test Cup

Hop 200 test

Loai A

24

Dung dich rua

G7

Wash concentrate ,
4x100 mL: hoa chat rira AIA-PACK Wash Concentrate, dung
dich dém voi chat tay va chat kim ham vi khuan

Hop 100ml x 4

Loai A

25

Dung dich pha loang

G7

Diluent concentrate
4x100 mL: hoa chat pha loang AIA-PACK Diluent
Concentrate, dung dich dém vdi chat tay.

Hop 100ml x 4

Loai A

26

Hoa chat nén

G7

Substrate 11

2 1o: hoa chit nén AIA-PACK Substrate Reagent II, 4-
methylumbelliferyl photphat, chat 6n dinh, chat bao quan natri
azide (dong kho).

2 x 100 mL: héa chit nén AIA-PACK Substrate Reconstituent
11, chat dém chira chit bao quéan natri azide (dang 1ong).

Hop 100ml x 2

Loai A

27

Hoa chat cho xét
nghi¢m dinh luong TSH

G7

Hoa chat xét nghiém dinh luong TSH ( 3rd Generation)
5 khay x 20 cdc thtr, coc thu nhl_}’a chira 12 hat tir tinh duoc
lam dong kho, boc bdi khang thé don dong cua chuot khang

Hop 100 test

Loai B
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TSH va 50 puL khang thé don dong cua chudt khang TSH
duogc két hgp vdi phosphatase kiém cia bo, chat bao quan
natri azide

28

Hoa chat cho xét
nghiém dinh luong
BHCG 11

G7

Hoa chit xét nghiém dinh luong BHCG II

5 khay x 20 test cup

Cbc nhya chira 12 hat tir tinh dong kho gén v6i khang thé don
dong ctia chudt khang BHCG 11 va 100 uL khang thé don
dong cua chudt khang PHCG 1I dugc tong hop véi alkaline
phosphatase ctia bo, chit bao quan sodium azide

Hop 100 test

Loai B

29

Dung dich chuan TSH

G7

Hoa chét hi€u chuan cho xét nghi¢m dinh lugng TSH(3G)
2 x 1 mL Hoa chit hiéu chuin AIA-PACK TSH 3rd-Gen
Calibrator (1) 0 pIU/mL

Protein nén khong chira ndng do co6 thé phat hién cua TSH,
chit bao quéan natri azide.

2 x 1 mL Hoa chit hiéu chuin AIA-PACK TSH 3rd-Gen
Calibrator (2) 0.2 nIU/mL

2x1 mlH6a chét hiéu chudn AIA-PACK TSH 3rd-Gen
Calibrator (3) 5.0 pIU/mL

2x1 ml Hoa chét hiéu chuan AIA-PACK TSH 3rd-Gen
Calibrator (4) 25 pIU/mL

2x1 mlH6a chét hiéu chudn AIA-PACK TSH 3rd-Gen
Calibrator (5) 50 pIU/mL

2x1 ml Hoa chét hiéu chuin AIA-PACK TSH 3rd-Gen
Calibrator (6) 110 uIU/mL

Protein nén chtra néng d0 duoc chi dinh cua TSH 3rd-Gen
(md ta trén mdi 1o), chit bao quan natri azide.

Hop 1mLx12

Loai B

30

Dung dich chuan fHCG
1

G7

Hoa chét hiéu chuan cho xét nghi¢m dinh luong Beta-HCGII
2 x 1 mL Héa chét hiéu chuin ST AIA-PACK BHCG II
Calibrator (1) 0 mIU/mL

Huyét thanh ngudi khong chira ndng d6 c6 thé phat hién cia

Hop 1mLx12

Loai B
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BHCG, chat bao quan natriazide.

2 x 1 mL Héa chét hiéu chuin ST AIA-PACK BHCG II
Calibrator (2) 6.5 mIU/mL

2x1 ml Hoa chit hiéu chuan ST AIA-PACK BHCG II
Calibrator (3) 50 mIU/mL

2x1 ml Hoa chit hiéu chuan ST AIA-PACK BHCG II
Calibrator (4) 200 mIU/mL

2x1 mlHéa chét hiéu chuan ST AIA-PACK BHCG II
Calibrator (5) 1,000 mIU/mL

2x1 ml Hoa chit hiéu chuan ST AIA-PACK BHCG II
Calibrator (6) 2,250 mIU/mL

Huyét thanh ngudi chira ndng d6 BHCG duoc chi dinh (mo ta
trén mdi lo) (dugc dong kho). Chat bao quan natri azide.

31

Hoa chat xét nghiém
dinh luong c¢Tnl thé hé
thir 3

G7

5 khay x 20 test cup

Cdc nhya chira 12 hat tir tinh déng kho gin v6i khang thé don
dong cua chudt khang ¢Tnl va 100 uL khang thé don dong
ctia chudt khang cTnl dugc tong hop véi alkaline phosphatase
ctia bo, cht bao quan sodium azide

Hop 100 test

Loai B

32

Hoa chét hiéu chuan
cho xét nghiém dinh
luong cTnl3G

G7

2 x 1 mL Hoa chat hiéu chuan ST AIA-PACK cTnl 3rd-Gen
Calibrator (1) 0 ng/mL

Chét dém albumin huyét thanh bo khong chira ndng d6 c6 thé
phat hién ctia ¢Tnl, chat bao quan natri azide (dang 10ng).

2 x 1 mL Hoa chit hiéu chuin ST AIA-PACK cTnl 3rd-Gen
Calibrator (2) 0.2 ng/mL

2 x1 ml Hoa chét hiéu chuan ST AIA-PACK cTnl 3rd-Gen
Calibrator (3) 1.0 ng/mL

2x1 ml Hoa chét hiéu chuan ST AIA-PACK cTnl 3rd-Gen
Calibrator (4) 5.0 ng/mL

2x1 ml Hoa chét hiéu chuan ST AIA-PACK cTnl 3rd-Gen
Calibrator (5) 20.0 ng/mL

Hop 12x1ml

Loai B
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2x1 ml Hoéa chat hiéu chuan ST AIA-PACK c¢Tnl 3rd-Gen
Calibrator (6) 60.0 ng/mL

Chat dém albumin huyét thanh bo chira néng d6 duoc chi dinh
ctia ¢Tnl (md ta trén lo), chat bao quan natri azide (d6ng kho).
Dat tiéu chuan ISO 13485

33

Hoa chit xét nghiém
dinh lugng Cortisol

G7

5 khay x 20 test cup

Cdc nhya chira 12 hat tir tinh déng kho gin v6i khang thé don
dong cua tho khang cortisol va 140 pL khang thé don dong
ctia tho khang cortisol , duoc téng hop véi alkaline
phosphatase ctia b, chit bao quéan natri azide

Dat tiéu chuan ISO 13485

Hop 100 test

Loai B

34

Hoa chét hiéu chuin
cho xét nghiém dinh
lugng Cortisol

G7

2x1mL AIA-PACK CORT CALIBRATOR (1) 0 pg/dL
Huyét thanh nguoi chira ndng d6 khong xac dinh cia CORT
v6i chit bao quan sodium azide.

2x1mL AIA-PACK CORT CALIBRATOR (2) 0.63 pg/dL
2x1 ml AIA-PACK CORT CALIBRATOR (3) 2.1 pg/dL
2x1 ml AIA-PACK CORT CALIBRATOR (4) 6,3 pg/dL
2x1 ml AIA-PACK CORT CALIBRATOR (5) 21 pg/dL
2x1 ml AIA-PACK CORT CALIBRATOR (6) 68 pg/dL
Huyét thanh ngudi c6 chira néng d06 xac dinh duoc cua
Cortisol v&i chat bao quan sodium zide

Dat tiéu chuan ISO 13485

Hop 12x1ml

Loai B

35

Hoa chit xét nghiém
dinh lugng Ferritin

G7

5 khay x 20 test cup

Cbc nhya chira 12 hat tir tinh dong kho gén v6i khang thé don
dong ctia chudt khang ferritin va 100 puL khang thé don dong
ctia chudt khang ferritin, dwoc tong hop véi alkaline
phosphatase ctia b, chat bao quan natri azide.

Dat tiéu chuan ISO 13485

Hop 100 test

Loai B
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36

Hoa chat hiéu chuan
cho xét nghiém dinh
luong Ferritin

G7

Hoa chét hiéu chuan cho xét nghi¢m dinh luong FERITIN
2x1mL AIA-PACK FER ZERO CALIBRATOR 0 ng/mL
Huyét thanh ngudi ¢ chira ndng do khong xac dinh duoc cia
ferritin v6i chat bao quan sodium zide

2x1mL AIA-PACK FER POSITIVE CALIBRATOR 500
ng/mL

Huyét thanh ngudi c6 chira ndng do xac dinh duoc cua ferritin
v6i chit bao quan sodium zide

Dat tiéu chudn ISO 13485

Hop 4x1mL

Loai B

37

Xét nghiém kit HBA1C

G7

Thanh phan:

Phan tir lién hop boronat huynh quang

Catridge nhya chira: Chat dém ammonium chloride, lysis
agent va chat bao quan. Dung cu thu thip miu (méu): c6 chit
chéng dong EDTA va hoat chat bé mat.Hop:15 test

Hop 15 test

Loai B

300

38

Thanh tht nudc tiéu 10
thong so

G20

Céc chi so do: Leukocytes, Nitrite, Urobilinogen, Protein, pH,
Blood, Specific Gravity, Ketone, Bilirubin, Glucose (LEU/
NIT/ URO/ PRO/ pH/ BLO/ SG/ KET/ BIL/ GLU). Tuong
thich va st dung duoc cho may xét nghiém nude tiéu Mission
U120. Hop 100 test. Pat tiéu chuan ISO 13485

Hop 100 test

Loai B

200




