_BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
~ VIEN PASTEUR Péc 1ap - Tw do - Hanh phc
THANH PHO HO CHI MINH

S6:1995 /PAS-VTTBYT  Thanh phd Ho Chi Minh, ngay2¢9 thang 6 nam 2026

YEU CAU BAO GIA
Kinh guri: Céc hang san xuat, nha cung cap tai Viét Nam
Vién Pasteur Thanh ph H6 Chi Minh c6 nhu ciu tiép nhan bao gia dé tham khao,

xay dung gia du toan, 1am co so t chic lya chon nha thau cho du todn mua sam: Cung
cap hoa chat, sinh pham, vat tu tiéu hao phuc vu cho hoat dong dich vu cua Vién Pasteur
Thanh ph H6 Chi Minh véi ni dung cu thé nhu sau:

I. Thong tin caa don vi yéu cau béo gia

1. Pon vi Yéu cau bao gia: Vién Pasteur Thanh phé H6 Chi Minh — bia chi: 167
Pasteur, P. Xuan Hoa, Tp.Ho Chi Minh.

2. Thong tin lién hé cua ngudi chiu trach nhiém tiép nhan béo gia:

- Ho tén nguoi nhan bao gia: Cao Thi Ngoc Tham

- Chirc vy: Chuyén vién cung ang — Phong Vat tu Thiét bi y té

- S6 dién thoai: 093 654 8286

- bia chi email: thamctn@pasteurhcm.edu.vn

3. Céch thuc tiép nhan béo gié:

- Nhan truc tiép tai dia chi: Phong Vat tu — Thiét bi y té - Vién Pasteur Thanh
phd H6 Chi Minh;

4. Thoi han tiép nhan béo gia: Tur luc thong tin bao gia dugc dang tai thanh cong
dén truéc 17 gio 00 ngay 10 thang 7 nam 2026.

Céc b4o gia nhan duoc sau thoi diém néu trén s& khong dugc xem xét.

5. Thoi han c6 hiéu luc cua béo gia: Toi thiéu 90 ngay, ké tir ngay 10 thang 7
nam 2026.

I1. N§i dung yéu ciu béo gia

1. Danh muc hang héa:

Chi tiét theo Phu luc dinh kém.

2. bia diém cung cap hang hda:



Vién Pasteur Thanh phé H6 Chi Minh — Dia chi: 167 Pasteur, P. Xuan Hoa,
Tp.Hb Chi Minh.
3. Thai gian giao hang du kién:
Hang hoa dugc giao ting dot theo yéu cau cua Vién Pasteur Thanh phd H6 Chi
Minh trong vong 12 thang ké tir ngay hop dong c6 hiéu lyc.
4. Dy kién vé cac diéu khoan tam ¢ng, thanh toan hop ddng:

Thanh toan trong vong 90 ngay ké tir ngay nhan du hd so thanh toan./.

D

Noi nhan: TL. VIEN TRUONG
- Nhu trén; 7 ONG PHONG VTTBYT
- Vién trudng (dé bao cao); /X N\

- PVT binh Xuan Thanh (dé p/h chi dao); VIEN
O  PASTELR |3
B\ 4

- Phong HCQT (CNTT) (dé thuc hién);
- Luu: VT, VITBYT.

Lé Viét Ha



Phu luc 11

_ BIEU MAU BANG BAO GIA (PE NHA CUNG CAP THAM KHAO)
(Kem theo Yéu cau bao gia so /PAS-VTTBYT ngay 16/2026 cua Vién Pasteur Thanh pho Ho Chi Minh)

BAO GIA®
Kinh giri: ... [ghi rd t&n cia Cha ddu tw yéu cau béo gié]

Trén co s¢ Yéu cau béo gia cua.... [ghi rd tén ciia Chu ddu tr yéu cau béo gia], ching toi..../ghi tén, dja chi ciia hang san xuat, nha cung
cap; truong hop nhiéeu h@ng san xuat, nha cung cap cung tham gia trong mét bao gié (goi chung la lién danh) thi ghi ré tén, dia chi cua cac thanh
vién lién danh] bao gia chocac ............. (Tén hang hoa) nhu sau:

1. B&o gia cho céac hang hoa va dich vu lién quan

STT M
trong K, Nim | . Don vi Thanh | thyé
danh | Danh | nhan \ Ma | Quy | tinh(ghi £ Don 1 i3n co i
muc muc hiéu, | Hangsan | Xuit | 3! | HS | cach | theoyéu So | giaco | (@i e
STT| ¢ . o Z.) 6 | Xuit X . x 2= | lwgng/khdi | yaT® | VAT | thués
yéu hang | model, xuat X (néu (néu | dong | cau bao lwona®? ©) hosic 8
cau h6a® ma ae | 0@ | goi gia caa ong (VND) hod
caa hang o) Vién) (ViP) 0aC
Vién : 10)
1
2
n

2. Béo gia nay ¢ hiéu luc trong vong: ... ngay [ghi cu thé s6 ngay phli hop véi yéu cau tai muc 5 Muc | cua yéu cau bao gid, ké tir ngay ..
thang... nam.../ghi ngay....thang...nam... ket thic nhan béo gia phu hop vai théng tin tai khoan 4 Muc 1 — Yéu cau bao gia].

3. Chlng tdi cam két:
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- Khong dang trong qué trinh thwc hién tha tuc giai thé hoac bi thu hoi Gié:l,y chang nhan dang ky doanh nghiép hoic Gidy chung nhan déng
ky ho kinh doanh hoac céc tai liéu tuong duong khac; khong thude truong hop mat kha nang thanh toan theo quy dinh cuaa phép luat vé doanh nghiép.
- Gia trj cua cac hang hda néu trong bao gia la pht hop, khdng vi pham quy dinh caa phép luat vé canh tranh, ban pha gia.
- Nhirng théng tin néu trong béo gié la trung thuc.
.., ngay.... thang....nam
Pai dién hop phap ciia hang san xuat, nha cung cap®o
(K tén, dong dau (néu co))
Ghi cha:
(1) Hang san xudt, nha cung cdp dién day dui cdc thdng tin dé bao gia theo Mdu nay. Truong hop yéu cau gii bao gia trén Hé thong mang dau thau
quoc gia, hang san xuat, nha cung cap dang nhap vao Hé thong mang dau thau quoc gia bang tai khodn cua nha thau dé gui bao gia va cac tai li¢u

lién quan cho Chui dau tu theo huéng dan trén Hé thong mang dau thau quoc gia. Trong trwong hop nay, hang san xuat, nha cung cap khang phai ky
tén, dong dau theo yéu cau tai ghi chd 12.

(2) Hang san xudt, nha cung cdp ghi chung logi hang hda trong Yéu cau bao gia.

(3) Hang san xudt, nha cung cap ghi cu thé tén goi, ky hiéu, ma hiéu, model, hang san xudt ciia hang hoa.

(4) Hang san xudt, nha cung cdp ghi cu thé ma HS cua ting thiét bi y té (néu hang héa duwoc phan logi 1a thiét by y té).

(5), (6) Hang san xudt, nha cung cdp ghi cu thé ndm san xudt (néu cb), xudt xiz cia hang hoa.

(7) Hang san xuat, nha cung cap ghi cu thé sé hirong, khoi lieong theo diing so heong, khoi leong néu trong Yéu cau béo gia.

(8) Hang san xudt, nha cung cdp ghi cu thé gia tri ciia don gid di bao gom thué fuong g véi ting hang hoa. Gia tri ciia don gid la sé nguyén.

~ (9)Hang san xuat, nha cung cdp ghi gia tri bao gia cho tung hang héa. Gia tri ghi tai cot nay duot hiéu 1a toan b chi phi cia tizng hang héa (bao
gom thue, phi, I¢ phi va dich vu lién quan (néu co)) theo diung yéu cau néu trong Yéu cau bao gia.

Hang scn xudt, nha cung cap ghi don gid, chi phi cho cdac dich vy lién quan, thué, phi, I¢ phi va thanh tién bang dong Viét Nam (VND). Truong hop
ghi bang d‘ong tién nuréc ngoai, Chui dau tur sé quy doi vé dong Viét Nam dé xem xét theo ty gid quy doi cua Ngan hang Ngoai thicong Viét Nam (VCB) cong
bé tai thoi diém ngay két thlic nhdn béo gia.

(10) Nguoi dgi dién theo phap lugt hodic nguoi duwoc nguoi dai dién theo phap lugt iy quyén phdi ky tén, déng dau (néu cd). Triong hop dy quyén,
phai gui kém theo gidy uy quyén ky bdo gid. Trieong hop lién danh tham gia béo gid, dai dién hop phap cia tat ca cac thanh vién lién danh phai ky tén,
dong dau (néu co) vao bao gia.



Phu luc III
DANH MUC, SO LUQNG, YEU CAU KY THUAT CUA DU TOAN MUA SAM: CUNG CAP
HOA CHAT, SINH PHAM, VAT TU TIEU HAO PHUC VU CHO HOAT PONG DICH VU CUA
VIEN PASTEUR THANH PHO HO CHIi MINH

(Kém theo Cong vin sé /PAS-VTTBYT ngay ... thang ... nam 2026 cua Vién Pasteur
Thanh phé Hé Chi Minh)

Pon vi

tinh So lugng

STT Tén hang hoa Yéu cau ky thuit

- Chuén hoa theo IFCC
- Khoang do: 5-700U/L
- Gi61 han dudi: 5 U/L

- Do lap lai: CV<2,1% Test 50.400
- B¢ tai 1ap/ Po chinh xac trung gian: CV<2,9%,
- So sanh phuong phap: R > 0,99.

- D6 6n dinh trén may phan tich téi thiéu 84 ngay

Thudc thir xét nghiém
GOT/AST

- Chuén héa theo IFCC

- Khoang do: 5-700U/L

- G161 han duéi: 5 U/L

Thudc thir xét nghiém -bo lap lai: CV<3,7%

GPT/ALT - b tai lap: CV<4,8%

- So sanh phuong phap: R > 0,99

- Chung nhan CE

- P 6n dinh trén may phan tich 84 ngay

Test 50.400

- Chuén hoa theo IFCC

- Khoang do: 5-1200U/L

- Gi61 han dudi: 5 U/L

- Do lap lai: CV<3,1%

- B¢ tai 1ap/ Po chinh xac trung gian: CV< 11,6%.
- So sanh phuong phap: R > 0,99

- Chting nhan CE

- D6 6n dinh trén may phan tich 56 ngay

3 |Thudc thir xét nghiém ALP Test 2.200

- Chuén héa theo miu tham chiéu ERM-DA470k/IFCC.
- Khoang do: 30,4- 1520 umol/L

- G161 han duéi: 30,4umol/L

Thudc thir xét nghiém - Do 13p lai: CV<0,6%

Albumin - B tai 1ap/ B chinh xac trung gian: CV<1,1%

- So sanh phuong phap: R > 0,99

- Chtng nhan CE

- D6 6n dinh trén may phan tich 182 ngay

Test 1.500

- Khoang do: 3-1500U/L
- Gidi han duéi: 3 U/L

- Do lap lai: CV<3,1%

- Do tai 1ap/ Do chinh xac trung gian: CV< 3,6% Test 3.000
- So sanh phuong phap: R > 0,99

- Chung nhan CE

- D6 6n dinh trén may phan tich 182 ngay

Thudc thir xét nghiém
Amylase
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STT

Tén hang hoa

Yéu ciu k¥ thuit

Pon vi
tinh

S6 lwong

Thudc thir xét nghiém ASO

- Chuén hoéa theo miu chuén ndi bd

- Khoang do: 20-600 IU/mL

- Gi61 han dudi: 20 IU/mL

- Do lap lai: CV<4,0%

- Do tai 1ap/ Do chinh xac trung gian: CV<4,3%
- So sanh phuong phéap: R > 0,99

- Chung nhan CE

-D6 6n dinh trén may phan tich 182 ngay

Test

3.000

Chét hiéu chuén cho xét
nghiém ASLO

-Thanh phan phéan tng trong chét dong kho: Huyét thanh
ngudi véi phu gia hoa hoc va nguyén liéu c6 ngudn goc sinh
hoc nhu da chi dinh

- Ngudn gbc céac chit sinh hoc thém vao nhu sau: Chat

phan tich ASLO c6 ngudn gdc tir ciru

- Thanh phan khong phan Gmg: Chit bao quan va chat

6n dinh

ml

30

Thudc thir xét nghiém
Bilirubin tryc tiép

- Chuan hoa theo theo phwong phap Jendrassik-Grof
- Khoang do: 1,5-291 umol/L

- Gi6i han dudi: 1,5umol/L

- Do lap lai: CV<1,9%

- B¢ tai 1ap/ Do chinh xac trung gian: CV<2,5%

- So sanh phuong phap: R > 0,99

- Chung nhan CE

- D6 6n dinh trén may phan tich 182 ngay

Test

18.000

Thudc thir xét nghiém
Bilirubin toan phan

Chuan hoa theo theo phuong phap Doumas

- Khoang do: 2,5-650 umol/L

- Gi61 han dudi: 2,5 pmol/L

-bo lap lai: CV<3,9%

- B¢ tai 1ap/ Do chinh xac trung gian: CV<4,1%
- So sanh phuong phéap: R > 0,99

- Chtrng nhan CE

- P 6n dinh trén may phan tich 42 ngay

Test

17.850

10

Thudc thir xét nghiém
Cholesterol

- Chuan hoéa theo theo phuong phép Abell/Kendall
- Khoang do: 0,1- 20,7mmol/L

- Gi6i han duéi: 0,1mmol/L

-bo lap lai: CV<2,1%

- B¢ tai 1lap/ Bd chinh xac trung gian: CV<7,4%

- So sanh phuong phéap: R > 0,99

- Chtng nhan CE

- Do 6n dinh trén may phan tich 182 ngay

Test

36.400

11

Thudc thir xét nghiém Ca
(Calci)

- Khoang do: 0,2-5,0 mmol/L

- Gidi han duéi: 0,2 mmol/L

-bo lap lai: CV<1,9%

- Do tai 1ap/ Do chinh xac trung gian: CV<2,3%

- So sanh phuong phap: R > 0,99

- Chung nhan CE

- D6 6n dinh trén may phan tich 182 ngay

- Chuan hoa theo theo tai liéu tham chiéu cia SRM 956¢
level 2

Test

4.500




3

STT

Tén hang hoa

Yéu ciu k¥ thuit

Pon vi
tinh

S6 lwong

12

Thudc thir xét nghiém GGT

- Chuén hoa theo theo IFCC va theo Persijn va van der Slik
- Khoang do: 3-1200U/L

- Gi61 han dudéi: 3,0U/L

-bo lap lai: CV<5,2%

- B0 tai 1ap/ Do chinh xac trung gian: CV<5,3%

- So sanh phuong phap: R > 0,99

- Chung nhan CE

- P 6n dinh trén may phan tich 84 ngay

Test

40.000

13

Thudc thir xét nghiém
Glucose

- Chuan hoéa theo theo ID/MS

- Khoang do: 0,11- 41,6mmol/L

- Gidi han duéi: 0,1 1mmol/L

- Do lap lai: CV<9,2%

- B¢ tai 1ap/ Po chinh xac trung gian: CV<10,0%
- So sanh phuong phap: R > 0,99

- Chting nhan CE

- D6 6n dinh trén may phan tich 182 ngay

Test

42.900

14

Thubc thir xét nghiém HDL-
Cholesterol

- Chuan hoéa theo theo phuong phap CDC

- Khoang do: 0,08- 3,88 mmol/L

- Gi6i han duéi: 0,08 mmol/L

-bo lap lai: CV<1,2%

- B¢ tai 1ap/ Do chinh xac trung gian: CV<1,5%
- So sanh phuong phap: R > 0,99

- Chtiing nhan CE

- D6 6n dinh trén may phan tich 84 ngay

Test

31.500

15

Thudc thir xét nghiém
HbAlc

- Chuan héa theo theo phuong phap IFCC

- Khoang do: Hemoglobin: 2,48-24,8 mmol/L
HbAlc: 0,186-1,450 mmol/L

- Gidi han duéi:

Hemoglobin: Gi6i han phat hién = 0,62 mmol/L

HbATlc: Giéi han phat hién = 0,18 mmol/L

-bo lap lai: CV< 1,4%

- B¢ tai 1ap/ Do chinh xac trung gian: CV<1,5%

- Chtrg nhan CE

- P 6n dinh trén may phan tich 28 ngay

Test

15.000

16

Dung dich ly huyét dé
chuan bi mau dinh luong
HbAlc

Thudc thir ly huyét duoc sir dung nhu mot chit pha loang dé
ly huyét mau méau toan phan (ing dung mau toan phan) va
dé pha loang miu chuan (img dung mau toan phan va tng
dung ly huyét). Trong qué trinh tién pha loing TTABa la
chat tay rira trong thudc thir ly giai dé loai bé anh hudng tir
céc bach cau (TTAB khong ly giai bach cau).

ml

800

17

Chét hiéu chuén cho xét
nghiém dinh lugng HbAlc

- MAu chuan dong kho lay tir mau ciru ly huyét. Mau ctru ly
huyét voi phu gia hoa hoc va nguyén lidu c6 ngudn gbc sinh
hoc nhu da chi dinh.

- Ngudn gbc cac chét sinh hoc thém vao nhu sau: Chat phan
tich Hemoglobin c6 ngudn gdc tir méau ctru, HbAlc c6
ngudn gde tir mau ngudi

ml

90
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Pon vi

tinh So lwgng

STT Tén hang hoa Yéu ciu k¥ thuit

- Mau nguoi ly huyét

Chét chuin cho xét nghiém |- Nong d6 didu chinh cua cac thanh phdn mau chimg thudong
HbA1lc murc binh thuong 0 muc binh thuong hay ¢ ngudng binh

thuong/bénh 1y

18 mi 48

- Thanh phan ¢6 hoat tinh trong mau ching long: Mau
Chat chuan cho xét nghiém |ngudi ly huyét, HbAlc glycosyl hoa in vitro

HbA1c muc bénh ly - Nong d6 diéu chinh ciia cac thanh phan mau ching
thuong & ngudng bénh ly

19 ml 48

- Chuén héa theo theo SRM 937

- Khoang do: 0,9-179 umol/L

- Gi6i han dudi: 0,9 pmol/L

Thubc thir xét nghiém Fe |- D6 lap lai: CV< 3,4%

(Sit) - Do tai 1ap/ Po chinh xéc trung gian: CV< 5,2%
- So sanh phuong phap: R > 0,99

- Chung nhan CE

- D6 6n dinh trén may phan tich 84 ngay

20 Test 2.100

- Chuén hoa theo theo phuong phap dinh luong beta
- Khoang do: 0,1- 14,2 mmol/L

- Gi61 han dudi: 0,1 mmol/L

Thudc thir xét nghiém LDL- |- D6 1ap lai: CV< 2,0%

Cholesterol - Do tai lap/ D6 chinh xac trung gian: CV<2,5%

- So sanh phuong phap: R > 0,99

- Chtiing nhan CE

-Do 6n dinh trén may phan tich 182 ngay

21 Test 32.400

- Chuan héa theo theo phuong phép quang pho hap thu
nguyén tu

- Khoang do: 0,1-2,0mmol/L

- Gi6i han duéi: 0,1mmol/L

-bo lap lai: CV<1,5% Test 1.380
- B¢ tai 1ap/ Do chinh xac trung gian: CV<2,5%
- So sanh phuong phéap: R > 0,99.

- Chtrg nhan CE

- D6 6n dinh trén may phan tich 182 ngay

Thudc thir xét nghiém Mg

22 (Magnesi)

Chuén hoéa theo theo chuan tham chiéu so cip NERL
- Khoang do: 0,1- 6,46 mmol/L

- G161 han duéi: 0,1 mmol/L

Thudc thir xét nghiém - Do 13p lai: CV< 1,2%

Phospho v6 co - B tai lap/ Do chinh xac trung gian: CV<2,2%

- So sanh phuong phéap: R > 0,99

- Chtng nhan CE

- D6 6n dinh trén may phan tich 182 ngay

23 Test 1.500

- Chuén hoa theo theo chuin cia WHO sb 64/2

- Khoang do: 10-130 IU/mL

- Gi61 han dudi: 10 IU/mL

-bo lap lai: CV<4,7%

- B0 tai 1ap/ Do chinh xac trung gian: CV<4,7%
- So sanh phuong phap: R > 0,99

- Chung nhan CE

- D6 6n dinh trén may phan tich 56 ngay

24 [Thubc thir xét nghiém RF Test 4.000
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STT

Tén hang hoa

Yéu ciu k¥ thuit

Pon vi
tinh

S6 lwong

25

Chét hiéu chudn xét nghiém
RF

- Thanh phan phan tng: RF trong huyét thanh ngudi
- Thanh phan khéng phan tmg: Dém HEPES, albumin huyét
thanh bo, natri chloride, chat bao quan

mi

50

26

Chat chuan cho xét nghiém
RF

- Thanh phan phan tmg: Huyét thanh nguoi voi phu gia hoa
hoc va nguyén lidu c6 ngudn gdc sinh hoc nhu di chi dinh
- Ngudn gbc céc chit sinh hoc thém vao nhu sau: RF ¢
ngudn gdc tir nguoi

- Thanh phan khong phan tmg: Pém HEPES, albumin
huyét thanh bo, natri chloride, chét bao quan

ml

60

27

Thudc thir xét nghiém
Triglycerid

- Chuan hoa theo phuong phap ID/MS.

- Khoang do: 0,1 -10 mmol/L

- G161 han duéi: 0,1 mmol/L

-bo lap lai: CV<2,1%

- B¢ tai 1ap/ Do chinh xac trung gian: CV<2,3%
- So sanh phuong phap: R > 0,99

- Chung nhan CE

- D6 6n dinh trén may phan tich 182 ngay

Test

36.000

28

Thudc thir xét nghiém TP
(Total Protein)

- Chuén héa theo SRM 927

- Khoang do: 2,0-120 g/L

- Gidi han duéi: 2,0 g/L

- Do 1ap lai: CV<3,0%

- B¢ tai 1ap/ Do chinh xac trung gian: CV<4,1%
- So sanh phuong phap: R > 0,99

- Chtrg nhan CE

- D6 6n dinh trén may phan tich 182 ngay

Test

2.100

29

Hoa chat xét nghiém TPUC
(Total Protein Urine)

- Chuan hoéa theo chuan so cip c6 thé truy nguyén theo NIST
- Khoang do: 40-2000 mg/L

- Gi61 han dudi: 40 mg/L

- Do lap lai: CV<4,4%

- B¢ tai 1ap/ Do chinh xac trung gian: CV<5,2%

- So sanh phuong phéap: R > 0,99

- Chtrmg nhan CE

- Do 6n dinh trén may phan tich 182 ngay

Test

1.950

30

Thubc thir xét nghiém Acid
uric

- Chuén héa theo ID/MS

- Khoang do: 11,9-1487 umol/L

- Gidi han dudi: 11,9 umol/L

-bo lap lai: CV< 1,7%

- Do tai 1ap/ Do chinh xac trung gian: CV<2,0%
- So sanh phuong phap: R > 0,99

- Chung nhan CE

- D6 6n dinh trén may phan tich 182 ngay

Test

24.700
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STT Tén hang hoa Yéu ciu k¥ thuit Dg,rr: f:, ! S6 lwong
- Chuan héa theo ID/MS
- Khoang do: 0,5-40 mmol/L
- Gi61 han dudi: 0,5 mmol/L
£ . n - Do lap lai: CV<3,4%
31 |Thuoc thir xét nghi€ém Ure _ D6 tai lip/ Do chinh xdc trung gian: CV< 3.8% Test 25.200
- So sanh phuong phap: R > 0,99
- Chtrng nhan CE
- P9 On dinh trén méy phan tich 56 ngay
32 |Dung dich SMS Néng d¢6 HC1 200 mmol/L ml 2.583
Thudc thir xét nghiém ban  |Khoang do: Huyét thanh/Huyét twong
dinh luong chi s lipid - Chi s6 L: 10-2000
33 huyét, chi s tan huyét va |- Chi s6 H: 5-1200 Test 58.000
chi s6 vang da - Chi s6 I 0,5-60
. ~ Dung dich pha loang NaCl 9 % duoc sir dung 1am chat pha
D h phal 1 x ; j i
34 901/1ng dich pha loang NaC lodng mau. Chat pha loang dam dic va s€ dugc pha loang ml 1.599
trén may véi hé sb 10.
- Thanh phan phan tmg trong chat dong kho: Huyét thanh
Chét hicu chuin cho cdc xét ngudi véi phu gia hoa hoc va nguyén liéu c6 ngudn goc sinh
35 a hiém‘sinh hoa hoc nhu da chi dinh. mi 360
g - Thanh phan khong phan ung trong chit dong kho: Chét on
dinh
- Thanh phan phan tng: Pém HEPES: 20 mmol/L, pH 7,5
L n 2 . va chat phu gia héa hoc va nguyén liéu c6 ngudn goc sinh
36 Eh}i‘ité};‘?“rgi‘inniz %%, [hoc nhu da chi dinh. ml 50
ghiem p - Thanh phan khong phan wng: Chéat bao quan va chat
6n dinh
-Thanh phan phan @ng:
Huyét thanh nguoi voi phu gia héa hoc va nguyén lidu co
Ao 1A I .. |ngudn gdc sinh hoc.
37 g;g hicu chudn xét nghiém -Ngudn gbc cac chat sinh hoc thém vao nhu sau: Chat phan ml 50
tich Ferritin va CRP c¢6 nguén gbc tir nguoi
-Thanh phan khéng phan (mg: Chét bao quan va chat
6n dinh
Chét hiéu chudn xét nghiém ;Tlil;inil cghagluplliz;nhgr;i ‘;r((:mg chat dong kho: Huyét thanh
38 |HDL-Cholesterol, LDL- EUOL VoL P 14 N A g2 ml 45
Cholesterol - Thanh phan khong phan rng: Chat bao quan va chat on
dinh
. Thubc thir - dung dich tham gia xét nghiém: NaOH 1 mol/L ml
39 |Dung dich NaOH-D (khodng 4%); chit tay 9.348
40 Dung dich NaOH-D/Basic  |Thudc thir - dung dich tham gia xét nghiém: Dung dich natri Lit 180
wash hydroxide 1 mol/L, 4 %; chat tay
. . Thubc thir - dung dich tham gia xét nghiém: Acid citric Lit
41 |Dung dich Acid Wash monohydrate: 310 mmol/L; dém; chét tay >0
Thubc thir - dung dich tham gia xét nghiém: NaOH 3mol/L
42 |Dung dich SCCS (khoang 12%); dung dich natri hypochlorite (<2% clo hoat ml 750
tinh); phu gia
- Thanh phan phan tmg: Dém HEPES: 20 mmol/L, pH 7,5
Chat chuan cho xét nghiém |va chat phu gia hoa hoc va nguyén liu c6 ngudn gbc sinh
43 |protein nudc tiéu mirc bénh [hoc nhu da chi dinh ml 120

ly

- Thanh phan khong phan tmg: Chat bao quan va chat
6n dinh
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- Thanh phan phan tmg: Dém HEPES: 20 mmol/L, pH 7.5,
Chét chuin cho xét nghiém |va chit phu gia hoa hoc va nguyén liéu c6 ngudn gbe sinh
44 |protein nudc tiéu mac binh  |hoc nhu d3 chi dinh mi 120
thuong - Thanh phan khong phan Gmg: Chit bao quan va chét én
dinh
- Thanh phan phan tmg trong chat dong kho: Huyét thanh
Chét chudn cho céc xét nguoi voi Bhu igia. hoa hoc va nguyén liéu c6 ngudn goc sinh
45 nghiém Sinh hoa mic 1 hoc nhu da} chi dinh. ’ mi 800
i - Thanh phan khong phan Gng trong chat dong kho:
Chét 6n dinh
- Thanh phan phan tmg trong chat dong kho: Huyét thanh
z 2 ., nguoi voi phu gia hoa hoc va nguyén liéu c6 nguon goc
46 g;lﬁfei“:ﬁﬂz:ﬁ o |sinh hoc nhu d chi dinh ’ - ml 800
i - Thanh phan khong phan Gng trong chat dong kho: Chat on
dinh
47 1211?:[5:2?2 t%léit(riligjg;c Thanh phﬁr{ phan tmg: 120 mmol/L Na*, 3 mmol/L K", 80 - 750
chon loc ion (mtrc thap) mmol/L Cl
Chat chudn gid trinatrl, ——\.pp . obin phan éng: 160 mmol/L Na*, 7 mmol/L K*, 120
48 |kali, va clo trén dién cuc i ’ ' ' ml 750
chon lgc ion (mirc cao) mmol/L Cl
Thanh phén thudc thir:
- Bbém HEPES: 10 mmol/L
Chat hiéu chuén xét nghiém | - Triethanolamine: 7 mmol/L
49 [dinh lugng natri, kali, - Natri chloride: 3,06 mmol/L Lit 100
chloride - Natri acetate: 1,45 mmol/L
- Kali chloride: 0,16 mmol/L
- Chét bao quan
Thanh phan thudc thir:
50 Chat pha loing mau phy trg - bém HEPES: 10 mmol/L Lit 60
cho modun ISE - Triethanolamine: 7 mmol/L
- Chat bao quan [
Pugc ding dé dong mach do trén thiét bi phan tich ISE
nham dinh lugng natri, kali va clorua trong huyét thanh,
51 Chat phu tro cho xét nghiém huyét tuong hodc nude tiéu gdc nguoi. mL 94.000
Ion do Thudc thir - dung dich tham gia xét nghiém: Kali clorua 1 '
mol/L
Pong goi: 500ml/hop
Pugc dung dé déng mach do trén thiét bi phan tich ISE
nham dinh lugng natri, kali va clorua trong huyét thanh,
59 Chét Phu trg cho xét nghiém huyé} tuong hodc nude tiéu gbe ngudi. ml 90.000
Ion do Thuoc thir - dung dich tham gia xét nghiém: Kali clorua 1 '
mol/L
Pong goi: 2x2000ml/hdp
- Chét dugc thém vao budng phan tmg, dong vai tro 13 chét
53 Hoa chét thém vao buéng hoat dong bé mat lam giam thiéu su tao thanh cac bot bong ml 98.320

phan tng

bong c6 kha ning lam nhiéu két qua quang phé.
- Thudc thir - dung dich tham gia xét nghiém: Chét tdy [J
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54

Thudc thir xét nghiém CRP

- Chuén hoa dua trén mau tham chiéu cua IRMM
- Khoang do: 0,15-10 mg/L

- Gi61 han dudi: 0,15 mg/L

- bo lap lai: CV<1,9%

- B¢ tai 1ap/ B§ chinh xac trung gian: CV<2,0%
- So sanh phuong phap: R > 0,99

- Chung nhan CE

- D6 6n dinh trén may phan tich 24 tuin

Test

3.000

55

Chat chuan cho xét nghiém
CRP

- Huyét thanh nguoi voi phu gia héa hoc va nguyén liéu co
ngudn gdc sinh hoc nhu da chi dinh.

- Ngudn gdc cac chét sinh hoc thém vao nhu sau: CRP ¢o
ngudn gdc tr nguoi

- Thanh phan khong phan tmg: Chat bao quan va chat 6n
dinh [

mi

50

56

Hoa chét cho xét nghiém
Creatinin

- Chuan hoéa theo ID/MS

- Khoang do: 5,0-2.700 umol/L

- Gi6i han dudi: 5,0 pmol/L

- Do lap lai: CV<4,2%,

- B¢ tai 1ap/ Do chinh xac trung gian: CV<4,4%,
- So sanh phuong phap: R > 0,99

- Chting nhan CE [

Test

35.400

57

Hoa chat cho xét nghiém
CRP4

- Chuan hoa theo phuong phap ciia IRMM

- Khoang do: 0,6-350 mg/L

- Gidi han dudi: 0,6 mg/L

- Do 1ap lai: CV<2,5%

- B¢ tai 1ap/ Do chinh xac trung gian: CV<2,7%
- So sanh phuong phéap: R > 0,99

- Chtimg nhan CE [

Test

5.000

58

Hoa chit xét nghiém dinh
lugng Albumin (trong nudc
tiéu, dich ndo tuy) [

- Chuan hoéa theo phwong phéap ctia IRMM

- Pinh lugng albumin trong nudc tiéu, huyét thanh, huyét
twong va dich ndo tiy nguoi (ty 1€ albumin dich ndo
tay/huyét thanh)

- Khoang do nudc tiéu: 3-400 mg/L (0,05-6,08 pmol/L)

- Gidi han dudi: nudc tiéu: 3 mg/L

- Do lap lai, mau nudce tiéu: CV< 1,6%

- b9 tai lap/ B chum trung gian: CV<9,5%

- So sanh phuong phéap: R > 0,99

- D6 6n dinh trén may phan tich 26 tuan

Test

2.500

59

bén Halogen

Nguon dién: 12V
Cong suat: S0W

Cai

20

60

bién cyc xét nghi€ém dinh
luong chloride

Khoang do:
- Huyét thanh, huyét twong: 60-140 mmol/L
- Nude tiéu: 20-250 mmol/L [

Cai

10

61

bién cuc xét nghiém dinh
luong kali

Khoang do

- Ung dung cho huyét thanh va huyét twong: K* 1,5-10,0
mmol/L

- Ung dung cho nudc tiéu: K* 3-100 mmol/L

Cai

10

62

bién cuc xét nghiém dinh
lugng natri

Khoang do:
Ung dung cho huyét thanh va huyét twong: 80-180 mmol/L
Ung dung cho nudc tiéu: 20-250 mmol/L [

Cai

10
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63

Pién cyc tham chiéu

Ung dung cho huyét thanh va huyét tuong:
Na" 80-180 mmol/L

K" 1,5-10,0 mmol/L

CI" 60-140 mmol/L

Cai

10

64

Céng phan tng

Céng phan g diing cho hé théng xét nghiém sinh hoa, str
dung trong bo phan phan tich dé u va do do hép thu quang
hoc ciia hdn hop phéan tmg

bong gobi: 24 cai/hdp

Cai

144

65

Coéng phan ng

39 cai/hdp cong phan ung dic biét cho phan tich mau thir in
vitro trén may phan tich sinh hoa
Pong goi: 39 cai/hdp

Cai

156

66

Dung dich bao dudng cho
dién cuc ISE, 6ng va kim
hat mau

Thudc bao dudng khuyén céo trong hoat dong bao dudng
hang ngay cho dién cyc ISE, 6ng va kim hat mau.
Pugc hit tw dong khi hoat dong bao dudng duoc yéu cau.

mL

216

67

Dung dich ding dé vé sinh
dién cuc chon loc ion

Dung dich vé sinh st dung trén mo dun ISE dé 1am sach
dién cuc chon loc ion, buéng tron va hé théng trong qua
trinh bao dudng ISE.

Str dung dé rira kim hat mau.

Thudc thir - dung dich tham gia xét nghiém

Natri hypochlorite (NaOCI): khoang 1,2 %

mL

252

68

Chat hiéu chuén dién cuc
xét nghiém dinh lugng natri,
kali, clo

Pugc dung dé theo ddi dién thé cyc nham dinh lugng natri,
kali va clorua trong huyét thanh, huyét twong hodc nudc
tiéu nguoi

Thudc thir - dung dich tham gia xét nghiém

Dung dich d¢¢m HEPES: 310 mmol/L

Triethanolamine: 217 mmol/L

Natri clorua: 95 mmol/L

Natri axetat 45 mmol/L

Kali clorua: 5 mmol/L

mL

7.650
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Thubc thir xét nghiém
HBsAg

- Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich

- Chuan hoa theo theo chuan ctia NIBSC (mi sb:
00/588; Tiéu chuan Qudc té Thir hai cia WHO é4p dung
cho HBsAg, thé phu adw2, di truyén kiéu A; IU/mL).

- Str dung trén may Cobas 8000 thudc sé hiru cia Vién
Pasteur Thanh phé H6 Chi Minh - M s6 kiém ké:
1257811P30004

- P6 nhay: < 0,04U/mL cho cac thé AD, AY

- Do lap lai: CV < 3,3% (mau duong tinh yéu).

- Do tai lap/ Do chinh x4c trung gian: CV < 3,9% (mau
duong tinh yéu).

-b§ nhay 99,9%

- B¢ déc hi¢u trong mdt nhom ngudi hién mau nhu
sau: do dac hiéu IR 1a 99,91 %; d6 dac hi€u co6 phan
ung ldp lai (RR) 14 99,98 %; Trong nhom mau thuong
quy, do dac hi¢u (IR va RR) 1a 99,88 %

- C6 kha ning phat hién som cac mau chuyén doi huyét
thanh.

- Chung nhan CE

- Bong goi 300 xét nghiém/hop [

Test

30.000

70

Chét chuén cho xét
nghiém HBsAg

= Chat chuan HBsAg II 1: 8 chai, mdi chai chtra 1,3 mL
huyét thanh chiing

Huyét thanh ngudi, am tinh véi HBsAg; chat bao quan
Khoéng giéi han dich cho chi s6 ngudng: 0,0-0,80

= Chat chuan HBsAg II 2: 8 chai, mdi chai chtra 1,3 mL
huyét thanh chiing

HBsAg (ngudi) khoang 0,2 TU/mL trong huyét thanh
ngudi; chat bao quén.

Khoéng gidi han dich cho chi s6 ngudng: 2,6-5,0 (]

ml

624

71

Thudc thir xét nghiém IgE

- Chuan hoa theo phuong phap tham chiéu qubc té
WHO thtr 2 cta IgE huyét thanh

- Phuong phép xét nghiém mién dich dién hoa phat
quang "ECLIA"

- Khoang do: 0,2-2500 IU/mL

- G161 han phat hién: 0,2 TU/mL

- Do lap lai: CV<3,4

- B chum trung gian: CV<4,0

- So sanh phuong phap: R >0,99

- Chtrng nhéan CE

Test

10.000
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Chét hi¢u chuan xét
nghi¢m dinh luong IgE

» Chét hiéu chuan IgE 1: 2 chai, mdi chai chtra 1,0 mL
mau chuén 1

= Chét hiéu chuin IgE 2: 2 chai, mdi chai chira 1,0 mL
mAu chuén 2

IgE (ngudi) v6i hai khoang nong d6 (khoang 1 TU/mL
hodc 2,4 ng/mL va khoang 100 IU/mL hodc 240
ng/mL) trong huyét thanh ngwa; chit bao quan [

ml

48

73

Thubc thir xét nghiém
khang thé khang HAV

- Chuan hoéa theo tiéu chuan Qudc té thir hai cho khang
viém gan A, Globulin mién dich, nguoi.

- Phuong phép xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich.
-bo lap lai: CV <1,6%

- B¢ tai 1ap/ B9 chinh x4c trung gian: CV< 3,5%

- B¢ dac hi¢u phan tich: Khong cé phan tmg chéo véi
HBV, HCV, HIV, CMV, EBV, HSV,Toxoplasma
gondii, Rubella, Mumps/Rubeola, Parvovirus B19 va
Treponema pallidum

- b6 nhay 100%

- Bo dic hiéu 99,48% (n=577, nhém ngudi hién mau);
99,66% (n=871, nhom xét nghiém dinh ky)

- Chtrng nhan CE

Test

10.500

74

Chét chuén cho xét
nghiém Anti-HAV

» Chét chuan Anti-HAV 1: 8 chai, mdi chai chua 1,3
mL huyét thanh chiing

Huyét thanh ngudi, am tinh voi khang thé khang
HAV; chit bao quan

» Chét chuan Anti-HAV 2: 8 chai, mdi chai chira 1,3
mL huyét thanh chting

Khéang thé khang HAV (ngudi) khoang 110 IU/L trong
huyét thanh ngudi; chat bao quan.

ml

312

75

Thudc thir xét nghiém
Anti-HBs

- Chuén hoa theo tiéu chuan Tham chiéu WHO thir
nhit s6 1977

- Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Khoéang do: 2,0-1000 TU/L

- Gia tri dudi gidi han phat hién: <2,0 [U/L

- B¢ dac hi¢u phan tich: Khong c6 phan tng chéo véi
HAV, HCV, HEV, CMV, EBV, HIV, Rubella,
Toxoplasma gondii, Treponema pallidum, viém khép
dang thap, d4p tmg tuy mién hodc bénh gan do ruou
dugc ghi nhan

- Bg nhay 100%

- B¢ déc hi¢u trong nhém nguoi hién mau 99,78%
trong nhom mau thuong quy 99,45%

- b6 lap lai: CV<4,6%

- B¢ tai 1ap/ B9 chinh x4c trung gian: CV< 6,9%

- Chtrng nhén CE

- Bong goi: 300 xét nghiém/hdp

Test

30.000
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Chét chuin cho xét
nghi¢m Anti-HBs

Thubc thir - dung dich tham gia xét nghiém

» Chét chuan Anti-HBs 1: 8 chai, mdi chai chta 1,3 mL
huyét thanh chting

Huyét thanh ngudi, 4m tinh voi khang thé khang HBs;
chit bao quan.

Khoang ndng d6 dich cho khang thé khang HBs: < 5
IU/L

» Chét chuin Anti-HBs 2: 8 chai, mdi chai chta 1,3 mL
huyét thanh chting

Khang thé khang HBs (ngudi) khoang 100 TU/L trong
huyét thanh ngudi; chat bao quan.

Khoang ndng d6 dich cho khang thé khang HBs: 60-
150 IU/L

ml

624

77

Thudc thir xét nghiém
Anti-HBc

- Chuan hoa theo theo nguyén liéu chuan tham chiéu
ctia WHO cho khang thé khang HBc (NIBSC mi s
95/522)

- Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich.

- St dung trén may Cobas 8000 thudc s¢ hiru cia Vién
Pasteur Thanh phé HO Chi Minh - M3 s kiém keé:
1257811P30004

- G161 han phat hién: <0,8 WHO IU/mL

- B9 nhay 100%

- B¢ déc hi¢u trong mau chan doan thuong quy/ bénh
nhan nhap vién 1a 100 % (gidi han tin cdy 95 % (2
bén): 99,60 100 %), trén bénh nhan tham phan méu
99,31 % (95 % gidi han tin cay (2 bén): 98,23 99,81 %)
va trén phu nit c6 thai 100 % (95 % gidi han tin cay (2
bén): 99,62 100 %)

- bo 1ap lai: CV<3.2

- b6 tai lap/ Do chinh xéc trung gian: CV<7.3

- C6 kha nang phat hién sém cac mau chuyén doi huyét
thanh,

- Chtrng nhén CE

- Quy cach dong goi 300 xét nghiém/hop

Test

30.000

78

Chat chuan cho xét
nghiém Anti-HBc

= Chét chuan Anti-HBc 1: 8 chai, mdi chai chtra 1,3 mL
huyét thanh chiing

Huyét thanh nguoi, 4m tinh véi khang thé khang HBc;
chat bao quan

Khoéng giéi han dich cho chi s6 ngudng: 1,15-3,4

= Chét chuan Anti-HBc 2: 8 chai, mdi chai chtra 1,3 mL
huyét thanh chiing

Khang thé khang HBc (nguoi) khoang 1 U/mL trong
huyét thanh ngudi; chat bao quan

Khoang gi6i han dich cho chi s ngudng: 0,15-0,95

ml

624
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Thubc thir xét nghiém
khang thé khang HCV

- Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé thong xét nghiém mién dich.
- B§ dac hi¢u 1am sang: > 99%

- Bd nhay 1am sang: > 99,99%

- Do lap lai: CV<1,4 (mau duong tinh yéu)

- Do tai lap/ Do chinh xac trung gian: CV< 2,3 (mau
duong tinh yéu)

- Chirng nhan CE

- Quy cach dong goi 100 xét nghi€ém/hdp

Test

15.000

80

Thudc thir xét nghiém
khang thé khang HCV

- Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé thong xét nghiém mién dich.
- Str dung trén may Cobas 8000 thudc sé hiru cia Vién
Pasteur Thanh phé H6 Chi Minh - M s6 kiém ké:
1257811P30004

- B¢ déc hi¢u 1am sang: > 99%

- B¢ nhay 1am sang: > 99,99%

-Po lap lai: CV < 1,1 (mau duong tinh yéu)

- B¢ tai 1ap/ Do chinh x4c trung gian: CV< 1.4 (mau
dwong tinh yéu)

- Chung nhan CE

- Bong goi: 300 xét nghiém/hdp

Test

15.000

81

Chét chuan cho xét
nghiém Anti-HCV

» Chét chuan Anti-HCV 1: 8 chai, mdi chai chira 1,3
mL huyét thanh chiing

Huyét thanh ngudi, am tinh voi khang thé khang HCV;
chit bao quan

Khoang gi¢i han dich cho chi s6 ngudng: 0-0,3

» Chét chuan Anti-HCV 2: 8 chai, mdi chai chira 1,3
mL huyét thanh chting khang HCV (nguoi) trong huyét
thanh nguoi; chéat bao quan

Gia tri dich cho chi sb ngudng: Anti HCV II: khoang 4

ml

520

82

Thubc thir xét nghiém
HBeAg

- Phuong phép xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Chuan héa theo tiéu chuan qudc té thir nhat cia WHO
cho khang nguyén e khang vi rat viém gan B

- b6 nhay ngudng: < 0,3 I[U/mL

- B dac hiéu: 100%

- D6 lap lai: CV< 1,6 (mau duong tinh yéu)

- D¢ téi lip/ PO chinh x4c trung gian: CV < 3,1 (mau
dwong tinh yéu)

- Chtrng nhén CE

- Bong goi: 300 xét nghiém/hdp

Test

8.100
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Chét chuéan cho xét
nghi¢m HBeAg

» Chét chuin HBeAg 1: 8 chai, mdi chai chtra 1,3 mL
huyét thanh ching

Huyét thanh ngudi, 4m tinh véi HBeAg; chét bao quan
Khoang gi6i han dich cho chi s6 ngudng: 0-0,5

» Chét chuin HBeAg 2: 8 chai, mdi chai chtra 1,3 mL
huyét thanh ching HBeAg (E.coli, rDNA) khoang 2,5
IU/mL trong dém HEPES), pH 7.4; chét bao quan,

Gia trj dich cho chi s6 ngudng: khoang 13 [J

ml

312

84

Thubc thir xét nghiém
Anti-HBe

- Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé thong xét nghiém mién dich

- Chuén héa theo tiéu chuan Qudc té thir nhat cua
WHO cho khang nguyén e khang khang thé vi rt viém
gan B

- G161 han phéat hién: < 0,2 I[U/mL

- B¢ déc hi¢u 1am sang: > 99,9%

- D6 nhay 1am sang: > 90% (mau d timg nhiém HBV)
-Po lap lai: CV< 1,1 (mau duong tinh yéu)

- B¢ tai 1ap/ Do chinh xéc trung gian: CV< 1,5 (mau
dwong tinh yéu)

- Chung nhan CE

- Bong goi 300 xét nghiém/hop

Test

6.000

85

Chét chuén cho xét
nghi¢ém Anti-HBe

» Chét chuan Anti-HBe 1: 8 chai, mdi chai chira 1,3 mL
huyét thanh chiing

Huyét thanh ngudi, Am tinh voi khang thé khang HBe;
chit bao quan

Khoang gi¢i han dich cho chi s6 ngudng: 1,2-2,1

» Chét chuan Anti-HBe 2: 8 chai, mdi chai chira 1,3 mL
huyét thanh chting

Khang thé khang HBe (ngudi) khoang 0,25 TU/mL
trong huyét thanh nguoi; chat bao quan

Khoang gidi han dich cho chi s6 ngudng: 0,30-0,90

ml

312

86

Thudc thir xét nghiém
Anti HAV IgM

- Phuong phép xét nghiém mién dich dién hoa phat
quang "ECLIA"

- b6 dac hi¢u 1am sang 1a 100 % (G161 han tin cdy 95
% 1a99,7-100 %)

- P9 nhay 1am sang: >98% (mau nhiém HAV cap)

- B0 lap lai: CV<2,8

- B§ téi lap/ B9 chinh x4c trung gian: CV< 5,3

- Chtrng nhéan CE

- Boéng goi: 300 test/hop

Test

1.500

87

Chat chuan cho xét
nghi¢m Anti-HAV IgM

= Chét chuan Anti-HAV IgM 1: 8 chai, mdi chai chira
0,67 mL huyét thanh chimg

Huyét thanh ngudi, 4m tinh v&i khang thé IgM khang
HAV; chit bao quan

= Chét chuin Anti-HAV IgM 2: 8 chai, mdi chai chira
0,67 mL huyét thanh chimg

Khang thé IgM khang HAV (ngudi) khoang 3 U/mL)
trong huyét thanh nguoi; chat bao quan [

ml

75
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88

Thudc thir xét nghiém
Anti-HBc IgM

- Phuong phép xét nghiém mién dich dién héa phat
quang "ECLIA"

- Chuén hoa theo “HBc Reference Serum 84 (anti HBc
IgM)” cua Vién Paul Ehrlich, Langen (Ptic)

- b6 nhay ngudng: 100 PEI U/mL

- b dac hi¢u 100%

- D6 l3p lai: CV< 3,1 (mAu duong tinh yéu)

- b6 tai lap/ Do chinh xéc trung gian: CV< 3,4 (mau
dwong tinh yéu)

- Chuing nhan CE

- Bong goi: 300 xét nghiém/hop [

Test

600

89

Chat chuan cho xét
nghi¢m Anti-HBc IgM

- Chét chuan Anti-HBc IgM 1: 8 chai, mdi chai chira
1,0 mL huyét thanh chtng

Huyét thanh ngudi, am tinh voi khang thé IgM khang
HBc; chit bao quan

» Chat chuan Anti-HBc IgM 2: 8 chai, mdi chai chira
1,0 mL huyét thanh ching

Khang thé IgM khang HBc (nguoi) > 130 U/mL (don
vi Vién Paul Ehrlich) trong huyét thanh ngudi; chét bao
quan

Gia trj dich cho chi s6 ngudng: khoang 2,50 (]

ml

96

90

Thudc thir xét nghiém
khéng thé khang Syphilis

-Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- B¢ déc hi¢u 1am sang: > 99%

- b6 nhay lam sang: > 99,96%

- D6 lap lai: CV< 2,9 dbi v6i mau duong tinh

- B¢ tai 1ap/ B9 chinh x4c trung gian: CV< 3,6

- Chirng nhéan CE.

- Pong goi: 300 xét nghiém/hop

Test

9.000

91

Chat chuan cho xét
nghiém Syphilis

= Chat chuan Syphilis 1: 2 chai, mdi chai 2,0 mL huyét
thanh chiing

Huyét thanh ngudi, 4m tinh véi khang thé khang
Treponema pallidum; chat bao quéan. Gia tri dich cho
chi s6 ngudng: khoang 0,15

= Chét chuan Syphilis 2: 2 chai, mdi chai 2,0 mL huyét
thanh chiing

Huyét thanh nguoi, duong tinh v6i khang thé khang
Treponema pallidum; chat bao quéan. Gia tri dich cho
chi s6 ngudng: khoang 5,00

ml

120

92

Thudc thir xét nghiém
Testosterone

- Phuong phap xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich.
- Chuan hoa theo phuong phap ID GC/MS

- Khoang do: 0,025-15,0 ng/mL

- G161 han phat hién: 0,025 ng/mL

- B4 lap lai: CV<5,7%,

- B§ tai lap/ B0 chinh xac trung gian: CV<11,5%

- So sanh phuong phap: R >0,99

- Chtrng nhéan CE

- Boéng goi: 300 xét nghi¢m/hop

Test

600
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» Chét hiéu chuan Testosteronel: 2 chai, mdi chai 1,0
mL mau chuan 1
» Chét hiéu chuanTestosterone 2: 2 chai, mdi chai 1,0
Chat hiéu chuan xét mL mau chuan 2
93 ‘A \ A fe , A N mi 20
nghi¢m Testosterone Testosterone (tur thyc vat) véi hai khoang nong do
(khoang 0,4 ng/mL hoac 40 ng/dL hoac 1,4 nmol/L va
khoang 11,5 ng/mL hoac 1150 ng/dL hoac 40 nmol/L)
trong huyét thanh nguoi
- Phuong phép xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Chuén hoa theo tiéu chuin tham chiéu Stanford/WHO
s 96/670
L A - Khoang do: 0,006-100 ng/mL
%4 gg‘;"fﬁfp’gﬂnghwm  Gi6i han phét hién: 0,010 ng/mL Test 6.000
- Do lap lai: CV <4,8%
- B¢ tai 1ap/ Do chinh x4c trung gian: CV<5.1%
- So sanh phuong phap: R > 1,0
- Chtrng nhan CE
- Bong goi: 100 xét nghiém/hdp
Chat hiéu chuan PSA 1: 2 chai, mdi chai 1,0 mL méu
chuén 1
Chét hiéu chuén xét Chat hiéu chuan PSA 2: 2 chai, mdi chai 1,0 mL méu
95 . n 2 mi 48
nghi¢m PSA chuén 2
PSA (ngudi) v6i hai khoang ndng do (khoang 0 ng/mL
va khoang 60 ng/mL) trong huyét thanh ngudi
- Phuong phép xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich.
- Chuan héa: c6 thé truy nguyén theo Enzymun Test da
dugc chudn hoa bang tham tach can bang.
I A - Khoang do: 0,5-100 pmol/L
% dT;‘;Ofug‘r‘;X;ﬁghlem - Gi6i han phét hién: 0,5 pmol/L Test 7.500
: ; -bo lap lai: CV <4,3%
- B¢ tai 1ap/ B9 chinh x4c trung gian: CV < 8,4%
- So sanh phuong phap: R > 0,99
- Chtrng nhén CE
- Bong goi: 300 xét nghiém/hdp
» Chét hiéu chuan dinh luong FT4 1: 2 chai, mdi chai
chira 1,0 mL mAu chuén 1
Chét hicu chudn xét » Chét hiéu chufm dinl} luong FT4 2: 2 chai, mdi chai
97 i chtra 1,0 mL mau chuan 2 L thyroxine v6i hai khoang ml 48

nghiém dinh luong FT4

nong do (khoang 10 pmol/L hoic 0,78 ng/dL va
khoang 45 pmol/L hodc 3,5 ng/dL) trong hon hop
dém/protein (albumin huyét thanh bo)
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- Phuong phép xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Chuan hoéa: c6 thé truy nguyén theo xét nghiém FT3
da dugc chudn hoa bang tham tach can bang
- Khoang do: 0,6-50 pmol/L
98 [Thudc thir xét nghiém FT3|- Gidéi han phat hién: 0,6 pmol/L Test 7.500
- bo 1ap lai: CV<5,3%
- B¢ tai 1ap/ B9 chinh x4c trung gian: CV<5,3%
- So séanh phuong phap: R >0,99
- Chuing nhan CE
- Bong goi: 300 xét nghiém/hdp
La huyét thanh ngudi dong kho chira T3 véi hai khoang
ndng do
Céc chai CalSet c6 thé dung vdi tat ca cac 16 thude thu
Thubc thir - dung dich tham gia xét nghiém
L 2 , » Chét hiéu chuan FT3 1: 2 chai, mdi chai 1,0 mL mau
Chat hi¢u chuan cho xét 2
99 nghiém FT3 chua{l 1 9 N N ml 48
i * Chat hiéu chuan FT3 2: 2 chai, moi chai 1,0 mL mau
chuan 2
FT3 v6i hai khoang ndng d6 (khoang 2 pmol/L hodc
1,3 pg/mL va khoang 40 pmol/L hodc 26 pg/mL) trong
huyét thanh ngudi
- Phuong phéap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé thong xét nghiém mién dich
- Chuan hoa: theo tiéu chuan tham chiéu bang cach
thém T3 vao huyét thanh nguoi khong c6 chat phan tich
- Khoang do: 0,3-10 nmol/L
100 |Thudc thir xét nghiém T3 |- Gi6i han phat hién: 0,3 nmol/L Test 2.100
- B0 lap lai: CV<4,7%
- B¢ tai 1ap/ B9 chinh xac trung gian: CV<6,5%
- So sanh phuong phap: R > 0,99
- Chtrng nhan CE
- Boéng go1: 300 xét nghi¢m/hop
» Chét hiéu chuan T3 1: 2 chai, mdi chai 1,0 mL miu
chuén 1
Chit hicy chudn xét . cpét hiéu chuan T3 2: 2 chai, mdi chai 1,0 mL mau
101 i chuan 2 ml 48

nghi¢m T3

T3 voi hai khoang nong d6 (khoang 1,25 nmol/L hoic
0,8 ng/mL va khoang 8,5 nmol/L hodc 5,5 ng/mL)
trong huyét thanh ngudi
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- Phuong phép xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Chuén hoa: di duoc kiém tra bang ID GC/MS
- Khoang do: 5,4-320 nmol/L
£ . . - Gi61 han phat hién: 5,4 nmol/L
102 |Thudc thir xét nghiém T4 _ D6 lap lai: CV < 3.3% Test 2.100
- B¢ tai 1ap/ B9 chinh x4c trung gian: CV<7,2%
- So séanh phuong phap: R > 0,99
- Chuing nhan CE
- Bong goi: 300 xét nghi¢m/hdp
» Chét hiéu chuan T4 1: 2 chai, mdi chai chta 1,0 mL
mau chuén 1
» Chét hiéu chuan T4 2: 2 chai, mdi chai chtra 1,0 mL
103 Chét hiéu chuan xét mau chuén 2 ‘ ml 48
nghiém T4 L thyroxine v6i hai khodang nong d¢ (khoang 50
nmol/L hodc 3,9 ng/dL va khoang 230 nmol/L hodc
17,9 pg/dL) trong hdn hop dém/protein (albumin huyét
thanh bo)
- Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Chuén hoa: theo tiéu chuan tham chiéu IRP WHO thu
256 80/558
I A - Khoang do: 0,005-100 pIU/mL
104 %‘;"C thoxétnghiém 1 i han phat hién: 0,005 uIU/mL Test 8.100
-bo lap lai: CV <3,4%
- D¢ tai lap/ Do chinh xéc trung gian: CV<11,2%
- So sanh phuong phap: R > 0,99
- Chtrng nhén CE
- Bong goi: 300 xét nghiém/hop
» Chét hiéu chuan TSH 1: 2 chai, mdi chai chira 1,3
mL mau chuan 1
IO I » Chét hiéu chuan TSH 2: 2 chai, mdi chai chira 1,3
Chat hiéu chuan xét x 2
105 nghiém TSH mL mau chuan 2 ’ ml 78
i Nong d6 cia TSH Call trong huyét thanh ngua khoang
0 plU/mL; TSH Cal2 chtra khoang 1,5 plU/mL TSH
(nguoi) trong huyét thanh nguoi
- Phuong phép xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Chuén hoa: theo IRMM
- Khoang do: 0,054-63,4 ng/dL
106 Thudc thir xét nghiém - G161 han phat hién: 0,054 pg/dL Test 600

Cortisol

-bo 1ap lai: CV <5,5%

- B¢ tai 1ap/ B9 chinh x4c trung gian: CV <7,8%
- So séanh phuong phap: R > 0,99

- Chtrng nhén CE

- Bong goi: 300 xét nghiém/hdp
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107

Chét hiéu chuén xét
nghi¢m Cortisol

» Chét hiéu chuan Cortisol 1: 2 chai, mdi chai 1,0 mL
mau chuan 1

» Chét hiéu chuan Cortisol 2: 2 chai, mdi chai 1,0 mL
méu chuan 2 Cortisol (tong hop) vdi hai khoang nong
do (khoang 12,5 nmol/L hodc 0,45 pg/dL va khoang
1000 nmol/L hodc 36 pg/dL) trong huyét thanh ngudi.

ml

20

108

Thudc thir xét nghiém
SCC

- Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé thong xét nghiém mién dich
- Khoang do: 0,1-70 ng/mL

- G161 han phat hién: 0,2 ng/mL

- Do lap lai: CV <3,8%

- D6 tai 1ap/ B0 chinh xac trung gian: CV<4,2%

- So sanh phuong phap: R > 0,93

- Chirng nhéan CE

Test

5.000

109

Chat hiéu chuan xét
nghi¢m SCC

Chat hiéu chuan SCC 1: 2 chai, mdi chai 1,0 mL mau
chuén 1

Chat hiéu chuan SCC 2: 2 chai, mdi chai 1,0 mL mau
chuén 2

SCC (tai to hop tir E.coli) & hai khoang ndng do (< 1,5
ng/mL va khoang 20 ng/mL) trong hdn hop huyét
thanh ngudi; chat bao quan

ml

48

110

Thudc thir xét nghiém
CEA

- Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Khoéang do: 0,3-1000 ng/mL

- Gi61 han phat hién: 0,6 ng/mL

- bo 1ap lai: CV<2,8%

- B¢ tai 1ap/ B9 chinh x4c trung gian: CV<3,3%

- So sanh phuong phép: R >0,99

- Chtrng nhén CE

Test

8.000

111

Chét hiéu chuan xét
nghiém CEA

Chét hiéu chuan CEA 1: 2 chai, mdi chai chira 1,0 mL
mau chuan 1

Chét hiéu chuan CEA 2: 2 chai, mdi chai chira 1,0 mL
mau chuin 2

CEA (nguoi, tir canh ciy té bao) voi hai khoang nong
do (khoang 5 ng/mL va khoang 50 ng/mL) trong hon
hop dém/protein, 1 ng/mL CEA tuong tmg v6i 16,9
mIlU/mL

ml

48

112

Thubc thir xét nghiém CA
19-9

- Phuong phép xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Khoang do: 2,0- 1.000 U/mL

- Gid1 han phat hién: < 2,0 U/mL

- bo 1ap lai: CV<2,7%

- B¢ tai 1ap/ B9 chinh x4c trung gian: CV< 3,0%

- So séanh phuong phap: R > 0,99

- Chtrng nhén CE

- Bong goi: 300 xét nghiém/hdp

Test

6.000
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Chét higu chuan CA 19-9 1: 2 chai, mdi chai 1,0 mL
mAu chuén 1
fora i, Chét higu chuan CA 19-9 2: 2 chai, mdi chai 1,0 mL
Chat hiéu chuan xét x 2
113 nghiém CA 19-9 mau chuan 2 ‘ ml 48
i CA 19-9 (nguoi) véi hai khoang nong do (khoang 20
U/mL va khoang 250 U/mL) trong huyét thanh ngudi;
chit bao quan
- Phuong phép xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Khoang do: 0,6-5.000 U/mL
Thudce thtr xét nghiém CA |- Gidi han phat hién: 1,2 U/mL
14 195 - Do 1ip 135 CV<2,7% Test >:000
- B¢ tai 1ap/ B9 chinh xac trung gian: CV< 3,4%
- So sanh phuong phap: R > 0,99
- Chuing nhan CE
Chat hiéu chuan CA 125 1: 2 chai, mdi chai 1,0 mL
mAu chuan 1
Chat hiéu chuan CA 125 2: 2 chai, mdi chai 1,0 mL
115 Chat hiéu chuan xét m?lu chuan 2 ’ ml 43
nghiém CA 125 Nong do cua CA 125 ngudi trong huyet thanh ngua
(CAI125 1 Call) 1a 0 U/mL; CA125 II Cal2 chtra
khoang 500 U/mL CA 125 ngudi trong hdn hop huyét
thanh nguoi; chat bao quan
-Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Khoang do: 0,5-250 U/mL
Thuoc thur xét nghiém CA |- Gi61 han phat hi¢n: 1 U/mL
18 704 - D6 lap 12_111? CV<2,0% Test 6.000
- B¢ tai 1ap/ B9 chinh xac trung gian: CV< 3,0%
- So sanh phuong phap: R >0,99
- Chtrng nhan CE
Chat hiéu chuan CA 72 -4 1: 2 chai, mdi chai 1,0 mL
mau chuén 1
Chét hicu chun cho xét Cl:ét hiéLxl chuén CA 72 -4 2: 2 chai, mdi chai 1,0 mL
117 nghiém CA 72-4 mau chuan 2 ‘ ml 48
i CA 72 4 (nguoi) véi hai khoang nong do (khoang 1
U/mL va khoang 70 U/mL) trong huyét thanh ngudi;
chit bao quan
- Phuong phép xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Khoang do: 0,100 500 ng/mL
£ . n - G161 han phat hién: < 0,3 ng/mL
11g |1hudc thuxetnghiem | oo 1ail? CV<3,0% ¢ Test 6.000

CYFRA 21-1

- B9 chum trung gian: CV<3,4%
- So séanh phuong phap: R > 0,99
- Chtrng nhén CE

- Bong goi: 300 xét nghiém/hdp
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119

Chét hiéu chuan xét
nghiém CYFRA 21-1

» Chét hiéu chuan CYFRA 21-1 1: 2 chai, mdi chai 1,0
mL mau chuin 1

» Chét hiéu chuadn CYFRA 21-1 2: 2 chai, mdi chai 1,0
mL mau chuin 2

Cytokeratin (ngudi, tir dong té bao MCF 7) véi 2
khoang ndng d6 (khoang 0 ng/mL va khoang 50
ng/mL) trong huyét thanh ngudi

ml

48

120

Thudc thtr xét nghiém CA
15-3

- Phuong phép xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Khoang do: 1,5-300 U/mL

- Gi61 han phat hién: <1,5 U/mL

- o 1ap lai: CV<4,5%

- B¢ tai 1ap/ Do chinh xéc trung gian: CV<12,2%

- So séanh phuong phap: R >0,96

- Chuing nhan CE

- B6 6n dinh cta thudc thir trén hé thong: 16 tuin

Test

5.000

121

Chat hiéu chuan xét
nghi¢m CA 15-3

Chét hiéu chuan CA 15 3 1: 2 chai, mdi chai chaa 1,0
mL mAu chuén 1

Chét hiéu chuan CA 15 3 2: 2 chai, mdi chai chaa 1,0
mL mau chuin 2

CA 15 3 (ngudi) véi hai khoang nong d6 (khoang 15
U/mL va khoang 100 U/mL) trong huyét thanh nguoi

ml

48

122

Chét chuan cho xét
nghiém SCC, ProGRP,
Cyfra 21-1, NSE

Chat chuan LC 1: 2 chai, mdi chai 3,0 mL huyét thanh
chung
Chét chuén LC 2: 2 chai, mdi chai 3,0 mL huyét thanh
chiing

ml

144

123

Chét chuén cho céac xét
nghiém ung thu

Chat chuan TM1: 2 chai, mdi chai 3,0 mL huyét thanh
ching (nguoi)
Chét chuin TM2: 2 chai, mdi chai 3,0 mL huyét thanh
chig (nguoi)

ml

480

124

Thubc thir xét nghiém
AFP (alphal-fetoprotein)

- Phuong phép xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Chuén hoa: di duoc chan héa theo tiéu chun tham
chiéu IRP WHO thtt nhét s6 72/225.

- Str dung trén may Cobas 8000 thudc sé hiru cia Vién
Pasteur Thanh phd HO Chi Minh - Ma s kiém ké:
1257811P30004

- Khoang do: 0,75 - 1000 IU/mL

- G161 han phat hién: 1,5 TU/mL

- B0 lap lai: CV<4,1%

- D6 chum trung gian: CV<4.2%

- So sanh phuong phap: R >0,99

- Chtrng nhéan CE

- Bong goi: 300 xét nghiém/hdp

Test

12.000
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125

Chat hi¢u chuan xét
nghiém AFP
(alphal-fetoprotein)

Chat hiéu chuan AFP 1: 2 chai, mdi chai 1,0 mL mau
chuan 1

Chat hiéu chuan AFP 2: 2 chai, mdi chai 1,0 mL mau
chuan 2

AFP (ngudi, tir canh ciy té bao) voi hai khoang nong
d6 (khoang 5 TU/mL hodc 6 ng/mL va khoang 50
TU/mL hoic 60 ng/mL) trong huyét thanh nguoi

ml

48

126

Thudc thir xét nghiém
HCG, beta-HCG

- Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé thong xét nghiém mién dich

- Chuén héa: da dugc chan héa theo tiéu chuin Qudc té
tht 4 cho kich t6 sinh duc mang dém tur Vién Quéc gia
vé Chuan Sinh hoc va Chirng (NIBSC)

- Khoang do: 0,2 - 10.000 mIU/mL

- G161 han phat hién: 0,2 mIU/mL

- b6 lap lai: CV<4,2%

- B¢ tai 1ap/ B9 chinh x4c trung gian: CV<6,3%

- So sénh phuong phap: R >0,99

- Chung nhan CE

- Do 6n dinh coa thude thir trén hé théng: 16 tuan

Test

500

127

Chat hiéu chuan xét
nghi¢m HCG, beta-HCG

» HCG+p Call: 2 chai, mdi chai 1,0 mL mau chuén 1
» HCG+B Cal2: 2 chai, mdi chai 1,0 mL mau chuén 2
Kich t6 sinh duc mang dém cua nguoi (tir nude tiéu)
v6i hai khoang ndng d6 (khoang 1,5 mIU/mL va
khoang 2000 mIU/mL) trong dém huyét thanh ngudi

ml

48

128

Thubc thir xét nghiém
Ferritin

- Phuong phép xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Khoang do: 0,5 - 2.000 ng/mL

- Gi61 han phét hién: 0,5 ng/mL

- B0 1ap lai: CV<6,4%

- B9 chum trung gian: CV< 7,1%

- So sanh phuong phap: R > 0,99

- Chung nhan CE

- D6 6n dinh cua thude thir trén hé théng: 16 tuan

- Bong goi: 300 xét nghiém/hdp

Test

3.000

129

Chét hiéu chuén xét
nghiém Ferritin

» Chét hiéu chuan Ferritin 1: 2 chai, mdi chai chira 1,0
mL mau chuén 1

» Chét hiéu chuan Ferritin 2: 2 chai, mdi chai chira 1,0
mL mau chuén 2

Ferritin (ngudi, gan) véi 2 khoang nong do (khoang 10
ug/L hoac ng/mL va khoang 300 pg/L hoac ng/mL)
trong hon hop huyét thanh ngudi

ml

48




23

STT

Tén hang hoa

Yéu ciu k¥ thuit

Pon vi
tinh

S6 lwong

130

Thubc thir xét nghiém
Rubella IgG

- Chuén hoa: di dugc chin hoa theo tiéu chuin Qudc té
thir nhat cho Immunglobulin khang Rubella, nguoi, ma
s6 RUBI-1-94, tir Vién Qudc gia vé Tiéu chuin va
Kiém soat Sinh hoc, (NIBSC), Hertfordshire, Anh Quéc
- Khoang do: 0,21 - 500 IU/mL

- Gi61 han phat hién: 0,21 ITU/mL

- Bo 1ap lai: CV<5,4%

- B¢ tai 1ap/ Do chinh xéc trung gian: CV< 7%

- So sanh phuong phap:

+ Do nhay tuong d6i: > 99%

+ Do dic hiéu tuong ddi: > 97%

- Chuing nhan CE

- D6 6n dinh cua thude thir trén hé théng: 16 tuan
Dong goi: 300 xét nghiém/hop

Test

1.200

131

Chat chuan cho xét
nghi¢m Rubella IgG

= Chat chuan Rubella IgG 1: 8 chai, mdi chai chra 1,0
mL huyét thanh ching

Huyét thanh nguoi, 4m tinh dén duong tinh yéu véi
khang thé IgG khang Rubella (khoang 4 TU/mL); chét
bao quan

= Chat chuan Rubella IgG 2: 8 chai, mdi chai chua 1,0
mL huyét thanh ching

Huyét thanh nguoi, duong tinh v6i khang thé IgG
khang Rubella (khoang 75 IU/mL); chat bao quan

ml

80

132

Hoa chét xét nghiém
Rubella IgM

- Phuong phép xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich

- b6 lap lai: CV<1,0% (miu dwong tinh yéu)

- Bg téi 1ap/ B9 chinh x4c trung gian: CV<1,5%
(mAu duong tinh yéu)

- Bo dic hiéu twong ddi: >98%

- B§ nhay 1am sang: >80%

- Chtrng nhan CE

- Do 6n dinh cua thude thir trén hé théng: 16 tuan

Test

1.200

133

Chat chuan cho xét
nghi¢m Rubella IgM

Thubc thir - dung dich tham gia xét nghiém

= Chit chuan Rubella IgM 1: 4 chai, mdi chai chtra 1,0
mL huyét thanh ching

Huyét thanh ngudi, am tinh véi khang thé IgM khang
Rubella; chat bao quan

= Chit chuan Rubella IgM 2: 4 chai, mdi chai chtra 1,0
mL huyét thanh ching

Huyét thanh ngudi, dwong tinh v&i khang thé IgM
khang Rubella khoang 550 U/mL; chét bao quan

ml

80
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Thubc thir xét nghiém
Toxo IgG

Phuong phap xét nghiém mién dich dién héa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
Chuan hoa: theo tiéu chuin Qudc té thir 3 cho huyét
thanh chira khang thé khang Toxoplasma (TOXM) caa
NIBSC

- Khoang do: 0,18-650 IU/mL

- G161 han phat hi¢n: 0,18 [U/mL

- Bo lap lai: CV<5,8%

- b6 tai lap/ B9 chinh xac trung gian: CV<7,7%

- B0 dac hiéu phan tich: >97,8%

- P9 dic hiéu twong dbi: >98,8%

- P6 nhay tuong d6i: >99,5%

- Chtrng nhan CE

- o 6n dinh coa thude thir trén hé théng: 16 tuan

- Bong goi: 300 xét nghiém/hdp

Test

1.200

135

Chat chuan cho xét
nghiém Toxo IgG

= Chat chuan Toxo IgG 1: 8 chai, mdi chai chira 1,0 mL
huyét thanh chiing

Huyét thanh nguoi, 4m tinh dén duong tinh yéu véi
khang thé IgG khang Toxo (khoang 1 TU/mL); chat bao
quan

= Chat chuan Toxo IgG 2: 8 chai, mdi chai chira 1,0 mL
huyét thanh chiing

Huyét thanh nguoi, duong tinh v6i khang thé IgG
khang Toxo (khoang 50 IU/mL); chét bao quan

ml

160

136

Thudc thir xét nghiém
Toxo IgM

- Phuong phép xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- B0 1ap lai: CV<1,8%

- B§ téi 1ap/ B9 chinh x4c trung gian: CV<2,4%

- B§ nhay: 95,3%-98,8%

- B§ dac hi¢u: 98,8%-99,7%

- Chuing nhan CE

Test

1.200

137

Chat chuan cho xét
nghiém Toxo IgM

= Chat chuan Toxo IgM 1: 8 chai, mdi chai chira 0,67
mL huyét thanh chiing

Huyét thanh nguoi, 4m tinh voi khang thé IgM khang
Toxo; chét bao quan.

= Chat chuan Toxo IgM 2: 8 chai, mdi chai chira 0,67
mL huyét thanh ching

Huyét thanh ngudi, dwong tinh v6i khang thé IgM
khang Toxo khoang 125 U/mL; chit bao quan

ml

208

138

Thubc thir xét nghiém
CMV IgG

Phuong phap xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich

- Khoang do: 0,25-500 U/mL

- bJ 1ap lai: CV<3,1%

- B¢ tai 1ap/ Do chinh xéc trung gian: CV<3,2%

- B¢ dac hi¢u phan tich: >96%

- Tuong dong tong thé > 96,6%

- Tuong ddng voi xét nghiém so sanh: >90%

- Chtrng nhén CE

- Bong goi: 300 xét nghiém/hdp

Test

600
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Chét chuén cho xét
nghi¢ém CMV IgG

» Chit chudn CMV IgG 1: 8 chai, mdi chai chira 1,0
mL méu ching huyét thanh

Huyét thanh ngudi, duong tinh yéu véi khang thé IgG
khang CMV (khoang 1,5 U/mL); chét bao quan

» Chit chudn CMV IgG 2: 8 chai, mdi chai chira 1,0
mL méu ching huyét thanh

Huyét thanh ngudi, duong tinh v6i khang thé IgG
khang CMV (khoang 25 U/mL); chit bao quan

ml

96

140

Thubc thir xét nghiém
CMV IgM

- Phuwong phép xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng x¢ét nghiém mién dich

- Do lap lai: CV<1,6% dbi voi mau dwong tinh thap

- Do tai 1ap/ P chinh xéc trung gian: CV< 2,9% db6i
v6i mau duong tinh thip

- B dac hiéu phan tich: >92,3%

- B6 nhay trong nhiém tring nguyén phat: >91,2%

- Bo dic hiéu twong ddi trong da timg nhiém: > 84,0%

- Do dic hiéu trong cac mau 4m tinh: >98%

- B¢ dic hiéu twong ddi sau phan tich: >97,0%

- Chtrng nhan CE

- Bong goi: 300 xét nghiém/hdp

Test

600

141

Chét chuan cho xét
nghiém CMV IgM

» Chét chuan CMV IgM 1: 8 chai, mdi chai chira 1,0
mL huyét thanh ching

Huyét thanh ngudi, 4m tinh voi khang thé IgM khang
CMV; chit bao quan

» Chét chuan CMV IgM 2: 8 chali, mdi chai chta 1,0
mL huyét thanh chiing

Huyét thanh ngudi, duong tinh véi khang thé IgM
khang CMV, dém HEPES, pH 7,4; albumin bo; chét
bao quan

ml

96

142

Thudc thir xét nghiém
PIVKA-II

- Phuong phép xét nghiém mién dich dién hoa phat
quang "ECLIA" trén hé théng xét nghiém mién dich
- Chuan hoa: theo des y carboxy prothrombin téi to hop
tinh khiét tir canh ciy té bao

- Khoang do: 3,5-12.000 ng/mL

- G161 han phat hién: <3,5 ng/mL

- Do lap lai: CV<2,2%

- B§ tai 1ap/ B0 chinh x4c trung gian: CV<6,9%

- Chtrng nhéan CE

- D6 6n dinh cua thude thir trén hé théng: 16 tuan

- Bong goi: 300 xét nghiém/hdp

Test

6.500

143

Chét hiéu chuan xét
nghiém PIVKA-II

Chat hiéu chuan PIVKA 1I 1: 2 chai, mdi chai 1,0 mL
mau chuan 1

Chét hi¢u chuan PIVKA 11 2: 2 chai, mdi chai 1,0 mL
mAu chuén 2

PIVKA II (tai to hop, tir canh cdy té bao, ciing dugc goi
la des y carboxy prothrombin [DCP]) ¢ hai khoang
ndng do (khoang 12 ng/mL va khoang 2300 ng/mL)
trong mot hon hop huyét thanh ngwa; chat bao quan

ml

20
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Chét chuan HCC 1: 2 chai, mdi chai 1,0 mL huyét
thanh chiing
Chét chuan HCC 2: 2 chai, mdi chai 1,0 mL huyét
% 2 . thanh chiing
144 gﬁt é:rllu;r\l/;lz )I(Ie t Protein duoc tag do thiéu Vitami’n K hodac antagonist 11 mi 48
j (PIVKA II) (tai t0 hop, tir canh cay t€ bao, cling dugc
goi la des y carboxy prothrombin [DCP]) & hai khoang
ndng do (khoang 23 ng/mL va khoang 350 ng/mL)
trong mot hon hop huyét thanh ngwa
Pha lodng mAu can thiét trong truong hop néng do chat
phan tich vuot qua khoang do cia phuong phép xét
Chét pha loang cho céac nghiém tuong ung (vi du nhu: TSH, Troponin T hs, IL
145 |, A X 1 Y ~ X - e A, ml 144
xét nghi€ém mién dich 6). Hoac tién pha loang mau noéi chung cho mot s6 xét
nghiém mién dich.
Thanh phﬁn: Pém huyét thanh ngua; chit bao quan
Pha lodng mau can thiét trong truong hop nong do chat
Chét pha loéing cho cac phﬁr.lAtich vuot ,qué khoéngL do iﬁa phuorig phé}g Xét, .
146 xét nghiém ung thu nghiém tuong trng. Hon nira, tien pha loang mau not ml 1.800
i chung dugc chi dinh cho mot s6 xét nghiém mién dich.
Thanh phan: Hon hop protein; chat bao quan
Thudc thir - dung dich tham gia xét nghiém
Chat chuan cho xét = Chét chuan U1: 2 chai dé pha 2 x 3,0 mL mau chimg
147 |nghiém dinh luong: IgE, [huyét thanh (nguoi) ml 480
T3,T4,TSH » Chét chuén U2: 2 chai dé pha 2 x 3,0 mL mau chiung
huyét thanh (ngudi)
Dung dich lam sach cho hé théng ISE
C s Thanh phan c6 chira Dung dich natri hydroxide: 3
148 D}l ngA dich lam sach cho mol/L \li)di dung dich natrig hypochloritey< 2 % Cl hoat Hop 20
hé thong ISE .
tinh
Dong goi: 5x100ml/Hop
Dung dich rua bd phat hién trén hé théng xét nghiém
mién dich dién hoa phat quang
149 Dung dich rua ~dié:n cuc Rira hé théng 6ng va cde do sau’m(:)i lan do va diéu Hop 300
x€t nghi€ém mién dich chinh dién cuc, rira kim hut thude thir cia méay phan i
tich sau khi hut
Dong goi: 2x2 lit/hop
Cbc méiu dung dé chay  [Cdc mau dung dé chay QC, calib, nudce tiéu, ngoai
QC, calib, nuéc tiéu, kiém, cdc mau bénh pham khong quét code tu dong .
150 1 X A A LA , o X 1 A 12 j Thung 5
ngoai ki€ém, cac mau bénh [trén hé thong xét nghi€ém mién dich dién hoa phat quang
pham Pong goi: 5000 cai/thung
S}? § zgiti(pi éirgnvgéhcl;té?au, Cup va tip dung hit mau, chét noi kiém va chat chuan
151 j trén h¢ thong xét nghiém mién dich dién hoa phat quang| Thung 110

chuén trén hé théng xét
nghiém mién dich

Dong goi: 7560 cai tip va cap/thung
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Thudc thir xét nghiém
HCV Duo

Xét nghiém mién dich dé phat hi¢n dinh tinh in vitro
khang nguyén 161 cua vi rat viem gan C (HCV) (HCV
Ag) va khang thé khang HCV trong huyét thanh va
huyét twong ngudi.

- Phuong phap xét nghiém: Xét nghiém mién dich dién
hoa phéat quang

-Thoi gian xét nghiém (phut): tdi da 27 phut

- D6 nhay: D6 nhay chan doan 1a 100%.

- P06 dac hiéu:

Nhom ngudi hién méau (n = 20634): 99,94%

Mau tir thuong quy (n = 2531): 99,92%
Pong goi: 300 xét nghi€ém/hop

Test

3.000

153

Chat chuan xét nghiém
HCV Duo

Chét chuan HCV Duo 1: 5 chai, mdi chai chtra 2,0 mL
mau ching dugce tao ra tir huyét thanh nguoi, 4m tinh
v6i khang thé khang HCV va HCV core Ag; chat bao
quan.

Chét chuan HCV Duo 2: 5 chai, mdi chai chira 1,0 mL
mau chtng duong tinh véi HCV core Ag (tai to hop)
trong dung dich dém; chét bao quan.

Chét chuan HCV Duo 3: 5 chai, mdi chai chira 1,0 mL
mau chimg dugc tao ra tir huyét thanh nguoi, duong
tinh v6i khang thé khang HCV;; cht bao quan.

mL

40

154

Dung dich dung dé phat
tin hiéu dién hoa

Thubc thir - dung dich tham gia xét nghiém: Pém
phosphate 300 mmol/L; tripropylamine 180 mmol/L;
chat tay <0,1 %; pH 6,8

Dong goi: 2x2 lit/hop

600

155

Dung dich rira phan ung
trude khi tao tin hi€u phat
hién phan trng mién dich

Dung dich rira diing dé loai bo cac chét c6 tiém ning
gay nhiéu viéc phat hién céc tin hiu trén hé théng xét
nghiém mién dich dién hoa phat quang

Thudc thir - dung dich tham gia xét nghiém: Dém
phosphat 10 mmol/L; natri clorua 20 mmol/L; chét tay
rira < 0,1%; chat bao quan; pH 7

Dong goi: 2x2 1it/hop

825

156

Dung dich pha loang dung
cho may huyét hoc

Cong dung: dung dé do ludng sb lwong va kich thuéc cua
hdng ciu va tiéu cdu bang phwong phap tip trung dong chay
thuy déng hoc. Khi b sung thudc thir ly giai dugc chi dinh
dé x4c dinh ndng d6 hemoglobin, thudc thir ciing c6 thé
dugc str dung dé phén tich ndong d6 hemoglobin. Ngoai ra,
con thé duoc dung 1am dong dung dich bao bén ngoai
(sheath fluid) cho budng do FCM.

St dung trén may xét nghi€ém huyét hoc, Model XN-2000,
Ma s6 kiém ké: 1257911P30005 thudc sé hitu cta Vién
Pasteur Thanh ph Ho Chi Minh

Sau khi mé ndp 6n dinh trong vong 60 ngay

Thanh phf?m: Sodium chloride 0,7%; Tris buffer 0,2%;
EDTA-2K 0,02%

bong goéi: 20 lit/thung

Thung

100
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Hoa chét ly giai hdng cu
dung trong hé thng huyét
hoc tu dong

Cong dung: sir dung dé do ndng d6 hemoglobin trong mau
Str dung trén may xét nghiém huyét hoc, Model XN-2000,
M sb kiém ké: 1257911P30005 thudc s& hiru cia Vién
Pasteur Thanh phé H6 Chi Minh

Sau khi m¢ ndp 6n dinh trong vong 60 ngay

Thanh phan: Sodium lauryl sulfate 1,7 g/L

bong goi: 500mlx3/hop

20

158

Hoa chat ly giai ding cho
kénh do hdng cau nhan trén
hé théng huyét hoc tu dong

Cong dung: thude thir duge két hop va sir dung voi
Fluorocell WNR. Béng cach ly giai cac té bao hong cau
bang Lysercell WNR va bang viéc phan loai nhom céc té
bao bach cau bﬁng Fluorocel WNR. S6 lugng bach cau, sb
lugng bach cau 4i kiém, ty 1€ bach cAu 4i kiém, s lugng
hdng cAu nhan va ty 16 hong cau nhan duoc phan tich.

Str dung trén may xét nghiém huyét hoc, Model XN-2000,
M3 sb kiém ké: 1257911P30005 thudc s¢ hitu cia Vién
Pasteur Thanh phd H5 Chi Minh

Sau khi m¢ ndp 6n dinh trong vong 60 ngay

Thanh phan: Organic quaternary ammonium salts 0,20%;
Nonionic surfactant 0,10%

Pong goi: 5 lit/thung

Lit

70

159

Hoa chat ly giai dung cho
kénh do bach cau trén hé
thng huyét hoc tw dong

Cong dung: 13 thude thir duge st dung két hop voi
Fluorocell WDF. Bang cach 1am ly giai cac té bao hong cau
bang Lysercell WDF va nhudm cac té bao bach cau bang
Fluorocell WDF, s6 lugng va ty 18 ciia bach cau trung tinh,
bach cau lympho, bach cAu mono, bach cau 4i toan va bach
ciu ai kiém dugc phan tich.

Str dung trén may xét nghiém huyét hoc, Model XN-2000,
Ma s6 kiém ké: 1257911P30005 thudc s& hiru cia Vién
Pasteur Thanh ph Ho Chi Minh

Sau khi md nap 6n dinh trong vong 90 ngay

Thanh phan: Organic quaternary ammonium salts 0,07%;
Nonionic surfactant 0,17%

bong goi: 5 lit/thung

Lit

70

160

Héa chit nhudém kénh do
hong cau nhén trén hé thng
huyét hoc tu dong

Cong dung: dugc st dung dé danh déu cac té bao c6 nhan
trong cic mau mau di duogc pha lodng va ly giai dé xac dinh
$6 lugng bach cAu, sd lugng té bao héng cAu ¢ nhan va sb
lwong bach cau ai kiém trong mau bing may xét nghiém
huyét hoc tu dong.

Str dung trén may xét nghiém huyét hoc, Model XN-2000,
M s6 kiém ké: 1257911P30005 thudc sd hiru cta Vién
Pasteur Thanh ph Ho Chi Minh

Sau khi m& nip 6n dinh trong vong 90 ngay

Thanh phéan: Polymethine 0,005%; Ethylene Glycol 99,9%
Pong goi: 82mlIx2/hdp

ml

820
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Héa chit nhuém kénh do
bach cau trén hé thong
huyét hoc ty dong

Cong dung: dugce st dung dé danh du cac bach cau trong
cac mau mau da dugc pha lodng va ly giai nham phan loai
cac thanh phan bach cu bang may xét nghiém huyét hoc tu
dong.

Str dung trén may xét nghiém huyét hoc, Model XN-2000,
Ma s6 kiém ké: 1257911P30005 thudc s¢ hitu cua Vién
Pasteur Thanh ph6 Ho Chi Minh

Sau khi md nap 6n dinh trong vong 90 ngay

Thanh phan: Polymethine 0,002%; methanol 3,0%;
Ethylene Glycol 96,9%

Pong goi: 42ml x2

ml

840

162

Héa chét rira loai bo cac
thanh phan khong mong
mudn sau phan Gng trén hé
théng huyét hoc tu dong

Dung dé tay rira dé ngin ngira sy tich tu protein trong cac
budng phan tmg, budng thai, budng do va cac kim hit, ng
dan va diém do HGB.

Str dung trén may xét nghiém huyét hoc, Model XN-2000,
M3 s6 kiém ké: 1257911P30005 thudc s¢ hitu cia Vién
Pasteur Thanh phd H5 Chi Minh

Thanh phan: Sodium Hypochloride (ndng d6 clo 5,0%)
Pong goi: 4mlx20/hdp

ml

800

163

Chat chudn muc 1 cho xét
nghiém huyét hoc

Cong dung: Chét chuin may xét nghiém huyét hoc

St dung trén may xét nghiém huyét hoc, Model XN-2000,
M s6 kiém ké: 1257911P30005 thudc sé hitu ciia Vién
Pasteur Thanh phd H5 Chi Minh

Sau khi m¢ nip 6n dinh trong vong 7 ngay 62 - 8 d6 C
Thanh phﬁn: bao gém té bao RBC, WBC, PLT, NRBC c6
ngudn gdc tir mau ngudi

Pong goi: 3mlx1/hdp

ml

180

164

Chéat chuin muc 2 cho xét
nghiém huyét hoc

Cong dung: Chat chuan may xét nghiém huyét hoc

Str dung trén may xét nghiém huyét hoc, Model XN-2000,
Ma s6 kiém ké: 1257911P30005 thudc s& hiru cia Vién
Pasteur Thanh ph Ho Chi Minh

Sau khi m& nap 6n dinh trong vong 7 ngay ¢ 2 - 8 46 C
Thanh phan: bao gém té bao RBC, WBC, PLT, NRBC c¢6
ngudn gdc tir mau ngudi

bong goi: 3mlx1/hop

mi

180

165

Chat chudn muc 3 cho xét
nghiém huyét hoc

Cong dung: Chét chuin may xét nghiém huyét hoc

St dung trén may xét nghi€ém huyét hoc, Model XN-2000,
Ma s6 kiém ké: 1257911P30005 thudc sé hitu cta Vién
Pasteur Thanh ph Ho Chi Minh

Sau khi m¢ ndp 6n dinh trong vong 7 ngay 62 - 8 d6 C
Thanh phén: bao gdm té bao RBC, WBC, PLT, NRBC c¢6
ngudn gdc tir mau nguoi

Pong goi: 3mlx1/hdp

ml

180
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Chét kiém chuin murc binh
thuong cho cac xét nghiém
dong mau aPTT, PT,
Fibrinogen

- Sir dung dé kiém chuén céc xét nghiém dong mau & gisi
han binh thuong, gia tri duge cung cip cho cac xét nghiém
APTT, PT, TT, Fibrinogen, ATIIL, Thoi gian Batroxobin/
Reptilase.

- Sir dung trén may déng méau, Model CA620, M3 s kiém
ké&: 1257911P30016 thudc s¢ hiru ctia Vién Pasteur Thanh
phé H6 Chi Minh

- Pong goi dang bot dong kho, c6 ngudn gde tir huyét tuong
tuoi dugc chong dong citrat ciia nhitng ngudi binh thuong
- P 6n dinh sau hoan nguyén:

+ Trong vong 16 gid khi bao quan ¢ +2 tdi +8 °C (dong
nép lo)

+ Trong vong 8 gio khi bao quan ¢ +15 téi +25 °C (dong
nép lo)

ml

150

167

Chét kiém chuin murc bénh
1y cho cac xét nghiém dong
mau aPTT, PT

- Sir dung dé kiém chuén cac xét nghiém dong mau trong
khoang gidi han tir gitra dén cao ctia gii han diéu tri trong
lidu phap khang dong dudng ubng, gia tri dugc cung cap
cho cac xét nghiém APTT, PT

- Sir dung trén may dong méau, Model CA620, M3 s kiém
ké: 1257911P30016 thudc sd hiru ctia Vién Pasteur Thanh
phé H6 Chi Minh

- Pong goi dang bot dong kho, c6 ngudn gde tir huyét twong
tuoi dugc chong déng bang natri citrat ciia ngudi binh
thuong

- P9 6n dinh sau hoan nguyén:

+ Trong vong 16 gio khi bao quan & +2 téi +8 °C (dong nip
lo)

+ Trong vong 8 gid khi bao quan ¢ +15 tdi +25 °C (dong
ndp lo)

ml

150

168

Chét kiém chuin murc bénh
1y cho céc xét nghiém dong
mau PT va Fibrinogen

- Sir dung dé danh gia do chinh xac va do 1éch phan tich
trong gioi han bénh 1y cho cac xét nghi€ém PT, Fibrinogen,
cac yéu t6 déng mau, cac chit e ché, Plasminogen, thoi
gian Thrombin

- Sir dung trén may déng méau, Model CA620, M3 s kiém
ké: 1257911P30016 thudc sd hitu ciia Vién Pasteur Thanh
phé HO Chi Minh

- Pong goi dang bot dong kho, khong chira chit bao quan,
chtra huyét twong nguoi, chit 6n dinh HEPES 12g/L

- Do 6n dinh sau hoan nguyén:

+ Trong vong 4 gio khi bao quan & +15 t6i +25 °C

+ Trong vong 4 tudn & khi bao quan & < -20 °C

ml

150
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169

Hoa chat do thoi gian
prothrombin

- Sir dung dé xac dinh thoi gian prothrombin (PT)
-Dong goi dang bot dong khd, thanh phan chua yéu td mo
ngudi tai td hop (hoan nguyén ~ 100-200 pg/L) véi
phospholipid tong hop, calcium, chit trung hoa heparin,
chét dém va chat 6n dinh BSA
- Sir dung trén may dong méau, Model CA620, M4 s kiém
ké: 1257911P30016 thudc sd hitu ctia Vién Pasteur Thanh
phd H6 Chi Minh
- P 6n dinh cta hoa chat sau hoan nguyén:

+ Trong vong 10 ngay khi bdo quan ¢ +2 téi +8 °C (dong
nép lo)

+ Trong vong 5 ngay khi bao quan & +15 téi +25 °C (dong
nép lo)

+ Trong vong 24 gid khi dugc bdo quan & +37 °C (dong
nép lo)
Do tai lap tong quat:

PT% < 10%

PT gidy < 5%

PT INR < 5%

mi

600

170

Hod chét dé xac dinh thoi
gian thromboplastin hoat
hoa mot phan

- Sir dung dé xac dinh thoi gian thromboplastin hoat hoa
ting phan (APTT) va c6 thé st dung két hop véi cac huyét
tuong thiéu hut yéu té dé dinh luong cac yéu t6 déng mau

- Sir dung trén may dong méau, Model CA620, Mi s6 kiém
ké: 1257911P30016 thudc sd hiru ciia Vién Pasteur Thanh
phé H6 Chi Minh

- Pong goi dang 16ng, thanh phan chira phosphatit dau nanh
tinh khiét va cephaline ndo tho trong 1 x 0,0001 acid
ellagic, chit dém, chat 6n dinh va chét bao quan

- D6 6n dinh ctia hoa chit sau mé nip trong vong 7 ngay khi
bao quan & +2 t6i +15 °C (d6ng nap 1o)

- Do tai 1ap tong thé < 8% [

ml

300

171

Dung dich Calcium Chloride

- Sir dung nhur hoa chét b6 sung trong cac xét nghiém dong
mau

- Sir dung trén may dong mau, Model CA620, M s6 kiém
ké&: 1257911P30016 thudc sd hiru ctia Vién Pasteur Thanh
phé H6 Chi Minh

- bong goi dang 16ng, dung dich calcium chloride 0,025
mol/L

- D0 6n dinh ctia hoa chit sau md nap trong vong 8 tuan khi
bao quan & +2 tgi +25 °C [

ml

450

172

Hoa chat dinh lugng
fibrinogen trong huyét twong

Str dung trén may déng méau, Model CA620, Ma s kiém ké:
1257911P30016 thudc so hiru ctia Vién Pasteur Thanh phd
H6 Chi Minh

Thanh phan: Thudc thir dong kho chira: Thrombin, bo (sau
hoan nguyén: ~100 I[U/ml), Chét 6n dinh, Chat dém.

ml

60
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Dung dich dém pha loang
mau cho cic xét nghiém
Fibrinogen, dinh luong yéu
to V.

Str dung trén may déng mau, Model CA620, Ma sb kiém ké:
1257911P30016 thudc so hiru ctia Vién Pasteur Thanh phd
Hb Chi Minh

Thanh phan gém sodium barbital 2,84 x 0,01M va sodium
chloride 1,25 x 0,1M, pH 7,35 £ 0,1

- D6 6n dinh cta hoa chat sau mé nap: 8 tuan khi bao quan
0 +2 t61 8 °C

ml

450

174

Hoa chit hiéu chuén cho xét
nghiém PT

- Sir dung d¢ hiéu chuéan cho cic xét nghiém PT,
Fibrinogen, cic yéu to dong mau, cac chat wrc ché,
Plasminogen, ngoai ra con c6 thé dugc sir dung 1am phuong
tién pha loang mau cho mot sb xét nghiém néu duoc chi
dinh.
- Sir dung trén may dong méau, Model CA620, M4 s kiém
ké: 1257911P30016 thudc s& hitu ctia Vién Pasteur Thanh
phd H6 Chi Minh
Thanh phan: thudc thir dong kho chira huyét tuong ngudi,
chat 6n dinh HEPES (sau hoan nguyén 12g/L)
- P 6n dinh sau hoan nguyén:

> 4 gio khi bao quan ¢ +15 téi +25 °C

> 4 tuan o khi bao quan ¢ < -20 °C

mi

140

175

Dung dich rira kim c6
tinh kiém

St dung trén may dong mau, Model CA620, Mi s6
kiém ké: 1257911P30016 thudc sé hitu ctia Vién
Pasteur Thanh phé HO Chi Minh

Dung dich c6 tinh kiém

Nong d6 NaClO > 1%

Do 6n dinh sau mé nap trong vong 1 thang khi bao
quan ¢ 2-8°C

Dong goi: 1x50ml/hdp

mi

4.000

176

Dung dich rira kim c6
tinh acid

St dung trén may dong méau, Model CA620, Mi s6
kiém ké: 1257911P30016 thudc s& hitu ctua Vién
Pasteur Thanh ph Ho Chi Minh

Dung dich c¢6 tinh acid

Néng d6 HCL < 1%, chat hoat dong bé mat khong ion
hoa 0,5%

D6 6n dinh sau md nap trong vong 2 thang khi bao
quan ¢ 5-35°C

Dong goi: 1x500ml/hop

ml

5.000

177

Coéng phan ng str dung trén
may dong mau tu dong

Str dung trén may dong mau, Model CA620, M sb kiém ké:
1257911P30016 thudc sé hiru cua Vién Pasteur Thanh phé
H6 Chi Minh

Céng phan tng cho may xét nghiém déng mau tw dong bang
co ché do anh sang tan xa

Pong goi: 3000 cai/thung

Thung
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178

Que thir nudc tiéu 9 thong sb

Que thir nudc tiéu str dung trén may phan tich sinh hoa
nude tiéu tw dong gdm cac thong sb: Urobilinogen, Mau,
Protein, Glucose, Ketones, Nitrit, Bilirubin, Bach céu, pH.
Béao quan trong hop kin, tranh do ém, anh sang mat troi va
nhiét d6 cao: que thtr c6 do bén cho dén ngay hét han in trén
nhan.

Do bén sau khi mé nap va dit vao may trong vong 1 tuan.
bong goi: 100que x 10/Hop

30

179

Dung dich tao dong chay
dung cho phén tich cin ling
nuéc tiéu

Cong dung: Dung dich tao dong, str dung cung vdi cac hoa
chat khac trén hé thong may phan tich cin lang nudc tiéu tu
dong

Sau khi mo nip 6n dinh trong vong 60 ngay

Thanh phan: Dém Tris 0,14%

bong goi: 20 lit/thung

Thung

60

180

Hoa chit ly giai trén kénh
do Té¢ bao c6 nhan dung cho
phén tich can lang nudc tiéu

Cong dung: Dung dich pha loang, str dung cung véi hoa
chat khac dé xac dinh cac thanh phan c6 nhan (WBC, EC,
BACT) trén hé théng may phan tich cin ling nudc tiéu ty
dong

Sau khi m¢ ndp 6n dinh trong vong 90 ngay

Thanh phan: Acetic acid < 0,1%

Pong goi: 2.1L x 2/hdp

Lit

42

181

Hoa chét ly giai trén kénh
do cac Té bao khong nhan
dung cho phén tich cin ling
nudc tiéu

Coéng dung: Dung dich pha loang, st dung cung véi hoa
chat khac dé xac dinh cac thanh phan khong c6 nhan (RBC,
CASTS...) trén hé théng may phan tich cin lang nudc tiéu
tu dong

Sau khi mg nap 6n dinh trong vong 90 ngay

Thanh phén: HEPES 1,2%, 1,2 benzisothiazolin-3(2H)-one
<0,01%

bong goi: 2.1L x 2/hop

Lit

42

182

Héa chit nhudm trén kénh
do Té bao c6 nhan dung cho
phén tich can lang nudc ticu

Cong dung: Thude thir duge str dung dé danh déu cac té bao
bach ciu, té bao biéu mé va vi khuén, ... trong nudc tiéu
hodc trong dich co thé dé x4c dinh s lugng cia ching trén
may xét nghiém can ling nudce tiéu tw dong

Sau khi mé ndp 6n dinh trong vong 90 ngay

Thanh phan: chit nhuém Polymethine 0,02%, Ethylene
glycol 99,9%

Pong goi: 29mL x 2/hdp

ml

580

183

Héa chit nhudm trén kénh
do Té bao khong nhan ding
cho phan tich cin ling nudc
tiéu

Cong dung: Dung dich nhudém céc thanh phan can ling nhu
héng cau, tru niéu, ... trong nudc tiéu hodc dich co thé dé
xac dinh s6 lugng trén méay phén tich can lang nude tiéu tyr
dong

Sau khi md nap 6n dinh trong vong 90 ngay

Thanh phan: chat nhuém Polymethine 0,05%, Ethylene
glycol 99,9%

Pong goi: 29mL x 2/hdp

ml

580
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184

Hoa chat ni kiém cho may
phan tich can lang nudc tiéu

Cong dung: Thudc thir st dung cho ché do kiém soat chit
lwong trén may xét nghiém cin ling nude tiéu hoan toan tu
dong va may doc can ling nudce tiéu tw dong bang hinh anh
k¥ thuat s6, bao gém cac thong s6 sau: RBC, WBC, EC,
CAST, BACT, Cond.

Sau khi mo nip 6n dinh trong vong 30 ngay

Thanh phan:

Hat trong vat liéu kiém soat:

UF-Control-H: 0,4% (w/w)

UF-Control-L: 0,1% (w/w)

bong goéi: UF-CONTROL-H: 30mL;UF-CONTROL-L:
30mL/Hop

mi

1.500

185

Chat hiéu chuén kénh do ty
trong dung cho phén tich
can ling nudc tiéu

Vat liéu hiéu chuén sit dung dé diéu chinh do nhay cua may
xét nghiém cin ling nudce tiéu hoan toan ty dong

Béo quan: 2-8d6 C

Sau khi mo nip 6n dinh trong vong 7 ngay

Thanh phan: hat trong cht hiéu chuin 0,4% (w/w)

Pong goi: 30mL x 2/Hop

ml

180

186

Hoa chat rira may ding cho
phén tich can lang nudc tiéu

Dung dich c6 tinh kiém manh dung dé rira hé théng may
Sau khi m¢ ndp 6n dinh trong vong 60 ngay

Thanh phan: Sodium hypochlorite (c6 chira chlorine ndng
d6 5%)

Pong goi: 1x50ml/hdp

ml

1.500

187

Chat hiéu chuan xét nghiém
do ty trong nudc tiéu

San pham str dung dé hiéu chuan ti trong ctia nudc ticu trén
may xét nghiém sinh héa nude tiéu hoan toan tu dong

Bao gém: Sucrose

SG Calibrator L (ti trong 1,005) 0,08 w/v %

SG Calibrator M (ti trong 1,015) 2,41 w/v %

SG Calibrator H (ti trong 1,035) 7,06 w/v %

Khéi lwgng phan ng ctia: 5-chloro-2-methyl-4-isothiazolin-
3-one va 2-methyl-2H -isothiazol-3-one (3:1)

SG Calibrator L (ti trong, 1,005) < 0,01 w/v %

SG Calibrator M (ti trong, 1,015) < 0,01 w/v %

SG Calibrator H (ti trong, 1,035) < 0,01 w/v %

Do bén sau khi mé nap: dung trong ngay

Pong goi: (L: 10mL x 5,M: 10mL x 5,H: 10mL x 5)/Hop

mi

900
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San phim st dung lam vat liéu kiém chuén cho may phan
tich sinh hoa nudc tiéu tu dong
Bao gdm cac thong s sau ddy Urobilinogen (URO), Mau
(Hemoglobin) (BLD), Bilirubin (BIL), Ketones (KET),
f12 I Glucose (GLU), Protein (PRO), pH, Nitrite (NIT), Bach cau
158 S;l(f‘;genn;}ﬁ:;hsa‘fnfﬁgi (LEU), Creatinince CRE), Albumin (ALB), Ti trong (SG). . 120
nude tiéu Thanh Ph an: :
Nudc tieu nguoi 10-60%; Khoi lwong phan tmg: 5-Chloro-2-
metyl-4-isothiazolin-3-one va 2-Methyl-2H-isothiazol-3-one
(3: 1) <0,01%; Acetone <5%
Do bén: Sau khi mé, 6n dinh 30 ngay 6 2 - 8 @6 C khi thuc
hién bao quan theo hudng dan ctia nha san xuat
- Chét liéu: nhua PP
- Chiu dugc lyc ly tam 6000 rpm
- Khéng c6 nap.
189 |Ong nghiém khong nip : gﬁgﬁi i?n(;lh?g:;;‘trm Cai 25.000
- Chiéu dai 100mm
- Dung tich 15ml.
- bay hinh chir U tron
Thanh phan gom:
+ Thudc thtr R1: chira khang nguyén HCV gén biotin
0,2 pg/mL
+ Thudc thir R2: chira vi hat tir pha khang nguyén
IS n HCV ndng do 5 mg/mL
Thube thu xétnghiém '\ 1y € hit R3: chita khéng thé don dong (tir chuot)
190 |dinh tinh khang thé khang , , .,z - Test 4,000
HCV khang ng o ngu:ol, c? ganv nhan ALP 0,1 U/PqL
Thuoc thtr R1 va thudc thir R3 dugc cung cap trong
dong goi 2 trong 1.
Do tai lap (10 lan):
+ Mau chuan am tinh: am tinh.
+ Mau chuan duong tinh: dwong tinh.
Hoa chat chuan cho cac  [Dung dé kiém soat chat luong cua xét nghiém khang
191 |xét nghi¢ém HBsAg, anti- |nguyén HBs, khang thé HCV, khang thé TP, khang thé ml 108
HCV HIV v khang thé HTLV-1.
- Khoang do: 0,03-2.500 IU/mL.
+ Thudc thir R1: chita khang thé don dong (chudt)
khang HBs gén biotin 1,0 pg/mL
+ Thudc thir R2: chira vi hat tir duoc phu streptavidin.
+ Thudc thir R3: chira khang thé don dong (chudt)
IS , khéang HBs danh dau ALP 0,3 U/mL
192 Thube thur dung cho x¢t Thudc thir R1 va thude thir R3 dwoc cung cp trong Test 25.000

nghiém HBsAg

binh thudc thir 2 trong 1.

- B0 chinh xac:

+ MAu chuin aAm tinh: 4m tinh.

+ Mau chuén dwong tinh: gia tri thuc +/- 20%.
- Do tai 1ap (10 lan):

+ Mau chuan dwong tinh (L, M, H): CV <15%.
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193

Thubc thir dung cho xét
nghi¢m Anti-HBs

+ Thudc thir R1: chita khang nguyén HBs tai to hop
gan nhan ALP 0,43U/mL

+ Thudc thir R2: chira vi hat tir duoc phu boi khéng
nguyén HBs tai t6 hop 5 mg/mL

- Khoang do: 5,0 - 1.000 mIU/mL

- Do chinh xac:

+ Mau chuén 4m tinh: 4m tinh.

+ MAu chuén duong tinh: gia tri thuc +/-20%.

- Do tai 1ap (10 lan):

+ Mau chuan dwong tinh (L, M, H): CV < 15%.

Test

25.000

194

Thudc thtr dung cho xét
nghi¢m HBcAb

+ Thudc thir R1: chira chat dém phan tng

+ Thudc thir R2: chira hat tir tinh duoc boc béi khang
nguyén HBc tai to hop 5 mg/mL

+ Thudc thir R3: chira khang nguyén HBc tai to hop
gin nhan ALP 0,11 U/mL

Thubc thir R1 va thudc thr R3 duoc cung cip trong
binh thudc thir 2 trong 1.

- B0 chinh x4c:

+ Mau chuan 4m tinh: 4m tinh.

+ Mau chuan dwong tinh: dwong tinh.

- b6 tai lap (3 lan):

+ Mau chuan 4m tinh: 4m tinh.

+ Mau chuan dwong tinh: dwong tinh.

Test

25.000

195

Thudc thir ding cho xét
nghiém HBeAg

+ Thudc thir R1: Chat dém phan tng

+ Thudc thir R2: chira vi hat tir duwoc phi boi khang thé
don dong khang khang nguyén HBe (chudt) 5 mg/mL
+ Thudc thir R3: chita khang thé don dong khang
khang nguyén HBe (chudt) c6 gin nhin ALP 0,11
U/mL

Thudc thtr R1 va thude thir R3 duoc cung cap trong
cung hop 2 trong 1.

- Do chinh xéc:

+ Mau chuan am tinh: 4m tinh.

+ Mau chuan dwong tinh: dwong tinh.

- b6 tai lap (3 1an):

+ Mau chuan am tinh: 4m tinh.

+ Mau chuan dwong tinh: dwong tinh.

Test

3.000
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196

Thubc thir dung cho xét
nghiém khéng thé Anti-
HBe

+ Thudc thir R1: chira khang nguyén HBe tai to hop
12,0 PEIU/mL

+ Thudc thir R2: chira hat tir tinh duoc boc béi khang
thé don dong anti-HBe (chudt) 5 mg/mL

+ Thudc thir R3: chira khang thé don dong anti-HBe
(chudt) gan nhan ALP 0,16 U/mL

Thudc thtr R1 va thude thir R3 duoc cung cép trong
binh thudc thir 2 trong 1.

- B0 chinh x4c:

+ MAu chuan 4m tinh: 4m tinh.

+ MAu chuan duong tinh: duong tinh.

- b6 tai lap (3 1an):

+ MAu chuan 4m tinh: 4m tinh.

+ MAu chuan duong tinh: duwong tinh

Test

1.500

197

Thudc thtr ding cho do
lwong dong phan glycosyl
héa cia Mac-2 binding
protein (M2BPGi)

+ Thudc thr R1: hoa chat dé pha lodng miu

+ Thudc thir R2: chira hat tir phtt WFA 5 mg/mL
+ Thudc thir R3 chtra khang thé don dong (chudt)
khang M2BP c6 gan ALP 0,1 U/mL

Thubc thir R1 va R3 duoc dong goi chung 2 trong 1.
- Khoang do: 0,1 - 20 (COI).

- Bo chinh xac:

+ MAu chuan am tinh: am tinh.

+ MAu chuan duong tinh: gia tri thuc +/-30%.

- Do tai lap (10 lan):

+ MAu chuan am tinh: am tinh.

+ Mau chuan dwong tinh: CV < 15%.

Test

1.000

198

Thubc thir do nong do cua
ho6c-mon kich thich
tuyén giap (TSH) trong
huyét thanh hodc huyét
tuong

+ Thudc thtr R1: chira khang thé don dong (chudt)
khang TSH c6 gin nhian ALP 0,4 U/mL

+ Thudc thir R2: chura hat tir tinh duoc phu
streptavidin.

+ Thudc thtr R3: chira khang thé don dong (chudt)
khang TSH gin biotin 9 pg/mL

Thudc thir R1 va R3 duogc cung cép trong cung hop,
dang 2 trong 1.

Khoang do: 0,002 - 200 uIU/mL.

- Po chinh xac: Mau chuin duong tinh: gid tri thuc +/-
20%.

- D6 tai lap (10 lan): Mau chuan duong tinh (L, M, H):
CV < 15%.

Test

6.000
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199

Thudc thir do ndng do
Triodothyronine tu do
trong huyét thanh hoic
huyét trong (FT3)

+ Thudc thtr R1: chira khang thé don dong (ctru)
khang T3 c¢6 gin biotin 6 ng/mL

+ Thudc thtr R2: chira vi hat tir duoc phu streptavidin.
+ Thudc thtr R3: chira T3 gén nhan ALP 0,04 U/mL
Thude thir R1 va R3 dugc cung cip trong ciing hop,
dang 2 trong 1.

- Khoang do: 1-30 pg/mL

- B0 chinh xac:

+ Mau chuan duong tinh: gia tri thuc +/-20%.

- Do tai lap (10 lan):

+ Mau chuan duong tinh (L, M, H): CV < 15%.

Test

4.000

200

Thudc thtr do ndng do
Thyroxin tu do trong
huyét thanh hozc huyét
tuong (FT4)

+ Thudc thir R1: chira khang thé don dong (chudt)
khang T4 c6 gin biotin 75 ng/mL

+ Thudc thir R2: chira vi hat tir duoc phu streptavidin.
+ Thudc thir R3: chita T3 gan nhan ALP 0,06 U/mL
Thudc thir R1 va R3 duoc cung cip trong cing hop,
dang 2 trong 1.

Khoang do: 0,25-8 ng/dL

- B0 chinh x4c:

+ Mau chuén (L, M, H): gié tri thuc +/-20%.

- Do tai lap (10 lan):

+ Mau chuan (L, M, H):CV < 15%.

Test

6.000

201

Thudc thir dung dé kiém
soat chat lugng cho xét
nghiém HBsAg, HBeAg,
Anti-HBs, Anti-HBe va
Anti-HBc.

Dung dé kiém soat chat lwong cho xét nghiém HBsAg,
HBeAg, Anti-HBs, Anti-HBe va Anti-HBc. Thanh
phan gom:

+ Khéang nguyén HBV duong tinh Mtrc 1 (HBsAg,
HBeAQ)

+ Khéang nguyén HBV duong tinh Mutrc 2 (HBsAg,
HBeAQ)

+ Khang thé HBV duong tinh Mirc 1 (Anti-HBs, Anti-
HBe)

+ Khang thé HBV duong tinh Mirc 2 (Anti-HBs, Anti-
HBc)

Vit liéu khong chira thanh phan c6 nguén gbc tir
ngudi. Vat liéu kiém soat 1a khang nguyén bao gdm cac
khang nguyén tai to hop khong lay nhiém va Vit lidu
kiém so4t 1a khang thé chtra cac khang thé don dong
chudt va khang thé da dong tir tho khong 1ay nhiém.

ml

360

202

Thubc thir dung dé kiém
soat xét nghiém M2BPGi

Vit liéu kiém soat xét nghiém M2BPGi Mt 1 va Muc
2 ¢6 chira khang nguyén tai t6 hop khong 1y nhidém va
cac thanh phan vt liéu kiém soat khong c6 ngudn gdc
tor nguoi.

Thanh phan gom:

+ Vat liéu kiém soat xét nghi¢ém M2BPGi Muc 1
2mLx3

+ Vat liéu kiém soat xét nghi¢m M2BPGi Mtic 2
2mLx3

ml

432
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Vit liéu kiém soat da xét nghiém mién dich Mtrc 1 va
Mirc 2 c¢6 chira vat liéu c¢6 ngudn gde tir ngudi.
Duing dé kiém soat chit lugng cho cac xét nghiém:
TSRt 212 TSH, FT3, FT4, PSA, AFP, CEA, CA125, CA19-9,
Thuoc tht dung dé ki€ém - N
. s A Ferritin, Insulin va CA15-3.
203 [soat cho cac xét nghiém ) A A ml 648
midn dich dinh luong | | o phan gom: S
: ’ j + Vit liéu kiém soat da xét nghi¢m mien dich Muec 1: 3
mL x 3
+ Vat liéu kiém soat da xét nghiém mién dich Mirc 2: 3
mL x 3
Dung dé hiéu chuan cho xét nghiém M2BPGi.
204 Chat hiéu chuédn xét Thanh phan: , 7 ml ”
nghi¢m M2BPGi + M2BPGi NC (Chat hi¢u chuan am tinh M2BPGi)
+ M2BPGi PC (Chat hiéu chuan duong tinh M2BPGi)
Chét hiéu chuan HBsAg C1-C5 chira HBsAg tai t6
hop, va khong chira bt ky thanh phan nao cé dan xuat
tir ngudi. Dung hiéu chuan xét nghiém HBsAg.
Thanh phan:
205 Chat hiéu chuan xét + HBsAg CO (HBsAg 0 IU/mL) ol 60
nghiém HBsAg + HBsAg C1 (HBsAg 0,25 1U/mL)
+ HBsAg C2 (HBsAg 2,5 IU/mL)
+ HBsAg C3 (HBsAg 25 IU/mL)
+ HBsAg C4 (HBsAg 250 IU/mL)
+. HBsAg C5 (HBsAg 2.500 1U/mL)
Dung dé hiéu chuan cho kit xét nghiém Anti-HCV.
Thanh phan:
206 Chat hiéu chuan xét + HCV Ab NC (Chét hiéu chu?m muc am Anti-HCV) ml 24
nghi¢m Anti-HCV + HCV Ab PC (Chat hiéu chuan mirc duong Anti-
HCV)
HCV Ab PC chira khang thé khang HCV ciia nguoi.
Dung dé hiéu chuén cho xét nghiém Anti-HBs. HBsAb
C1-C3 chira khang thé da dong khang khang nguyén
HBs ctia tho, khong chira vat liéu c6 ngudn gbc tir con
Al tsa A . nguoi.
207 E;’;;;;ﬁ;gﬁ%:et Thanh phan: ml 40
i + HBsSAb CO (O mIU/mL) 1 mL x 1
+ HBSAb C1 (10 mIU/mL) 1 mL x 1
+ HBsAb C2 (100 mlU/mL) 1 mL x 1
+ HBsADb C3 (1000 mlU/mL) 1 mL x 1
Dung dé hiéu chuan cho xét nghiém HBeAg. Thanh
phan:
208 Chat hiéu chuan xét +HBeAgNC 1 mL x 1 o 16

nghi¢m HBeAg

+ HBeAgPC 1 mL x 1
HBeAg PC c6 chira khang nguyén HBe tai to hop,
khong chira nguyén liéu c6 ngudn gdc tir con ngudi.
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209

Chét hi¢u chuan xét
nghi¢m Anti-HBe

Dung dé hiéu chudn cho xét nghiém Anti-HBe. Thanh
phan:
+HBeAbNC1mLx 1
+HBeAbPC1mLx 1

HBeAb PC chira khang thé don dong Anti-HBe &
chudt, khong chira nguyén lidu c6 ngudn gde tir con
nguoi.

ml

16

210

Chat hiéu chuan xét
nghi¢m Anti-HBc

Dung dé hiéu chuan cho xét nghiém Anti-HBc. Thanh
phan:

+ HBCAbNC 1mL x 1

+ HBCAbPC1mL x 1

HBcAD PC chira khang thé da dong khang khang
nguyén HBc cua tho, khong chira nguyén liéu c6 ngudn
gbc tir con ngudi.

ml

30

211

Chat hiéu chuan xét
nghi¢m TSH

Dung dé hiéu chuan cho xét nghiém TSH. Thanh phan:
TSH CO (TSH 0 ulU/mL)

TSH C1 (TSH 2 plU/mL)

TSH C2 (TSH 10 pIU/mL)

TSH C3 (TSH 50 pIlU/mL)

TSH C4 (TSH 120 plU/mL)

TSH C5 (TSH 200 plU/mL)

TSH c6 chtra TSH tai t6 hop va khong c6 thanh phan
nao c6 ngudn goc tlr nguoi.

4
n
n
n
n
n

ml

30

212

Chat hiéu chuén xét
nghiém FT3

Duing dé hiéu chudn cho xét nghiém FT3. Thanh phén:
FT3 CO

FT3C1

FT3 C2

FT3 C3

FT3C4

FT3 C5

Tt ca chét hiéu chudn déu chtra huyét thanh nguoi.

+ + + + + +

ml

30

213

Chét hiéu chuén xét
nghiém FT4

Duing dé hiéu chudn cho xét nghiém FT4. Thanh phén:
+ FT4 CO
+ FT4C1
+ FT4C2
+ FT4C3
+ FT4C4
+ FT4 C5
T4t ca chét hiéu chudn déu chtra huyét thanh nguoi.

ml

30

214

Chat hién mau dung trong
cac xét nghiém mién dich
trén hé théng mién dich

Chat hién mau ding trong cc xét nghiém mién dich.
Thanh phan:

+ R4 Reagent

+ R5 Reagent

CDP-Star: Disodium 2-chloro-5-(4-methoxyspiro{1,2-
dioxetane-3,2'-(5'-chloro)-tricyclo[3.3.1.13,7 ]decan}-4-
yl)-1-phenylphosphate 0,48 mM

ml

16.500
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Dung dich phan tich B/F Dung dich Ehﬁl} tach B/F (budc rira) cua may xét
215 |(buse rira) cita méy xét | "S1¢m mien dich. Lit 2.000
nghiém min dich Thanh phan: Surfactant (Tween 20) 0,1%
j i Pong goi: 10Lx1/thung
S .z Dung dich rira duong 6ng clia may xét nghiém mién
Dung dich rira duong ong | ..
216 [cua may xét nghiém mién d;c? N R Lit 5.000
dich i Thanh phan: Bém TRIS 0,2%
i Pong goi: 10Lx1/thung
Dung QiCh rira kim hat Ellllénf (;ilt:cél rira kim hut hoa chat cho may xét nghiém
217 Egigﬁtﬂig;rgiixet Thanh phan: Sodium hypochlorite 3,5% Thung %0
j i Pong gbi: 250ml x 2/thung
218 Dung dic? pha lodng mau |Dung pha‘loéng mau do vdi mdi xét nghiém ml 1.000
do v&1 moi xét nghiém Thanh phan: Bovine serum albumin 1%
Cup phan tmg bang nhya, ding 1 1an cho xét nghiém
219 [Cup thyc hién phan tng  |mién dich Thung 30
Dong goi: 5000 céi/thung
Dau con dung mot 1an trén hé théng mién dich tw dong
str dung chat nén phéat quang CDP-star 200 xét
nghiém/gio
Dé}l con biing nhya ding iaf (;3; ginl ;\,OO dau con, nap tai moi thoi diém khong
220 |1 lancho xétnghiem |py 3\ Gt mau tir 10ul dén 304l (tiy vao timg loai | oM 30
mién dich ] n
x€ét nghiém)
Vit liéu: Polypropylen (PP)
Chiéu dai: 52,5mm, dudng kinh: 7,07mm
Pong goi: 5000 cai/thung
Xét nghiém mién dich dinh luong va dinh tinh phat
hién cac khang thé khang Helicobacter pylori (HP)
trong huyét thanh hoic huyét twong nguoi.
Bo xét nghiém khang thé | Loai miu: huyét thanh, huyét twong
291 IgG khé{\g Helicobacter D(Z) nlvlayi.? 96,6 % Test 4.800
pylori bang phuong phap | P9 dac hi¢u: > 99 %
Elisa b0 1ap lai: CV <4,5 %
Khong bi anh huéng boi cac ndng d6 1én dén 2,00 g/L
hemoglobin, 11,50 g/L lipemia/triglyceride hoac 0,201
g/L bilirubin.
Xét nghiém mién dich dinh lugng va dinh tinh phat
hién cac khang thé khang Helicobacter pylori (HP)
trong huyét thanh hodc huyét tuong nguoi.
Loai mau: huyét thanh, huyét twong
Bo xét nghiém khang thé | D9 nhay: > 99%
IgM khang Helicobacter | B¢ dac hiéu: > 79,7 %
222 pylori bang phuong phap | P9 lap lai: CV < 5,8 % Test 4.800
Elisa Khong bi anh huéng boi cac ndng d6 1én dén 2,00 g/L

hemoglobin, 11,50 g/L lipemia/triglyceride hodc 0,201
g/L bilirubin.

Can xur Iy mau vé6i chat hap thy cac yéu to dang thap
trude khi xéc dinh IgM.
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Dinh luong khang thé Varicella Zoster Virus IgG
- B4 nhay: > 98 %
B0 xét nghiém khang thé |- D9 déc hiéu: > 99 %.
IgG khang Varicella - Do lap lai: CV <9,2%.
223 Zoster Virus bé“mg phuong |- D0 tai lap: CV <3,8% Test 6.720
phap Elisa Khong bi anh huéng boi cac ndng d6 1én dén 2,00 g/L
hemoglobin, 11,50 g/L lipemia/triglyceride hodc 0,201
g/L bilirubin.
Puoc ding dé loai bo cac yéu to dang thap RF IgM
trong huyét thanh, huyét twong hodc dich nio tuy
(CSF), 1a budc ban dau trong viéc xac dinh sy hién
224 |Yéu t6 khir thép diéﬁl cﬁ.a kha.irrlg t.h;é IgM dac hi¢u trong cac xét nghiém ml 1.900
mién dich gian tiép.
Thanh phan:
Khang thé IgG nguoi duoc xir 1i tir huyét thanh ctru
hodc dé, bao quan trong Sodium Azide < 0,1%
Dinh luong khang thé quai bi IgG
- Bg nhay: > 99 %
A A5 hidn- 0
Bo xét nghiém khéang thé : gg if; 11;11612:532 /70%
225 IgG khang virus Quai.bi D (;) téi lép; CV; 9” 5% . Test 480
béng phuong phdp Elisa Khong bi anh huéng boi cac ndng d6 1én dén 2,00 g/L
hemoglobin, 11,50 g/L lipemia/triglyceride hodc 0,201
g/L bilirubin.
Dinh luong khang thé quai bi IgM
- Bg nhay: > 99 %
- b6 déc hiéu: > 97%.
A 13 N 0
B0 xét nghiém khang thé : gg 2?11;;; gz i 66’3512
226 |IgM khéang virus Quai bi NI e e i A aaa X Test 480
bang phurong phép Elisa Khong bi fmh hudng b0’1. cdc nong do lel? dén %,00 g/L
hemoglobin, 11,50 g/L lipemia/triglyceride hodc 0,201
g/L bilirubin.
Can xur Iy mau vé6i chat hap thy cac yéu to dang thap
trude khi xac dinh IgM.
Dinh luong khang thé soi IgG
- Bg nhay: > 99 %
. |- D6 dac hi¢u: > 95%.
BO xét nghiem khang the | 5 10 16 v < 2.9%,
Sl P I B
Khong bi dnh hudng boi cac nong do 1én dén 2,00 g/L
hemoglobin, 11,50 g/L lipemia/triglyceride hodc 0,201
g/L bilirubin.
n n , ; [Pinh tinh khang thé virus viém gan E IgM
E‘,’\A"i"hgﬁgl\‘jfui}j‘;fn e | Gisi han phat hién: < 1,0 [U/mL
228 N ) - Bg nhay: > 98 % Test 480
geﬁl E bang phuong phap | Do dac hi¢u: > 98%.
Elisa 0 dac hicu: =

- D tai lap: CV < 15%.
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Dinh tinh khang thé virus viém gan E IgG
B xét nghiém khang thé |- Giéi han phat hién: < 0,1 IU/mL
229 |lgG khang virus viém gan |- B nhay: > 98 % Test 480
E bing phuong phép Elisa |- P9 dic hiéu: > 98%.
- B¢ tai lap: CV < 10%.
B6 xét nghiém khing thé DinAh tinh khang thé virus viém gan D
, . o - Bg nhay: > 98 %
230 |khang virus viém gan D N ae A o Test 960
béng phuong phép Elisa -bo d%C higu: = 98%.
- B¢ tai 1ap: CV < 9,8%.
B0 xét nghi€ém virus Dinh tinh sy hién dién virus viém gan D
231 |viém gan D bang phuong |- D9 nhay: > 98 % Test 960
phap Elisa - Do dac hiéu: > 98%.
Dinh luong khang thé IgG dic hiéu virus Dengue (1-4)
- b6 nhay: > 96%
-, o , . |- Do dac hi€u: > 99%
232 hi b béngg Uhuong phip |- 20 tai lap: CV<7,8%. ‘ , Test 480
Elisa Khong bi anh hudng boi cac ndng dd 1€n dén 2,00 g/L
hemoglobin, 11,50 g/L lipemia/triglyceride hodc 0,201
g/L bilirubin.
Dinh lugng khang thé IgM dic hiéu virus Dengue (1-4)
- B¢ nhay: > 96%
- P06 dac hiéu: > 99%
B0 xét nghiém khang thé |- D¢ lap lai: CV < 6,8%
933 IgM’kh'fing virus sot xudt |- Do tai lap: CV < 7,7%. ‘ , Test 480
huyét bang phuong phdp |Khong bi dnh hudng boi cac nong do 1én dén 2,00 g/L
Elisa hemoglobin, 11,50 g/L lipemia/triglyceride hoac 0,201
g/L bilirubin.
Can xur Iy mau véi chat hap thy cac yéu to dang thap
trude khi xac dinh IgM.
Pau con dan dién 1100ul.
- Vat liéu tip: PP — Polypropylene
Biu con hat miu bénh - folt ligu k’hay: PC — Polycarbonate
2 . - Kich thudec tip :
234 |Pham dung tich 1100 pl 4 ia 42697 0 mm Céi 33.600
chuyén dung trong xét A a
e x +Pong tam < 1,5
nghiém ELISA Kich thudc khay:
+ Chiéu dai: 126,9 mm
+ Chiéu rong: 88,4 mm
Dau con dan dién 300 pl.
- Vit li¢u tip: PP — Polypropylene
Piu con hit miu bénh | V?lt lidu k’ha}‘/: PC — Polycarbonate
2 . - Kich thuéec tip:
235 |Pham dung tich 300Ul 4 cpia 4ai: 55,0 mm cai | 48.000

chuyén dung trong xét
nghi¢m ELISA

+Pong tam < 1,5

Kich thudc khay:
+ Chiéu dai: 126,9 mm
+ Chiéu rong: 88,4 mm
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236

Pia pha lodng mau

Microplatte (khay vi giéng) c6 muc dich dugc dung
trong cac xét nghiém ngung két hong cau trén céc thiét
bi tu dong.

Microplatte dugc tao thanh tir khay vi giéng nhura.
Microplatte duoc cung cip & dang khay. M&i khay c6
96 vi giéng. Mdi khay 1a sin dung nhu dugc cung cap.

Cac giéng trong Microplatte chi ding mot 1an. Khay ¢

thé st dung tiép néu chua dung hét giéng luu trir cac
thanh chua dung tai 1-30°C

Cai

500

237

Mau ngoai kiém Sinh hoa

-Dap tng trén 50 thong s, bao gom ca ACE (Angiotensin
Converting Enzyme), D-3-Hydroxybutyrate, Fructosamine,
eGFR (estimated glomerular filtration rate), GLDH va
NEFA. C6 chu ky bat dau thang 1-12 hang nam.

- Dang dong kho, ngudn gdc tir nguoi

- Tan suat phén tich: hang thang.

- Cung cap bao céo thong ké, gidi han chip nhan va chi sd
hiéu suit dudi dang tép ".csv".

- Bao c4o ngoai kiém cung cap biéu d6 Diém Dich giup
danh gia hiéu xuit ctia phong xét nghiém cho 20 miu gan
nhét, bao gdm ca chu ky trudc do.

- C6 thé dang ky tbi da 5 thiét bi ma khong can phai tra
thém phi quan ly.

mi

60

238

Mau ngoai kiém Huyét hoc

- Pép Gmg trén 10 thong s6 cong thirc mau bao gdm ca
thong sd Plateletcrit (PCT).

- Chu ky bat d4u thang 1-12 hang nam.

- 100% mau toan phan c6 ngudn gdc tir ngudi, Dang dung
dich san sang sir dung.

- P 6n dinh sau md nap 2 ngay.

- Tan suat phén tich: hang thang.

- Cung cip béo céo thong ké, gidi han chip nhan va chi s6
hiéu sut dudi dang tép ".csv".

- Bao c4o ngoai kiém cung cap biéu d6 Diém Dich gitp
danh gia hiéu xut cua phong xét nghiém cho 20 miu gan
nhit, bao gdm ca chu ky trudc do.

- C6 thé dang ky t6i da 5 thiét bi ma khong can phai tra
thém phi quan ly.

mi

24
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- Dap tng trén 48 thong sd, bao gdm ca thong s6
Gentamicin, PTH, Free Testosterone va 1-25-(OH)2-
Vitamin D.
- C6 chu ky bat dau thang 1-12 hang nam.
- Dang dong kho, 100% huyét thanh ngudi.
- P9 6n dinh trong vong 2 ngay sau khi hoan nguyén.
x 1 x - Tan sudt phén tich: hang thang.
Maun kiém Mién : L2 T
239 di?llll goat kie © - C6 thé nhan dugc ban tém tat bo sung ve so li¢u bao ml 60
: cao thong ké, gidi han chap nhan va chi so6 hi€u suat
dudi dang tép ".csv".
- Bai bdo cdo ngoai kiém cung cap biéu do Diém Dich
giup danh gid hi¢u xuat cia phong xét nghiém cho 20
mau gan nhat, bao gom ca chu ky truéc do.
- C6 thé dang ky t6i da 5 thiét bi ma khong can phai tra
thém phi.
- Chuong trinh ngoai kiém HIV/Viém gan. Pap Gng
hon 15 thong s6 hodc tuong duong, bao gdm thong sb
Anti-CMV (Total).
- C6 chu ky bat dau thang 7 hang nam.
240 |MAu ngoai kiém Viém gan|- Dang long, 100% huyét thanh ngudi. ml 24
- Tan suét phan tich: hang thang.
- Két qua bao cao dang dinh tinh va ban dinh lugng.
- C6 thé dang ky tbi da 5 thiét bi ma khong can phai tra
thém phi quan ly.
- Chét liéu: Nhua PS/PP trung tinh, tinh khiét.
Ong nghiém nhya 5mL c¢6 |- Mau tring, trong sudt. .
241 nip - Kich thuéc 12x75mm. cai 10.000
- C6 nép, khong nhian.
. , , Thanh phan: Khang thé don dong, dong té bao Birmal,
242 Qu:c. dl‘n h nh6m mdu ABO LB2, RUMI, Gel trung tinh x 3; Chéit bao quan sodium Cai 1.500
Xuo1 va nguoc .
azide < 0,1%
Dung dich nuéc mudi dém st dung dé chuén bi dich huyén
943 Dung dich pha lodng hong  |phu ctia té bao hong cau Lit 5
ciu C6 chira sodium azide < 0,1%
Pong goi: 1 lit/chai
Hdng cAu mau xét nghiém Thanh phan: Té bao hong cau Al, B dugc chuan bi sin ¢
> X . ST 5 0 . 2
244 dinh nhom méau ABO dar}g hon dich san sang sir dung 5% trong dung dich bao ml 100
quan
Dung cho xét nghiém Coombs
245 Thudc thir Anti Human Khang thé don dong 18833+18896+12011D10, sodium ml 40
Globullin azide < 0,1%, sodium arsenite 0,02% va bovine albumin
Do dic hiéu: 100% (DAT)
Dung cho xét nghiém téc d6 ling mau
Thé tich 1,5 ml
< , n Thanh phéan nhya Polypropylene.
246 Ong do x¢t nghiém Chtra chit chdng dong Natri citrate Ong 3.000

toc d6 mau lang

Str dung trén may tdc do mau ling - Model LENA NE, Ma
s6 kiém ké: 1257911P30017 thudc s& hiru cua Vién Pasteur
Thanh phé H6 Chi Minh
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247

Chat chuan cho xét nghiém
téc do lang mau

Bao gém hai mirc: mirc binh thudng, va mirc bénh 1y.
Thanh phén: cac té bao hong cau ngudi on dinh lo ling
trong mot bd dém

Str dung trén may toc do mau ling - Model LENA NE, Ma
s6 kiém ké: 1257911P30017 thudc s hitu ctia Vién Pasteur
Thanh phé H6 Chi Minh

ml

60

248

Hong ciu phu Ig

Chimg noi kiém cho xét nghiém khang globullin tryuc tiép c6
ngudn gdc tir hong cau nhom mau O cd ndng d6 30% = 2%
trong dung dich bao quan, bao gdm thanh phan

IQC-IgG: hdn hop hdng cdu nhay cam véi khang thé don
dong IgG nguoi

IQC-C3d: hon hop hong cau nhay cam véi bo thé nguoi

St dung trén may tdc do méau léng - Model LENA NE, Ma
s6 kiém ké: 1257911P30017 thudc sé hitu cua Vién Pasteur
Thanh phé H6 Chi Minh

ml

14

249

Kit xét nghiém bénh Lupus
ban d6 hé thong (SLE)

Theo nguyén 1y ngung két Latex

Dinh tinh, ban dinh lugng phat hién anti-
deoxyribonucleoprotein trong huyét thanh /huyét twong
Do nhay: > 86%

D¢ dic hi¢u: > 82%

Test

250

250

Xét nghiém thtr nhom méau
Anti A

Khang thé don dong 9113D10, loai IgM, sodium azide <
0,1%, sodium arsenite 0,02% va bovine albumin
Do dac hiéu: 100%

mi

50

251

Xét nghi€m thir nhém mau
Anti B

Khang thé don dong 9621A8, loai IgM, sodium azide <
0,1%, sodium arsenite 0,02% va bovine albumin
Do dac hiéu: 100%

ml

50

252

Xét nghi€ém thir nhém mau
Anti D

Khang thé don dong
P3X61+P3X21223B10+P3X290+P3X35, loai IgM + IgG,
sodium azide < 0,1%, sodium arsenite 0,02% va bovine
albumin

Do dac hiéu: 100%

ml

1.000

253

Khay tht xét nghiém dinh
tinh phan biét khang nguyén
ky sinh tring st rét
Plasmodium falciparum va
cac Plasmodium khac

- Dinh tinh phén biét khang nguyén la protein giau histidine
Il (HRP-II) va enzym Plasmodium lactate dehydrogenase
(pLDH) trong mau toan phan cta ngudi

- Do nhay twong ddi: P.falciparum (98,1%), P.viviax
(98,3%), P.ovale (97,1%), P.malaria (100%); D¢ dic hi¢u
tuong ddi: 99%.

- Gid1i han phat hién: P.falciparum: 50 ky sinh trung/pl,
P.viviax: 75 ky sinh trung/pl

- Poc két qua & thoi diém 30 phat. Khong doc két qua sau
30 phat

Test

250

254

Gel dung cho may phan tich
trinh tu gen sanger thé hé
3500 hoac twong duong

-Gel s6 7

- La polymer duoc sir dung nhu chit nén phan tach trong
dién di mao quan, cho phép mao quan dugc sir dung nhiéu
l4n, c6 thé st dung cho cac tng dung giai trinh ti doc ngén
dén doc dai ciing nhu phan tich doan

- Hoa chét sin sang st dung

- Str dung RFID dé theo dai han sir dung va s 1an sir dung

- Str dung trén may Giai trinh tu Seq Studio 24 Flex do Vién
s& hiru va dang str dung (MSKK: 1257811P50010)
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255

Dung dich buffer anode
dung cho may phén tich
trinh ty gen sanger thé hé
3500 hoac tuong duong

- Chira dém 1X dé chay dién di mao quan

- Hoa chét sin sang sir dung

- Str dung RFID dé theo ddi han sir dung va sb 1an str dung

- Sur dung trén may Giai trinh ty Seq Studio 24 Flex do Vién
sO hiru va dang str dung (MSKK: 1257811P50010)

A

Hop

256

Dung dich buffer cathode
dung cho may phan tich
trinh ty gen sanger thé hé
3500 hoac tuong duong

- Chira dém 1X dé chay dién di mao quan

- Hop chtra c6 2 ngan: mdt ngédn chira dém cuc am cho dién
di, mot ngdn dung dé rira capillary (mao quan) va day chat
thai polymer da qua sir dung giita cac 1an hut

- Hoa chit sin sang str dung

- Sir dung RFID dé theo dai han st dung va s 1an sir dung

- Sir dung trén may Giai trinh tu Seq Studio 24 Flex do Vién
sO hitu va dang stir dung (MSKK: 1257811P50010)

257

Thudc thir do tai luong virut
HIV theo phuong phap RT-
PCR tu dong

- Loai mau: Huyét twong chong déng bang EDTA, Mau
huyét tuong kho

- LoD=13,2cp/mL cho thé tich 500 pL, 35,5 cp/mL cho thé
tich 200 uL (MAu huyét twong chong dong bang EDTA)

- Khoang tuyén tinh: thé tich miu 500 pL, tuyén tinh tir 20
cp/mL dén 1,00E+07 cp/mL (33,31U/mL dén 1,67E+07
IU/mL); thé tich mau 200 uL, tuyén tinh tir 50 cp/mL dén
1,00E+07 cp/mL (83,3IU/mL dén 1,67E+07 IU/mL);

- Do chum: SD tong=0,05-0,12 (véi 500 uL mau huyét
tuong chdng dong bang EDTA); tir 0,04-0,16 v&i mau 200
ne

- Kiéu gen phat hién: HIV-1 nhém M (A-D, F-H,
CRF01_AE, CRF02_AG), HIV-1nhém O, HIV-nhém N;

- Do dic hiéu: 100%

- St dung trén may Cobas 5800 do Vién s& hitu va dang str
dung (MSKK: 1257811P8003)

Test

5.000

258

Thubc thir do tai lugng virut
HBYV theo phuong phap RT-
PCR tu dong

- Gi6i han phat hién (LoD): ¢ ndng d6 3 TU/mL véi ty 1é dat
> 95% cho thé tich xir Iy mu 500 pL va ¢ nong d6 17,5
IU/mL véi ty 1€ dat > 95% cho thé tich xir 1y mau 200mL
trong huyét twong chong dong bang EDTA,

- Khoang tuyén tinh: Véi thé tich xir Iy 500 uL mau huyét
tuong chong dong bang EDTA va huyét thanh tir 10 TU/mL
dén 1,00E+09 IU/mL; véi thé tich xir Iy 200 uL mau huyét
tuong chong dong bang EDTA va huyét thanh tir 25 TU/mL
dén 1,00E+09 TU/mL
- St dung trén may Cobas 5800 do Vién s¢ hitu va dang st
dung (MSKK: 1257811P8003)

Test

1.920
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Thubc thir do tai lugng virut
HCYV theo phuong phap RT-
PCR tu dong

- Phat hién kiéu gen HCV 1-6;

- LoD: 8,46 TU/mL vai khoang tin cdy 95% la 7,50-9,79
IU/mL (méu 500 uL trong huyét twong chong dong bang
EDTA) va & nong d9 9,61 IU/mL véi khoang tin cdy 95% la
8,70-10,95 IU/mL cho thé tich xir Iy mau 500 pL trong
huyét thanh;

- Khoang tuyén tinh: Véi thé tich xir Iy mau 500 uL, véi
mAu huyét twong chéng déng bang EDTA va huyét thanh tir
151U/mL dén 1,00E+08 TU/mL
- St dung trén may Cobas 5800 do Vién so hitu va dang s
dung (MSKK: 1257811P8003)

Test

960

260

Chirng duong st dung cho
hoa chit dinh lugng HIV/
HBV/HCYV st dung trén
nhiéu h¢ thong xét nghiém

Kiém soat duong tinh ndng d6 thap HBV/HCV/HIV-1 Low
Positive Control (HBV/HCV/HIV-1 L(+)C):

Kiém soat dwong tinh ndng d6 cao HBV/HCV/HIV-1 High
Positive Control (HBV/HCV/HIV-1 H(+)C),

Tuong thich véi thude thir do tai lugng virut HBV, HCV,
HIV theo phuong phap RT-PCR tu dong 192 test

- St dung trén may Cobas 5800 do Vién s¢ hitu va dang sur
dung (MSKK: 1257811P8003)

- bong goi: 8 bo/Hop

352

261

Chirng am sir dung cho hoa
chat dinh luong HIV/
HBV/HCV su dung trén
nhiéu hé théng xét nghiém

Kiém soat 4m tinh xét nghiém phat hién / dinh tinh / dinh
luong RNA HIV-1, RNA HIV-2, RNA HCV, DNA HBV
bang phuong phap RT-PCR tu dong, Str dung cho nhiéu hé
thdng thiét bi xét nghiém RT-PCR ty dong va tuong thich
v6i thude thir do tai lugng virut HBV, HCV, HIV theo
phuong phap RT-PCR tu dong 192 test

Str dung trén may Cobas 5800 do Vién so hitu va dang str
dung (MSKK: 1257811P8003)

- bong goi: 16 bd/Hop

352

262

Hat thuy tinh tir tinh

Hat thuay tinh tir tinh, dong g6i dam bao du chay cho 480
phan tmg, sir dung cho nhiéu hé thong thiét bi xét nghiém
RT-PCR tu dong twong thich véi thude thir do tai luong
virut HBV, HCV, HIV theo phuong phap RT-PCR tu dong
192 test

St dung trén may Cobas 5800 do Vién s& hitu va dang st
dung (MSKK: 1257811P8003)

Dong goi: 480 test/hdp

15

263

Hoa chét ly giai sir dung
cho nhiéu hé théng thiét bi
xét nghiém

Hoa chét ly giai dung trong xir 1y va tach chiét mau; st
dung cho nhiéu hé théng thiét bi xét nghiém RT-PCR tu
dong va tuong thich voi thude thir do tai lwong virut HBV,
HCV, HIV theo phuong phap RT-PCR tu dong 192 test
Str dung trén may Cobas 5800 do Vién s& hitu va dang st
dung (MSKK: 1257811P8003)

Dong gobi: 4 binh x 875 ml/thung

Thung

30
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264

Hoa chit pha loang sir dung
cho nhiéu hé théng thiét bi
xét nghiém

Hoa chit pha lodng sir dung cho nhiéu hé thong thiét bi xét
nghiém RT-PCR ty dong twong thich véi thude thir do tai
luong virut HBV, HCV, HIV theo phuong phap RT-PCR tu
dong 192 test

Str dung trén may Cobas 5800 do Vién sé hitu va dang st
dung (MSKK: 1257811P8003)

Pong goi: 4 binh x 875 ml/thiing

Thang

30

265

Hoa chat rira hé thong

Hoa chét rira hé thong sir dung cho nhiéu hé thong thiét bi
xét nghiém RT-PCR tu dong tuong thich véi thude thir do
tai luong virut HBV, HCV, HIV theo phuong phap RT-PCR
tu dong 192 test

Str dung trén may Cobas 5800 do Vién s& hitu va dang st
dung (MSKK: 1257811P8003)

bong goi: 4200ml/Thung

Thung

20

266

PAu con co loc, thé tich
1ML

PAu con co loc dung dé hat mau va thude thir, thé tich 1ml
duoc stir dung trén nhiéu hé théng RT- PCR ty dong, st
dung tuong thich thude tht do tai luong virut HBV, HCV,
HIV, San pham duoc san xuét trong Phong sach (Tiéu
chuén ISO 8) va khong c6 Pyrogen, RNAse, DNAse, chét
trc ché PCR, DNA va ATP ciia ngudi

St dung trén may Cobas 5800 do Vién s& hitu va dang st
dung (MSKK: 1257811P8003)

Pong goi: 8x480 cai/thung

Thung

50

267

PAu con co loc, thé tich 300
u

Dau con c6 loc ding dé hut mau va thude thir, thé tich 300ul
duoc stir dung trén nhiéu hé théng RT- PCR ty dong, st
dung tuong thich thudc thir do tai lugng virut HBV, HCV,
HIV, San pham duoc san xuét trong Phong sach (Tiéu
chuén ISO 8) va khong c6 Pyrogen, RNAse, DNAse, chét
{rc ché PCR, DNA va ATP ciia ngudi

St dung trén may Cobas 5800 do Vién s& hitu va dang st
dung (MSKK: 1257811P8003)

Pong goi: 60x96 cai/thung

Thung

10

268

Dia khuéch dai 24 vi tri

bia khuéch dai mau loai 24 vi tri dé thuc hién phan Gng
realtime PCR

Pia khuéch dai tuong thich véi thude thir do tai luong virut
HBYV, HCV, HIV theo phuong phap RT-PCR tu dong 192
test

Str dung trén may Cobas 5800 do Vién sé hitu va dang st
dung (MSKK: 1257811P8003)

Pong goi: 120 cai/ thung

Thang

10

269

Dia xir 1y 24 vi tri

Dia xir Iy mau loai 24 vi tri dé thyuc hién phan tng realtime
PCR

Pia xir Iy twong thich véi thude thir do tai luong virut
HBYV, HCV, HIV theo phuong phap RT-PCR tu dong 192
test

Str dung trén may Cobas 5800 do Vién s& hiru va dang st
dung (MSKK: 1257811P8003)

Dong goi: 60 cai/thung

Thung

15
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270

Dia chét thai long 24 vi tri

Dia chét thai long 24 vi tri stt dung cho hé hdng thiét bi xét
nghi¢m RT-PCR tu dong

Str dung trén may Cobas 5800 do Vién s& hiru va dang st
dung (MSKK: 1257811P8003)

bong goi: 60 cai/thung

Thung

15

271

Thudc thir xét nghiém dinh
tinh khang thé, khang
nguyén HIV

Xét nghiém mién dich dién hoa phat quang

Dinh tinh khang nguyén HIV-1 p24 va khang thé khang
HIV-1, bao gdm nhém O, va HIV-2 trong huyét thanh va
huyét twong ngudi

Do nhay 100%, do dac hiéu > 98%

Str dung trén may Cobas E801 (MSKK: 1257811P30004)
thudc so hitu cia Vién Pasteur Thanh phd H6 Chi Minh

Test

12.000

272

Chat chuan cho xét nghiém
HIV

Pugc dung dé kiém tra chat lugng cac xét nghiém mién dich
Thudc thir - dung dich tham gia xét nghiém:

PC HIV1: 2 chai, mdi chai 2.0 mL huyét thanh chimg

PC HIV2: 2 chai, mdi chai 2.0 mL huyét thanh chimg

PC HIV3: 2 chai, mdi chai 2.0 mL huyét thanh chimg

Str dung trén may Cobas E801 (MSKK: 1257811P30004)
thudc so hitu ciia Vién Pasteur Thanh phé H6 Chi Minh

mi

60

273

Dung dich diéu hoa dién
cuc, rua phan ng, tao tin
hiéu dién hoa

Thudc thir - dung dich tham gia xét nghiém:

Dbém phosphate 300 mmol/L; tripropylamine 180 mmol/L;
chét téy <0,1%; pH 6,8

Str dung trén may Cobas E801 (MSKK: 1257811P30004)
thudc so hitu ciia Vién Pasteur Thanh phd H6 Chi Minh

Lit

200

274

Dung dich rira phan ing
trudce khi tao tin hi€u phat
hién phan tng mién dich

Thudc thir - dung dich tham gia xét nghiém:

Dung dich rira dung dé loai bo cac chit co thé gay nhidu dbi
v&i viéc phat hién cac tin hiéu.

Pém phosphate 10 mmol/L; natri chloride 20 mmol/L; chét
tay < 0.1 %; chét bao quan; pH 7.0.

Str dung trén may Cobas E801 (MSKK: 1257811P30004)
thudc so hitu ciia Vién Pasteur Thanh phd H6 Chi Minh

Lit

100

275

Thudc thir dinh lugng
HBsAg

Xét nghiém mién dich dién hoa phat quang

Xét nghiém mién dich in vitro dung dé dinh lwong khang
nguyén bé mat viém gan B

Day do duoc 0,05 - 130 TU/mL véi mau khong pha lodng
Day do dugc khi pha loang: 45 - 3.500.000 IU/ml (véi cac
muc¢ pha lodng khac nhau)

Str dung trén may Cobas E801 (MSKK: 1257811P30004)
thudc sé htru cua Vién Pasteur Thanh phé HO Chi Minh

Test

500
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Thudc thir kiém chuén ding
cho xét nghiém dinh lugng
HBsAg

Puogc dung dé kiém tra chét luong céc xét nghiém mién dich
Thudc thir - dung dich tham gia xét nghiém:

PC HBSAGQ2NI1: 5 chai, mbi chai chtra 1.3 mL huyét
thanh ching

PC HBSAGQ2N2: 5 chai, mdi chai chira 1.3 mL huyét
thanh ching

PC HBSAGQ2N3: 5 chai, mdi chai chira 1.3 mL huyét
thanh ching

Str dung trén may Cobas ES801 (MSKK: 1257811P30004)
thudc so hiru ciia Vién Pasteur Thanh phdé H6 Chi Minh

ml

39

277

Dung dich ly giai hong cau

Dung dich ding d¢ ly giai té bao hong cau sau khi nhuém
huynh quang truc tiép té bao méau ngoai vi ctia ngudi véi
céc khang thé don dong.

- Dung dich ly giai c6 ndng d6 10X chira 25 — <50% 2,2'-
oxybisethanol (diethylene glycol), 5 — <10% formaldehyde
va 3 — <5% methanol.

Str dung trén may FacsCanto II do Vién sé hitu va dang st
dung (MSKK: 1217811P90008 va MSKK: 3895)

mi

1.200

278

Dung dich tao dong chay

Dung dich dém chira Sodium Fluoride (NaF) dung dé tao
dong chay trén céc thiét bi phan tich dong chay té bao.

St dung trén may FacsCanto Il do Vién s& hitu va dang st
dung (MSKK: 1217811P90008 va MSKK: 3895)

Lit

200

279

Dung dich rira

Dung dich dung dé khtr nhidm cho méay do dong chay té bao
St dung trén may FacsCanto Il do Vién s& hitu va dang st
dung (MSKK: 1217811P90008 va MSKK: 3895)

Lit

60

280

Dung dich rtra duy tri may
chuyén dung

Dung dich ding dé chay tat hay rira dinh ky may do dong
chay té bao

Str dung trén may FacsCanto II do Vién s¢ hitu va dang sur
dung (MSKK: 1217811P90008 va MSKK: 3895)

Lit

60

281

Chat chuan kiém soat chét
lugng cac dac tinh, theo doéi
va bao céo hi€u nang cho
may do dong chay té bao

Chét chuan dugc st dung dé thuc hién kiém tra chit lugng
hang ngay (QC) va dung dé cai dat chwong trinh cho dung
dich kiém/rtra (LW).

- Thanh phéan: hat bead trong PBS véi BSA va 0,1% sodium
azide

Str dung trén may FacsCanto Il do Vién s¢ hitu va dang sur
dung (MSKK: 1217811P90008 va MSKK: 3895)

Test

150

282

Mau néi kiém cho xét
nghiém dém té bao
CD4/CD8 nong thap

- Pugc sir dung nhu mot ddi chimg quy trinh hoan chinh
cho viéc dinh kiéu hinh mién dich bang phwong phap dém té
bao dong chay.

- Pay la ddi chimg cho viéc nhudm khang thé, ly giai hong
cau, thiét 1ap va hiéu ning may va phan tich dir lidu

Str dung trén may FacsCanto Il do Vién s¢ hitu va dang sur
dung (MSKK: 1217811P90008 va MSKK: 3895)

ml

75
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- Pugc sir dung nhu mot ddi chimg quy trinh hoan chinh
cho viéc dinh kiéu hinh mién dich bang phwong phap dém té
Mau ndi kiém cho xét bao dong chay.
283 [nghiém dém té bao - Pay la ddi chimg cho viéc nhudm khang thé, ly giai hong ml 75
CD4/CD8 binh thuong cau, thiét 1ap va hiéu ning may va phan tich dir lidu
St dung trén may FacsCanto Il do Vién s hitu va dang st
dung (MSKK: 1217811P90008 va MSKK: 3895)
Chat thir ding dé xac dinh phan trim va s lugng tuyét ddi
céc té bao lympho T (CD3+) va cac phan nhom ciia né nhu
Khéng the don dong h on ililél(;ﬂtlrgp}fgn])lj; CgéDIflJ;l)érT llrocpcil:c/ihwél(lz]t)lféféz?g)é)i dang
284 |hop chtra 4 khang thé khang . s S : Test 2.000
CD3/CD8/CD45/CD4 dgng dich: CD3 gan mau EITC; CDS8 gan mau PE; CD45
gan mau PerCP va CD4 gan mau APC.
St dung trén may FacsCanto II do Vién s hitu va dang st
dung (MSKK: 1217811P90008 va MSKK: 3895)
Ong day tron, c6 nap, lam tir nhya Polystyren, kich thudc
@12x 75mm
Chiu duoc tdc do ly tim 1.400 RCF, khong chira
285 O}lg nhwa 5ml day tron co RIN\Ia.sAe/D!\Iase ) ; ’ L cai 10.000
nap ba tiét trung, da dugc kiém tra tinh khong gay sot, véi muc
ndi doc té nhé hon 0,1 EU/mL
Str dung trén may FacsCanto II do Vién sé hitu va dang st
dung (MSKK: 1217811P90008 va MSKK: 3895)
Chat liéu Polypropylen
ba tiét trung
Chiu dugc nhiét do tir -86 dén 121 d6 C
C6 thé dong lanh va ri dong lap lai nhidu lan
286 C)ng trir lanh ti€t truing 2ml  |[Khong chira DNase, RNase, ndi doc td (endotoxin), kim Cai 13.000
loai ning va DNA nguoi.
C6 vung ghi nhin mau tring va cac vach chia thé tich mau
den.
Quy céch: 50 cai/tui
- Loai mau: Huyét twong chéng déng bang EDTA, Mau
huyét twong kho trén Plasma Separation Card, Mau méau kho
Thuée thir do tai lugng virut -E)ff) n}g{y pl;étn ti(}:;l[:) ;&2 cp/mL (400 uL) mau huyét twong
287 |HIV theo phuong phap RT- [T o1& CONE Hans ’ Test 15.000

PCR tu dong, 120 phan tGing

- Khoang tuyén tinh: 400 pL: 20,0 cp/mL — 1,0E+07 cp/mL,
- B0 dac hiéu: 100% (khoang tin cdy 95% mdt bén: 99,5%)
- Phat hién kiéu gen: HIV-1M (A-D, F-H, CRF01_AE,
CRF02_AG), HIV-10, HIV-1N
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- HBV/HCV/HIV-1 L(+)C (MAu chimg duong thap
HBV/HCV/HIV-1);
- HBV/HCV/HIV-1 H(+)C (Mau chitng duong cao
HBV/HCV/HIV-1),
Chuirng ndi str dung cho (-) C (MAu chirng 4m): Huyét tuong ngudi binh thudng,
288 |thudc thir dinh luong khong c6 phan tng qua cac xét nghiém hop quy cho khang Bo 50
HIV/HBV/HCV thé khang HIV 1/2, khang thé khang HCV, HBsAg, khang
thé khang HBc; khdng phat hién RNA HIV1, RNA HIV-2,
RNA HCV va DNA HBYV bang cac phuong phap PCR;
twong thich véi thudc thtr do tai luong virut HBV, HCV,
HIV theo phuong phap RT-PCR tu dong
, I A x Hoa chit dung trong xir Iy va tach chiét gom dung dich bao
289 H}? ;;hat tich chiét mau quan mau, hat tir; tvong thich véi thude thir do tai lugng Test 21.120
p virut HBV, HCV, HIV theo phuong phap RT-PCR tu dong
Nudc rira st dung cho hoa chit dinh lugng virus dugc st
sgp |Nude rira st dung cho hoa  |dung dé chuan bi mau; twong thich véi thude thir do tai Test 21120
chat dinh luong virut lugng virut HBV, HCV, HIV theo phuong phap RT-PCR tu '
dong
, £ e A Hoa chat ly giai ding trong xir 1y va tach chiét; twong thich
201 E;’E zﬁ?gtly gidite bao trong | &0 thii do tai lrong virut HBV, HCV, HIV theo Test 21.120
phuong phap RT-PCR tu dong
. £ . .y Pia phan tng 0,3 ml; tuong thich véi thude thir do tai luong .
292 |Dlakhuechdai 96 vitri |0 "BV HCV, HIV theo phuong phap RT-PCR tydong | % 750
Dia xur Iy mau loai 96 vi tri dé thyuc hién phan tng realtime
PCR .
2 Pia xir Iy i tri C 2 . .
9 fa xuly 96 viui DPia xir Iy tuong thich véi thudc thir do tai luwong virut cai 800
HBV, HCV, HIV theo phuong phap RT-PCR ty dong
Khay dung hoa chat tach Khay dung hoa chit tach chiét mau loai 200ml; twong thich
294 [chiét mAu pham, thé tich  |vdi thude thir do tai lwong virut HBV, HCV, HIV theo Céi 200
200ml phuong phap RT-PCR ty dong
Khay dung hoa chat tach Khay dung hoa chat tach chiét mau loai 50ml; twong thich
295 [chiét mAu pham, thé tich  |véi thudc thir do tai lwong virut HBV, HCV, HIV theo Cai 200
50ml phuong phap RT-PCR tu dong
Dung dich hoan nguyén - Hoa chit dung dé hoan nguyén mau mau kho.
mau méau kho dung cho xét |- Péng goi: Hop 15 chai x 40 mL
296 |nghiém PCR chén doan sém |- Thanh phan: 28% (w/w) guanidine thiocyanateb, 6% (w/v) Hop 6

nhiém HIV & tré dudi 18
thang tudi

polydocanolb, 1% (w/v) dithiothreitol, dihydro natri citrate
- Chung nhan CE-IVD
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Hop 50 bo, mdi bo 1a mot b dung cu dung mot 14n cho mot
xét nghiém.
B6 dung cu bao gém:
- Thé 14y méau kho DBS
- Kim 14y mau c6 co ché tw dong rit kim sau khi sir dung,
B6 1Ay miu mau o6t chan |40 sau dam kim c6 dinh 2 mm
297 | Soysinh £ - Gié phoi Bo 1.250
- Tti Ziploc don bang nhya
- TG Ziploc hai khoa miét
- Géi hut am silica
- Gang tay Latex khong bot
- Bong gac tim con
- Gac bong
Dung trén hé théng mién dich ty dong, c6 thé phat hién
A o dong thoi khang nguyén HIV va khéng thé khang HIV
g9 |Lhuoc thirxétnghiémdinh g 4 o 4o thuat héa phét quang hay midn dich vi hat. Do | Test 5.000
tinh HIV
nhay 100%
Do dac hi¢u >98%
Mau chudn cho thude thit MauAchua}n V’O'I t01.tAhleu 1 muAc noPg (}Q, tuotng t}-lich voi
299 , N Thudc thir xét nghiém HIV trén h¢ thong may mien dich vi ml 20
xét nghiém dinh tinh HIV , ,
hat hoa phat quang.
Mau chimg cho thuéc thir Mau;chu’rwlg \fO‘l t01‘Ehleu 4 muAc noAng (}Q, tucTng th;ch ch '
300 , n . i Thuoc thir xét nghiém HIV trén hé thong may mién dich vi ml 160
xét nghiém dinh tinh HIV , ,
hat hoa phat quang.
D ich rtra c6 chi i . ‘.
d;mng Ei)cs }1;1: ?ecgﬁ; u:hr;u;;n Dung dich rira ¢6 chirta mudi dém phosphate, tuong thich
301 P P ’p , {g x~ |v6i Thube thir xét nghiém HIV, ding cho hé thdng may xét mi 19.500
thong méy xét nghiémmién |\ - midn dich vi hat héa phat quan
dich vi hat hda phat quang. s : : phat quang.
Dung dich hydrogen dung
302 cho hé thdng may xét Dung dich hydrogen peroxide dé tach thuéc nhuém ml 39.000
nghiém mién dich vi hat hoa |acridinium ra khoi lién hop lién két véi phirc hop vi hat. '
phat quang.
Dung dich natri hydroxit
dung cho hé thong may xét  |Dung dich natri hydroxit dugc sir dung dé tao ra phan tmg
303 o X e , \ , SOV PO ml 39.000
nghiém mien dich vi hat hoa |phat quang hda hoc cung cép ket qua doc cudi cung.
phét quang.
Dung dich rtra kim hut,
ding cho hé thong may xét  |Dung dich rira kim, c¢6 thanh phan 1a huyét twong nguoi da
304 " X N N ml 200
nghi€ém mien dich vi hat héa |vo6i hoa lai.
phét quang.
Khay thir test nhanh HIV phat hién dinh tinh khang thé HIV
type 1va 2
Str dung mau bénh phérn huyét tuong, huyét thanh, mau
Khay thtr test nhanh phat toan phan
305 [hién khang thé khang HIV [P nhay >99,5%, d6 dac hiéu > 98% Test 3.000
type 1 va Type 2 Thoi gian doc két qua ctia mau tir 15 phit dén téi da 60 phit

(khoang thoi gian cho phép doc két qua dén 45 phut), thé
tich mau t6i thiéu 50pl.
Quy cach dong goi 100 test/hdp
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Khay thtr test nhanh HIV phat hién dinh tinh va phan biét
khang thé HIV type 1 va 2.
Str dung mau bénh phim huyét twong, huyét thanh, mau
Khay thtr test nhanh 2 phat  |toan phan
306 |hién khang thé khang HIV [P nhay >99,8%, do dic hiéu > 98%, do chinh xac > 99% Test 1.000
type 1 va Type 2 Thé tich mau sir dung: huyét thanh/huyét tuong: 25 pL; mau
toan phan: 50 pL
Thoi gian doc két qua 10 — 15 phut
Quy cach dong goi: 40 test/hop
Khay thir test nhanh HIV phat hién dinh tinh khéng thé HIV
type 1va2
Str dung mau bénh pham huyét tuong, huyét thanh, mau
toan phan
Khay thtr test nhanh 3 phat  |P9¢ nhay >99,5%, do dac hi¢u > 99%
307 |hién khang thé khang HIV | Thé tich mAu sir dung: huyét thanh/huyét twong: 10 pL; mau |  Test 1.000
type 1 va Type 2 toan phan: 20 pL
Thoi gian doc két qua tir 10 - 20 phit
Gidi han phat hién: pha loang 320 1an ctia mau huyét thanh
duong tinh véi HIV
Quy cach: 100 test/hop
308 Khang sinh dia Ampicilin ~ |Dia duoc san xuét theo thong sb ki thuat CLSI hodc Dia 1.950
10 pg EUCAST hoac DIN hodac tuong duong '
Khan_g_s1_nh dia Pia dugc san xuét theo thong $6 ky thuat CLSI hodc N
309 |Ampicillin+sulbactam . 3 bia 250
EUCAST hoac DIN hodc tuong duong
10/10 pg
310 Khang sinh dia Amikacin  |Pia duoc san xuét theo thong sb ki thuat CLSI hoic bia 1.250
30 ug EUCAST hodc DIN hodc twong duong '
311 Khang sinh dia Pia duoc san xuat theo thong sé ki thuat CLSI hoic Dia 250
Azithromycin 15 g EUCAST hodc DIN hodc twong duong
Khang sinh dia . . Pia dugc san xuét theo thong $6 ky thuat CLSI hodc N
312 |Amox+clavulanic acid _ 5 bia 1.250
EUCAST hoac DIN hodc tuong duong
20/10 pg
313 Khang sinh dia Aztreonam |Pia duoc san xuét theo thong sb k¥ thuat CLSI hoic Dia 950
30 ug EUCAST hoac DIN hodc tuong duong
314 Khang sinh dia Cefazolin 30 |Dia duoc san xuét theo thong sb k§ thuat CLSI hoic Dia 1.000
ug EUCAST hodc DIN hodc twong duong '
315 Khang sinh dia Cefaclor 30 |Pia duoc san xuét theo thong sb k§ thuat CLSI hoic Dia 950
Mg EUCAST hoac DIN hodc tuong duong
316 Khang sinh dia Ceftazidime |Pia dwoc san xuét theo thong sb ki thuat CLSI hodc Dia 1.000
30 ug EUCAST hodéc DIN hodc tuong duong '
317 Khang sinh dia Ceftazidime- |Dia duoc san xuét theo thong sb k§ thuat CLSI hoic Dia 1.000
clavulanic acid 30/10 pg EUCAST hodc DIN hodc twong duong '
Khang- 51-nh dTa- Pia dugc san xuit theo thong sé ky thuat CLSI hoic "
318 |Ceftazidim+avibactam - 3 bia 250
EUCAST hoac DIN hodc tuong duong
30/20 pg
319 Khang sinh dia Cefotaxim |Pia dugc san xuat theo thong so k¥ thuat CLSI hoac Dia 500

30 ug

EUCAST hoac DIN hodc tuong duong
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390 Khang sinh dia Ceftolozane- |Dia duoc san xuét theo thong sb k¥ thuat CLSI hoic Dia 950
tazobactam 30/10 pg EUCAST hodc DIN hodc twong duong

391 Khang sinh dia Cefuroxim |Dia duoc san xuét theo thong sb k§ thuat CLSI hoic Dia 1.000
30 ug EUCAST hodc DIN hodc twong duong '

399 Khang sinh dia Cefepime 30 |Dia duoc san xuét theo thong sb ki thuat CLSI hoic Dia 1,500
Mg EUCAST hodc DIN hodac tuong duong '

323 Khang sinh dia Cefixime 5 |Dia duoc san xuét theo thong sb ki thuat CLSI hoic Dia 950
Mg EUCAST hoac DIN hodc tuong duong

394 Khang sinh dia Cefiderocol |Pia duoc san xuét theo thong sb ki thuat CLSI hoic Pia 500
30ug EUCAST hoéc DIN hoéc tuong duong

395 Khang sinh dia Cefoxitin 30 |Dia dwoc san xuét theo thong sb ki thuat CLSI hoic Pia 1.000
Hg EUCAST hodc DIN hodc twong duong '

396 Khang sinh dia Ceftaroline |Pia duoc san xuét theo thong sb ki thuat CLSI hoic Dia 1.250
30 ug EUCAST hodc DIN hodc twong duong '

397 Khang sinh dia Ceftriaxone |Pia duoc san xuét theo thong sb ki thuat CLSI hoic Dia 250
30 ug EUCAST hoac DIN hodc tuong duong

328 Khang sinh dia Pia dugc san xuit theo thong sé ky thuat CLSI hoic Dia 1,500
Ciprofloxacin 5 g EUCAST hoac DIN hodéc tuong duong '

329 Khang sinh dia Clindamycin |Dia duoc san xuét theo thong sb ki thuat CLSI hoac Dia 1.000
2 1g EUCAST hoic DIN hodc tuong duong ! '

330 Khang sinh dia Pia duogc san xuit theo thong sé ki thuat CLSI hodc bia 1.000
Chloramphenicol 30 ug EUCAST hodc DIN hodc twong duong '

331 Khang sinh dia Doxycycline |Dia dugc san xuét theo thong s ki thuat CLSI hoic Dia 1.000
30 pg EUCAST hoéc DIN hoéc trong duong '

332 Khang sinh dia Pia duogc san xuit theo thong sé ki thuat CLSI hodc bia 1.250
Erythromycin 15 pg EUCAST hodc DIN hodc twong duong '

333 Khang sinh dia Fosfomycin |Dia duoc san xuét theo thong s ki thuat CLSI hoic Dia 1.000
200 pg EUCAST hoéc DIN hoéc trong duong '

334 Khang sinh dia Gentamicin |Dia duoc san xuét theo thong sb k§ thuat CLSI hoic Dia 1,500
10 ug EUCAST hodc DIN hodc twong duong '

335 Khang sinh dia Imipenem10 |Dia duoc san xuét theo thong sb k§ thuat CLSI hoic Dia 1.000
ug EUCAST hodc DIN hodc twong duong '
Kh.ang sinh dia Pia dugc san xuit theo thong sé ky thuat CLSI hoic .

336 |Imipenem-+relebactam 8 5 bia 250

EUCAST hoac DIN hoéc tuong duong

10/25 pg

337 Khang sinh dia Linezolid 30 |Pia duoc san xuét theo thong s ki thuat CLSI hoic Dia 1.950
Uy EUCAST hoac DIN hodac tuong duong '

338 Khang sinh dia Lefamulin  |Dia duoc san xuét theo thong s ki thuat CLSI hoic Dia 1.000
20ug EUCAST hodc DIN hodc tuong duong '

339 Khang sinh dia Dia duogc san xuit theo thong s ki thuat CLSI hodc Dia 1,500
Levofloxacin 5 pg EUCAST hodc DIN hodc twong duong '

340 Khang sinh dia bia duoc san xuat theo thong so k¥ thuat CLSI hodc Dia 1.000

Moxifloxacin 5ug

EUCAST hoac DIN hodc tuong duong
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341 Khang sinh dia Minocycline |Dia duoc san xuét theo thong sb k§ thuat CLSI hoic Dia 950
30ug EUCAST hodc DIN hodc tuwong duong
342 Khang sinh dia Dia duoc san xuit theo thong sé ki thuat CLSI hoic Dia 1.000
Nitrofurantoin 300 pg EUCAST hodc DIN hodc tuong duong '
343 Khang sinh dia Penicillin Dia duoc san xuit theo thong sé ki thuat CLSI hoic Pia 1.250
10units EUCAST hodc DIN hodc tuong duong '
344 Khang sinh dia Piperacillin- |Dia duoc san xuét theo thong sb ki thuat CLSI hoic Dia 1.950
tazobactam 100/10 pg EUCAST hodc DIN hodc tuong duong '
345 Khang sinh dia Quinupristin |Dia duoc san xuét theo thong sb ki thuat CLSI hoic Dia 1.000
dalfopristin 15 g EUCAST hodc DIN hodac tuong duong '
346 Khang sinh dia Pia dugc san xuit theo thong sé ky thuat CLSI hodc Pia 250
Spectinomycin 100ug EUCAST hoac DIN hodc tuong duong
347 Khéng sinh dia Rifampin 5 |Bia dugc san xuét theo thong sb ki thuat CLSI hodc Dia 1.000
Mg EUCAST hoéc DIN hodc twong duong '
348 Khéng sinh dia Tetracycline |Dia dugc san xuét theo thong sb ki thuat CLSI hodc Dia 1.000
30 ug EUCAST hodc DIN hodc twong duong '
349 Khang sinh dia Tobramycin |Dia duoc san xuét theo thong sb ki thuat CLSI hodc Dia 250
10pg EUCAST hoac DIN hodc tuong duong
Khang sinh dia
350 Trimethoprim- Pia duoc san xuit theo thong sé ki thuat CLSI hoic Dia 1,500
sulfamethoxazole EUCAST hodc DIN hodc tuong duong '
1.25/23.75 ug
351 Khang sinh dia Vancomycin |Dia duoc san xuét theo thong s ki thuat CLSI hoic Dia 500
30 pg EUCAST hodc DIN hodc twong duong
352 Khang sinh dia Novobiocin |Dia dugc san xuét theo thong s ki thuat CLSI hoic Dia 250
30 pg EUCAST hodc DIN hodc twong duong
x .. L. Thudc thir dung trong dinh danh truc khuan Gram Am.
353 |Thude thur sinh hoa nitrate Gom Nitrate 1 va Nitrate 2, thé tich mdi loai 5ml ml 50
354 }"fh;.lloc t};u’ (Ii"otastsmm dinh Thudc thir dung trong dinh danh truc khuén Gram 4m | 50
yaroxide unlg rong Am Thanh phéan ¢6 chira KOH 40g trong 100ml H,0 m
danh truc khuan Gram am
T%luoc tha alpha naphthon Thudc thir dung trong dinh danh truc khuén Gram 4m
355 |dung trong dinh danh truc . S ml 50
z R Thanh phan co6 chira alpha naphthon 6g trong 100ml ethanol
khuan Gram am
356 Thuéc thir TDA Thubc thir sinh hoa dinh danh vi khuén - 50
(Tryptophan Deaminase) Thanh phan: Iron trichloride 3-10g trong 100ml H,O
Dung lam thudc thir nhan biét phan ung indol trong dinh
danh vi khuan.
357 |Thudc thir Kovac’s Thanh phan: n-Butanol; hydrochloric acid va 4- mi 300

dimethylaminobenzaldehyde
- Dang long
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Thir nghiém nhanh dé phat hién hoat tinh ctia enzym
cytochrome oxidase
, - Thanh phén:
358 |Que thir Oxydase N,N-dimethyl-1,4-phenylene diammonium chloride: 0,1 Que 250
umol; 1-naphthol: 1,0 pmol.
- Pat tiéu chuén chét lugng ISO hoac CE hodc tuong duong
Eliltlgrllnt}}lu(jgsh icéif loai vi DPinh danh Staphycococcus, Micrococcus va Kocuria.
359 >C £long Thanh phan gdm thanh dinh danh, éng méi truong, khay Test 25
Staphylococcus, v nép khav @
Micrococus va Kocuria p iy
Kit dinh danh cac nhém vi Pinh darih cac nh?m vi 1’<huan ho Enterobacteriaceae va cac
Khun ho truc khuan Gram am khac
360 |Enterobacteriaceae va cac 131}11:3111}111 phan 01 thiéu gom: thanh dinh danh, khay u va nap Test 150
true k%luatn Gram am gom Strip gdm 10 tuyp nhé (microtube) chira co chit phan tng
10 phan ng
dehydrate
Kit dinh danh xac dinh vi Dinh danh vi khuén Neisseria, Haemophilus
361 |khuéan Neisseria, Thanh phan gom thanh dinh danh, NaCl, thudc thir, khay u Test 30
Haemophilus va nap khay
3p |1estmhanh phathienmdu 1o ponh phat hign mau &n phan. Test 75
an trong phan
Que gidy dinh danh vi Dung dé phat hién niacin duoc sinh ra béi vi khuan lao.
363 ;g Y4 Thanh phan: potassium thiocyanate, chloramine T, citric Test 50
khuan lao N . . .
axit va sodium aminosalicylate
Pia gidy yéu t6 Hemin dinh |, ., L iz C a2, . . .
364 danh Haemophilus Dia giay chira yéu to Hemin d€ xac dinh Haemophilus spp bia 100
Dia gidy yéu t6
365 Nicotinamide-Adenine- Dia gidy chita NAD (Nicotinamide-Adenine-Dinucleotide) bia 100
Dinucleotide dinh danh dé xac dinh Haemophilus spp
Haemophilus
Pia gidy yéu t6
366 Nicotinamide-Adenine- Pia gidy chita NAD (Nicotinamide-Adenine-Dinucleotide) Dia 100
Dinucleotide va Hemin dinh |va Hemin dé xac dinh Haemophilus spp
danh Haemophilus
Khang huyét thanh Khang huyét thanh Haemophillus influenza dwoc tao ra tir
367 |Heamophilus influenzae tho va co chira 0,08% sodium azide 1a chit bao quan. Lo 2
tuyp b Tiéu chudn chét lugng: ISO hodc twong dwong
Dung trong thir nghiém ngung két cum nham xac dinh loi
368 B khang huyét thanh Shigella. Thanh phan: gdm nhém A: S. dysenteriae, nhom ml 8
Shigella B: S. flexneri, nhdm C: S. boydii, nhém D: S. sonnei.
Tiéu chuédn chét lugng: ISO hodc twong dwong
369 Khéng huyet thanh Thir nghiém ngung két cum dé dinh danh Salmonella ml 2

Salmonella O da gia
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370 Khéng huyet t_hanh Thir nghiém ngung két cum dé dinh danh Salmonella ml 2
Salmonella Vi
Khang huyét thanh , D £ 2 40
371 Salmonella H da gia Thu nghiém ngung két cum dé dinh danh Salmonella ml 2
372 [Khang huyét thanh E.coli H7|Thir nghiém ngung két cum dé dinh danh E.coli H7 ml 2
373 Iféfng huyet thanh E.coli O |1, . 1 o hiem ngung két cum dé dinh danh E.coli O 157 mi 2
374 Khang huyét thanh E.coli Bo kit ngung cac type E.coli gdm khang nguyén: 026, 055, ml 5
polyvalent 2 0111, 0119, 0126
375 Khang huyét thanh E.coli B0 kit ngung cac type E.coli gdm khang nguyén: 086, ml 5
polyvalent 3 0114, 0125, 0127, 0128
376 Khang huyét thanh E.coli B0 kit ngung cac type E.coli gdm khang nguyén: 044, ml 5
polyvalent 4 0112, 0124, 0142
Dung trong thir nghiém hat ngung két nhanh, phat hién phé
o n £ cau, phan tmg qua khang thé gin trén hat latex.
377 I;‘:eﬂlt‘;(;i}?j? newne lr;e;e Thanh phén: thuéc thir chira céc hat latex dwoc phi khdng | Test 50
P P huyét thanh phé cau khuan, chét chuan (control duong va
control am).
Dung trong thir nghiém hat ngung két nhanh, phan tmg qua
1 n khang thé gin trén hat latex, nhdm x4c dinh lién ciu nhém
378 flt ;huk%}tgl;l;? ?;zgc(iir;h A,B,C,D,F, G theo xép loai cia Lancefield. Thanh phén: Test 100
gung p gdm enzyme, cac lo thude thir lién cdu nhom A, B, C, D, F,
G va chét chuan (control duong).
Kit dinh danh Thir nghiém hat ngung két nhanh phét hién enzyme
379 [Staphylococcus aureus bang [coagulase dé xac dinh S. aureus Test 100
thir nghiém hat ngung két Thanh phan: gdm thudc thir va chét chuan (control)
Kit ngung két phat hién
khang nguyén Kit ngung két phat hién khang nguyén Streptococcus nhom
Streptococcus nhém B, B, Haemophilus influenzae type b, Neisseria meningitidis
380 |Haemophilus influenzae nhém A, B, C, Y hoidc W135 va E. coli K1 trong mau dich Test 30
type b, Neisseria ndo tay, nudc tiéu, chai cdy mau, vi khudn trén méi truong
meningitidis nhém A, B, C, [nuéi ciy
Y hodc W135 va E. coli K1
Dung tich 125ml, chat liéu nhua polystyren
381 [Chai cdy méu 2 pha Ngén 1: kich thudc 20x34x60mm chua pha dac Chai 100
Ngén 2: kich thudc 40x34x60mm chura pha long
382 Dung dich chuén Mc 1 hop g(‘Bm 5 6ng: McF Standard Set (0,5; 1,0; 2,0; 3,0; 4,0), Bs 1
Farland McF 0,5; McF 1,0; McF 2,0; McF 3,0 va McF 4,0. ;
Phat hién khéng nguyén NS1 trong huyét thanh, huyét
1 g LA , . |twong hodc mau toan phin cta ngudi.
agg | it phdthién khang nguyén 1o L 900, Test 500

Dengue NS1

Do dic hiéu: >95%.
Dat tiéu chuan: CE-IVD
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384

Kit phat hién khang nguyén
cim Influenza A, B

Test chan doan nhanh cum A, B;

Do nhay: >90%,

Do dac hiéu: > 95%

Vach thir “A” (thanh phan chinh): khang thé don dong
chuot khang ciim A,

Vach thir “B” (thanh phan chinh): khang thé don dong
chuot khang ciim B,

Vach ching (thanh phan chinh): khang thé dé khang
immunoglobulin chugt.

Dat tiéu chuan: CE-IVD

Test

500

385

Thé dinh danh vi khuan
Gram duong - GP

Pinh danh vi khuin Gram duong, 43 phan trng sinh hoa,
thoi gian hoan thanh khoang 8 gio hodc ngin hon.

Str dung trén He théng Vitek2 compact do Vién sé hiru va
dang str dung, MSKK: 8097

Test

160

386

Thé dinh danh vi khuén
Gram am - GN

Dinh danh vi khudn Gram dm, 47 phan tng sinh héa, thoi
gian hoan thanh khoang 10 gio hodc ngan hon.

Str dung trén Hé théng Vitek2 compact do Vién s& hiru va
dang str dung, MSKK: 8097

Test

160

387

Thé dinh danh
Neisseria/Haemophilus (NH)

Dinh danh vi khuin Neisseria/Haemophilus, 30 phan tmg
sinh hoéa, thoi gian hoan thanh khoang 6 gio

Str dung trén Hé théng Vitek2 compact do Vién s& hiru va
dang str dung, MSKK: 8097

Test

60

388

Thé dinh danh vi khuén ky
khi va loai Corynebacterium-
ANC

Thé dinh danh vi khuan ky khi va loai Corynebacterium, 36
phan ng sinh hoa, thdi gian hoan thanh khoang 6 gio

Str dung trén Hé thong Vitek2 compact do Vién so hitu va
dang su dung, MSKK: 8097

Test

20

389

Thé khang sinh d6 xac dinh
tinh man cam cta truc
khuan Gram am- AST N443

Xac dinh tinh min cam khang sinh cua tryc khuan Gram am
(phwong phap dinh lugng ndng do trc ché ti thiéu MIC trén
hé thong tur dong). Cac khang sinh bao gom: Amikacin,
Aztreonam, Cefepime, Ceftazidime, Ceftazidime/
Avibactam, Ceftolozane/ Tazobactam, Ciprofloxacin,
Colistin, Imipenem, Imipenem/Relebactam, Levofloxacin,
Meropenem, Piperacillin/ Tazobactam, Tobramycin

Str dung trén Hé théng Vitek2 compact do Vién s& hiru va
dang su dung, MSKK: 8097

Test

160

390

Thé khang sinh d6 xé4c dinh
tinh man cam cua truc
khuin Gram 4am-AST N439

X4c dinh tinh man cam khang sinh cta truc khuan Gram am
(phwong phap dinh lugng ndng do trc ché ti thiéu MIC trén
hé théng tu ddng). Cac khang sinh bao gém: Amikacin,
Amoxicillin/ Clavulanic Acid, Cefepime, Ceftazidime,
Ceftazidime/ Avibactam, Ceftolozane/ Tazobactam,
Ciprofloxacin, Colistin, Fosfomycin, Gentamicin,
Imipenem/Relebactam, Meropenem, Meropenem/
Vaborbactam, Piperacillin/ Tazobactam, Tigecycline

Str dung trén Hé théng Vitek2 compact do Vién s& hiru va
dang su dung, MSKK: 8097

Test

200
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Thé Khéng sinh dé xéc dinh Xac dinh tinh man cam khang sinh cua vi \khuan '
. X 2 Staphylococcus spp., Enterococcus spp. va S. agalactiae
tinh man cam cuta vi khuan o A N £ As iR .
(phuong phap dinh lugng nong d6 uc che toi thiéu MIC trén
391 [Staphylococcus spp., g A . Test 120
. hé thong ty dong)
Enterococcus spp. va S. i A . A i
acalactia - AST GP 67 Str dung trén H¢ thong Vitek2 compact do Vién s¢ hitu va
g dang str dung, MSKK: 8097
The khéng sinh d xéc dinh Xéc dinh tinh man cam kha_mg sinh cua vi khl%an
) x ., Streptococcus S. pneumoniae, beta - hemolytic
tinh man cdm cta e ,
. Streptococcus va Viridans Streptococcus (phuong phap
Streptococcus pneumoniae, . X A L Ae e R A A 41 A
392 . dinh Iugng nong do trc ché toi thi€u MIC trén hé thong tu Test 60
beta-hemolytic "
Streptococcus va Viridans dong) .
Streptococeus - AST STO3 Str dung trén H¢ thong Vitek2 compact do Vién s¢ hitu va
P dang str dung, MSKK: 8097
Xéc dinh tinh man cam voi thude khang ndm ctia vi nAm
men (phuong phéap dinh lugng ndng do trc ché téi thiéu
393 |Thé khang sinh &6 nim men |MIC trén hé thong tu dong) Test 20
Str dung trén Hé théng Vitek2 compact do Vién s& hiru va
dang str dung, MSKK: 8097
Dung dé dinh danh vi nAm. Thé bao gom 46 xét nghiém héa
sinh.
394 |Thé dinh danh nim men Thoi gian hoan thanh trong khoang 18 gid Test 20
Str dung trén Hé théng Vitek2 compact do Vién s& hiru va
dang str dung, MSKK: 8097
Dinh tinh khang thé IgG khang E. histolytica trong huyét
thanh nguoi bang ki thuat ELISA.
B xét nghiém dinh tinh Thagh phan t01' thiéu gém co: ’Testﬂ Strips, Erizyme
, 2 , Conjugate, Chimg duong, Chimg am, Co chat TMB, Dung
395 |khang thé IgG khang . ; ; N . . ., Test 192
. ; dich rtra, Dung dich pha loang, Dung dich dung phan ting,
Entamoeba histolytica P Y ;i
Tong thoi gian u: toi da 20 phit
Do nhay: > 90%
Do dac hiéu: > 98%
Dinh tinh khang thé IgG khang Cysticercosis IgG
(T.Solium) trong huyét thanh ngudi bang ki thuat ELISA.
B xét nghiém dinh tinh Thar'lh phan t01, thi€u gdom co: ’TestA Strips, Erizyme
, 2 , Conjugate, Chirng duong, Chung am, Co chat TMB, Dung
396 |khang thé IgG khang ) ) ~ . . ., Test 4.320
; - dich rira, Dung dich pha loang, Dung dich dung phan tng
Cysticercosis 2 Y ,
Tong thoi gian u: to1 da 20 phut
Do nhay: > 85%
Do dac hiéu: > 95%
Dinh tinh khang thé IgG khang Strongyloides trong huyét
thanh nguoi bang ki thuat ELISA.
g i o [[ L el e e
397 |khang thé IgG khang jugate, LAUNE Guong, “AUng am, e R 7.200

Strongyloides

dich rira, Dung dich pha loang, Dung dich dirng phan tng
Tbng thoi gian u: tdi da 20 phut

Do nhay: > 98%

Do dac hiéu: > 98%




62

STT

Tén hang hoa

Yéu ciu k¥ thuit

Pon vi
tinh

S6 lwong

398

B xét nghiém dinh tinh
khang thé IgG khang
Gnathostoma

Dinh tinh khang thé IgG khang Gnathostoma trong huyét
thanh ngudi bang ki thuat ELISA.

Thanh phéan téi thiéu gdm c6: Test Strips, Enzyme
Conjugate, Chirng dwong, Chimg 4m, Co chit TMB, Dung
dich rira, Dung dich pha loang, Dung dich ding phan tng
To6ng thoi gian u: tdi da 50 phut

Do nhay: > 90%

Do dac hiéu: > 95%

Test

4.800

399

B xét nghiém dinh tinh
khang thé IgM khang
Toxocara

Dinh tinh khang thé IgM khang Toxocara trong huyét thanh
nguoi bang ki thuat ELISA.

Thanh phan t6i thiéu gdm co: Test Strips, Enzyme
Conjugate, Chirng dwong, Chimg 4m, Co chit TMB, Dung
dich rtra, Dung dich pha loang, Dung dich dung phéan ung
Téng thoi gian u: ti da 50 phut

Do nhay: > 95%

Do dac hiéu: > 95%

Test

1.920

400

B xét nghiém dinh tinh
khang thé IgG khang
Toxocara

Dinh tinh khang thé IgG khang Toxocara trong huyét thanh
ngudi bang ki thuat ELISA.

Thanh phan téi thiéu gdm cé: Test Strips, Enzyme
Conjugate, Chirng dwong, Chirg 4m, Co chit TMB, Dung
dich rtra, Dung dich pha loang, Dung dich dung phan tng
Tong thoi gian u: tdi da 20 phut

Do nhay: > 85%

Do dac hiéu: > 90%

Test

10.560

401

B0 xét nghiém dinh tinh
khang thé IgG khang
Fasciola

Dinh tinh khang thé IgG khang Fasciola trong huyét thanh
ngudi bang k¥ thuat ELISA.

Thanh phan téi thiéu gdm c6: Test Strips, Enzyme
Conjugate, Chirng dwong, Chimg 4m, Co chit TMB, Dung
dich rira, Dung dich pha loang, Dung dich dung phéan ung
Téng thoi gian u: tdi da 20 phut

Do nhay: > 95%

Do dac hiéu: > 95%

Test

1.440

402

B xét nghiém dinh tinh
khang thé IgG khang
Echinococcus

Dinh tinh khang thé IgG khang Echinococcus sp trong huyét
thanh nguoi bang ki thuat ELISA.

Thanh phan t6i thiéu gdm co: Test Strips, Enzyme
Conjugate, Chirng dwong, Chirg 4m, Co chit TMB, Dung
dich rtra, Dung dich pha loang, Dung dich dung phéan ung
Téng thoi gian u: ti da 20 phut

Do nhay: > 95%

Do dac hiéu: > 90%

Test

7.200
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403

B xét nghiém dinh tinh
khang thé IgG khang
Trichinella

Dinh tinh khang thé IgG khang Trichinella trong huyét
thanh ngudi bang ki thuat ELISA.

Thanh phéan téi thiéu gdm c6: Test Strips, Enzyme
Conjugate, Chirng dwong, Chimg 4m, Co chit TMB, Dung
dich rira, Dung dich pha loang, Dung dich ding phan tng
To6ng thoi gian u: tdi da 20 phut

Do nhay: > 98%

Do dac hiéu: > 98%

Test

288

404

B xét nghiém dinh tinh
khang thé IgG khang
Schistosoma spp

Dinh tinh khang thé IgG khang Schistosoma trong huyét
thanh nguoi bang ki thuat ELISA.

Thanh phan t6i thiéu gdm co: Test Strips, Enzyme
Conjugate, Chirng dwong, Chimg 4m, Co chit TMB, Dung
dich rtra, Dung dich pha loang, Dung dich dung phéan ung
Téng thoi gian u: ti da 25 phut

Do nhay: > 98%

Do dac hiéu: > 85%

Test

768

405

B xét nghiém dinh tinh
khang thé IgG khang
Paragonimus

Dinh tinh khang thé IgG khang Paragonimus trong huyét
thanh ngudi bang ki thuat ELISA.

Thanh phan: ti thiéu gdm c6: Test Strips, Enzyme
Conjugate, Chirng dwong, Chirg 4m, Co chit TMB, Dung
dich rtra, Dung dich pha loang, Dung dich dung phan tng
Tong thoi gian u: tdi da 50 phut

Do nhay: > 93%

Do dac hiéu: > 98%

Test

480

406

B0 xét nghiém dinh tinh
khang thé IgG khang Ascaris

Dinh tinh khang thé IgG khang Ascaris trong huyét thanh
ngudi bang k¥ thuat ELISA.

Thanh phan: ti thiéu gdm c6: Test Strips, Enzyme
Conjugate, Chirng dwong, Chimg 4m, Co chit TMB, Dung
dich rira, Dung dich pha loang, Dung dich dung phéan ung
Téng thoi gian u: tdi da 20 phut

Do nhay: > 90%

Do dac hiéu: > 90%

Test

960

407

B xét nghiém dinh tinh
khang thé IgG khang
Clonorchis

Dinh tinh khang thé IgG khang Clonorchis trong huyét
thanh nguoi bang ki thuat ELISA.

Thanh phan t6i thiéu gdm co: Test Strips, Enzyme
Conjugate, Chirng dwong, Chirg 4m, Co chit TMB, Dung
dich rtra, Dung dich pha loang, Dung dich dung phéan ung
Téng thoi gian u: ti da 50 phut

Do nhay: > 98%

Do dac hiéu: > 90%

Test

288

408

B xét nghiém dinh tinh
khang thé IgG khang Filaria

Dinh tinh khang thé IgG khang Filaria trong huyét thanh
nguoi bang ki thuat ELISA.

Thanh phan t6i thiéu gdm co: Test Strips, Enzyme
Conjugate, Chirng dwong, Chimg 4m, Co chit TMB, Dung
dich rtra, Dung dich pha loang, Dung dich dung phéan ung
Téng thoi gian u: ti da 50 pht.

Test

96
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Dinh tinh khang thé IgG khang Angiostrongylus trong huyét
B6 xét nghiém khéng thé thaTlh ngu;orl bﬁng .k;y th;lat E’LISA. '
. . Thanh phan to6i thi€u gom co6: Test Strips, Enzyme
409 |lgG khang Angiostrongylus . , A z Test 288
bine phuone phép ELISA Conjugate, Chirng duong, Chung am, Co chat TMB, Dung
EP & piap dich rtra, Dung dich pha loang, Dung dich dung phéan ung
Téng thoi gian u: ti da 50 phut
Dinh tinh khang thé IgM khang Angiostrongylus trong
B xét nghiém dinh tinh hu}‘/et tharih ng;rorl .bxangkky tl}uat ELISA.
, 2 , Thanh phan: t6i thiéu gom c6: Test Strips, Enzyme
410 [khang thé IgM khang . ] A p Test 96
Angiostrongylus Conjugate, Chirng duong, Chung am, Co chat TMB, Dung
dich rtra, Dung dich pha loang, Dung dich dung phan ting
Tong thoi gian u: tdi da 50 phut
Dinh tinh khang thé IgM khang Paragonimus trong huyét
B9 xét nghi¢m dinh tinh El}"ll?;lrlllhnpglfgri ligril%hli(gutzgi ](::(];'I?F?s‘t Strips, Enzyme
411  |khang thé IgM kh4 ) : ' s T
Pa?;lgotn i?nli ang Conjugate, Chirng duong, Chung am, Co chat TMB, Dung est %
g dich rira, Dung dich pha loang, Dung dich dung phéan ung
Téng thoi gian u: ti da 50 phut
Dinh tinh khang thé IgM khang Clonorchis trong huyét
B6 xét nghiém dinh tinh tha‘nh ngux(n be:pg k}f thliat EI’JISA. .
, 2 , Thanh phéan: toi thi€u gom c6: Test Strips, Enzyme
412 |khang the IgM khang . , A P Test 96
Clonorchis Conjugate, Chirng duong, Chung am, Co chat TMB, Dung
dich rtra, Dung dich pha loang, Dung dich dung phan tng
Tong thoi gian u: tdi da 50 phut
Dinh tinh khang thé IgM khang Schistosoma trong huyét
B0 xét nghiém dinh tinh thanh nguoi béng ky thuat ELISA.
413 khang thé IgM khang Thanh phan t6i thiéu gdm co: Test Strips, Enzyme Test 96
Schistosoma bang k¥ thuat  [Conjugate, Chimg duong, Chimg am, Co chat TMB, Dung
ELISA dich rira, Dung dich pha loang, Dung dich dung phan ting
Téng thoi gian u: ti da 50 phut
Dinh tinh khang thé IgM khang Cysticercosis (T.Solium)
B xét nghiém dinh tinh tror‘lg huyft thfnh .rzlgtrokl ban’g ky thuat' ELISA.
, 2 , Thanh phéan to6i thi€u gom co: Test Strips, Enzyme
414 |khang thé IgM khang . i A £ Test 192
Cysticercosis (T.Solium) Conjugate, Chirng duong, Chung am, Co chat TMB, Dung
' dich rira, Dung dich pha loang, Dung dich dirng phan ung
Téng thoi gian u: ti da 50 phut
Dinh tinh khang thé IgM khang Echinococcus trong huyét
B0 xét nghi¢m dinh tinh Ell"llférlll?hng}ll?nl ‘]tjéaintiilféi thglr?lt cF:)LI”F;:t Strips, Enzyme
415 |khang thé IgM khang p gom co: ps, LIZy Test 192

Echinococcus

Conjugate, Chirng dwong, Chimg 4m, Co chit TMB, Dung
dich rtra, Dung dich pha loang, Dung dich dung phéan ung
Téng thoi gian u: t6i da 50 phut
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Dinh tinh khang thé IgM khang Ascaris trong huyét thanh
B0 xét nghiém dinh tinh ngl‘ml ban;g k¥ .thu.%t E]:ISA', .
416 |khéne thé IeM khén Thanh phan to6i thi€u gom co6: Test Strips, Enzyme Test 192
Ascafr;is & & Conjugate, Chirng dwong, Chimg 4m, Co chit TMB, Dung
dich rtra, Dung dich pha loang, Dung dich dung phéan ung
Téng thoi gian u: ti da 50 phut
Dinh tinh khang thé IgM khang Trichinella trong huyét
Bo xét nghiém dinh tinh | L120h ngudi bang ky thuat ELISA.
, 2 , Thanh phéan t6i thiéu gom c6: Test Strips, Enzyme
417 |khang the IgM khang . ; oA P Test 96
Trichinella Conjugate, Chirng duong, Chung am, Co chat TMB, Dung
dich rtra, Dung dich pha loang, Dung dich dung phan ting
To6ng thoi gian u: tdi da 50 phut
Dinh tinh khang thé IgG khang Herpes Simplex Virus 1/2
bang phuong phap ELISA
B xét nghiém dinh tinh Thanh phan téi thiéu gdm cé: Test Strips, Enzyme
418 |khang thé IgG khang Herpes |Conjugate, Chirng dwong, Chirg 4m, Co chit TMB, Dung Test 96
Simplex Virus 1/2 dich rtra, Dung dich pha loang, Dung dich ding phan Gng
Tong thoi gian u: tdi da 120 phuat
Do nhay: > 95%, B¢ dac hiéu: > 95%
Dinh tinh khang thé IgM khang Herpes Simplex Virus 1/2
Bo xét nghiém khang thé | ang Phuong phép ELISA .
laM khana Herpes Simplex Thanh phéan t6i thiéu gom c6: Test Strips, Enzyme
419 \%rus 12 ?)?m phu’on P ha Conjugate, Chimg duong, Chimg 4m, Co chit TMB, Dung Test 96
EP £phap dich rtra, Dung dich pha loang, Dung dich dung phan tng
ELISA 2 R ,
Tong thoi gian u: toi da 120 phat
Do nhay: > 94%, B¢ dic hi¢u: > 92%
Dinh tinh khang thé IgG khang Chlamydia trachomati bang
phuong phap Elisa
B xét nghiém dinh tinh Thagh phan t01' thiéu gém co: ’Testﬂ Strips, Erizyme
, 2 , Conjugate, Chimg duong, Chimg am, Co chat TMB, Dung
420 |khang thé IgG khang L ; N . . Y Test 96
. . dich rtra, Dung dich pha loang, Dung dich dung phan tng
Chlamydia trachomatis P e . 2L ,
Tong thoi gian : toi da 120 phut
Do nhay: > 95%
Do dac hiéu: > 95%
Dinh tinh khang thé IgM khang Chlamydia trachomati bang
phuong phap ELISA
g o [(700 Vs S e
421 |khang thé IgM khang jugate, LAUNE CUONE, »AtME am, PUIE Tt 96

Chlamydia trachomatis

dich rira, Dung dich pha loang, Dung dich dung phan tng
Téng thoi gian u: t6i da 120 phat

Do nhay: > 90%

Do dac hiéu: > 95%
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422

B0 xét nghiém di tng (36 di
nguyén)

Chét thir chan doan dj ing dung trong xét nghiém di tmg.
Thanh phan kit gdm thanh chin doan 36 di nguyén (IgE
toan phén, nhua, chudi, cam, gao/bdt gao, lia mi, me, dau
tuong, lac, sita bo, chocolate, l1ong dé trimg, long tréng
trung, thit ga, thit bo, s, cua, tdm, ca bién loai 16n, ca ngur,
c4 hoi, nAm méc, cd dudi meo, ¢é bermuda, nim alternaria,
nam aspergillus, nam candida, nAm cladosporium, nam
penicillium, chd, méo, gian, bui nha, mat bui nha Farinae,
mat bui nha Pteronyssinus, mat bui nha Blomia tropicalis),
cac dung dich phat quang AB, CD va dung dich rira ddm
bao du sir dung cho 20 thanh chan doan di ing dé xac dinh
murc do di tng.

Str dung cho May phén tich di tng do Vién s& hitu va dang
sir dung (MSKK 1198235P90034)

Test

2.000

423

Bo xét nghiém di tng (20 di
nguyén thuong gap 6 nguoi
Vigt)

Thanh phéan di nguyén trong mdi Panel twong img gom:
Std.5, Std.4, Std.3, Std.2, Std.1, mat nha Pteronyssinus, mat
nha Farina, Blomia tropicalis, méo, ch6, chudt, gian, 16ng
vi téng hop, mat bui tir cé kho, vi nam, tdm, cua, muc nang,
ca thu, ca moi, ca ngu, thit bo, thit ga, long do tring, rau
tong hop

St dung cho May phén tich di ung do Vién sé hitu va dang
str dung (MSKK 1198235P90034)

Test

200

424

B xét nghiém di ung (20 di
nguyén & tré em)

Thanh phan di nguyén trong mdi Panel tuong tmg gom:
Std.5, Std.4, Std.3, Std.2, Std.1, mat nha Pteronyssinus, mat
nha Farina, cay g5 bach duong, hon hop co, meo, cho, vi
nam alternaria, sira, a-lactalbumin, b-lactoglobulin, Casein,
1ong trang trimg, 1ong d6 trimg, albumin huyét thanh bo,
dau nanh, ca r6t, khoai tay, bot mi, hat phi, dau phong

Str dung cho M4y phén tich di ung do Vién s¢ hitu va dang
st dung (MSKK 1198235P90034)

Test

200
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425

B xét nghiém di ung (53 di
ung nguyén)

Hoa chét xét nghiém di ung 53 di nguyén theo phuwong phap
immunoblot (thanh sic ky mién dich).

Dj nguyén bao gdm: 10ng tring trimg, long do trimg, sita bo,
thanh phan sita (bao gdm Alpha-lactalbumin, Beta-
lactoglobulin, Casein), bot mi, bot [ua mach den, bot lua
mach, bot yén mach, gao, dau nanh, bép, gluten, dau phong,
hat phi, hat hanh nhan, ca tuyét, tom, ca ngtr, cad moi,
chocolate, sita dé, ca chua, chanh, cam, dau, tao, thom, thit
heo, bo, ga, ndm men bia, men banh mi, latex, mat nha
Dermatophagoides pter, mat nha Dermatophagoides farina,
mat nha Blomia tropicalis, 16ng cho, meo, 16ng ga, cac loai
ndm mdc (Penicillium notatum, Cladosporium herbarum,
Aspergillus fumigatus, Candida albicans, Alternaria
alternata), Co ga, B cong anh, Noc ong mat, Noc ong vo
v&, Kién Itra, Mudi, Gian, CCD

- Tiéu chuan chit luong ISO 13485.

Str dung cho May phén tich di ung do Vién sé hitu va dang
str dung (MSKK 1198235P90034)

Test

480

426

B xét nghiém di ung (50 di
g nguyén ho hép)

Hoa chat xét nghiém di ing 50 di nguyén ho hép theo
phuong phap immunoblot (thanh sic ky mién dich).

Di nguyén bao gém: Bach, b cong anh, bui nha, cdy bach
duong, cay duong, cdy 6 liu, cdy phi, cdy tan bi, cdy tiéu
huyén, cdy tong quéan sui, co ga, cd phan huong, co redtop,
co timothy, co thom, cé vuon, clc tréng, ctic vang, cho,
chuot hamster, chudt lang, chudt nhét, dén, gian, hoa bia
Nhat, IgE toan phén, keo, ké Nga, liéu dé, laa mach den, ma
dé, mat Acarus siro, mat bui nha Df, mat bui nha Dp, mat
kho, méo, mu cao su, nAm Alternaria, nAm Aspergillus, nim
Candida, ndm Cladosporium, nam Penicillium, ngai clru,
ngua, ong mat, ong vo V&, soi tréng, tuyét tung Nhat, tho,
thong.

Gioi han phat hién IgE dac hi¢u: 0,35 [U/mL.

Tiéu chuan cht lugng ISO 13485, CE/IVD

Str dung cho M4y phén tich di ung do Vién s¢ hitu va dang
st dung (MSKK 1198235P90034)

Test

480
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427

B6 xét nghiém di ung (52 di
g nguyén thuc pham)

Hoa chét xét nghiém dj tng 52 di nguyén thuc phim theo
phwong phap immunoblot (thanh sic ky mién dich).

Dj nguyén bao gdm: Bép/ngd, c4 bon, ca cao, ca com, ca
chua, ca h(“)i, cangtr, ca rét, ca tuyét, ca thu, cam, can tay,
cua, chudi, dau tay, dua chuot, dao, ddu nanh, dau phdng,
gao, hanh nhan, hanh tay, hat hudng, hat phi, hat thong, hau,
IgE toan phﬁn, kiéu mach, kiwi, khoai tay, long trrflng trung,
lta mach, lta mi, lvon, meé, men banh mi, muc, nghéu, pho
mai Cheddar, qua 6c cho, so diép, sita, tao, toi, tom, tom
hum, thit bo, thit ctru, thit ga, thit heo, vem xanh, xoai.

Gio1 han phat hién IgE dac hi¢u: 0,35 [U/mL.

Tiéu chudn chét lugng ISO 13485, CE/IVD

Str dung cho May phén tich di tng do Vién s& hitu va dang
str dung (MSKK 1198235P90034)

Test

480

428

B xét nghiém ELISA dinh
luong Interferon Gamma

Bo kit bao gdom:

1. Hop QuantiFERON-TB Gold plus (QFT-plus 2 plate kit
Elisa)

- Thanh phan 1a IFN-¥ tai to hop, bovine casein

- Dung dich pha loang (Green Diluent)

- Thanh phan 1a phirc hgp HRP va khang thé khang (IFN-)
- Dung dich phtrc hop Enzyme co chét

- Dung dich ham (Stop solution)

- Quy cach: 2x96 giéng

- Bao quan: 2°C-8°C

2. Hop QuantiFERON-TB Gold plus (QFTplus) Blood
Collection Tubes c6 4 loai 6ng thu mau gom:

- Ong 1: Thanh phan 14 Heparin

- Ong 2: Thanh phan 14 Heparine va khang nguyén ESAT 6
va CFP10

- Ong 3: Thanh phan 14 Heparine va khang nguyén ESAT 6
va CFP10

- Ong 4: Thanh phan 1a Heparine va Phytohaemagglutinin-P
(PHA-P)

- Quy cach: 200 éng (mbi loai 50 dng)

- Bao quan: 4°C-25°C

+ D0 nhay: > 90%

+ D§ dac hiéu: > 90%

+ Pat tiéu chuan: ISO 13485

15
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429

B6 xét nghiém phat hién 14
kiéu gen nguy co cao
Human Papilloma virus

B xét nghiém IVD dinh tinh kiéu gen va dinh lugng ting
typ cho 14 typ Human Papilloma virus nguy co cao bang ky
thuat Real-time PCR.

Tiéu chudn chét lugng: CE-IVD
+ D0 nhay: 1.000 copies/ml, d6 dac hiéu: 100%

+ C6 kha nang dinh luong. Dai tuyén tinh: 3.000 - 1078
copies/ml

+ Gen muc tiéu: E1 (typ 56), E6 va E7 (cac typ con lai).

+ Phat hién riéng biét (4 kénh mau trong 4 mix) cho tirng
typ HPV nguy co cao (16, 18, 31, 33, 35, 39, 45, 51, 52, 56,
58, 59, 66 va 68)

+ Chtrng ndi gen B-globin.

Test

200

430

B0 xét nghiém phat hién
kiéu gene Human Papilloma
virus typ 6 va 11

B xét nghiém IVD dinh tinh kiéu gene Human Papilloma
virus typ 6 va 11 bang k¥ thuat Real-time PCR.

Tiéu chuan chét lugng: CE-IVD

+ Db nhay: 500 copies/ml, do dac hiéu: 100%

+ C6 ching ndi gen B-globin

+ Gen muc tiéu: gen E6-HPV 6; gen E7- HPV 11

Test

200

431

B6 xét nghiém phat hién va
dinh lugng kiéu gene
Human Papilloma virus typ
16 va 18

B xét nghiém IVD dinh tinh kiéu gen va dinh luong
Human Papilloma virus (16, 18) bang k¥ thuat Realtime
PCR

- Tiéu chuan CE-IVD

+ D0 nhay 500 copies/ ml

+ D§ dac hiéu: 100%

+ Vung gen muc tiéu: E7

+ Co chiing noi gen b-globin

Test

100

432

B xét nghiém phét hién va
phan biét virus Herpes type
Ivall

B xét nghiém VD phat hién va phéan biét virus Herpes | va
Il bang ky thuat Real-time PCR.

- Tiéu chuan chat lugng: CE-IVD

+ Db nhay: 500 GE/m

+ Phat hién riéng biét: HSV Il va HSV |

Test

100

433

B xét nghiém phat hién
phirc hop vi khuan lao
(MTBC)

B xét nghiém IVD dinh tinh phirc hop vi khuan lao
(Mycobacterium tuberculosi complex) bang ky thuat Real-
time PCR

- Tiéu chuan chét lugng: CE-IVD

+ Do nhay: 5 CFU/ mau

+ Phat hién phirc hop vi khuan lao (MTBC) bao gdbm: M.
tuberculosis, M. africanum, M. bovis, M. bovis BCG, M.
microti.

+ Co6 su dung UDG-Enzyme.

+ Gene muc tiéu: 1S 6110.

Cung cip kém tach chiét

Test

100

434

Bo6 xét nghi€m phat hi¢n va
phan biét
Ureaplasmaparvum/urealytic
um

B6 xét nghiém IVD phat hién va phan biét Ureaplasma
parvum/ urealyticum bang k¥ thuat Real-time PCR

- Tiéu chuin chit luong: CE-IVD

- Tinh nang k¥ thuat:

+ D0 nhay: 500 copies/ ml

+ D¢ déac hiéu 100%

Test

100
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435

B0 xét nghiém phat hién
Mycoplasma hominis

B xét nghiém IVD dinh tinh Mycoplasma hominis bang ki
thuat Real-time PCR

- Tiéu chuan chit lugng: CE-IVD

- Tinh nang k¥ thuét:

+ D¢ nhay: 5x1072 GE/ml (miu phét); 103 GE/ml (nu6c
tieu)

Test

100

436

B0 xét nghiém phat hién
dong thoi Chlamydia
trachomatis, Neisseria
gonorrhoeae va
Trichomonas vaginalis

B xét nghiém IVD phat hién dong thoi DNA ciia
Chlamydia trachomatis, Neisseria gonorrhoeae va
Trichomonas vaginalis bang ky thuat Real-time PCR

- Tiéu chuan chat lugng: CE-IVD

- Tinh nang k¥ thuét:

+ Do nhay: mau phét (5x10°2 copies/ml), nudc tiéu (1073
copies/ml)

+ Gen muc tiéu: T.vaginalis- DNA repeats for PCR
identification; N.gonorrhoeae- 16s rRNA gene;
C.trachomatis- cryptic plasmid.

Test

200

437

Kit phat hién 12 tdc nhan
gdy bénh tinh duc

Kit phat hién 12 tdc nhan nguy co cao 1y bénh duong sinh
duc gom: Neisseria gonorrhea, Chlamydia trachomatis,
Ureaplasma urealyticum, Mycoplasma genitalium,
Treponema pallidum, Ureaplasma parvum, Mycoplasma
hominis, Trichomonas vaginalis, Candida albicans,
Gardnerella vaginalis, Herpes Simplex Virus 1, Herpes
Simplex Virus 2

- K¥ thuat: Real-time PCR

- LoD: 0,5~5 copies/ul

- B¢ nhay: 96,44% - 100%

- B dac hiéu: 98,20% - 100%

- C6 hé thong chéng ngoai nhiém Uracil-DNA
Glycosylase(UDG)

- Céc kénh mau huynh quang st dung: FAM, HEX, CyS5,
Q705, Rox

- Tiéu chuan chat lugng: CE-IVD, ISO13485 hoic twong
duong

Test

200

438

Sinh phdm xé4c dinh cac
tuyp HPV nguy co cao va
nguy co thap

Bo kit real-time PCR phat hién dé)ng thoi va xac dinh 19
type HPV nguy co cao va 9 type HPV nguy co thip giy ung
thu cb tir cung, bao gom:

+ 19 type HPV nguy co cao: 16, 18, 26, 31, 33, 35, 39, 45,
51, 52, 53, 56, 58, 59, 66, 68, 69, 73, 82.

+9 type HPV nguy co thap: 6, 11, 40, 42, 43, 44, 54, 61, 70
- Két qua gia tri Ct cho ting type

- Tiéu chuin chit luong: CE-IVD

Test

200
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439

Sinh pham phat hién da tac
nhan virus gay nhiém triung
duong ho hap (panel 1)

Bo kit real-time PCR phat hién dong thoi cac tic nhan:

lInfluenza A virus (Flu A),

Influenza B virus (Flu B),

Respiratory syncytial virus A (RSV A)
Respiratory syncytial virus B (RSV B)
Flu A-H1

Flu A-H1pdm09

Flu A-H3

Chting ndi - IC

- Tiéu chuan chat luong: CE-IVD

Test

100

440

Sinh pham phat hién da tac
nhan virus giy nhiém tring
duong ho hap (panel 2)

B0 kit real-time PCR phat hién déng thoi cac tac nhan:

Adenovirus (Adv)

Enterovirus (HEV)

Parainfluenza virus 1 (PIV 1)
Parainfluenza virus 2 (PIV 2)
Parainfluenza virus 3 (PIV 3)
Parainfluenza virus 4 (PIV 4)
Metapneumovirus (MPV)

Ching ndi - IC

- Tiéu chuan chit lugng: CE-IVD

Test

100

441

Sinh pham phat hién da tac
nhan virus gy nhiém tring
duong ho hap (panel 3)

Bo kit real-time PCR phat hién dong thoi cac tic nhan:

Bocavirus (HBoV)

Rhinovirus (HRV)

Coronavirus NL63 (CoV NL63)
Coronavirus 229E (CoV 229E)
Coronavirus OC43 (CoV 0C43)
Chtng ndi - IC

- Tiéu chuan chat lugng: CE-IVD

Test

100

442

Sinh phdm phat hién da tac
nhan vi khuan gay nhiém
trung duong ho hap

B6 kit real-time PCR phat hién ddng thoi cac tac nhan:

Mycoplasma pneumoniae (MP)
Chlamydophila pneumoniae (CP)
Legionella pneumoniae (LP)
Haemophulus influenzae (HI)
Streptococcus pneumoniae (SP)
Bordetella pertussis (BP)
Bordetella parapertusis (BPP)
Chting ndi - IC

- Tiéu chuin chit luong: CE-IVD

Test

100

443

Sinh pham phat hién da tac
nhan virus gdy nhiém tring
duong tiéu hoa

B0 kit real-time PCR phat hién dong thoi cac tac nhan:

Norovirus G |

Norovirus G Il

Rotavirus

Adenovirus

Astrovirus

Sapovirus

Chtng ndi - IC

- Tiéu chuan chit luong: CE-IVD

Test

100
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Bo kit real-time PCR phat hién dong thoi cac tic nhan:
Campylobacter spp.
Clostridium difficile toxin B
Sinh pham phat hién da tic 2?.?3?5!3;755 c
444 |nhan vi khuan giy nhiém oo ' Test 100
tring duong tiéu hoa (1) | %1010 SPP- g
Yersinia enterocolitica
Aeromonas spp.
Chiing ndi - IC
- Tiéu chuan chat luong: CE-IVD
B0 kit real-time PCR phat hién déng thoi cac tac nhan:
Clostridium difficile hypervirulent
E.coli 0157
Sinh pham phat hién da taic [STEC (stx1/2)
445 |nhan vi khuan gy nhiém EPEC (eaeA) Test 100
trung dudng tiéu hoa (10) ETEC (It/st)
EAEC (aggR)
Ching ndi - IC
- Tiéu chuan chit luong: CE-IVD
Bo kit real-time PCR phat hién dong thoi cac tac nhan:
Giardia lambilia
Entamoeba histolytica
Sinh pham phat hién da tac  |Cryptosporidium spp.
446 |nhan ky sinh gay nhiém Blastocystis hominis Test 100
trung duong tiéu hoa Dientamoeba fragilis
Cyclospora cayetanensis
Ching ndi - IC
- Tiéu chuan chit luong: CE-IVD
Bo kit real-time PCR phat hién ddng thoi cac tac nhan:
Essential Screening, C.trachomatis,
N.gonorrhoeae,M.genitalium,M.hominis, T.vaginalis,
UL.urealyticum, U.parvum, Ching néi - IC, Genital ulcer,
HSV type 1, HSV type 2, Cytomegalovirus, Varicella-zoster
Sinh pham phat hién da tac  |virus, C.trachomatis Serovar L (LGV), T.pallidum,
447 |nhan lay lan qua duong tinh [H.ducreyi, Ching ndi - IC, Candidiasis, C.albicans, Test 100

duc

C.glabrata, C.tropicalis, C.parapsilosis, C.krusei,
C.lusitaniae, C.dubliniensis, Ching ndi - IC, Bacterial
vaginosis plus, G.Vaginalis (Q), A.vaginae (Q),
Megasphaera type 1, BV-associated bacteria 2, Mobiluncus
spp., B.fragilis, Lactobacillus spp. (Q), Chirng ndi - IC

- Tiéu chuin chit luong: CE-IVD
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B0 kit real-time PCR phat hién 3 nhom khang khang sinh
chinh (CPE, VRE, ESBL) cho tirng gen khang:
-CTX-M
- Imipenemase (IMP)
i i i i | STl rEoTe e (600
448 |bién gay khang thudc cua Test 100

CPE, VRE va ESBLs

- Oxacillinase-48 (OXA-48)

- VanA

- VanB

- Verona Integron—encoded Metallo-B-Lactamase (VIM)
- Chung ndi - IC

- Tiéu chuan chat luong: CE-IVD
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