SO Y TE TP. HO CHI MINH

CONG HOA XA HOI CHU NGHIA VIET NAM

BENH VIEN AN BINH Poc Lap - Tw Do - Hanh Phic
DANH MUC HANG HOA YEU CAU BAO GIA
(Pinh kem Thong bao so 133/TB-BVAB, ngay 09 thang 03 nam 2023)
s . N S Quy cach L X Phan nhém CAC
STT Tén hang hoa Thong so ky thuat déng goi Pon vi tinh| S0 lwgng TT 14 PHAN/ LO
) ) _ , _ ) (4) () (6) () (8)
PHAN 1. HOA CHAT XET NGHIEM DONG MAU CHAY TREN MAY TU PONG
Dung dich pha Dung fhch Rha lo?pgAchokxet nighlem dong mau (dung dich dém) c6 pH khoang 7,35. )
1 llodne mau xét Quy cach dong goi yéu cau: Hop/24 x 15-ml Hop/24 x H6 6 1 PHAN 1
N hi%m d5ne mAu TCCL: ISO 13485 hodc TCCL tuong duong 15-ml P
e & Phan nhom 1 theo thong tu sé 14/2020/TT-BYT ngay 10/07/2020
Dung dich Canxi Clorua 0.025 M dung cho cac xét nghiém dong mau nhu thoi gian
hoat hoa thromboplastin tirng phan (APTT) hay cho cac phan tich cac yéu t6 con
Dung dich CaCl2 |dudng noi sinh Hop/24 x . .
2 0.025M Quy cach dong goi yéu cau: Hop/24 x 15-ml 15-ml Hop 0 ! PHAN1
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoba chat xét Hoa chit dung dé xac dinh thoi gian thromboplastin hoat héa timg phan (APTT) Hop/6 x 5-
nghiém thoi gian  [trong huyét twong, chita cephalin tir mé ndo thé, dung dich dém kaolin. ml dong ‘
3  |hoat hoa Quy céach dong gbi yéu cau: Hop/6 x 5-ml dong kho + 6 x 5-ml dung dich dém kho + 6 x Hop 54 1 PHAN 1
Thromboplastin TCCL: ISO 13485 hoac TCCL tuong duong 5-ml dung
ting phan APTT  |Phan nhom 1 theo thong tu sé 14/2020/TT-BYT ngay 10/07/2020 dich dém
Hoa chit xét nghiém PT trén may dong mau tu dong:
- R1: chtra thromboplastin dong khé duoc chiét xuat tir ndo tho. Ngoai ra con chita  |Hop/ 6 x 5-
Hoba chat xét mot chit (rc ché heparin dic hi¢u. ml dong ‘
4 |nghiém thoi gian |- R2: dung mo6i hoa tan ¢6 chira canxi. kho + 6 x Hop 96 1 PHAN 1
Prothrombin Quy céach dong goi yéu cau: Hop/ 6 x 5-ml dong khé + 6 x 5-ml dung dich dém 5-ml dung
TCCL: ISO 13485 hodac TCCL tuong duong dich dém

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Hoa chit chtra thrombin ngudi di citrat héa c6 chira canxi (khoang 100 NIH
units/ml) va cé chira mdt chat e ché dac hi¢u heparin inhibitor cho phép phéan tich

Hoa chat dinh fibrinogen trong mau huyét twong c6 heparin Hop/12 x ~
5 |luong Fibrinogen . , e A a . ' ' Hop 8 PHAN 1
dang dich Quy cach dong goi ye? cau: Hop/12 x 4-ml 4-ml
: ' TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chit kiém chuan xét nghiém dong mau thudng quy 2 muc cho hé thong dong
mau tu dong.
Héa chit kidm Céc gia :[ri .chl'rnNg cfﬁa moi thc;)'ngA s6 ¢6 thé khac nhau gita cac 16 thudc thir, nhung
chuan binh thuong dq?c (.:hl (?mh ri’ rans Ch(,) moT lo. . AL 1 A J Hop/12 x n ~
6 X . . Gié tri chirng gdm hai muc (binh thudng va bénh 1y) cho cac thong so: PT, ' Hop 15 PHAN 1
va bat thuong xét . N 2 x1-ml
nghiém dong mau Flbrm(,)gen,,APTT., T:I' ve ATI [I.
i Quy cach dong go1 yéu cau: Hop/12 x 2 x 1-ml
TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Dung dich rtra pha sén cho cac hé thong phan tich déng méu ty dong, thanh phan
Hoa chat rita may  |chinh chira chét diét ném‘ho ether glycol pha loang trong dung moi nudc. Thing/6 x .
7 |xét nghi¢ém dong Quy cach dong goi yéu cau: Thung/6 x 2500-ml 2500-ml Thung 36 PHAN 1
mau TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chit rira kim hé thong may dong mau ty dong, bén trén may 5 ngay, chia
Hoa chat rira kim  |potassium hydroxide néng do<1% Hop/24 x .
8 [xétnghiém dong |Quy cach dong goi yéu cau: Hop/24 x 15-ml i5-m| Hop 36 PHAN 1
mau TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Céng va bi do miu Cuvett’e bﬁrl,g nhu:z% demg incf)t 1§1I‘1, c6 bi lam bér}g thép khong gi bén trong \
9 |xét nghiem dong Quy cach dong goi y€11 cau: Thung/6 x 1000 cai Thung/6’?( Thing 12 PHAN 1
mAU ' TCCL: ISO 13485 hoac TCC’L tuong duong 1000 cai
Phan nhém 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Dinh lugng D-Dimer huyét twong tinh mach bang phuong phap do mién dich do
duc. Héa chat gom:
« Thudc thtr 1: Dung dich dém chira tac nhan ngan chin di khang thé (bao gdbm yéu | Hop/6 x 5-
. Al t6 dang thap). ml dung
po [|H0achatxet « Thudc thir 2: dung dich huyén phil vi hat latex dugc phii béi hai khéng thé don dichdém |  Hép 15 PHAN 1
nghiém D-Dimer . , i . v
dong khéc nhau khang D-dimer nguoi. +6 X 6-ml
Quy céach dong goi yéu cau: Hop/6 x 5-ml dung dich dém + 6 x 6-ml latex latex

TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Chét kiém chuén cho xét nghiém D-Dimer, Yéu t6 VWF va protein S Free.
Cung cap huyét tuong binh thuong va bat thuong danh cho viéc ki€m soat chat

11 Hf)a chat chuan D- (luong f:ac Xf:t nghl'eni kha‘}ng n%uyen bang phuong phap mién dich do duc. Hop/12 x Hop 10 1 PHAN 1
Dimer Quy cach dong goi yéu cau: Hop/12 x 2 x 1-ml 2 X 1-ml
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
PHAN 2. QUE THU PUONG HUYET
- Tiét tring ting que, dong goi tién loi vi 5 que. Po duong huyét nhanh trong 5 gidy
- Cong nghé cam bién sinh hoc, Que test 8 dién cuc béng bac, Cong nghé " No
coding", Mdi que thir chtra cac hoa chat phan tng: glucose oxidase <25 IU, mediator
< : Hop/ 25
Que thu duong - i?x(;;lg mau sir dung rét it chi 0,5 puL, Két qua chuan sau 5 gidy c.()QPUE' .
12 ?; Yz é(lj)o kemkim | Do chinh xac > 98.8 % , két qua do nam trong vong sai s6 +£15% voi Pp chuan YSI | Hop/50 Que 180,000 4 PHAN 2
Y plasma theo protocol cua ISO 15179:2013. Que
Cung cap kim va mdy di kém que cho bénh vién sir dung (Cam két dinh kém)
-TCCL: ISO, CE hodc TCCL tuong duong
- Phan nhom 04 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
PHAN 3. HOA CHAT, VAT TU NUOI CAY, PINH DANH, CAY MAU CHAY TREN MAY TU PONG
a1 - Pau dinh luong dung dé tu dong ciy huyén dich vao khay dinh danh/khang sinh dd | . . .
13 }?lfuéﬁh;z}fhm - Pong g6i: Hop/100 cai HOI;QI 01 Hep 72 kho:ﬁéﬁ’]:'a” PHAN 3
yend TCCL: ISO, EC hoac TCCL tuong duong
= Canm mang VIUITer HIMTON aa dIcd CAINIT Catton VOT agim TES dUng rong Ui
Mbi truromg canh ggglem khéang sinh d6 cho vi khuan bang phuong phép vi pha loang trén hé thong tu o |
14 |thang cho nudi cdy |ooe . LoP Hop 42 3 PHAN 3
vi khuin - bong go6i: Hop/100 6ng x 11ml ong x 11ml
TCCL: ISO, EC hoac TCCL tuong duong
- Cani thang vigfier timton ad aicd cnImn carton VoT deit TES dUung rong i
Mbi truromg canh ggglem khang sinh d6 cho vi khuan bang phuong phép vi pha loang trén hé thong tu . |
15  |thang cho nudi cdy | oo . 0P Hop 2 3 PHAN 3
vi khuin - Béng goi: Hop/100 6ng x Sml ong x Sml
TCCL: ISO, EC hoac TCCL tuong duong
- Cani thang Miffer Himton auoc bo SUNg mau Ngua Iy grar dung trong U MZTCT
Mbi trung canh }[(hhgrrllggtit:ilggg cho vi khuan Streptococcus bang phuong phap vi pha loang trén hé Hop/10
A A " .. B B " H A 2
16 |thang cho nudi cay - Béng goi: Hop/10 ong x 11ml ong x 11ml P ! 3 PHAN 3

vi khuan

TCCL: ISO, EC hoac TCCL tuong duong




Moi trudng canh

- Canh thang dung cho thir nghiém khéang ndm d6 bang phuong phap vi pha lodng
trén hé théng tu dong

Hop/10

17  |thang cho nudi cay |- Pong goéi: Hop/10 éng x 11ml 2 Hop 12 3 PHAN 3
vi khuan TCCL: ISO, EC hodc TCCL tuong duong ong x 1ml
Phan nhom 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020
‘ - Dau khoang dung trong thir nghiém dinh danh vi khuan khong phan .
18 |Dau khoang - Bong goi: Lo/250ml Lo/250ml Lo 4 Ahom PHAN 3
TCCL: ISO, EC hoac TCCL tuong duong
- Khay dinh danh vi khuan Gram duong bang cac phan tng sinh hoa duoc st dung
trén hé théng dinh danh tu dong.
- Khay chtra 32 hoa chat dang kho chira trong khay 96 giéng
- Thyc hién duoc t6i da 3 test/khay giup t6i wu hoa chi phi thr nghiém
- Thanh phan: Urea, Esculin, Arginine, p - D - Galactopyranoside MU, B - D -
Ribofuranoside MU, Rhamnose, Alanine AMC, Mannitol, B - D - Glucopyranoside,
Khay dinh danh vi |Trehalose, D - Alanine, Maltose, 3 - D - Mannopyranoside, Ornithine AMC,
19 khuan Gram duong |Arginine AMC, B-D-Glucuronide, o - D - Glucopyranoside MU, Cysteine AMC , Hop/10 Hop 42 3 PHAN 3
trén may dinh danh [Glycerol, Threonine AMC , Methionine AMC , Glucoside, Sucrose, Proline AMC, khay '
tu dong Serine AMC , B-Methyl Glucoside, Citrulline AMC , Pyroglutamate AMC , Sorbitol,
Tyrosine AMC, Leucine AMC, Valine AMC.
- Bao quan: Mdi khay dugc boc riéng trong 1 tai nhém kém theo tai chira chat huat
am dé bao quan & nhiét 4o phong.
- Mbi hop gom 10 khay va 10 miéng dan miéng khay.
TCCL: ISO hoac TCCL tuong duong
Phan nhom 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020
- Khay dinh danh vi khuan Gram am bang cac phan tng sinh hoa duoc sir dung trén
hé thong dinh danh ti dong.
- Khay chtra 32 hoa chat dang kho chira trong khay 96 giéng
- Thyc hién duoc téi da 3 test/khay giup t6i wu hoa chi phi thir nghiém
- Thanh phén: Lysine AMC, Urea, Ornithine, Sorbitol, Xylose, 2-Acetamido-2-
Khay dinh danh vi deoxyglucoside MU + a-L Arabinoside MU, Sucrose? 3 -D-glucoside MU, _
Khuan Gram Am Phosphatc? MU, Trehalose, ‘b.ls-Phosphate. MU, Mannitol, Maltose, .oc-D-galz.lcto&de Hop/10 .
20 N MU, Inositol, B -D-galactoside MU, Proline AMC, Fructose, Esculin, Arabitol, ' Hop 180 3 PHAN 3
trén may dinh danh khay

tu dong

Arabinose, Lysine, Tryptophan deaminase, Raffinose, y-Glutamine MU, Arginine, o-
D-galactoside MU, Cellobiose, Malonate, Pyruvate, Citrate, Agmatine

- Bao quan: Mdi khay duoc boc riéng trong 1 tGi nhom kém theo tai chira chat hat
am dé bao quan ¢ nhiét do phong.

- Mbi hop gdm 10 khay va 10 miéng déan miéng khay.

TCCL: ISO hoac TCCL tuong duong

Phan nhém 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020




21

Khay khang sinh
dd cho vi khuén
Gram am trén may
khang sinh d6 tu
dong

- Khay khang sinh d6 dung thuc hién thir nghiém nhay cam khang sinh (AST) bang
phuong phép vi pha lodng cho vi khuan Gram am, duoc dung trén hé thong khang
sinh dd tu dong.

- Xét nghiém khang sinh dd trén khay Sensititre dugc thyc hién theo phuong phap vi
pha lodng (MBD) va dap ung cac yéu cau ciia FDA, CLSI va EUCAST.

- Khay gém cac khang sinh duoc nho lidu chinh xac vao timg giéng trén khay nhwa
96 giéng.

- Thanh phan khang sinh (dai ndng d¢ - pg/ml): Levofloxacin (0.06-8); Doripenem
(0.5-4); Ertapenem (0.5-4); Cefuroxime (8-16); Cephalothin (8-16); Meropenem
(0.5-8); Amikacin (8-32); Imipenem (0.5-8); Gentamicin (2-8); Cefotaxime (1-32);
Ampicillin (8-16); Piperacillin/tazobactam constant 4 (8/4-64/4); Ciprofloxacin
(0.06-2); Netilmicin (8-16); Tigecycline (0.25-8); Amoxicillin / clavulanic acid 2:1
ratio (4/2-16/8); Trimethoprim / sulfamethoxazole (1/19-4/76); Cefepime (1-32);
Ceftazidime (1-32); Ceftriaxone (0.5-32). Cefoxitin (4-16); Colistin (1-4)

- Bao quan: Mdi khay dugc boc riéng trong 1 tai nhém kém theo tai chira chat hut
am dé bao quan & nhiét 4o phong.

- Mbi hop gom 10 khay va 10 miéng dan miéng khay.

TCCL: ISO hoac TCCL tuong duong

Phan nhom 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020

Hop/10
Khay

300

PHAN 3
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Khay khang sinh
dd cho vi khuan
Gram duong trén
may khang sinh d6
tu dong

- Khay khang sinh d6 dung thuc hién thir nghiém nhay cam khéng sinh (AST) bang
phuong phap vi pha loang cho vi khuan Gram duong, duoc dung trén hé thong
khang sinh do ty dong.

- Xét nghiém khang sinh do trén khay Sensititre dugc thuc hién theo phuong phap vi
pha loang (MBD) va dap tng cac yéu cau ciia FDA, CLSI va EUCAST.

- Khay gém cac khang sinh duoc nho lidu chinh xac vao timg giéng trén khay nhwa
96 giéng.

- Thanh phan khang sinh (dai ndng do - pg/ml): Chloramphenicol (2-16),
Daptomycin (0.5-4), Gentamicin (2-16), Linezolid (1-8), Rifampin (0.5-4),
Trimethoprim/sulfamethoxazole (0.5/9.5 - 4/76), Quinupristin / Dalfopristin (0.5-4),
Tetracycline (2-16), Erythromycin (0.25-4), Oxacillin + 2% NaCl (0.25-4),
Ampicillin (0.12-8), Penicillin (0.06-8), Vancomycin (0.25-32), Levofloxacin (0.25 -
4), Tigecycline (0.03 - 0.5), Moxifloxacin (0.25 - 4), Clindamycin (0.5 - 2),
Streptomycin (1000), Ciprofloxacin (1 - 2), Nitrofurantoin (32 - 64), D test 1,

Hop/10
Khay

72

PHAN 3
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Khay khang sinh
d6 cho vi khuan
Haemophilus va
Streptococcus trén
may khang sinh dd

- Khay Knang sih do qung thyuc hien thu ngnicm nhay cam Khang sinn (AS 1) bang
phuong phap vi pha loang cho vi khuan Haemophilus influenzae, Streptococcus
pneumoniae va cac loai Streptococcus, duge ding trén hé théng khang sinh do tur
dong.

- Xét nghiém khang sinh db trén khay Sensititre duoc thyc hién theo phuong phap vi
pha lodng (MBD) va dap tng cac yéu cau ctia FDA, CLSI va EUCAST.

- Khay gém cac khang sinh duoc nho lidu chinh xac vao timg giéng trén khay nhwa
96 giéng.

- Thanh phan khang sinh (dai nong d¢ - pg/ml): Moxifloxacin (1-8); Levofloxacin
(0.5-4); Tetracycline (1-8); Cefuroxime (0.5-4); Ceftriaxone (0.12-2); Cefotaxime
(0.12-4); Daptomycin (0.06-2); Chloramphenicol (1-32); Penicillin (0.03-4);
Meropenem (0.25-2); Ertapenem (0.5-4); Amoxicillin / clavulanic acid 2:1 ratio (2/1-
16/8); Linezolid (0.25-4); Clindamycin (0.12-1); Cefepime (0.5-8); Tigecycline
(0.015-0.12); Azithromycin (0.25-2); Erythromycin (0.25-2); Trimethoprim /
sulfamethoxazole (0.5/9.5-4/76); Vancomycin (0.5-4); ching duong.

- Bao quan: Mbi khay duoc boc riéng trong 1 tii nhom kém theo tai chia chat hat
am dé bao quan ¢ nhiét do phong.

- Mbi hop gdm 10 khay va 10 miéng dan miéng khay.

TCCL - 1SO) hadie TOCT _tieeno 4

Hop/10
Khay

Hop

PHAN 3
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Khay khang sinh
d6 cho vi ndm trén
may khang sinh d6

= l\lldy Mldllg I1allx uuug LIIgC lll%_;lﬁl?u llglllc‘?lll llllc-l_y cdlll nuaug, SIIINT AV L) Uaug
phuong phép vi pha lodng cho vi nAm, dugc dung trén hé théng khang sinh do tu
dong.

- Xét nghiém khang nam db trén khay Sensititre dugc thuc hién theo phuong phap vi
pha loang (MBD) va dap ung cac yéu cau ciia FDA, CLSI va EUCAST.

- Khay sir dung chat chi thi alamar Blue

- Khay gdm cac khang ndm duoc nho lidu chinh xac vao timg giéng trén khay nhua
96 giéng.

- Thanh phan khang nim (dai nong d¢ - pg/ml): Micafungin (0.008-8); Caspofungin
(0.008-8); 5-Flucytosine (0.06-64); Posaconazole (0.008-8); Voriconazole (0.008-8);
Itraconazole (0.015-16); Fluconazole (0.12-256); Anidulafungin (0.015-8);
Amphotericin B (0.12-8).

- Bao quan: Mbi khay duoc boc riéng trong 1 tii nhom kém theo tai chia chat hat
am dé bao quan & nhiét do phong.

- Mbi hop gdm 10 khay va 10 miéng déan miéng khay.

TCCL: ISO hoac TCCL tuong duong

Dhin snlhlaan N2 4l tlh A 422 1T A/NANN/TT DNT anceed: TO/MNT/IDOANN

Hop/10
Khay

12

PHAN 3
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Pau noi ¢o chai

- Dung cu két ndi giira chai cdy mau va may cdy mau dung trong hé thong cdy mau
tu dong st dung cong nghé ap suat gitip nhan biét c6 vi sinh dua trén kha nang phat
hién bat ctr khi nao (khong chi riéng CO2) dugc sinh ra hay tiéu thu do hoat dong
ctia vi khudn, ndm, cho phép phat hién nhiéu loai vi sinh vat thong thuong va kho
moc hon.

- Dung cu dugc thiét ké c6 chira mang loc 0.2 pl

- Bao quan: 15 - 30°C

- Boéng goi: Hop/50 cai

TCCL: ISO, EC hodc TCCL tuong duong

Phan nhom 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020

Hop/50 cai

84

PHAN 3
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Chai cdy mau hiéu
khi

- Chai cay mau hi€u khi tu dong chira 80 ml moi truong 16ng dugc sir dung cung voi
hé thdng cdy mau tu dong dé ting cudng phuc hoi va phat hién cac vi sinh vat hiéu
khi tir mau va cac dich co thé vo khuan khac.

- Str dung cong nghé ap suat gitp nhan biét c6 vi sinh dua trén kha nang phat hién
bat cir khi nao (khong chi riéng CO2) duoc sinh ra hay tiéu thy do hoat dong cuia vi
khuén, nAm

- Thanh phan (w/v): Soy-Casein Peptone A 2.1%, Sodium Chloride 0.5%, Yeast
Extract 0.1%, Dextrose 0.25%, Divalent salts A 0.009%, Supplement O 0.33%,
Sodium Polyanetholesulfonate 0.0125%, processed water 80 ml

- Chai duoc thiét ké dung chung cho ca nguoi 16n va tré em

- Chai c6 chira thanh khuay tir gia ting kha nang khuay tron, gitp tang hiéu qua
phuc hoi va phat hién vi khuan hiéu khi

- Chai c6 thé dung dé phuc hoi va phat hién vi khuan hiéu khi véi thé tich mau tir 0.1
- 10mi

- Chai cdy méu c6 ti 1¢ pha lodng mau > 8 lan

- Bao quan: 15 - 30°C, tranh sang

- Béng goi: Hop/ 50 chai

TCCL: ISO. EC hoac TCCL tuong duong

Hop/50
chai

84

PHAN 3
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Thé dinh danh cho
vi khuan thudc
nhdém Neisseria,
Haemophillus,
Moraxella bang
phuong phép thu
cong

- Thé sir dung cong nghé phan tmg enzyme dé dinh danh

- Thoi gian cho két qua dinh danh £ 4 gio

- Thao tac cdy don gian, khong can pipet huyén dich vao timg giéng

- Khong st dung dau khodng

- C6 phan mém hd tro phién giai két qua

- Thé chira 13 co chét dé dinh danh vi khuan thuéc nhoém Neisseria, Haemophillus,
Moraxella

- Thanh phan co chat: Proline p-nitroanilide 0.1%, y-Glutamyl p-nitroanilide 0.12%,
o-Nitrophenyl, §,D-galactoside 0.25%, Glucose 2.0%, Sucrose 2.0%, Fatty Acid
Ester 0.5%, Resazurin 0.1%, p-Nitrophenyl phosphate 0.1%, Ornithine 0.8%, Urea
0.36%, Nitrite 1.2%, Nitrate 0.3%, Tryptophane 0.16%

- Bao quan: 2-8°C

- Béng goi: Hop/20 thé

TCCL: ISO, EC hoac TCCL tuong duong

Phan nhom 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020

Hop/20 the

PHAN 3
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Dung dich chuan
bi huyén phu vi
khuan 1ml

- Dung dich dung dé chuan bj huyén phu vi khuan, dung trong thé dinh danh vi
khuan thu cong bang cong nghé enzyme

- Bao quan: 20-25°C

- Bong gbi: Hop/20 dng

TCCL: ISO, EC hoac TCCL tuong duong

Phan nhom 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020

Hop/ 20
ong

PHAN 3
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Thudc thir phan
ung Indole

- Thubc thtr ding cho thir nghiém Indole

- Thanh phan: p-Dimethylaminocinnamaldehyde 10.0g, Hydrochloric Acid 100.0ml,
Demineralized Water 900.0ml

- Bao quan: 2-8°C

- Béng goi: Lo/15ml

TCCL: ISO, EC hoac TCCL tuong duong

Phan nhom 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020

Lo/15ml

Lo

PHAN 3
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Thudc thir Nitrate
A

- Thubc thtr ding dé phat hién kha ning khtr nitrate thanh nitrite ctia vi khuan

- Thanh phan: Sulfanilic Acid 8.0g, Glacial Acetic Acid 280.0ml, Demineralized
Water 720.0ml

- Bao quan: 2-8°C

- Bong goi: Lo/15ml

TCCL: ISO, EC hoac TCCL tuong duong

Phan nhom 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020

Lo/15ml

Lo

PHAN 3




- Thudc thir dung dé phat hién kha ning khu nitrate thanh nitrite cta vi khuan
- Thanh phan: n,n-Dimethyl-1-naphthylamine 6.0g, Glacial Acetic Acid 280.0ml,
Demineralized Water 720.0ml

31 |Thudc thir Nitrate B|- Bao quan: 2-8°C Lo/15ml Lo 3 PHAN 3
- Bong goi: Lo/15ml
TCCL: ISO, EC hodc TCCL tuong duong
Phan nhom 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020
- Thubc thtr dung dé phat hién enzyme cytochrome oxidase
- Thanh phan: N,N,N,N-tetramethyl-1,4-phenylenediamine 10.0g, Ascorbic Acid
2.0g, Demineralized Water 1000.0ml Hop/50
32 |Thubc thir Oxidase |- Bao quan: 20-25°C ong x Hop 3 PHAN 3
- Bong g6i: Hop/50 ong x 0.75ml 0.75ml
TCCL: ISO, EC hoac TCCL tuong duong
Phan nhom 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020
- The dmh danh thu cong KaplD SU dung cong ngneg enzyme giup giam thol gian ra
két qua con 4 gio.
- Phan tng dinh danh dua trén cac enzyme ctia vi khuan, nén khong can sir dung dau
khoang dé xac dinh cac vi khuan ky khi.
'- Khéng can sir dung pipet - RapID cho phép cay chuyén vao cac giéng cung lac,
gitip giam thoi gian va luong cong viée lién quan khi dinh danh céc vi khuan c6 ¥
Thé dinh danh vi  |nghia 1am sang.
33 |nam bang phuong |- Trong thé c6 san chat hoat dong bé mat giup giam thiéu viéc hinh thanh bong khi  |Hop/20 the|  Hop 3 PHAN 3
phap thu cong trong khoang phan tng.
'~ Két qua phan tng tao sy d6i mau rd rét - giam tinh chu quan va giam thiéu viéc lap
lai thtr nghiém.
- Phién giai két qua nhd phan mém ERIC hoic RaplD Yeast Plus Differential Chart
' Thé gdm >18 co chat giup dinh danh cho nhiéu loai nAm men va vi sinh twong tur
quan trong trong y hoc.
TCCT - 18O EC hade TOCT tirana dirong
Dung c‘lich chuan |- Dung dich chuén bj huyén dich phu hop dung trong dinh danh thu cong Hop/20 .
34 |bi hl}yén phu vi TCCL: ISO, EC hoac TCCL tuong duong 6ng Hop 3 PHAN 3
khuan 2ml Phan nhém 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020
Ong d6 duc chuan [Chuan do duc 3 McFarland hoic twong duon . £ £ khong phéan N
35 s6 3g TCCL: ISO, EC hoac TCCL tuong du%mg : Hop/ 1 ong Ong nhém PHAN'3




36

Ong d6 duc chuén

- Ong nhua chtra cac thanh ph?m gia lap dat do duc tiéu chuan 0.5McF
- Péng goi: 5ml/dng

- Bao quan: nhi¢t d§ phong

TCCL: ISO, EC hodac TCCL tuong duong

Hop/ 1 éng

Hop

khong phéan
nhém

PHAN 3

37

Dung dich pha
huyén phu vi
khuan lam dinh
danh/ khang sinh
o

- Dung dich nudc khir khoang dung dé tao huyén phu khuén lac, dung trong thir
nghiém dinh danh/khang sinh d6 bang hé thong tu dong

- Péng goi: Hop/100 6ng x Sml

TCCL: ISO, EC hodc TCCL tuong duong

Phan nhom 03 theo thong tu 14/2020/TT-BYT ngay 10/07/2020

Hop/100
éng x 5ml

54

PHAN 3

PHAN 4. HOA CHAT, VAT TU NUOI CAY, PINH DANH BANG PHUONG PHAP THU CONG

38

Pia gidy ding
trong ky thuat KSb
- Bacitracin

Pia gidy sinh hoa duoc chira trong lo thily tinh mau véi nit cao su va nap nhom
(phia trén ndt cao su). Kich thudc lo 50 x 21mm, phia day lo c6 chtra chat chong am.
Dung dé thyc hién thir nghiém nhay cam Bacitracin dé phan biét S. pyogenes (Group
A) véi S. agalactiae (Group B).

Quy cach dong gbi yéu cau: Lo / 20 dia

TCCL: ISO hoac TCCL tuong duong

Phéan nhom 05 theo thong tu sé 14/2020/TT-BYT ngay 10/07/2020

Lo /20 dia

Lo

40

PHAN 4

39

Dia khang sinh cac
loai

P1a Khang sinh dugc chua trong [0 thuy tinh mau vo1 NUt cao su va nap nhom (phia
trén nat cao su). Kich thudc lo 50 x 21mm, phia day lo c6 chtra chat chong am. Pia
khang sinh dugc dung thue hién thir nghiém khang sinh do theo phuong phéap
khuéch tan khang sinh trong thach. Thyuc hién khang sinh d6 bang dia khang sinh va
dura vao duong kinh vong vo khuan dé bién luan vi khuan dé khang, trung gian, nhay
cam theo tiéu chuan CLSI hogc EUCAST.

Quy céach dong gbi yéu cau: Lo / 50 dia

TCCL: ISO hoac TCCL tuong duong

Phan nhAm 05 theo thano tivr ¢ 14/2020/TT_RYT noaxv 10/07/2020

Lo /50 dia

Lo

1,200

PHAN 4

40

Do duc chuan 0,5
McF 3ml

Lo ¢6 chita 3ml thudc thir dung thuc hién xac dinh d6 duc cua vi khuan trong thuc
hién thtr nghiém khang sinh do.

Quy céach dong goi yéu cau: Lo 3mL

TCCL: ISO hoac TCCL tuong duong

Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Lo 3mL

Lo

PHAN 4

41

f - Lactamase
(Nitrocefin)

Pia giy sinh hoa dugc chira trong lo thiy tinh mau véi nit cao su va nap nhom
(phia trén nut cao su). Kich thudc lo 50 x 21mm, phia ddy lo c6 chira chat chdng 4m.
Dung dé thuc hién thir nghi¢m phat hién vi khuan tiét B-lactamase co dién.

Quy céach dong gbi yéu cau: Lo / 20 dia

TCCL: ISO hodc TCCL tuong duong

Phén nhom 05 theo thong tu sé 14/2020/TT-BYT ngay 10/07/2020

Lo /20 dia

Lo

PHAN 4




42

Optochin

DTa gray SInh noa auoc cnua rong 10 Thuy Unn mau voT MUt cao Su va Nap Nnom
(phia trén ndt cao su). Kich thudc lo 50 x 21mm, phia day lo c6 chtra chat chdng am.
Dung dé thyc hién thir nghiém nhay cam Optochin dé phan biét S. pneumoniae v&i
Viridans streptococcus.

Quy céach dong gbi yéu cau: Lo / 20 dia

TCCL: ISO hoac TCCL tuong duong

Phan nhAm OS thon thAnag fiy C'I"(\ 140000/TT . RBRVT naax 10/07/2020

Lo /20 dia

Lo

40

PHAN 4

43

Pia gidy dung
trong ky thuat KSb
- X,V, XV

Hé théng dinh danh Haemophilus dua trén thir nghi¢m thtr nghi€ém xac dinh nhu cau
yéu t6 X (hemin) va/hodc V (NAD: nicotin adenine dinucleotide). IVD NKX / V /
XV duoc dua trén nguyén tic cac yéu té X va V dugc tim trén cac que gidy voi cac
loai que gidy 1a X (chi c6 yéu td X), V (chi c6 yéu t6 V) va XV (c6 dong thoi yéu td
X va V). Khi dit cac que gidy nay trén moi truong thach thuong (chi ¢ chit dinh
dudng) di duogc trdi vi khuan. Yéu td X, V, XV que gidy khuéch tan ra méi truong
va lam vi khuan moc thanh vé tinh xung quanh cac que gidy X, V va XV.

Quy céach dong goi yéu cau: Bo / 10 test

TCCL: ISO hoac TCCL tuong duong

Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Bo / 10 test

PHAN 4

44

B4 thir nghiém
dinh danh truc
khuan Gram (-):
IDS 14 GNR

H¢ thong gom 14 INU ngnicm sinn hoa aung de tyc hicn dinh dann tryc Knuan
Gram am, dé moc (Enterobacteriaceae, non Enterobacteriaceae, Vibrio). Thuc hién
thir nghiém sinh hoa bang bd dinh danh IDS 14 GNR. Dua trén két qua thir nghiém
sinh hoa dé x4c dinh diém sd, tra ciru diém s6 vao hé théng ma s dé dinh danh vi
khuan.

Quy céach dong goi yéu cau: Bo / 20 test

TCCL: ISO hoac TCCL tuong duong

Phan nhAm 05 thea thana tir A 14/2000/TT-RYT naavw 10/07/2020

Bo /20 test

60

PHAN 4

45

B4 thir nghiém
dinh danh nhanh
Neisseria: RNIS

Hé thong dinh danh Neisseria dya trén thir nghiém 1én men dudng nhanh. Neisseria
c6 kha nang 1én men duong nhanh trong dung dich mudi dém phosphate c6 chat chi
thi pH 1a phenol red. Vi khuan 1én men duong lam thay d6i pH cta dung dich va lam
dung dich d6i mau tir d6 sang vang.

Quy cach déng gbi yéu cau: Bo / 20 test

TCCL: ISO hoac TCCL tuong duong

Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Bo /20 test

PHAN 4




Dugc dung de phat hien va dinh danh nhanh Helicobacter pylor1 co trong béenh pham
ndi soi da day hodc trén méi trudng nudi cdy. Pic trung cua H. pylori 13 c6 kha ning
sinh ra men urease tac dung phan hity rit nhanh urea thanh hydroxid amonium va
lam kiém hoa moi truong va dugc nhan dién nho chét chi thj pH. Néu ¢6 vi khuin H.
pylori 1am cho NK-PYLORI TEST c6 mau do6 canh sen trong vong 1 gio (d6i voi
bénh pham ndi soi da day) va trong vong 1 phat (vi khuan trén méi truong nudi ciy).

Test phat hién NK—qPYLORI TEST la moi truong chuyén biét dang gel dung dé Ehét hién nhanh vi Hop /20 )
46  |Helicobacter Pylori |khuan H. pylori va dugc chira trong giéng ctia mot bang nhua. Moi bang nhya tuong ' Test 3,000 PHAN 4
; . A o : a1 2 . X . test
nhanh trong dich vi{duong véi mot thir nghiém dugc dung cho mot bénh pham hodc mau thir. Bang nhua
duoc lam béng PS, mau tréng trong, Bang nhyua co kich thudc bé mat 50x20mm.
Chiéu cao ctia bang nhua 15mm. Ngay giita bang nhya c6 giéng véi duong kinh
6mm va chiéu cao ca giéng 10mm
Quy céach dong goi yéu cau: Hop / 20 test
TCCL: ISO hoac TCCL tuong duong
Phan nhom 05 theo thone tir sb 14/2020/TT-BYT neav 10/07/2020
Tang sinh khong chon loc tat ca cac vi khuan, ngoai trir H. influenzae. Moi trudng
Moi trudng cay duoc chura trong lo thuy tinh nip vin c6 dung tich 3mL, kich thudc 40 x 16mm.
47  |tang sinh vi khuan [Quy cach déng géi yéu cau: Hop / 10 lo Hop /10 1o Lo 120 PHAN 4
kho6 moc: BHI broth| TCCL: ISO hoac TCCL tuong duong
Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Bao quan va chuyén chd mau phan dung trong xét nghiém vi sinh 14m sang. Thoi
gian bdo quan bénh phérn 48 gid ¢ nhi¢t do thuong hodc 2 — 8oC. Moi truong duoc
Cary - Blair X chura trong tube nhu’g c6 chiéu qai 180mm va duong kinh 10mm, phu hop khi su Bich / 20 .
48 [chuyén ché mau dung véi1 tam bong lay b§nh pham vo trung. ‘ tube Tube 360 PHAN 4
phan Quy cach dong goi yéu cau: Bich / 20 tube
TCCL: ISO hoac TCCL tuong duong
Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Tang SN CNon I0C VI KNuan Salmonela va SNigela. DUoc aung rong Xet Ngnicm
ciy phan thudng quy. Mdi truong duogc chita trong tube nhua c6 chiéu dai 180mm
Moi truong tang va duong kinh , ? Bich /20 .
49 [sinh Salmonella va |10mm, phu hop khi st dl.}ng véi tam bong 1ay bénh pham vo trung. ' tube Tube 360 PHAN 4
Shigella: GN broth [Quy cach dong géi yéu cau: Bich / 20 tube
TCCL: ISO hoac TCCL tuong duong
Phan nhém 05 thea thana fir ¢A 14/2020/TT RVT ngiyu 10/07/2020)
Bao quan va chuyen cho cac loar benh pham Khac nhau nhu mu - dich tiet, tal — mul
— xo0ang, quét hau hong, quét sinh duc... Thoi gian bao quan bénh pham 48 gio ¢
nhiét do thuong hoac 2 — 80C. Méi truong dugce chira trong tube nhua co chiéu dai
Stuart-Amies X 180mm va duong kinh ’ 9 Bich / 20 .
50 |chuyén ché mau 10mm, phu hop khi sir dung véi tam bong lay bénh pham vo trung hodc tam bong ' tube Tube 1,800 PHAN 4

mu , dich

ménh iy bénh pham v tring.

Quy céach dong goi yéu cau: Bich / 20 tube

TCCL: ISO hoac TCCL tuong duong

Phan nhAm 05 theo thano tiv ¢ 14/2020/TT_-RYT noaxv 10/07/2020




o1

Thach mau ctru BA
d 90 pha sin

Méi truong d6 san trén dia petri ® 90mm.

Cong dung: Méi truong nudi cAy phan biét. Phan biét cac kiéu hinh tiéu huyét (a, B,
v). Ap dung nudi cdy phan lap tac nhan nhiém tring tir cac bénh pham dudng hod
hap, quét hau hong, mi - dich tiét ... Thanh phan Peptone (0,552g); Corn starch
(24mg); Sodium chloride (0,12g); Agar (0,36g); Nudc cat (24mL); Mau ciru (1,6mL)
Quy céach dong gbi yéu cau: Hop / 10 dia

TCCL: ISO hoac TCCL tuong duong

Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop / 10
dia

Pia

6,000

PHAN 4

52

Thach 2 ngan BA /
MC

MIo1 trrong do san tren dia petrl @ 9Umm. BA: VIOl truong Nuol cay phan bict. Phan
biét cac kiéu hinh tiéu huyét (o, B, v). Ap dung nudi cdy phan lap tac nhan nhiém
tring tir cic bénh pham duong ho hip, quét hau hong, mu - dich tiét.... MC: Mbi
truong nudi cdy chon loc va phan biét kha ning 1én men lactose cta tryc khuan
Gram am, d& moc. Ap dung nuéi cdy phan lap tac nhan nhiém tring tir cac bénh
pham khac nhau.

Quy céach dong gbi yéu cau: Hop / 10 dia

TCCL: ISO hoac TCCL tuong duong

Phan nhA&m 05 theo thano tivr ¢ 14/2020/TT_-RYT noaxv 10/07/2020

Hop /10
dia

Pia

840

PHAN 4

53

Thach mau c6 bd
sung yéu t6 X, V:
CAXYV ¢ 90 pha

san

Méi truong d6 san trén dia petri ® 90mm.

Cong dung: Mai truong nudi cdy khong chon loc vi khuan khé moc. Ap dung phan
1ap tac nhan nhiém trung tir dich ndo tay hodc cic bénh pham vé trung khac. Thanh
phan Peptone (0,552g); Corn starch (24mg); Sodium chloride (0,12g); Agar (0,36g);
Nudc cit (24mL); Mau ngua (1,6mL)

Quy cach déng gbi yéu cau: Hop / 10 dia

TCCL: ISO hoac TCCL tuong duong

Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop /10
dia

Pia

4,800

PHAN 4

54

Thach
CHROMAGAR ¢
90 pha san

Mot treong do san tren dia petrt @ Y90mm.

Cong dung: Méi truong sinh mau dung nudi cdy phan 1ap va phan biét cac tac nhan
gay nhiém tring tiéu. Mot s6 tac nhan gay nhiém trung tiéu thuong gip c6 khum
khuan dic trung nhu E. coli (hdng tim), Klebsiella, Enterobacter, Citrobacter (xanh
bién dam), Pseudomonas (trang kem), Proteus (trang nau), S. aureus (vang duc), S.
saprophyticus (hong duc), Enterococus (xanh ngoc). Ngoai ra, Chromagar c6 thé
dung dé nudi cay phan lap tc nhan nhiém trang tir cac bénh pham khac nhu mu -
dich tiét... Thanh phan Chromogenic mix (24mg); Peptone, yeast and extract (0,4g);
Agar (0,36g); Nudc cat (24mL)

Quy céach dong gbi yéu cau: Hop / 10 dia

TCCL: ISO hoac TCCL tuong duong

Phan nhdom 05 theo thono tir 6 14/2020/TT-BYT noav 10/07/2020

Hop /10
dia

Pia

3,600

PHAN 4




Moi trudng d6 san trén dia petri @ 90mm.
Cong dung: Mo6i truong nudi cay chon loc va phan biét kha nang 1én men lactose cua
tryc khuan Gram am, dé moc. Ap dung nuéi cay phan lap tdc nhan nhiém trung tir

Thach Mac- cac bénh pham khac nhau. Thanh phan Peptones (72mg); Pancreatic digest of gelatin Hop / 10 )
55 Conkf:y MC ¢ 90 [(0,49); Lactose monohydrate (0,249); Bile salts (36mg); Sodium chlo’ride (0,129); ' dia Dia 6,000 PHAN 4
pha san Crystal violet (0,024mg); Neutral red (0,72mg); Agar (0,4g); Nudc cat 24mL.
Quy céach dong goi yéu cau: Hop / 10 dia
TCCL: ISO hoac TCCL tuong duong
Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Cong dung: Thuc hién khang sinh d6 bang dia khang sinh hodc bang que MIC trén
vi khuan dé moc. Pia thach tron ¢6 ® 90mm thuc hién khang sinh dd cho 7 dia
Thach Mueller- khang sinh hodc 2 que MIC. Thanh phan Beef extract (48mg); Acid hydrolysate of Hop / 10 .
56 Hiltor~1 : MHA ¢ 90 |Casein (0,42g); Starch (3§mg); Agar (0,4g); Nudc cat (24mL). ' dia bia 4,800 PHAN 4
pha san Quy cach dong goi yéu cau: Hop / 10 dia
TCCL: ISO hoac TCCL tuong duong
Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Moi trudng d6 san trén dia petri @ 90mm.
Cong dung: Mai truong Mueller Hinton Agar c6 bo sung 5% mau ciru thuc hién
Thach Mueller- khang sinh d6 bang dia khang sinh hoic bang que MIC véi streptococcus va N.
57 Hilton mau ctru: meningitidis.. Thanh phan Beef extract (48mg); Acid hydrolysate of Casein (0,42g); | Hop/ 10 Bia 600 PHAN 4
MHBA ¢ 90 pha |Starch (36mg); Agar (0,4g); Nudc cat (24mL); Mau ctru (1,6mL). dia
san Quy céach dong goi yéu cau: Hop / 10 dia
TCCL: ISO hoac TCCL tuong duong
Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
VIOT TTTONE A0 San tren dia petiT O YU,
Cong dung: Mai truong nudi cdy vi nAm. Ap dung phan 1ap vi ndm tir cac bénh
Thach Sabouraud: pham. Thanh phan Dextrose (0,96g); Peptone (0,24g); Agar (0,36g); Nudc cat Hop / 10 ) .
58 SAB ¢ 90 pha sin (24mL). ‘ dia Dia 120 PHAN 4
Quy cach dong goi yéu cau: Hop / 10 dia
TCCL: ISO hoac TCCL tuong duong
Dhin nhém 05 thoa thAna tie ¢A 14/2090/TT RVT nadvw 10/07/2020
Méi truong do san trén dia petri ® 90mm.
Cong dung: Méi truong nudi cdy chon loc Salmonella va Shigella. Ap dung nudi ciy
mau phan. Thanh phan Beef Extract (0,12g); Pancreatic Digest of Casein (60mg);
Thach Salmonella- |Peptic Digest of Animal Tissue (60mg); Lactose (0,249); Bile Salts (0,2g); Sodium Hop / 10 .
59 |[Shigella: SS ¢ 90 |Citrate (0,2g); Sodium Thiosulfate (0,29g); Ferric Citrate (24mg); Neutral Red " dia Dia 360 PHAN 4

pha san

(0,6mg); Agar (0,4g); Brilliant Green (7,92ug); Nudc cat 24mL.
Quy cach dong goi yéu cau: Hop / 10 dia

TCCL: ISO hoac TCCL tuong duong

Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Dung thyuc hién thir nghiém coagulase dé phan biét Staphylococcus aureus véi
Coagulase negative staphylococcus, ¢6 thanh phan chinh 1a huyét trong tho dong

60 HAuyé’t tu;ong tho kho Vé: du’qc, ChI’Ia: 'troAng lg thﬁ}: tinh n0t cao su c6 dong nap nhom. Hop /10 Io Lo 360 PHAN 4
dong kho Quy cach dong goi yéu cau: Hop / 10 1o
TCCL: ISO hoac TCCL tuong duong
Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
O Uy UM TP VAl CO KICH UMTITOT 4U X TOTMITL, TIUC IS UU TZNICTT Uy grar
esculin v&i sy hién dién ctia 40% bile, dung phan bi€t Group D streptococcus voi
Bile Esculin (BI-  |cac streptococcus khéc. . x
61 ESC) pha san Quy cach dong goi yéu cau: Hop /10 1o Hop /1010 Lo 1,200 PHAN 4
TCCL: ISO hoac TCCL tuong duong
Dhan nhAm OS thon thana tir ¢cA 1A4A/200/TT RBVT naaxr 10/07/2000
Moi truong nudc
mudi sinh Iy NS |Lo thily tinh ndp vian c6 kich thudc 40 x 16mm,. Chuan bi huyén dich vi sinh cho
0,85% Vo0 trung thir nghiém dinh danh hoic khang sinh d6
62 |dung pha ché cac  |Quy cach dong goi yéu cau: Hop / 10 lo Hop /10 1o Lo 1,800 PHAN 4
huyén dich vi TCCL: ISO hoic TCCL tuong duong
khuan: NORMAL |Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
SALINE
Lo thuy tinh nap vian c6 kich thudc 40 x 16mm. Thyc hién thir nghiém dung nap
6.5% sodium chloride dé phan biét Enterococcus v&i non — Enterococcus.
63 |TSB 6,5% NaCl  |Quy cach dong goi yéu cau: Hop / 10 lo Hop / 10 1o Lo 1,200 PHAN 4
TCCL: ISO hoac TCCL tuong duong
Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Pung trong tube nhura dung dé bao quan va luu gitr vi khuan trong diéu kién nhiét
d6 am. Thoi gian bao quan chung vi khuan tiy thudc va ngudng nhiét d6 bao quan: -
20 d6 C (1 nam); -30 do C (2 nam); -70 d6 C (10 nam). Thanh phan Brain Heart,
Infusion (3mg); Peptic Digest of Animal Tissue (3mg); Pancreatic Digest of Gelatin :
64 I(?’:Llf %;e;ifs%? (7,5mg); Dextrose (1,5mg); Sodium (;hloride (1,25mg); Disodium Phosphate Bliﬂb/elo Tube 600 PHAN 4
(1,25mg); Glycerol (0,1mL); Nudc cat (0,5mL).
Quy céach dong goi yéu cau: Bich / 10 tube
TCCL: ISO hoac TCCL tuong duong
Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Thudc nhudm dugc chira trong chai 1am tir nhya PP (Polypropylene). Chai 100mL
dung trong chai c6 dung tich 125mL, kich thudc 100 x 60mm.
B6 thudc nhudm Thu’? hién xét‘ nghiém soi nhud¢m Alkaline Methylen Blue tim C.diphtheriae (truc Chai / .
65 |Alkaline Methylen |khuan bach hau). 100mL Chai 2 PHAN 4

Blue (ALKMB)

Quy céach dong goi yéu cau: Chai / 100mL
TCCL: ISO hoac TCCL tuong duong
Phéan nhom 05 theo thong tu sé 14/2020/TT-BYT ngay 10/07/2020
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B6 thubc nhuém
Gram

Thudc nhudém duge chira trong chai 1am tir nhwa PP (Polypropylene). Chai 100mL
dung trong chai c6 dung tich 125mL, kich thudc 100 x 60mm.

Cong dung: Thuc hién xét nghiém soi nhuém Gram. Thanh phﬁn gém 04 loai dung
dich 1a Crystal Violet, Lugol, Alcohol va Safranine.

Quy cach dong gbi yéu cau: Bo / 100mL

TCCL: ISO hoac TCCL tuong duong

Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Bo/
100mL

42

PHAN 4

67

Thubc nhudm
Giemsa

Thudc nhudém dugc chira trong chai 1am tir nhwa PP (Polypropylene). Chai 100mL
dung trong chai c6 dung tich 125mL, kich thudc 100 x 60mm.

Thyc hién xét nghiém soi nhudm Giemsa

Quy cach dong goi yéu cau: Chai / 100mL

TCCL: ISO hoac TCCL tuong duong

Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Chai /
100mL

Chai

24

PHAN 4

68

Alcohol Acide

Thudc nhudm dugc chira trong chai 1am tir nhya PP (Polypropylene). Chai 100mL
dung trong chai c6 dung tich 125mL, kich thudc 100 x 60mm.

Cong dung: Dung dich thanh phan cta thuéc nhuém Gram va Ziehl Neelsen.

Quy cach déng géi yéu cau: Chai / 100mL

TCCL: ISO hoac TCCL tuong duong

Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Chai /
100mL

Chai

600

PHAN 4

69

B6 thuc nhuom
lao

TITIOC NITUQI QUQT CNUA TONg Charl [an 0 NMUa PP (POTyPropyIenc). Thal TUUITL
dung trong chai c6 dung tich 125mL, kich thudc 100 x 60mm.

Cong dung: Thuc hién xét nghi¢m soi nhuom Ziehl Neelsen tim truc khuan khang
acid dé chan doan lao. Thanh phan gom 03 loai dung dich 1a Carbon Fuchsin,
Alcohol Acid va Methylen Blue

- Quy cach dong goi yéu cau: B6/100ml

- TCCL: ISO hoac TCCL tuong duong

Phan nhAm 08 thon thAnag tiy (‘A 140000/ TT RVT naax: 10/07/2020

Bo/
100mL

600

PHAN 4

PHAN 5. HOA CHAT SU DUNG TRONG CHAY THAN, RUA MANG LQC, RUA MAY

70

Bot Natri
Hydrogencarbonate

Natri hydrogenocarbonate (NaHCO3): 900 g
TCCL: ISO 13485,CE hoac TCCL tuong duong
Phan nhém 1 theo thong tu 14/2020/TT-BYT ngay 10/07/2020

12 tai/
thung

Tui

4,920

PHAN 5

71

Dung dich khir
khuan thiét bi loc
mau thanh phan
axit citric

Dung dich tay rira may than, 100g chua: 21g citric acid 1-hydrate, 2g lactic acid, 2g
malic acid

TCCL: ISO 13485,CE hoac TCCL tuong duong

Phan nhém 2 theo thong tu 14/2020/TT-BYT ngay 10/07/2020

Can 5 lit

Can 5 lit

144

PHAN 5




Que thir ndng 46
cua peroxide con
ton du trong duong

Thir ndng d6 ctia peroxide con tén du trong duong dich tham phan hoic qua loc sau

ﬁf; t;ljgnlg ?Zlu khi khir khuén bang cac qhét khir khuan axits paracetic hoic peroxide 100 )
72 khi Khit khﬁ 2 Quy cach dong goi yéu cau: 100 que/lo, 6 lo/kit que/lc_)., 6 Lo 80 3 PHAN 5
bing cac chat khir TCCL: ISO 13485 hodc TCCL tuong duong lo/kit
2 . Phan nhom 3 theo thong tu 14/2020/TT-BYT ngay 10/07/2020
khuan axits
paracetic hodc
peroxide
- Do nhay 0, 0.1, 0.5, 3 ppm
Phu hop dé kiém tra
Que thir ndng do ton du chlorine 100 )
73 chlorine i trong nudc rua ‘ ’ que/19 +1 Lo 5 3 PHAN 5
Quy cach dong goi yéu cau: 100 que/lo + 1 cdc; coc;
TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhém 3 theo thong tu 14/2020/TT-BYT ngay 10/07/2020
Dung dich khtr Peracetic acid: 5%; Hydrogen peroxide 26,53%; Acetic acid: 7,83% . ] khong phan +
7 | ehin qui loc TCCL: ISO 13485 hodic TCCL tuong duong Can5lit | CanSlit 120 nhém PHAN'S
Can 10 lit dd dam dac chira:
* Natri clorid: 2708.69g
* Kali clorid: 67.10g
. . * Calciclorid.2H20: 99.24 g
Dung dich dun . }
75 trongg loc mau fhan » Magnesi clorid.6H20: 45.75¢ Can10lit | Can101lit | 4,920 3 PHAN 5
a0 (dich A) * Acid acetic bang: 81.00g
* Glucose H20 : 494.99¢
« Nudre tinh khiét vira du: 10 lit
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhém 3 theo thong tu 14/2020/TT-BYT ngay 10/07/2020
PHAN 6. HOA CHAT XET NGHIEM SINH HOA CHAY TREN MAY TU PONG
Dung dich rira hé théng. Thanh phan bao gom: Baypur CX 100; Sodium Hydroxide
Dung dich rira hé 1 - 2%; Genapol X080 1 - 2%: Sulfonic acids, C14-17-sec-alkane, mudi natri 1 - 5% .
76 ‘ ", |Quy cach dong goi yéu cau: 1x51 1x5I Can 26 1 PHAN 6

thdng may sinh hoa

TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Thanh phan: Polystyrene
Dung tich 3.0 mi

77 %ig lay mau 3.0 Quy céach dong goi yéu cau: 1000Pcs/bag 1OOOZCS/ba Tui 12 PHAN 6
TCCL: ISO 13485, hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
H,O 2 Cha.lE dung cho dai do: 1.65 - 150 U/L, phuong phap do: Adenosine-Glutamate dehydrogenase
78 Ze[gEgthl)@SnII NE Quy cach dong gbi yéu cau: 4x8mL+1x10mL 4x8mL+1x Ha 5 AN 6
SEAMINASE TCCL: ISO 13485, CE hoge TCCL twong duong 10mL P PHAN
(ADA) Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chit dung cho xét nghiém Albumin ; dai do: 15-60 g/L ; phuong phap:
Dinh lugng Bromocresol Green (BCG), budc song 600/800 nM . Thanh phan: Succinate buffer
Albumin trong (pH 4.2) 100 mmol/L; Bromocresol green 0,2 mmol/L; . X
" lhuyétthanhva  |Quy céch dong goi yéu ciu: 4x29ml x29ml Hop > PHAN 6
huyét tuong TCCL: ISO 13485, CE hoic TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
HOa chat dung cho Xet nghicm ALP ; dai do; 5>-1500 U/L ; phuong phap: dua tren
khuyén nghi cta “Hiép hoi Hoa hoc Lam sang Qudc té” (IFCC), Budc song:
Do hoat d5 ALP 410/480 nM. Thanh phan: 2-Amino-2-Methyl-1-Propanol (AMP) pH 10,4: 0,35
L mol/L; p-Nitrophenyl phosphat 16 mmol/L, HEDTA 2 mmol/L; Kém sulfat 1 1x30ml+1x n «
80 |(Alkalin _ . _ B6 20 PHAN 6
Phosphatase) mmol/’L, M'flgnes[ .ac?tat 2 mmol/L; 30mi
Quy cach dong goi yeu cau: 1x30ml+1x30ml
TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nham 1 thea thana tir <A 14/9020/TT.RV T naav 10/07/2020
Hoa chit dung cho xét nghiém ALT ; dai do: 3-500U/L ; phuong phap dua trén
khuyén nghi ctia IFCC. Thanh phan: L-Alanine 500 mmol/L; 2-Oxoglutarate 12
Do hoat d6 ALT  |mmol/L; LDH > 1.8 kU/L; NADH 0.20 mmol/L; 4x50ml+4x . <
8L e Quy cach déng g6i yéu ciu: 4x50ml+4x25ml 25ml Hop 22 PHAN 6
TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat dung cho xét nghiém AST ; dai do: 3-1000 U/L ; Phuong phap dya trén
khuyén nghi ctia IFCC. Thanh phan: L-aspartate 240 mmol/L; 2-Oxoglutarate 12
Do hoat 40 AST mmol/L; LDH > 0.9 kU/L; MDH > 0.6 kU/L; NADH 0.20 mmol/L; 4x25ml+4x . .
82 1o Quy cach déng g6i yéu cau: 4x25ml+4x25ml 25ml Hop 22 PHAN 6
TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
HOA CMat auig CIMo Xet NZNAICHT Calcl ; aar o; - Mo L PIUONg phap: ATSCNazo
3, budc song 660/700 nM . Thanh phan:Imidazole (pH 6,9) , Arsenazo III 0,02%,
DPinh lugng Calci  |Triton X-100 N X
83 toan phan : Quy céach dong gbi yéu cau: 4x29ml Ax29mi Hop ! PHAN 6

TCCL: ISO 13485, CE hoac TCCL tuong duong

Phan nhAm 1 thon thAna tiy or'(\ 1409000/ TT RVT naaxy 10/07/2020
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Dinh luong
Cholesterol toan
phan

Hoa chat dung cho xét nghiém Cholesterol ; dai do: 0.5-18 mmol/L ; phuong phap:
CHO-POD; budc séng 540/600 nM. Thanh phan:4-Aminoantipyrine 0,31 mmol/L;
Phenol 5,2 mmol/L; Cholesterol esterase > 0,2 kU/L (3,3 pkat/L); Cholesterol
oxidase > 0,2 kU/L (3,3 pkat/L);

Quy céach dong goi yéu cau: 4x45ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x45ml

Hop

20

PHAN 6

85

Do hoat do
Cholinesterase
(ChE)

Hoa chét dung cho xét nghiém Cholinesterase ; dai do: 1-15 kU/L ; phuong phap:
dua trén cac khuyén nghi cia GSCC 1994. Thanh phan: Tetra sodium diphosphate
(pH 7.6) 75 mmol/L; Ferricyanide (111) 2.0 mmol/L; Butyrylthiocholine 15 mmol/L
Quy cach dong gbi yéu cau: 4x30ml+4x6ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x30ml+4x
oml

PHAN 6

86

Do hoat do CK
(Creatine kinase)

Hoa ¢hat dung ¢cho Xet nghiem CK | dai do: 1U-ZU00U U/L | phuong phap dua tren
khuyén nghi cta IFCC cho CK (NAC), budc song 340/660 nM. Thanh phan:
Immidazole (pH 6.5, 37°C) 100 mmol/L; NADP 2.0 mmol/L; Glucose 20 mmol/L;
Creatine phosphate 30 mmol/L; N-acetylcysteine 0.2 mmol/L; Diadenosine
pentaphosphate 0.01 mmol/L; G6P-DH > 2.8 kU/L;

Quy céach dong gbi yéu cau: 4x22ml+4x4ml+4x6ml

TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhdm 1 thea thana tir ¢A 14/2000/TT-RV T nagav 10/07/2020

4x22ml+4x
4dml+4x6ml

PHAN 6

87

Do hoat d§ CK-
MB (Isozym MB
of Creatine Kinase)

Hoa chat dung cho xet nghiem CK-MB"; dar do: [U-Z00U U/L ; phuong phap:
Enzymatic immuno-inhibition (&rc ché mién dich enzym), Budc song 340 (nm).
Thanh phan: Dung dich dém Imidazole (pH 6.7) 100 mmol/L; Diadenosine-
pentaphosphate 0.01 mmol/L; Glucose 20 mmol/L; G6P-DH > 2.8 kU/L; Creatine
phosphate 30 mmol/L;N-Acetylcysteine 0.2 mmol/L; Khang thé khang tiéu don vi
CK-M thay dbi;

Quy cach déng gbi yéu cau: 2x22ml+2x4ml+2x6ml

TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhém 1 then thanae tir ¢ 14/2020/TT-RYT nadv 10/07/2020

2x22ml+2x
4dml+2x6ml

20

PHAN 6

88

Dinh lugng
Creatinin

Hoa chit dung cho xét nghiém Creatinine ; dai do: 5-2200 pmol/L ; phuong phap:
Kinetic Jaffe, budc song 520/800 nM. Thanh phan: Natri hydroxide 120 mmol/L;
Axit picric 2,9 mmol/L.

Quy cach dong goi yéu cau: 4x51ml+4x51ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x51ml+4x
51ml

26

PHAN 6

89

Dinh luong
Bilirubin tryc tiép

Hoa chét dung cho xét nghiém Bilirubin truc tiép ; dai do: 0—171 pmol/L ; phuong
phap: DPD, budc song 570 nM. Thanh phan: 3,5 Dichlorophenyl diazonium
tetrafluoroborate 0.08 mmol/L

Quy céach dong goi yéu cau: 1x20ml+1x20ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

1x20ml+1x
20ml

30

PHAN 6
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bo hoat 40 GGT
(Gama Glutamyl
Transferase)

Hoa chit dung cho xét nghiém GGT ; dai do: 5-1200 U/L ; phuong phap dua trén
khuyén nghi ctia IFCC. Thanh phan: Glycylglycine pH 7,7 (37°C) 150 mmol/L;L-y-
glutamyl-3-carboxy-4-nitroanilide 6 mmol/L

Quy cach dong goi yéu cau: 4x40ml+4x40ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x40ml+4x
40ml

PHAN 6

91

Dinh luong
Glucose

Hoa chat dung cho xét nghiém Glucose ; dai do: 0.6-45 mmol/L ; phuong phap:
Hexokinase, budc song 340 nM. Thanh phan: Pém PIPES (pH 7,6) 24,0 mmol/L,
ATP > 2,0 mmol/L, Hexokinase > 0,59 kU/L, G6P-DH > 1,58 kU/L

Quy céach dong goi yéu cau: 4x53ml+4x27ml

TCCL: ISO 13485, CE hoac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x53ml+4x
27ml

Hop

24

PHAN 6

92

Dinh lugng HDL-
C (High density
lipoprotein
Cholesterol)

Hoa chit dung cho xét nghiém HDL-Cholesterol ; dai do: 0.05-4.65 mmol/L ;
phuong phap: Enzymatic colour). Thanh phan: Khang thé khang B-lipoprotein &
ngudi ndng do thay do6i; Cholesterol esterase (CHE) 0,8 ITU/mL; Cholesterol oxidase
(CHO) 4,4 IU/mL; Peroxidase (POD) 1,7 IU/mL; Ascorbate Oxidase 2 1U/mL;F-
DAOS 0,2 mmol/L; 4-Aminoantipyrine 0,67 mmol/L

Quy cach déng gbi yéu cau: 4x51.3ml+4x17.1ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x51.3ml+
4x17.1ml

36

PHAN 6

93

Dinh luong Sét

Hoa chat dung cho xét nghiém St ; dai do: 2-179 umol/L ; phuong phéap: TPTZ,
budce song 600/800 nM. Thanh phan: Glycine buffer (pH 1.7) 215 mmol/L; L-
ascorbic acid 4.7 mmol/L; 2,4,6-Tri(2-pyridyl)-5-triazine 0.5 mmol/L

Quy céach dong goi yéu cau: 4x15ml+4x15ml

TCCL: ISO 13485, CE hoac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x15ml+4x
15ml

PHAN 6

94

Dinh lugng Lactat
(Acid Lactic)

Hoa chit dung cho xét nghiém Lactate ; dai do: 0.22-13.32 mmol/L ; phwong phap:
Enzymatic colour ). Thanh phan: Lactate oxidase > 0.2 kU/L; Peroxidase > 1 kU/L;
4-aminoantipyrine 0.1 mmol/L; TOOS* > 0.3 mmol/L;

Quy cach dong gbi yéu cau: 4x10mIR 1+4xlyo

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x10mlIR1
+4xlyo

20

PHAN 6

95

Do hoat d0 LDH

HOa chat aung cno Xet Ngnicm LUH ; dal do; Z>-1200 U/L ; pnuong pnap aua wen
khuyén nghi cua IFCC, budc song 340 nM. Thanh phan: 1a D(-)N-Methylglucamin
buffer, pH 9.4 (37°C) 325 mmol/L; Lactate 50 mmol/L ; NAD+ 10 mmol/L; Chat
bdo quan.

Quy céach dong goi yéu cau: 1x40ml+1x20ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Dhin nham 2 thea thAna tir ¢A 14/2020/TT RVT nadv 10/07/2020

1x40ml+1x
20ml

20

PHAN 6
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Dinh luong LDL -
C (Low density
lipoprotein
Cholesterol)

Hoa chat dung cho xét nghiém LDL-Cholesterol ; dai do: 0.26-10.3 mmol/L ;
phuong phap: Enzymatic colour . Thanh phan: Cholesterol esterase 3,7 IU/mL;
Cholesterol oxidase 3,7 IU/mL; 4-aminoantipyrine 0,8 mmol/L;

Quy céach dong gbi yéu cau: 4x51.3ml+4x17.1ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x51.3ml+
4x17.1ml

35

PHAN 6

97

Do hoat d Lipase

Hoa chét dung cho xét nghiém Lipase ; dai do: 3-600 U/L ; phuong phap: Kinetic
colour (do mau dong hoc). Thanh phan: 1,2-Diglyceride substrate 0.04 mmol/L;
Monoglyceride lipase > 400 U/L; Glycerol kinase > 100 U/L; POD > 500 U/L;4-
Aminophenazone 0.25 mmol/L; TAPS (pH 8.7) 50 mmol/L; TOOS 1.0 mol/L; Chét
hiéu chuén: Huyét thanh ngudi chira lipase lon.

Quy céach dong goi yéu cau: 4x30ml+4xlyo+4x10ml+2x3ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x30ml+4x
lyo+4x10m
[+2x3ml

PHAN 6

98

Dinh luong Mg

HOa chat qung cnNo Xet NgNIgm VIAgNeSIUm ; dal do; U.Z-3.3 mmol/L ; pnuong pnap:
Xylidyl Blue, budc séng 520/800 nm. Thanh phan: €-Amino-n Caproic Acid 450
mmol/L; Glycoletherdiamine-N,N,N’, N’ tetraacetic acid 0.12 mmol/L; Xylidyl blue
0.18 mmol/L.

Quy céach dong goi yéu cau: 4x40ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Dhan nhAm 1 than thAdna fie cr'(\ 140020/TT RVT naax 10/07/2020

4x40ml

PHAN 6

99

Dinh luong Protein
toan phan

Hoa chat dung cho xét nghiém Protein toan phan ; dai do: 30-120 g/L ; phuong
phap: Biuret. Thanh phan: Sodium hydroxide 200 mmol/L; Potassium sodium
tartrate 32 mmol/L; Copper sulphate 18.8 mmol/L; Potassium iodide 30 mmol/L.
Quy céach dong goi yéu cau: 1x48ml+1x48ml

TCCL: ISO 13485, CE hoac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

1x48ml+1x
48ml

30

PHAN 6

100

Dinh lugng
Bilirubin toan phan

Hoa chit dung cho xét nghiém Total Bilirubin ; dai do: 0-513 umol/L ; phuong
phép: DPD, buéc song 540 nM. Thanh phan: Caffeine 2.1 mmol/L; 3,5-
dichlorophenyldiazonium tetrafluoroborate 0.31 mmol/L

Quy cach déng gbi yéu cau: 4x40ml+4x40ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

1x40ml+1x
40ml

16

PHAN 6
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Dinh luong
Triglycerid

Hoa chit dung cho xét nghiém Triglyceride ; dai do: 0.1-11.3 mmol/L; phuong
phap: GPO-POD; budc séng 660/800 nM. Thanh phan:4-Aminoantipyrine 0.5
mmol/L; Lipases 1.5 kU/L (25 pkat/L); Glycerol kinase 0.5 kU/L (8.3 pkat/L);
Peroxidase 0.98 kU/L (16.3 pkat/L); Ascorbate oxidase 1.48 kU/L (24.6 pkat/L);
Glycerol-3-phosphate oxidase 1.48 kU/L (24.6 ukat/L);

Quy cach dong gbi yéu cau: 4x50ml+4x12.5ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x50ml+4x
12.5ml

26

PHAN 6
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Dinh luong Ure

Hoa chit dung cho xét nghiém Urea/Urea nitrogen ; dai do: 0.8-50 mmol/L ; phuong
phap: Urease/GLDH . Thanh phan: NADH > 0.26 mmol/L; 2-Oxoglutarate > 9.8
mmol/L ;Urease > 17.76 kU/L; GLDH > 0.16 kU/L

Quy cach dong goi yéu cau: 4x53ml+4x53ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x53ml+4x
53ml

22

PHAN 6

103

Dinh luong Acid
Uric

Hoa chét dung cho xét nghiém Uric Acid ; dai do: 89-1785 pmol/L ; phuong phap:
Uricase/POD . Thanh phﬁn:MADB 0.15 mmol/L;4-Aminophenazone 0.30 mmol/L;
Peroxidase > 5.9 kU/L (98 pkat/L); Uricase > 0.25 kU/L (4.15 pkat/L);Ascorbate
Oxidase> 1.56 kU/L (26 pkat/L)

Quy céach dong gbi yéu cau: 1x42.3ml+1x17.7ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

1x42.3ml+
1x17.7ml

80

PHAN 6

104

Dinh luong Protein

HOa cnat dung cho Xet Ngnigcm UTnary/CSF PTOTeIn ; dal do: U.UT-Z.U g/ ; pNuong
phap: Pyrogallol Red Molybdate. Thanh phan: R1: Pyrogallol Red 47 pmol/L; Natri
Molybdate 320 pmol/L; Axit succinic 50 mmol/L ; Chat hiéu chuan: Albumin huyét
thanh nguoi 0,5 g/L;

Quy cach dong gbi yéu cau: 4x19ml+1x3ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhAm 1 then thAnag iy CA 140020/TT RVT naax 10/07/2020

4x19ml+1x
3ml

PHAN 6

105

Do hoat do
Amylase

Hoa chat dung cho xét nghiém a-Amylase ; dai do: 10-2000 U/L ; phuong phap:
CNPG3. Thanh phan: Calcium acetate 3.60 mmol/L; Potassium thiocyanate 253
mmol/L; CNPG3 1.63 mmol/L

Quy céach dong goi yéu cau: 4x40ml

TCCL: ISO 13485, CE hoac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x40ml

PHAN 6

106

Dinh lugng
Phospho vo6 co

FO0a Cchal dung ¢cno XCl nghicm Inorganic rnospnorous (pnospno vo €o) ; dal do.
0.32-6.4 mmol/L; phuong phap: molybdate; budc song 340/380 nM. Thanh phan:
Sulphuric acid 200 mmol/L; Ammoniumheptamolybdate 0.35 mmol/L; Glycine 50
mmol/L

Quy céach dong goi yéu cau: 4x15ml+4x15ml

TCCL: ISO 13485, CE hoac TCCL tuong duong

Phan nh&m 1 then thAnag iy cr/\ 140020/TT . RVT naaxy 10/07/2000

4x15ml+4x
15ml

PHAN 6

107

Hoa chat dung cho
xét nghiém ASO

Hoa chat dung cho xét nghiém ASO ; dai do: 100-1000 IU/mL ; phuong phap:
Immunoturbidimetric. Thanh phan: Phosphate buffer (pH 7.0) 40 mmol/L;
Streptolysin-O coated latex <0.2% wi/v

Quy céach dong gbi yéu cau: 4x5 I ml+4x7ml

TCCL: ISO 13485, CE hodc TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x51ml+4x
7ml

PHAN 6




108

Dinh luong CRP

Hoa chit dung cho xét nghiém CRP ; dai do: 5-300 mg/L ; phuong phap:
Immunoturbidimetric . Thanh phan: Polyethylen glycol 6000 1,5% w/v, Khang thé
(dé) khang CRP = 0,6 g/L,

Quy cach dong gbi yéu cau: 4x14ml+4x6ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x14ml+4x
oml

21

PHAN 6

109

Dinh lugng Ferritin

Hoa chat dung cho xét nghiém Ferritin ; dai do: 8-450 pg/L ; phuong phap:
Immunoturbidimetric. Thanh phan: Glycine buffer (R1: pH 8.3, R2: pH 7.3 ) 170
mmol/L; Tiéu phan Latex phu khang thé tho khang ferritin nguoi;

Quy céach dong goi yéu cau: 4x24ml+4x12ml

TCCL: ISO 13485, CE hoac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x24ml+4x
12ml

Hop

PHAN 6

110

Dinh luong RF
(Reumatoid Factor)

Hoa chat dung cho xét nghiém RF Latex ; dai do: 10-120 [U/mL ; phuong phép:
Immuno-turbidimetric . Thanh phan: Glycine buffer (pH 8.0) 170 mmol/L; Latex
phu IgG nguoi < 0.5%;

Quy céach dong gbi yéu cau: 4x24ml+4x8ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x24ml+4x
8ml

PHAN 6

111

Hoa chat hiéu
chuan cho xét
nghiém RF

Chét chuan cho xét nghiém RF. Thanh phan: Chat nén huyét thanh ngudi dang long
chtra lugng RF ¢ nguoi voi cac nong do khac nhau

Quy cach déng gbi yéu cau: 5x1ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

5x1ml

PHAN 6

112

Dinh lugng
Transferin

Hoa chit dung cho xét nghiém Transferrin ; dai do: 0.75 -7.5 g/L ; phuong phap:
Immunoturbidimetric . Thanh phan: Polyethylene glycol 6000 0.8 % w/v; Khang thé
dé khang transferrin ndng d6 thay doi;

Quy cach déng gbi yéu cau: 4x7ml+4x8ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Ax7Tml+4x8
ml

PHAN 6

113

Dinh luong Pre-
albumin

Hoa chat dung cho xét nghiém Prealbumin ; dai do: 0.03-0.8 g/L ; phuong phap:
Immunoturbidimetric . Thanh phan: Dung dich cac polymers trong phosphate
buffered saline (pH 7.1 — 7.3); Khang thé thé khang prealbumin nguoi Dao dong;
Quy céach dong gbi yéu cau: 4x15ml+4x6.5ml

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

4x15ml+4x
6.5ml

PHAN 6




Hoa chit dung cho xét nghiém UIBC (kha ning gin sat khong bio hoa); dai do: 10-
100 pumol/L; phuong phap: Nitroso-PSAPTris Buffer (pH 8.1) 180 mmol/L;Iron 6.9

114 |Dinh lugng UIBC umol/Ij; Nit,roso-I’)'SAiP IZ6 umol/;L Hydroxylammonium chloride 36 mmol/L g)r;zIZ_T)gfn)i Hop 3 PHAN 6
Quy cach dong gobi yéu cau: 4x27ml+4x6ml+4x3ml+4x2ml ool
TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét dung cho xét nghiém a-1 ACIDGLYCOPROTEIN; Dai do: 0,2 — 2,0 g/L ;
phuong phap: Immunoturbidimetric . Thanh phan:Khang huyét thanh dé chéng o-1
Dinh luong a-1 acidglycoprotein ngudi nong d§ dao dong 4x20ml+4x . ~
115 Acid egC(;gprotein Quygce}i]chlziéng g6i yéu cau: 4x20ml+4x4.5ml 4.5ml Hop 3 PHAN 6
TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
HOa chat dung de dinn [Uong nong do Albumin rong Nroc tieu/dich nao Wy, dal do.
nudc tiéu 7-450 mg/L, CSF 10-450 mg/L; phuong phap turbidimetric(do do duc);
Dinh lugng budce song 380/800 (nm). Nong do cudi ciing cua cac chit phan tng 1a Pém
Albumin trong Phosphate 18mMol/L; Khang thé khang albumin dé dao dong, Polyethylen Glycol 4x32.6ml+ . <
18 T owee tiéu va dich (8000 3.6% 4xaaml | HOP 3 PHAN 6
ndo tiy Quy cach dong goi yéu cau: 4x32.6ml+4x4.4ml
TCCL: ISO 13485, CE hoac TCCL tuong duong
PP B hee ﬁﬁ‘é‘ff Yo fVAagrfl RO TR f)‘ﬂgr‘l' Rl o VAN 174 P )
Hoa chat kiém tra  |mmol/L
117 |dién cuc Natri va  [Quy cach dong géi yéu cau: 1x25ml 1x25ml Binh 10 PHAN 6
Kali TCCL: ISO 13485, CE hoac TCCL tuong duong
Dhin nhAm 2 than thAna t1r cA 1TA/NDOIN/TT RVT naax: 10/NT/ANIN
Hoa chat tham chiéu dung cho xét nghiém dién giai. Thanh phan: Kali clorua 3,3
Hoa chét tham mol/L; Bac clorua Bao hoa
118 |[chiéu cho xét Quy cach dong goi yéu cau: 1x25ml 1x25ml Binh 4 PHAN 6
nghiém dién gidai  [TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Chét chuan nudc tiéu mic thap/cao dung cho xét nghiém dién giai. Thanh phan:
Chét chuan nuéc  |Na+ (Thap) 50 mmol/L, (Cao) 200 mmol/L; K+ (Thap) 10 mmol/L, (Cao) 100
tiéu mirc thdp/cao  |mmol/L; Cl- (Thap) 50 mmol/L, (Cao) 180 mmol/L 1x100ml+1 . .
119 cho xét nghiém Quy cach dong géi yéu cau: 1x100ml+1x100ml x100ml Binh 4 PHAN6
dién giai TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
£ 2 ;. |Chat chuan huyét thanh mtrc cao dung cho xét nghiém dién giai. Thanh phéan bao
glgi‘ilcﬁliinczﬁyce}:o gém: Na+ 160 mmol/L; K+ 6 mmol/L; Cl- 120 mmol/L .
120 Quy cach dong goi yéu cau: 1x100ml 1x100ml Binh 8 PHAN 6

xét nghiém dién
giai

TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Chat chuan huyét thanh mirc thap cho xét nghiém dién giai. Thanh phan bao gdm:

igi;cﬁl‘;intﬁgget Na+ 130 mmoliL; K+ 3.5 mmol/L; Cl- 85 mmol/L 1
121 cho xét nghiém Quy cach dong goi yéu cau: 1x100ml 1x100ml Binh 8 PHAN 6
dién giai i TCCL: ISO 13485, CE hodc TCCL tuong duong
' Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
, < ... ... |Hoa chitding cho xét nghiém dién giai. Thanh phan: Kali clorua 1.00 mol/L
199 Hhoa(;:.l}at d1¢n£g al Quy céach dong goi yéu cau: 1x1000ml 1%1000ml Binh 24 AN 6
Lo e A \TCCL 180 13485, CE hode TCCL tuong duong XM " PHAN
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Chét chuan chuén dién giai muc gitta. Thanh phan bao gdm: Na+ 4.3 mmol/L; K +
Chét chuin dién 0.13 mmol/L; CI- 3.1 mmoI/L )
123 | ... .. Quy cach dong goi yéu cau: 1x2000ml 1x2000ml Hop 60 PHAN 6
glat muc giura TCCL: ISO 13485, CE hodc TCCL tuong duong
Phan nhom 3 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat dém dién giai. Thanh phén Triethanolamine 0.1 mol/L
124  |Dung dich dém ISE (ngéiaclggoif 4g8‘;1’ yce]g flgzc ?ég(iotﬁi)’ng dong 1x2000ml | Hop 48 PHAN 6
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Dung dich rira. Thanh phan: hypochlorite
C Quy cach dong goi yéu cau: 450ml . N
125 |Dungdichria \roey - 190 13485, CE hodc TCCL tuong duong 450m| Binh 10 PHAN 6
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Chét hiéu chuén cho cac xét nghiém Mién dich do duc. Thanh phén bao gém: Cac
Hoa chat hiéu lugng khac nhau cua protein ¢ ngudi sau day: Immunoglobulin G, Immunoglobulin
126 chué? cho céQ XéE A, Imrpunoglobul,i.n M Tkransferrin, C3, C4, Anti-Streptolysin O, Ferritin 6x2ml Hop 4 PHAN 6
nghi¢m Protein dac [Quy cach dong gbi yéu cau: 6x2ml
bi¢t nhom 1 TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 3 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020
" Hoa chat dung cho xét nghiém D-3-Hydroxybutyrate, dai do 0.1- 3.2 mmol/l,
Hoa chat dung cho [thanh phan R1a.Buffer, R1b.Enzyme/Coenzyme , CAL.Standard "
127 |xét nghiém D-3-  |[Quy cach déng géi yéu cau: 1x10ml 1x10ml Lo 6 PHAN 6
Hydroxybutyrate  |TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
THat MU CIUan rong Xet MZNISIT ST Tod. Sar Phant auoc aud e MUyet TTant
ngudi. Nong do va phan tng thich hop dé hiéu chuan cic may xét nghiém sinh hoa
198 Chat chuan cho cac [tu dong. - Lo 6 PHAN 6

x€t nghiém sinh hoa

Quy cach dong goi yéu cau: 5ml
TCCL: ISO 13485, CE hodac TCCL tuong duong




San pham nay duoc thiét ké dé sir dung chan doén in vitro, trong kiém soat chat

Chét kiém ching  |luong cia cac xét nghiém chan doan
129 |cho céc xét nghiém |[Quy cach dong géi yéu cau: Sml 5ml Lo PHAN 6
sinh hoa muc 3 TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
San pham nay duoc thiét ké dé sir dung chan doén in vitro, trong kiém soat chat
Chat kiém chimg  |luong cua cac xét nghiém chan doan
130 |[cho céc xét nghiém |[Quy cach dong géi yéu cau: Sml 5ml Lo PHAN 6
sinh hoa muc 2 TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Dal' do. 6.11 IMg/dLl - SUU TIE/AdL, piiuoInlg pllap dO. ALLUUNMUL
. IO DEHYDROGENASE
131 ?éian;?l?ériug‘?h:?lgl Quy cach déng gbi yéu cau: 2x20ml+2x7mL 2X2$rrnnll_+2x Héop PHAN 6
‘ TCCL: ISO 13485, CE hodac TCCL tuong duong
Dhan nhiAna 2 than thAna ty oA 1A/NDOIN/TT DV T snadx: 10/0T/2000
Hoa chit kidm Dang dung dich, thanh phén: dung dich dém, chtra: amoniac, ethanol, natri
chtrc mtc 1 cho xét hydrocarbonat : 3 <
132 nghiém Ammonia Quy cach dong goi yéu cau: 3x5mL 3x5mL Hop PHAN 6
Ethaﬁol Vi CO2 > |TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chit kidm Dang dung dich, thanh phén: dung dich dém, chtra: amoniac, ethanol, natri
chirc muc 2 cho xét hydrocarbonat : 3 <
133 nghiém Ammonia Quy cach dong goi yéu cau: 3x5mL 3x5mL Hop PHAN 6
Ethaﬁol Vi CO2 > |TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nhém 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét hicu Dang dung dich, thanh phén: dung dich dém, chtra: dém amoniac, ethanol, natri
chuan cho xét hydrocarbonat : ) X
134 nghiém Ammonia Quy cach dong goi yéu cau: 2x5mL 2xX5mL Hop PHAN 6
Ethaﬁol Vi CO2 > |TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nhém 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Chét kiém ching  |Chét kiém ching dung cho xét nghiém ADA mirc 1 va 2, dang bot dong kho
dung cho xét Quy cach dong g6i yéu cau: 2x1mL . .
135 | \ghiém ADA mitc gt 1§4g85, phes hodc TCCL tuong duong 2ximL Hop PHAN 6
1vaz Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Dang bot dong kho, thanh phén: chita ADA bo, Bém Tris 50 mmol/L
136 Chét chuan cho xét |Quy cach dong goi yéu cau: 1xImL 1x1mL Hop PHAN 6

nghi¢ém ADA

TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Héa chat kiém
chirng murc 1 cho

Chét kiém ching cho céc xét nghiém sinh hoa thuong quy mirc 1. Thanh phan bao
gom: Huyét thanh ngudi dang dong kho chira hoa chét phu gia va cac enzyme thich
hop c6 ngudn gdc con ngudi va dong vat.

137 |cac xét nghiém Lo e e 1x5ml Lo 72 PHAN 6
sinh hoa thurdmg Quy cach dong goi yéu Calf,l 1x5ml
quy TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat Kidm CTIET KIETT CIME CIO CAC XeT NS ST H0a IO qUy e Z. Thanm prar:—
chimg mitc 2 cho guge; élilzt/r;hdlgium thong kho c6 hoa chat phu gia va enzym thich hop ¢6 nguon goc |
138  |cac xét nghiém gUvL va fonig vat. 1x5ml Lo 72 PHAN 6
sinh hoa thurdng Quy cach dong goi yéu Calf,l 1x5ml
TCCL: ISO 13485, CE hodac TCCL tuong duong
quy Dhan nhim 2 then thAna fir cA 14/9020/TT RVT nadw 10/07/9020
Hoa chit kidm Hoa chat kiém chtng cho xét nghiém HDL/LDL-Cholesterol. Thanh phan: Huyét .
chimng cho xét thanh nguoi dang dong kpé c6 chira HDL-Cholessterol va LDL-Cholesterol (nguoti) .
139 nghiém HDL/LDL- Quy cach dong goi yéu cau: 1x5ml 1x5ml Lo 29 PHAN 6
Cholésterol TCCL: ISO 13485, CE hodc TCCL tuong duong
Phan nhom 4 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat hiéu chuan cho xét nghiém HDL. Thanh phan:Huyét thanh ngudi dang bot
Hoa chit hiéu dong kho chira HDL-Cholesterol (nguoi).
140 |chuan cho xét Quy céach dong goi yéu cau: 2x3ml 2x3ml Hop 4 PHAN 6
nghiém HDL TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat hiéu chuan cho xét nghiém LDL.. Thanh phan:Huyét thanh ngudi dang bot
Hoa chit hiéu dong kho chira LDL-Cholesterol (nguoi).
141 |chuan cho xét Quy cach dong goi yéu cau: 2x1ml 2x1ml Hop 5 PHAN 6
nghiém LDL TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 3 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020
That Kicm chuan huyet thanh nguol dang fong Ihann phan: Nuyet thanh Nguot, o-1
acidglycoprotein, Ferritin,a-1 antitrypsin, Haptoglobin, Anti-Streptolysin O,
Hoa chat kiém Immunoglobulin A, B-2 microglobulin, Immunoglobulin G, Ceruloplasmin,
142 c}’u'mg me:c.lA cho Immunoglobuli_n M, Complement 3,_Prealbumin, Complement 4, Rheumatoid 1xoml Lo 99 PHAN 6
cac xét nghiém do |Factor, C-reactive protein, Transferrin
d6 duc mién dich  |Quy cach déng goi yéu cau: 1x2ml
TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nham 2 theq thang tir <A 14/2000/TT.RYT nadv 10/07/2020
Chat Kiem chuan huyet thanh nguor dang fong [hanh phan: duyet thanh Nguot, o-1
acidglycoprotein, Ferritin,a-1 antitrypsin, Haptoglobin, Anti-Streptolysin O,
Hoa chat kiém Immunoglobulin A, B-2 microglobulin, Immunoglobulin G, Ceruloplasmin,
143 ching mirc 2 cho  [Immunoglobulin M, Complement 3, Prealbumin, Complement 4, Rheumatoid 1xoml Lo 99 PHAN 6

cac xét nghiém do
do duc mién dich

Factor, C-reactive protein, Transferrin

Quy céach dong goi yéu cau: 1x2ml

TCCL: ISO 13485, CE hoac TCCL tuong duong

Phan nhAm 2 thea thana hir ¢A 14/2020/TT_.RVYT naoaxv 10/07/2020




Hoa chét kiém
chung murc 3 cho

That Kiem chuan huyet thanh nguol dang long I hanh phan: huyet thani NguoT, o-1
acidglycoprotein, Ferritin, a-1 antitrypsin, Haptoglobin, Anti-Streptolysin O,
Immunoglobulin A, B-2 microglobulin, Immunoglobulin G, Ceruloplasmin,
Immunoglobulin M, Complement 3, Prealbumin, Complement 4, Rheumatoid

144 |cac xét nghiém ) ) . 1x2ml Lo 22 PHAN 6
midn dich do do Factor: C-re,actlvc? .pr(A)telrl , Transferrin
duc Quy cach dong goi yéu cau: 1x2ml
‘ TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nham 2 thea thana tir ¢A 14/9020/TT.RVT nadv 10/07/2070
Chét hiéu chuan cho xét nghiém CK-MB. Thanh phan: Huyét thanh ngudi dong kho
Hoa chit hiéu chtra creatine kinase-MB isoenzyme
145 |chuan cho xét Quy cach dong géi yéu cau: 1x1ml IxIml Lo 3 PHAN 6
nghiém CK-MB TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Chét kiém chuan muc 1 cho xét nghiém CK-MB. Thanh phan: Huyét thanh nguoi
Hoa chat kiém dong kho chura creatine kinase-MB isoenzyme.
146 |chung mtc 1 cho  |[Quy cach dong géi yéu cau: 1x2ml 1x2ml Lo 8 PHAN 6
xét nghiém CK-MB |TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Chét kiém chuan muc 2 cho xét nghiém CK-MB. Thanh phan:Huyét thanh ngudi
Hoa chat kiém dong kho chura creatine kinase-MB isoenzyme.
147 |chtmg mirc 2 cho  |Quy cach déng goi yéu cau: 1x2ml 1x2ml Lo 8 PHAN 6
xét nghiém CK-MB |TCCL: ISO 13485, CE hoac TCCL tuong duong
Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
That NicU cnuan cno cac Xet NgNiem PTOTSIN dac DIgt. T Nann phan bao gom: Tac
, I lwong khac nhau cta protein & ngudi sau day trong chat nén huyét thanh long (pH
Hoa chat hiéu . ; ; ) ) . .
hudn cho cdc xét 7): a-1 acu_iglycoprotem; a-1 antitrypsin; -2 microglobulin; Ceruloplasmin; .
148 |° o . .. |Haptoglobin; 5x2ml Hop 2 PHAN 6
nghiém Protein dic : , s A A
biat nhém 2 Quy céach dong gobi yéu cau: 5x2ml
' TCCL: ISO 13485, CE hodac TCCL tuong duong
Dhin nham 2 thea thAna tir ¢A 14/2020/TT RVT nadv 10/07/2020
Hoa chét hicu Huyét thatnh hi¢u (fhuén ‘Thé{lh pheim: Huyét thAanh nguoi c6 hoa chét phy gia va
chuin cho cc xét enzym thich hop tl'l’ nguoi, dong vat va thuc vat. .
149 nghiém sinh hoa Quy céach dong gobi yéu cau: 1x5ml 1x5ml Lo 24 PHAN 6
thu’(‘)’ﬁ g quy TCCL: ISO 13485, CE hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Chat hiéu chuan cho xét nghiém Prealbumin. Thanh phan: Chat nén huyét thanh
Hoa chit hiéu nguoi dang 1ong chira lugng prealbumin & nguoi
150 |chuan cho xét Quy cach dong géi yéu cau: 5x2ml 5x2ml Hop 3 PHAN 6

nghiém Prealbumin

TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Chét hiéu chuin
albumin trong

Chét hiéu chuan cho xét nghiém Albumin trong nuéc tiéu/CSF; . Thanh phan bao
gom: Albumin ngudi va Natri azide < 0.1 % (w/w)

151 | ddich nag |QUY cdch dong goi yéu cau: 5x2ml 5x2ml Hop 10 PHAN 6
tity ’ TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
, I Chét hiéu chuan cho cac xét nghiém sinh hoa nuée tiéu thuong quy. Thanh phan:
Hoéa chat hiéu LA ..z .. \ . 1 . A
chuin cho x&t Chat nf:n nuée t1'eu nguoi Qang long c6 chira Amylase, Canxi, Glucose, Phospho v6
152 |nghiém sinh hoa |0 Y& Axit Uric, Creatinine,Magie 6x8ml Hop 2 PHAN 6
nuée tidu thurong Quy cach dong goi yéu Calf,l 6x8ml
quy TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nhom 4 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Chét kiém chiing dang 1ong duoc san xuat tir vat liéu c6 ngudn goc tir con ngudi
dung cho cac xét nghiém nudc tiéu. San xuét tir chat nén 1a nude tiéu ngudi ¢ thém
Chat kiém ching  |amylase nudc tiéu ciia ngudi, hCG c¢6 ngudn gde tir nude ticu nguoi, albumin cia
153 |cho xét nghiém ngudi va bo, chat bao quan va chat 6n dinh 6x15mL Hop 2 PHAN 6
sinh héa nudc tiéu |Quy cach dong goi yéu cau: 6x15mL
TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
That Kiem chiung duoc san xuat to mot vat [icu Kiem soat on dinn chat fong auoc
diéu ché tir huyét thanh ngudi, dung cho cac xét nghiém sinh héa trong mau dich
Chat kiém ching  |nfo tiy. Mirc d6 chét phan tich duoc diéu chinh véi cac hoa chét tinh khiét khac
154 cho Xé:[ nghiém ) nhr;lu. Chét bao quan va chit on dinh dugc thém vao dé duy tri tinh toan ven cua san 6x3.5mL Hop 5 PHAN 6
sinh hoa trong mau |pham.
dich ndo tay Quy cach dong gbi yéu cau: 6x3.5mL
TCCL: ISO 13485, CE hoac TCCL tuong duong
i _ Phan nham 1 thea thana tir <A 14/9020/TT.RV T nasv 10/07/2020
PHAN 7. HOA CHAT PHAN TiCH KHI MAU CHAY TREN MAY TU PONG
. ~ |Cung cap diém chuan cho pH dién giai Hct. Hoa chat dém cho chay mau
Hoa chat chay mau . . A A Al TTA A7 TTA
155 |sir dung cho may Quy cach dong goi yéu ca}1. 4 Bo/ Hop (460mix4) 4 Bo/ Hop Hop 12 PHAN 7
phén. tich khi mau TCCL: I1SO 13485;CE hoac TCCIj tuong duong (460mix4)
Ph&n nhom 1 theo theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoachit g s [ It vA 040 0, b phan Hen uan den mi B0/ 1
, n uy cach dong go1 yéeu cau: o/ Hop mix 0/ HOp A A
156 fi‘gﬁgkﬁ?;?uay PRAN ITCCL: 1S0 13485;CE hodic TCCL tuong duong (4s0mixay| TOP 12 PHAN 7
Ph&n nhom 1 theo theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Cal: Cung cap diém chuan cho pCO2 va pO2 trong viéc hiéu chuan 1 diém va 2 diém
Slope: Cung cap diém dép cho pCO2 va pO2 trong viéc hiéu chuan 2 diém > Binh/ ]
157 |Binh khi Cal/Slope [Quy cach dong goi yéu cau: 2 Binh/ Hop Hop Hop 8 PHAN 7

TCCL: ISO 13485;CE hoac TCCL tuong duong
Phan nhom 3 theo theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Hoa chat kiém chuan muc 1 cho pH, khi mau, dién giai, Co-ox va cac chat chuyén

Hoa chit kidm hoa: glucose, lactate. Béq quan ¢ nhiét do 18-25°C, tranh &nh néng truc tiép. 30 Lo/ )
158 chuén mite 1 Quy cach dong goi yéu cau: 30 Lo/ Hop (30 lo x 2.5ml) Hop (30 Io Hop 6 PHAN 7
TCCL: I1SO 13485;CE X 2.5ml)
Phan nhom 1 theo theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat kiém chuan mirc 2 cho pH, khi mau, dién giai, Co-ox va cac chat chuyén
Hoa chit kidm hoa: glucose, lactate. Béq quan ¢ nhiét do 18-25°C, tranh 4nh néng truc tiép. 30 Lo/ )
159 chuin mite 2 Quy cach dong goi yéu cau: 30 Lo/ Hop (30 lo x 2.5ml) Hop (30 Io Hop 6 PHAN 7
TCCL: ISO 13485;CE hoac TCCL tuong duong X 2.5ml)
Phan nhom 1 theo theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét kiém chuin mirc 3 cho pH, khi mau, dién giai, Co-ox va cac chat chuyén
Hoa chit kidm hoa: glucose, lactate. Béq quan ¢ nhiét do 18-25°C, tranh 4nh néng truc tiép. 30 Lo/ .
160 chuén mic 3 Quy cach dong goi yéu cau: 30 Lo/ Hop (30 lo x 2.5ml) Hop (30 Io Hop 6 PHAN 7
TCCL: ISO 13485;CE hoac TCCL twong duong X 2.5ml)
Phan nhom 1 theo theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
PHAN 8. HOA CHAT XET NGHIEM MIEN DICH CHAY TREN MAY TU BPONG
Hoa chat hiéu chiing xét nghiém mién dich vi hat hoa phat quang dé dinh lugng
£ 12 , alpha-fetoprotein (AFP). .
161 ,(A:\I;T::[ kiém chimg Quy cach dong gbi yéu cau: Hop/3x8mL HQp/Ex8m Héop 7 PHAN 8
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
, I Xét nghiém mién dich vi hat hoa phat quang dé dinh luong alpha-fetoprotein (AFP).
162 Holf. ?hag.x e};[ 0 Quy cach déng gbi yéu cau: Hop/200 test Hop/200 Ha 99 PHAN 8§
igFI;Cm H OIS I TCCL: 10 13485 hogie TCCL tuong duong test P
Phan nhém 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét chudn xét nghiém mién dich vi hat hoa phat quang dé dinh luong alpha-
X yn 2 fetoprotein (AFP). .
163 S;";f hicu chuan 1 " csch dong g6i yéu chu: Hop/6x3mL Hop! EX?’ M Hop 4 PHAN 8
TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
HOA Chat Cuan Xet MZNIET MITT dIC VI At Tod Phat quang dac aImniT U Knang e
khang khang nguyén e cua virus viém gan B (anti-Hbe) trong huyét thanh va huyét
Chat hi¢u chuan tuong. Hop/6x3m . <
164 | ANTI HBE Quy céch dong g6i yéu ciu: Hop/6x3mL L Hop 4 PHAN
TCCL: ISO 13485 hoac TCCL tuong duong
PhArciat ficht bRttt it Mt el Sy PRt it ae-amm o kmang
thé khang khang nguyén e ciia virus viém gan B (anti-Hbe) trong huyét thanh va
Chat kiém chimg  [huyét tuong. Hop/3x8m . X
165 | ANTI HBE Quy céch dong goi yéu ciu: Hop/3x8mL L Hop > PHAN

TCCL: ISO 13485 hodc TCCL tuong duong




Hoa chat xét

Xét nghiém mién dich vi hat hoa phat quang dé dinh tinh khang thé khang khang
nguyén e cua virus viém gan B (anti-Hbe) trong huyét thanh va huyét twong.

Hop/200

166 |nghiém dinh tinh  [Quy cach déng gdi yéu cau: Hop/200 test test Hop 14 PHAN 8
ANTI HBE TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
FHO4a Cat MICU CUMNE Xt MZNICIT MICT AIC VI gt Noa prat quang ac A [Uong
khang thé khang khang nguyén bé mit viém gan B (anti-HBs) trong huyét thanh va
Chét kiém chimg  |huyét twong. Hop/3x8m . "
167 ANTI HBS Quy cach dong goi yéu cau: Hop/3x8mL L P > PHANS
TCCL: ISO 13485 hodc TCCL tuong duong
Phon nhdm 2 theos thing fip Cl"(\ 1AL N/TT. RV T nagaxv 10/07/20720
HOA cnal chan Xet et mren dich vi niat noa paat quang de aIni [Tong Kmang e
khang khang nguyén bé mit viém gan B (anti-HBs) trong huyét thanh va huyét
Chét hiéu chuan tuong. Hop/6x3m n X
168 ANTI HBS Quy cach dong go1 yéu cau: Hop/6x3mL L P 4 PHAN
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhAm 2 f‘:ar\ thAna tiv or’\’\ 1420020 /TT DV:T‘ naax 10/07/2000 -
Xét nghiém mién dich vi hat ho4 phat quang dé dinh lugng khang thé khang khang
Hoa chit xét nguyerrl bé 1’{’12.1'[ Vl?m gan P (an‘El-HBs) trong huyét thanh va huyét tuong. Hop/200 ) .
169 nohidm Anti-HBs Quy cach dong gobi yéu cau: Hop/200 test tost Hop 22 PHAN 8
S TCCL: ISO 13485 hoiic TCCL tuong duong
Phéan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét chudn xét nghiém mién dich vi hat hoa phat quang dé phat hién dinh tinh
Chét hiéu chuén khang ’the k%lang VlI'uAS Vli:m gafl C (anti-HCV) trong huyét thanh va huyét tuwong. Hop/6x3m ) .
170 ANTI HCV Quy cach dong goi yéu cau: Hop/6x3mL L Hop 4 PHAN 8
TCCL: ISO 13485 hoac TCCL tuong duong
Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét hiéu chimg xét nghiém mién dich vi hat hoa phat quang dé phat hién dinh
Chét kiém chiimg tinh kl}ang t,he kh’a.ngAvmis Vletn gan C (anti-HCV) trong huyét thanh va huyét tuong. Hop/3x8m ) .
171 ANTI HCV Quy cach dong goi yéu cau: Hop/3x8mL L Hop 5 PHAN 8
TCCL: ISO 13485 hoac TCCL tuong duong
Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat ho4 phat quang dé phét hién dinh tinh khang thé khang
Hoa chat xét virus viém gan C (anti-HCV) trong huyét thanh va huyét twong. H60/200 ‘
172 |nghiém dinh tinh  [Quy cach déng géi yéu cau: Hop/200 test ‘fes ; Hop 29 PHAN 8
ANTI HCV TCCL: ISO 13485 hoac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Hoa chit chuan xét nghiém mién dich vi hat hoa phat quang ban dinh lugng khang
thé tu mién IgG dic hiéu véi peptid citrullin hoa dang vong (cyclic citrullinated

Chat hiéu chuan peptide - CCP) trong huyét thanh hay huyét twong. Hop/6x3m n ~
173 | anti-ccp Quy céch déng goi yéu chu: Hop/6x3mL L Hop PHANS
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat hiéu chtrng xét nghiém mién dich vi hat hoa phat quang ban dinh luong
khang thé tu mién IgG dic hiéu voi peptid citrullin hoa dang vong (cyclic
Chét kiém ching  |citrullinated peptide - CCP) trong huyét thanh hay huyét twong. Hop/3x8m . N
174 Anti-CCP Quy céach dong gbi yéu cau: Hop/3x8mL L Hop PHANS
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang ban dinh luong khang thé tu mién IgG
, I dac hiéu véi peptid citrullin hoa dang vong (cyclic citrullinated peptide - CCP) trong
Hoa chat xct huyét thanh hay huyét tuon Hop/200 ‘
175 |nghiémbandinh [ > o 1Ay BUYELHIANS. P Hop PHAN 8
lrone Anti-CCP Quy cach dong goi1 yéu cau: Hop/200 test test
e * |TCCL: ISO 13485 hojc TCCL twong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat chuan xét nghiém mién dich vi hat hoa phat quang dé dinh lugng khang
SO 2 nguyén duogc xac dinh bai OC 125 trong huyét thanh va huyét tuong. . ‘
176 gl;\a‘ilzligu chudn Quy cach déng gbi yéu cau: Hop/6x3mL Hop/fx3m Hop PHAN 8
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat hiéu chiing xét nghiém mién dich vi hat hoa phat quang dé dinh lugng
L1k , khang nguyén duogc xac dinh bai OC 125 trong huyét thanh va huyét tuong. .
177 gl’;\alt 21(_1;m chimg Quy cach dong gbi yéu cau: Hop/3x8mL HQp/EXSm Hop PHAN 8
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh lugng khang nguyén dugc xac
Hoba chit xét dinh boi OC 125 trong huyét thanh va huyét twong. H60/200 ‘
178 |nghiém dinh luong |[Quy cach dong géi yéu cau: Hop/200 test .fest Héop PHAN 8
CA125 TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh luong khang nguyén dugc xac
Hoa chit xét dinh boi DF3 trong huyét thanh va huyét twong. H60/200 ‘
179 |nghiém dinh lugng |Quy cach déng goi yéu cau: Hop/200 test .'Fest Hop PHAN 8

CA15-3

TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




180

Chét hiéu chuén
CA 15-3

Hoa chét chuan xét nghiém mién dich vi hat hoa phat quang dé dinh luong khang
nguyén dugc xac dinh boi DF3 trong huyét thanh va huyét trong.

Quy cach dong gbi yéu cau: Hop/6x3mL

TCCL: ISO 13485 hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/6x3m
L

PHAN 8

181

Chét kiém chtng
CA 15-3

Hoa chat hiéu chiing xét nghiém mién dich vi hat hoa phat quang dé dinh lugng
khang nguyén duogc xac dinh bai DF3 trong huyét thanh va huyét tuong.

Quy céach dong gbi yéu cau: Hop/3x8mL

TCCL: ISO 13485 hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/3x8m
L

PHAN 8

182

Chét hiéu chuén
CA 19-9

Hoa chit chuan xét nghiém mién dich vi hat hod phat quang dé dinh lugng chét xac
dinh phan tng 1116-NS-19-9 trong huyét thanh hay huyét twong.

Quy céach dong gbi yéu cau: Hop/6x3mL

TCCL: ISO 13485 hoac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/6x3m
L

PHAN 8

183

Chat kiém chimg
CA 19-9

Hoa chit hiéu chiing xét nghiém mién dich vi hat hod phat quang dé dinh luong chét
xé4c dinh phan tmg 1116-NS-19-9 trong huyét thanh hay huyét tuong.

Quy céach dong gbi yéu cau: Hop/3x8mL

TCCL: ISO 13485 hoac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/3x8m
L

PHAN 8

184

Hoba chat xét
nghiém dinh lugng
CA 19-9

Xét nghiém mién dich vi hat hoa phat quang dé dinh luong chét xac dinh phan tng
1116-NS-19-9 trong huyét thanh hay huyét twong.

Quy céach dong goi yéu cau: Hop/200 test

TCCL: ISO 13485 hoac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/200
test

PHAN 8

185

Chét hiéu chuén
CEA

Hoa chét chudn xét nghiém mién dich vi hat hoa phat quang dé dinh luong khang
nguyén ung thu phoi carcinoembryonic (CEA) trong huyét thanh va huyét twong.
Quy céach dong gbi yéu cau: Hop/6x3mL

TCCL: ISO 13485 hoac TCCL tuong duong

Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/6x3m
L

PHAN 8

186

Chat kiém chimg
CEA

HOa Chat MIcU CUNE Xt MZNICIT MICH AICH VI At Noa prat quang ac A [Uong
khang nguyén ung thu phdi carcinoembryonic (CEA) trong huyét thanh va huyét
tuong.

Quy céach dong gbi yéu cau: Hop/3x8mL

TCCL: ISO 13485 hoac TCCL tuong duong

Hop/3x8m
L

PHAN 8

187

Hoba chat xét
nghiém dinh lugng
CEA

Xét nghiém mién dich vi hat hoa phat quang dé dinh luong khang nguyén ung thu
phéi carcinoembryonic (CEA) trong huyét thanh va huyét tuong.

Quy céach dong goi yéu cau: Hop/200 test

TCCL: ISO 13485 hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/200
test

PHAN 8




Nudc rira st dung trén may.

Dung dich rtra , . oA A A
. N Quy cach dong goi yéu cau: Hop/2x2L . . N
188 iﬂgg giirl‘l MaY ITCCL: 1SO 13485 hoic TCCL tuong dwong Hop/2xaL | Hop 72 PHANS
: Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chit chuan xét nghiém mién dich vi hat hoa phat quang dé dinh lugng
A1 2 triiodothyronine tu do (Free T3) trong huyét thanh va huyét tuong. .
189 I(:j?ezt _fl_113¢11 chudn Quy céach dong gbi yéu cau: Hop/6x3mL H(_)p/fx3m Hop 4 PHAN 8
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chit hiéu chirng xét nghiém mién dich vi hat hoa phat quang dé dinh lugng
£, 12 , triiodothyronine tu do (Free T3) trong huyét thanh va huyét tuong. .
190 E:lezt _ll%em chimg Quy cach dong gbi yéu cau: Hop/3x8mL H(_)p/EXSm Hop 5 PHAN 8
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh lugng triiodothyronine tu do
Hoa chat xét (Free T3) trong huyét thanh va huyét twong. H60/200 ‘
191 |nghiém dinh luong [Quy cach déng géi yéu cau: Hop/200 test .fest Hop 25 PHAN 8
Free T3 TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat chuan xét nghiém mién dich vi hat hod phat quang dé dinh lugng thyroxine
SO 2 tur do (Free T4) trong huyét thanh va huyét twong. n
192 I(::::;(lat _Il_lfu chudn Quy cach déng gbi yéu cau: Hop/6x3mL Hop/fx3m Héop 4 PHAN 8
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa4 chat hiéu chtimg xét nghiém mién dich vi hat hoa phat quang dé dinh luong
L1k , thyroxine tu do (Free T4) trong huyét thanh va huyét tuong. n
193 I(:I:;zt_rljem chimg Quy cach déng gbi yéu cau: Hop/3x8mL HQp/EXSm Héop 4 PHAN 8
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh luong thyroxine tu do (Free T4)
Hoba chit xét trong huyét thanh va huyét twong. H60/200 ‘
194 |nghiém dinh lugng |Quy cach déng goi yéu cau: Hop/200 test .'Fest Hop 60 PHAN 8
Free T4 TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Ho4 chit chuan xét nghiém mién dich vi hat hoa phat quang dé dinh tinh khang
Chét hiéu chuan nguyén e viém gan B (HBeAg) trong huyét thanh va huyét twong. H6p/6x3m ‘
195 [xét nghiém dinh Quy cach dong goi yéu cau: Hop/6x3mL P L Hop 4 PHAN 8

lugng HBeAg

TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Hoa chét hiéu chiig xét nghiém mién dich vi hat hoa phat quang dé dinh tinh khang
nguyén e viém gan B (HBeAg) trong huyét thanh va huyét twong.

196 g.hi[ 11(1; fmm C}hIl];I;i Quy cach dong gbi yéu cau: Hop/3x8mL H(_)p/Ex8m Hop 5 PHAN 8
il eone & |TCCL: 18O 13485 hoic TCCL tuong dwong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh tinh va dinh luong khéng
Héa chit xét nguyer} e Vl?m gaP BA(H]§>eAg)A trong huyét thanh va huyét tuong. Hop/200 A )
197 hicm HBEAG Quy cach dong goi yéu cau: Hop/200 test tost Hop 12 PHAN 8
netiet TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét chuan xét nghiém mién dich vi hat hoa phat quang dinh tinh khang nguyén
Chét hiéu chuén bé mat, VIGII} gan B (I?Bsfxg) trf)ng mau huyé€t thanh va huyét tuong. Hop/6x3m ) .
198 dinh tinh HBSAG Quy cach dong goi yéu cau: Hop/6x3mL L Hop 4 PHAN 8
: TCCL: ISO 13485 hoac TCCL twong duong
Phéan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét hiéu chiing xét nghiém mién dich vi hat hoa phat quang dinh tinh khang
Chét kiém chimg nguyerrl bé 1’{’12.1'[ Vl?m gan P (H]?sAg) trong mau huyét thanh va huyét tuwong. Hop/3x8m ) .
199 dinh tinh HBSAG Quy cach dong goi yéu cau: Hop/3x8mL L Hop 5 PHAN 8
: TCCL: ISO 13485 hoac TCCL tuong duong
Phéan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dinh tinh khang nguyén bé mat viém
Hoa chat xét gan B (HBsAg) trong mau huyét thanh va huyét tuong. H60/200 ‘
200 [nghiém dinh tinh  |Quy cach dong géi yéu cau: Hop/200 test ‘fes ¢ Hop 29 PHAN 8
HBSAG TCCL: ISO 13485 hoac TCCL tuong duong
Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét chuén xét nghiém mién dich vi hat hoa phat quang dé dinh luong troponin
I 2 tim (cTnl) trong huyét twong va huyét thanh. n
201 ﬁgﬁff‘;ﬁiua“ Quy cach dong goi yéu ciu: Hop/6x3mL Hop! EX?’ M Hop 5 PHAN 8
P TCCL: ISO 13485 hoic TCCL twong dwong
Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Ho4 chat hiéu chiig xét nghiém mién dich vi hat hoa phat quang dé dinh luong
L 1R , troponin tim (cTnl) trong huyét twong va huyét thanh. n
202 ﬁga;lr‘;e?n‘i’?“ng Quy céch dong g6i yéu ciu: Hop/3x8mL Hop! Exgm Hop 5 PHAN 8
P TCCL: ISO 13485 hodic TCCL twong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat ho4 phat quang dé dinh lugng troponin tim (cTnl) trong
Hoa chat xét huyét twong va huyét thanh. H60/200 ‘
203 [nghiém dinh luong |Quy cach dong géi yéu cau: Hop/200 test "?est Hop 84 PHAN 8

HS Troponin

TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




dung dich hydrogen peroxide dugc str dung dé tach thuéc nhudém acridinium ra khoi

Dung dich Pre- lién hop lién két v6i phuc hop vi hat. Thiina/4x9 ‘
204 |Trigger chay trén  |Quy cach dong gbi yéu cau: Thung/4x975mL 752“_ Thang 60 3 PHAN 8
may mién dich TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Nudc rira kim, dung cho may Alinity.
Nudc rira kim hit  [Quy cach dong goi yéu cau: Hop/2x31.8mL Hop/2x31. . "
205 mau mdy mién dich [TCCL: ISO 13485 hoic TCCL twong duong 8mL Hop > 3 PHAN
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Céng phan ung.
. . Quy céach dong gbi yéu cau: Hop/4000 cai Hop/4000 . khong phan N
206 |Congphantmg |1 - 150 13485 hosc TCCL tuong duong cai Hop 43 nhém PHAN'S
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
HOA CIat CIUA Xet IS IS AICT VI Tt T0a priat quang ac A [UoTg PSA toan
phan (ca PSA tu do va PSA phtic hop véi alpha-1-antichymotrypsin) trong huyét
Chét hiéu chuan thanh nguoi. Hop/6x3m n ~
207 \ToTAL PSA Quy cach dong goi yéu ciu: Hop/6x3mL L P 4 3 PHAN'S
TCCL: ISO 13485 hoac TCCL tuong duong
DPhan nhAm 2 thon thAnag tiy ar'(\ 1420020/TT BVT naax: 10/07/20700 -
Hoa4 chat hiéu chting xét nghiém mién dich vi hat hoa phat quang dé dinh lugng PSA
toan phan (ca PSA tu do va PSA phtic hop véi alpha-1-antichymotrypsin) trong
Chat kiém chimg  |huyét thanh ngui. Hop/3x8m . +
208 \ToTAL PSA Quy cach dong gbi yéu cau: Hop/3x8mL L Hop 4 3 PHAN'S
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh luong PSA toan phan (ca PSA
Hoa chat xét tu do va PSA phirc hop voi alpha-1-antichymotrypsin) trong huyét thanh nguoi. H60/200 ‘
209 [nghiém dinh luong |Quy cach dong géi yéu cau: Hop/200 test ‘fes ¢ Hop 5 3 PHAN 8
TOTAL PSA TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
dung dich natri hydroxit dugc st dung dé tao ra phan tng phat quang hoa hoc cung
Dung dich Trigger |cap két qua doc cudi clng. Thiina/4x9 ‘
210 |chay trén may mién |Quy cach dong gbi yéu cau: Thung/4x975mL 75:‘?“_ Thung 60 3 PHAN 8

dich

TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Chét hiéu chuén

HOa Car Cuan Xet MEICHT IS AICn VI Mgt Nod phat quang ac Al [TQng MOTTIoN
kich thich tuyén gidp ¢ nguoi (thyroid stimulating hormone - TSH) trong huyét
thanh va huyét tuwong.

Hop/6x3m

211 TSH Quy céach dong gbi yéu cau: Hop/6x3mL L Hop 4 PHANS
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhAm 2 thon thAna hiy Cl"(\ 1A4A0000/TT RVT naax: 10/07/20720 -
Ho4 chat hiéu chting xét nghiém mién dich vi hat hoa phat quang dé dinh luong
hormon kich thich tuyén giap & ngudi (thyroid stimulating hormone - TSH) trong
Chat kiém chimg  |huyét thanh va huyét tuong. Hop/3x8m . <
. ) H
212 TSH Quy cach dong goi yéu cau: Hop/3x8mL L P > PHANS
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh luong hormon kich thich tuyén
Hoa chat xét gidp & nguoi (thyroid stimulating hormone - TSH) trong huyét thanh va huyét tuong. H60/200 ‘
213 |nghiém dinh luong |Quy cach dong géi yéu cau: Hop/200 test .fest Hop 72 PHAN 8
TSH TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat chuan xét nghiém mién dich vi hat hoa phat quang dé dinh lugng
L 1R 2 procalcitonin (PCT) trong huyét thanh va huyét twong. . ‘
214 IS?I?I:[ kiém chuan Quy cach déng géi yéu cau: Hop/6x2mL Hop/fx2m Héop 4 PHAN 8
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat hiéu chtimg xét nghiém mién dich vi hat hoa phat quang dé dinh luong
L1k , procalcitonin (PCT) trong huyét thanh va huyét twong. . ‘
215 Sg?rt kiem chimg 1 ' 4ch dong g6i yéu cau: Hop/6x3mL Hop! SX3 M Hep 5 PHAN 8
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh lugng procalcitonin (PCT)
Hoa chat xét trong huyét thanh va huyét tuong. H60/200 ‘
216 |nghiém dinh luong |Quy cach dong géi yéu cau: Hop/200 test ‘fest Hop 50 PHAN 8
PCT TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat chuan xét nghiém mién dich vi hat hod phat quang dé dinh lugng cortisol
I 2 trong huyét thanh, huyét twong hay nudc tiéu. .
217 gg?:i?;fu chudn Quy céach dong gbi yéu cau: Hop/6x3mL H(_)p/fx?)m Hop 4 PHAN 8

TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Hoa chat xét

Xét nghiém mién dich vi hat hoa phat quang dé dinh lugng cortisol trong huyét
thanh, huyét trong hay nudc tiéu.

Hop/200

218 |nghiém dinh lugng |Quy cach déng géi yéu cau: Hop/200 test test Hop 5 PHAN 8
Cortisol TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat hiéu chiing xét nghiém mién dich vi hat hoa phat quang dé dinh lugng
I , PIVKA-II trong huyét thanh hay huyét tuong. n
219 gke/lt(lieﬁl chimg Quy céach dong gbi yéu cau: Hop/3x8mL H(_)p/Ex8m Hop 4 PHAN 8
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh luong PIVKA-II trong huyét
Hoba chat xét thanh hay huyét tuong. H60/200 ‘
220 [nghiém dinh luong |Quy cach dong géi yéu cau: Hop/200 test .fest Hop 4 PHAN 8
PIVKA I TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét chudn xét nghiém mién dich vi hat hoa phat quang dé dinh luong PIVKA-
I 2 II trong huyét thanh hay huyét tuong. n
221 g:l\il:(ljal?ﬁ chudn Quy cach dong gbi yéu cau: Hop/6x3mL Hop /Ex3m Hop 2 PHAN 8
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Mau chirng cho mot s6 xét nghiém mién dich.
Chat kiém chimg  |Quy cach dong goi yéu cau: Hop/12x5mL Hop/12x5 . X
H
222 chung A TCCL: ISO 13485 hoic TCCL tuong duong mL P 10 PHANS
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
HOA CIat CIUal Xet MZICTT IS dICh VI At Toa phat quang ac A [Tong va prat
hién dinh tinh cac khang thé IgG khang virus rubella trong huyét thanh va huyét
Chét hiéu chuan tuong. Hop/6x3m n >
223 |Rubella IgG Quy cach dong goi yéu ciu: Hop/6x3mL L P 4 PHANS
TCCL: ISO 13485 hoac TCCL tuong duong
A 14/20200/TT R £ 10/07/202
Phirchat chieRthis st ngmem A S e te it e aeamm rrong va
phat hién dinh tinh cac khang thé IgG khang virus rubella trong huyét thanh va
Chat kiém chimg  |huyét tuong. Hop/3x8m ) \
224 Rubella IgG Quy cach dong goi yéu cau: Hop/3x8mL L P 4 PHAN'
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhAm 2 fl'lan thAna iy or'(\ 14/290°20/TT DV:F naaxz 10/07/2000
Xét nghi¢m mién dich vi hat hoa phat quang dé dinh lugng va phat hi¢n dinh tinh
Hoa chét xét cac khang thé IgG khang virus rubella trong huyét thanh va huyét twong. H60/200 ‘
225 |nghi¢m Rubella Quy cach dong goi yéu cau: Hop/200 test .'Fest Hop 5 PHAN 8
19G TCCL: ISO 13485 hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Chét hiéu chuén

Hoa chét chuan xét nghiém mién dich vi hat hoa phat quang dé phat hién dinh tinh
khang thé IgM khang virus rubella trong huyét thanh va huyét twong.

Hop/6x3m

226 Rubella 1aM Quy cach dong gbi yéu cau: Hop/6x3mL L Hop PHAN 8
g TCCL: ISO 13485 hoiic TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét hiéu chiing xét nghiém mién dich vi hat hoa phat quang dé phat hién dinh
I , tinh khang thé IgM khéang virus rubella trong huyét thanh va huyét twong. .
227 gﬂazﬁ;e?l '\c/lhu’ng Quy céach dong gbi yéu cau: Hop/3x8mL H(_)p/Ex8m Hop PHAN 8
g TCCL: ISO 13485 hoiic TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé phat hién dinh tinh khang thé IgM
Hoba chat xét khang virus rubella trong huyét thanh va huyét tuwong. H60/200 ‘
228 |nghi¢m Rubella Quy céach dong goi yéu cau: Hop/200 test .fest Hop PHAN 8
IgM TCCL: ISO 13485 hoac TCCL twong duong
Phéan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét chudn xét nghiém mién dich vi hat hoa phat quang dé dinh luong estradiol
I 2 trong huyét thanh va huyét tuong. A
229 E;?;g:gr chudn Quy cach dong gbi yéu cau: Hop/6x3mL Hop /Ex3m Hop PHAN 8
TCCL: ISO 13485 hoac TCCL tuong duong
Phéan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Ho4 chét hiéu chiig xét nghiém mién dich vi hat hoa phat quang dé dinh luong
I , estradiol trong huyét thanh va huyét tuong. n
230 E;?;é‘:gfl ching | v cich dong goi yéu cau: Hop/3x8mL Hop! Exgm Hop PHAN 8
TCCL: ISO 13485 hoac TCCL tuong duong
Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh luong estradiol trong huyét
A thanh va huyét twong. A
. \ 2 x
231 E(’;gia]t;s‘;; iy |Quy cich dong goi yéu chu: Hop/200 test H‘-’fe/ : tOO Hop PHAN 8
ENIE TCCL: ISO 13485 hodc TCCL tuong duong
Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét pha loding Hoa cl}at du,ng de’ Phil loakng th? cong mau cho xét nghiém estradiol. )
939 |xét nehicm Quy cach dong goi yéu cau: Hop/1x5mL Hop/1x5m H6 PHAN 8
Estraﬁioi TCCL: ISO 13485 hoic TCCL tuong duong L P
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét chuan xét nghiém Protein gan két Folate dang vi hat hoa phat quang dé
I 2 dinh luong folate trong huyét thanh, huyét twong va té bao hong cau. n
233 S)T;[ t(lallﬁ.?u chudn Quy céach dong gbi yéu cau: Hop/6x3mL Hop/fx?)m Hop PHAN 8

TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Hoa chat hiéu chiing xét nghiém Protein gin két Folate dang vi hat hoa phat quang
dé dinh luong folate trong huyét thanh, huyét tuong va té bao hong cau.

234 I(::gfat t(laqem chimg Quy cach dong gbi yéu cau: Hop/3x8mL H(_)p/Ex8m Hop PHAN 8
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém Protein gan két Folate dang vi hat héa phat quang dé dinh luong folate
, I trong huyét thanh, huyét twong va té bao hdng cau. .
235 HOI?. ?halzzle;te Quy céach dong goi yéu cau: Hop/200 test Hofe/SZtOO Hop PHAN 8
netiet TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat chuan xét nghiém mién dich vi hat hod phat quang dé dinh lugng hormon
hoang thé hoa (LH) trong mau huyét thanh va huyét tuong. H60/6x3m ‘
236 |Chét hiéu chuén LH|Quy céch dong g6i yéu cau: Hop/6x3mL P Hop PHAN 8
TCCL: ISO 13485 hodac TCCL tuong duong
Phéan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat ho4 phat quang dé dinh lugng hormon hoang thé hoa
Hoba chat xét (LH) trong mau huyét thanh va huyét tuong. H60/200 ‘
237 |nghiém dinh luong |Quy cach dong géi yéu cau: Hop/200 test .fest Hop PHAN 8
LH TCCL: ISO 13485 hoac TCCL tuong duong
Phéan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét chudn xét nghiém mién dich vi hat hoa phat quang dé dinh luong prolactin
I 2 trong huyét thanh va huyét tuong. A
. \ H 3
238 gr};‘};gtlfr? chudn 1 Quy cach dong goi yéu ciu: Hop/6x3mL op/ EX3 "1 Hop PHAN 8
TCCL: ISO 13485 hoac TCCL twong duong
Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Ho4 chét hiéu chiig xét nghiém mién dich vi hat hoa phat quang dé dinh luong
I , prolactin trong huyét thanh va huyét tuong. A
4 \ H 3
239 Sr}:;;lgtlfnm ching |y cich dong goi yéu cau: Hop/3x8mL op/ Exgm Hop PHAN 8
TCCL: ISO 13485 hoac TCCL tuong duong
Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh lugng prolactin trong huyét
Hoa chat xét thanh va huyét tuong. H60/200 ‘
240 |nghiém dinh luong |Quy cach dong géi yéu cau: Hop/200 test ‘fes ; Hop PHAN 8
Prolactin TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
HOA CITat CIUAT Xet MZMICITT IS AICIT T VITTo VI It Tod Prat quang ac aimnit [UoTg
hormon tuyén can giap khong bién doi (intact PTH) trong huyét thanh va huyét
Chat hiéu chuan tuong. Hop/6x3m . X
~ ) . " H
241\ ntact PTH Quy céch dong goi yéu ciu: Hop/6x3mL L P PHAN'S

TCCL: ISO 13485 hoac TCCL tuong duong




HOa CMat MIgU CNUNE Xet MZNICIT IS AICH T VITIO VI Tt oa phat qUang ac aimmn
luong hormon tuyén can giap khong bién doi (intact PTH) trong huyét thanh va

Chat kiém chimg  |huyét tuong. Hop/3x8m n 2
242 Intact PTH Quy cach dong goi yéu cau: Hop/3x8mL L P PHANS
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhAm 2 ﬂ:or\ thAna fiv Cl"(\ 1A4A00200/TT RVT naaxs ]n/n’7/’)nf)n .
Xét nghiém mién dich in vitro vi hat hod phat quang dé dinh lugng hormon tuyén
Hoa chét xét can giap khong bién ddi (intact PTH) trong huyét thanh va huyét tuong. H60/200 ‘
243 |nghiém dinh luong |Quy cach dong goi yéu cau: Hop/200 test "Fest Hop PHAN 8
Intact PTH TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét chuan xét nghiém mién dich vi hat hoa phat quang dé dinh luong 25-
Chét hiéu chuén 25- hydrO)fywta,mln ]?.(2;5-05 VltaAmm D) trong huyét thanh va huyét tuong. Hop/6x3m ) .
244 OH Vitamin D Quy cach dong goi yéu cau: Hop/6x3mL L Hop PHAN 8
TCCL: ISO 13485 hoac TCCL tuong duong
Phéan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét hiéu chiing xét nghiém mién dich vi hat hoa phat quang dé dinh lugng 25-
Chét kiém chimg hydrO)fywta,mln ]?.(2;5-05 VltaAmm D) trong huyét thanh va huyét tuong. Hop/3x8m ) .
245 25-0OH Vitamin D Quy cach dong goi yéu cau: Hop/3x8mL L Hop PHAN 8
TCCL: ISO 13485 hoac TCCL tuong duong
Phéan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat ho4 phat quang dé dinh lugng 25-hydroxyvitamin D
Hoa chat xét (25-OH vitamin D) trong huyét thanh va huyét tuong. H60/200 ‘
246 |nghi¢m 25-OH Quy céach dong goi yéu cau: Hop/200 test ‘fes ¢ Hop PHAN 8
Vitamin D TCCL: ISO 13485 hoac TCCL tuong duong
Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Ho4 chét hiéu chiig xét nghiém mién dich vi hat hoa phat quang dé dinh luong
Chét hiéu chuén khang ’nguy,en bé ’r'natA Vle£n gari B (HBsAg) trong huyét thanh va huyét tuong. Hop/3x8m ) .
247 dinh luone HBSA Quy cach dong goi yéu cau: Hop/3x8mL L Hop PHAN 8
i uons & |TCCL: 1SO 13485 hoic TCCL tuong duong
Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh luong khang nguyén bé mat
Chét kiém chimg viém gan B ,(HBsz'g)Atml}g hu):et thanh va huyét tuong. Hop/200 ) .
248 dinh luone HBSA Quy cach dong goi yéu cau: Hop/200 test test Hop PHAN 8
HiL uonS & ITCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chit chuan xét nghiém vi hat hoa phat quang dinh lugng khang nguyén bé mit
Hoba chat xét virus viém gan B (HBsAg) trong huyét thanh va huyét tuong. H60/6x3m ‘
249 |nghiém dinh luong |Quy cach dong gbi yéu cau: Hop/6x3mL P L Hop PHAN 8

HBsAg

TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




250

Chét hiéu chuén
NT-pro BNP

HOa CMar CAua Xet IS IS AICH T VIO VI At noa pnat quang ac ainim [Uong
peptide ting bai tiét natri gbc N-terminal pro tuyp B trong huyét thanh va huyét
tuong.

Quy céach dong gbi yéu cau: Hop/6x3mL

TCCL: ISO 13485 hodc TCCL tuong duong

<A 14/2020/TT 07/209

Hop/6x3m
L

PHAN 8

251

Chét kiém chtng
NT-pro BNP

PRArciat ficheRthiB et it Mt el B vinhs v Y Ao frArquangaeamm
luong peptide ting bai tiét natri gbc N-terminal pro tuyp B trong huyét thanh va
huyét twong.

Quy céach dong gbi yéu cau: Hop/3x8mL

TCCL: ISO 13485 hodc TCCL tuong duong

Phan nhAm 2 thon thAna hiy Cl"(\ 1A0000/TT RVT naax: 10/07/20720

Hop/3x8m
L

PHAN 8

252

Hoba chat xét
nghiém dinh lugng
NT-pro BNP

Xét nghiém mién dich in vitro vi hat hoa phat quang dé dinh luong peptide ting bai
tiét natri gbc N-terminal pro tuyp B trong huyét thanh va huyét tuong.

Quy céach dong goi yéu cau: Hop/200 test

TCCL: ISO 13485 hoac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/200
test

72

PHAN 8

253

Chét hiéu chuén
Toxo 1gG

Hoa chit chuan xét nghiém mién dich vi hat hoa phat quang dinh luong khang thé
IgG khang Toxoplasma gondii trong huyét thanh va huyét tuong.

Quy cach dong gbi yéu cau: Hop/6x3mL

TCCL: ISO 13485 hoac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/6x3m
L

PHAN 8

254

Chat kiém chimg
Toxo IgG

Hoa chét hiéu chiing xét nghiém mién dich vi hat hoa phat quang dinh luong khang
thé IgG khang Toxoplasma gondii trong huyét thanh va huyét tuong.

Quy céach dong gbi yéu cau: Hop/3x8mL

TCCL: ISO 13485 hoac TCCL tuong duong

Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/3x8m
L

PHAN 8

255

Hoéa chat xét
nghi¢m Toxo IgG

Xét nghiém mién dich vi hat ho4 phat quang dinh lwong khang thé IgG khang
Toxoplasma gondii trong huyét thanh va huyét twong.

Quy céach dong goi yéu cau: Hop/200 test

TCCL: ISO 13485 hoac TCCL tuong duong

Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/200
test

PHAN 8

256

Chét hiéu chuan
BHCG

Hoa chét chudn xét nghiém mién dich vi hat hoa phat quang dé dinh luong va dinh
tinh beta human chorionic gonadotropin (B-hCG) trong huyét thanh va huyét twong.
Quy céach dong gbi yéu cau: Hop/6x3mL

TCCL: ISO 13485 hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/6x3m
L

PHAN 8

257

Hoa chét xét
nghiém BHCG

Xét nghiém mién dich vi hat ho4 phat quang dé dinh lugng va dinh tinh beta human
chorionic gonadotropin (B-hCG) trong huyét thanh va huyét tuong.

Quy céach dong goi yéu cau: Hop/200 test

TCCL: ISO 13485 hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/200
test

12

PHAN 8




Hoa chat xét

- Xét nghiém mién dich vi hat hoa phat quang dé dinh lugng cic manh cytokeratin
19 trong huyét thanh va huyét tuong.

Hop/200

258 |nghiém dinh lugng |Quy cach dong géi yéu cau: Hop/200 test rest Hop PHAN 8
Cyfra21-1 TCCL: ISO 13485 hodc TCCL twong duong &s
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
- Ho4 chét chuan xét nghiém mién dich vi hat hoa phat quang dé dinh luong cac
hAt higy chu manh cytokeratin 19 trong huyét thanh va huyét tuong. Ny
259 g ?t ;iu i uan Quy céach dong gbi yéu cau: Hop/6x3mL Hop Ex3m Hop PHAN 8
ylra 2 TCCL: ISO 13485 hoic TCCL tuong dwong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
- Ho4 chét hiéu chimg xét nghiém mién dich vi hat hoa phat quang dé dinh luong
hit lidm cha cac manh cytokeratin 19 trong huyét thanh va huyét tuong. Hoo/
260 g ?t ;Lmlc ung Quy cach déng gbi yéu cau: Hop/3x8mL op ExSm Hop PHAN 8
ytra 21- TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020
- Xét nghiém mién dich vi hat hoa phat quang dé dinh luong khang thé IgG cia
Hoa chat xét khang thé tu than vo1 men peroxidase cluia tuyén giap (anti-TPO) trong huyét thanh Hon/200
261 |nghiém dinh lugng |va huyét twong. ‘ "’f , Hop PHAN 8
Anti TPO Quy cach dong goi yéu cau: Hop/200 test es
TCCL: ISO 13485 hodac TCCL tuong duong
- Ho4 chat chuan xét nghiém mién dich vi hat hoa phat quang dé dinh luong khéng
thé IgG ctia khang thé ty than véi men peroxidase cua tuyén giap (anti-TPO) trong
ChAt hiéu chuan  |huyét thanh va huyét tuong. Hop/6x3m . .
262 Anti-TPO Quy cach dong goi yéu cau: Hop/6x3mL L Hop PHAN 8
TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
- Ho4 chat hiéu chiig xét nghiém mién dich vi hat hoa phat quang dé dinh luong
khang thé IgG cua khang thé ty than v6i men peroxidase ctia tuyén giap (anti-TPO)
Chét kiém chimg  |trong huyét thanh va huyét tuong. Hop/3x8m . N
263 Anti-TPO Quy cach dong goi yéu cau: Hop/3x8mL L Hop PHAN 8
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang dé dinh luong khang nguyén HE4 trong
o 1A s huyét thanh. A
Hoa chat xét , ; A A 1A Hop/200 R x
264 nghiém HE4 Quy cach dong goéi yéu cau: Hop/200 test test Hop PHAN 8

TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Chét hiéu chuén

- Ho4 chat chuan xét nghiém mién dich vi hat hoa phéat quang dé dinh luong khang
nguyén HE4 trong huyét thanh.

Hop/6x3m

265 HE4 Quy céach dong gbi yéu cau: Hop/6x3mL L Hop PHAN 8
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
- Ho4 chét hiéu chirg xét nghiém mién dich vi hat ho4 phat quang dé dinh luong
L1 R . khang nguyén HE4 trong huyét thanh. A
Chat k h : \ Hop/3x8 n 2
266 HEil et chmg Quy cach dong goi yéu cau: Hop/3x8mL °p LX o Hop PHAN 8
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
. I - Xét nghiém mién dich vi hat hoa phat quang dé dinh tinh va ban dinh luong cac
Hoa chat xét , 2 , . X . £
A e khang thé 1gG khang Cytomegalovirus trong huyét thanh va huyét tuong. n
nghiém dinh tinh , - e T o Hop/200 ) .
267 va ban dinh luon Quy cach dong goi yéu cau: Hop/200 test test Hop PHAN 8
MV IGG & |TCCL: ISO 13485 hodc TCCL twong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
dinh luong cac khang thé IgG khang Cytomegalovirus trong huyét thanh va huyét
£, 1:n 2 tuong. A
Chat h h . ; Hop/6x3 . N
268 CI\:V Il (‘ﬂéc Han Quy cach dong géi yéu cau: Hop/6x3mL op LX o Hop PHAN 8
J TCCL: ISO 13485 hodic TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
ban dinh luong cac khang thé IgG khang Cytomegalovirus trong huyét thanh va
o huyét tuong.
269 Chat kiém chung |- HQp/’3X8n,’1L. R Hop/3x8m Hop PHAN 8
CMV IgG Quy cach ddng goi yéu cau: Hop/3x8mL L
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
- Xét nghiém mién dich vi hat hoa phat quang phat hién dinh tinh khang thé IgM
Hoa chat xét khang Cytomegalovirus trong huyét thanh va huyét twong. H60/200 )
270 |nghiém dinh tinh  |Quy cach dong gbi yéu ciu: Hop/200 test -fest Hop PHAN 8
CMV IgM TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
- Hoa chét chuan xét nghiém mién dich vi hat hoa phat quang phat hién dinh tinh
Chét hiéu chudn khang ’the IgM kl{gngA CyEomegAalovn‘us trong huyét thanh va huyét tuong. Hop/6x3m A )
271 CMV IgM Quy cach dong goi yéu cau: Hop/6x3mL L Hop PHAN 8

TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




- Hoa chét hiéu chirng xét nghiém mién dich vi hat hod phat quang phat hién dinh
tinh khang thé IgM khang Cytomegalovirus trong huyét thanh va huyét turong.

272 gl\l:i/kll ;II\n/I chimg Quy céach dong gbi yéu cau: Hop/3x8mL HQp/Ex8m Hop PHAN 8
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
HOa CMat MIgU CUAmN Xet MZNICIT IS AICh VI It noa phat quang ac A [Tong
khang thé IgG cua khang thé tu mién thyroglobulin (anti-Tg) trong huyét thanh va
Chat hiéu chuan  |huyét tuvong. Hop/6x3m . .
213 Anti-Tg Qu}; cach d%)ng g6i yéu cau: Hop/6x3mL L Hop PHAN
TCCL: ISO 13485 hodc TCCL tuong duong
B]b%"c'ﬁ]éf’“ﬁ“léu%ﬁﬁﬁ]gp‘z?é'tfﬂ’g‘iﬁén/'l AR It et s b’ﬁé’&iﬁ%ﬁg e QI TUONE
khang thé IgG cua khang thé tu mién thyroglobulin (anti-Tg) trong huyét thanh va
Chat kiém chimmg  [huyét tuong. Hop/2x4m . .
214 Anti-Tg Quy cach dong gbi yéu cau: Hop/2x4mL L Hop PHAN'S
TCCL: ISO 13485 hodc TCCL tuong duong
DPhan nhAm 2 than thAna tiv ¢A 1ANDOIN/TT RVT naaxy 10/0T7/9090
Xét nghiém mién dich vi hat hoa phat quang dé dinh luong khang thé IgG ctia khang
Hoa chit xét thé ty ,mién ,thyrolg.lolzuliri (anti:Tg) trong huyét thanh va huyét tuong. Hop/200 ) .
275 nghiém Anti-Tg Quy cach dong goi yéu cau: Hop/200 test test Hop PHAN 8
i TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chét hiéu chuan xét nghiém mién dich vi hat hoa phat quang (CMIA) dé dinh
Chét hiéu chuan lugng thyroglobulin trong huyét thanh va huyét tuong. Hop/6x3m .
276 |xét nghiém Quy cach dong goi yéu cau: Hop/6x3mL ‘ L Hop PHAN 8
Thyroglobulin TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chit chting xét nghiém mién dich vi hat hod phat quang (CMIA) dé dinh luong
Chét kiém ching  |thyroglobulin trong huyé‘g thanh va huyét tuong. Hop/3x8m .
277 |xét nghiém Quy cach dong goi1 yéu cau: Hop/3x8mL ‘ L Hop PHAN 8
Thyroglobulin TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém mién dich vi hat hoa phat quang (CMIA) dé dinh luong thyroglobulin
Hoa chat xét trong huyét thanh va huyét tuong. Hop/200 .
278 |[nghiém Quy cach dong goi yéu cau: Hop/200 test 'tes ; Hop PHAN 8
Thyroglobulin TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Ho4 chét chuan xét nghi¢m yéu td noi mién dich vi hat hoa phat quang dé dinh
L 1A 2 lugng vitamin B12 trong huyét thanh va huyét tuong. .
279 gl‘gt hicu chuan 1 o Cach dong g6i yéu ciu Hop/6x3mL Hop! EX3 ™ Hep PHAN 8

TCCL: ISO hodac TCCL tuong duong
Phan nhom 01 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Ho4 chét hiéu chuing xét nghi€ém yéu t6 ndi mién dich vi hat hoa phat quang dé dinh
luong vitamin B12 trong huyét thanh va huyét tuong.

280 g?gt kiém chimg Quy céach dong goi yéu cau Hop/3x8mL H(_)p/Ex8m Hop 1 PHAN 8
TCCL: ISO hoac TCCL tuong duong
Phan nhom 01 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Xét nghiém yéu t6 ndi mién dich vi hat hoa phat quang dé dinh luong vitamin B12
, I trong huyét thanh va huyét tuong. .
281 Ilfolig;a]t;iezt Quy cach dong goi yéu cau Hop/200 test Hofe/SZtOO Hop 2 PHAN 8
g TCCL: ISO hoac TCCL tuong duong
Phan nhom 01 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
HOa CNat MIgU CNUNE Xet MZNICIT IS AICh VI At foa phat quang ae A [Tong va
dinh tinh beta human chorionic gonadotropin (B-hCG) trong huyét thanh va huyét
Chat kiém chimg  [tuong. Hop/3x8m n X
282 BHCG Quy cach dong géi yéu cau Hop/3x8mL L Hop 4 PHAN
TCCL: ISO hoac TCCL tuong duong
_ _ _ _ Dhan nl:\r’\m N1 qu;n thAna thr A 1/I/’7(Y)Q/’T"T D’V’T noays ]n/rw/’)n’m
PHAN 9. HOA CHAT XET NGHIEM HUYET HQC CHAY TREN MAY TU PONG
Thanh phan:
Dung dich ly giai Muf)i amoniA hiru fo lzéc bci)n 0..20%
283 |dung dém bach cau |14t hoat dong be mat khong ion 0.10% 5Lx1 | Thing 64 PHAN 9
14 bazo Quy cach dong goi yéucau: SLx 1
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 4 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020
: 2 Thanh Phan:
Dunﬁ 3{Ch 1§me Sodium Hypochlorite (ndng d¢ clorine 5.0%)
284 hméa?hén‘;nngléyegta Quy cach dong goi yéu cau: 4 mL x 20 4mLx20| Hop 40 PHAN 9
néhiém huyét hoc TCCL: ISO 13485 hoac T CC’L tuong duong
i i Phan nhém 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Thanh phan:
Dung dich pha Sodium chloride 0.7%
lodng mau toan Tris buffer 0.2%
285 |phan dung cho may [EDTA-2K 0.02 % 20Lx1 Thang 348 PHAN 9

xét nghiém huyét
hoc

Quy céach dong goi yéu cau: 20 L x 1
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 4 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Thanh phan:

Dung dich nhuém |Polymethine 0.002 %
dung dém cac bach |Methanol 3.0 % ‘
286 |cau trung tinh, Ethylene glycol 96.9 % 42 mL x 2 Hop 50 PHAN 9
lympho, mono va  [Quy cach dong géi yéu cau: 42 mL x 2
ua axit TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Thanh phan:
i 0
D e iy PO |
287 |dung dém bach cau y . J y oA 2 82mL x 2 Hop 32 PHAN 9
13 bazo Quy cach dong goi yéu cau: 82 mL x 2
TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
. ... |Thanh phan:
D‘u e d} ch 1? Sl oh4t dién hoat khong ion hoa 0.17%
dung dem cac bach |y 1 i A moni hitu co bic 4 0.07% ~
288 |cAu trung tinh, T e T 5Lx1 Thung 64 PHAN 9
vmpho. mMono va Quy cach dong goi yéu cau: 5L x 1
o TCCL: ISO 13485 hodic TCCL tuong duong
Phan nhom 4 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020
Thanh phan:
Dung dich do Sodium Lauryl Sulfate 1.7g/L ‘
289 |hemoglobin trong |Quy cach dong gbi yéu cau: 500 mL x 3 500 mL x 3 Hop 86 PHAN 9
mau TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 4 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Thanh phan:
Vat liéu kiém soat |Gom té bao héng cau di duoc 6n dinh, té bao bach cau & nguoi, héng cAu nhan va
g |MUC 1 xét ngh1¢r£n ticu ca’u o ngu’m du’O(A: gn{ on dinh trong moi trudng c6 chat bao quan. 30mL x 1 Lo 36 PHAN 9
dinh lugng huyét |Quy cach dong goi yéu cau: 3.0 mL x 1
hoc TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Thanh phan:
Vit liéu kiém soat |Gom té bao hong cau da duoc 6n dinh, té bao bach cau ¢ ngudi, hdng cau nhan va
g1 |mUC 2 xétnghiém |[ti€u cau & nguoil dugce gitt on dinh trong mo1 trudng c6 chat bao quan. 3.0mL x 1 Lo 36 PHAN 9

dinh lugng huyét
hoc

Quy cach dong goi yéu cau: 3.0 mL x 1
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Vat liéu kiém soat
murc 3 xét nghiém

Thanh phan:
GoOm té bao hong cau da dugc 6n dinh, t€ bao bach cau ¢ nguoi, hong cau nhan va
ti€u cau 6 nguoi dugce gitr 6n dinh trong moi1 trudng c6 chat bao quan.

. : ) ; OomLx1 L PHA
292 dinh luong huyét |Quy cach dong goéi yéu cau: 3.0 mL x 1 30 © 36 N9
hoc TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
PHAN 10. HOA CHAT NOI NGOAI KIEM
Thanh phan 100% tir nudc tiéu nguoi. Pap tng 13 thong s6. Bao quan 2-80C. Md
Hoba chit noi kiém |nép tdi thiéu 30 ngay 2-80C hodc tuong duong Hop/12 x ‘
293  |tong phan tich Quy cach dong goi yéu cau: Hop/12 x 12 ml 1132 ol Hop 5 PHAN 10
nuée tiéu am tinh  |TCCL: ISO hoidc TCCL twong dwong
Phéan nhom 03 theo thong tu s6 14/2017/TT-BYT ngay 10/07/2020
) ] \ A 0/ o e R N VA A A Tya _ 2
Hoa chét noi kidm T?an?' phin 100% ‘fu: nudc tleuvngum. Dap Uimg 13 thong s6. Bao quan 2-80C. Mo
tdne vhan tich nap t61 thiéu 30 ngay 2-80C hodc tuong duong Hop/12 x ‘
204 | (,ygcfziéu foor o |Quy ciich dong g6i yéu ciu: Hop/12 x 12 ml ipz o Hop 5 PHAN 10
o & |TCCL: ISO hoic TCCL tuong duong
Phéan nhom 03 theo thong tu sé 14/2017/TT-BYT ngay 10/07/2020
DANg qong Ko a¢ 0ao quan Z-30C. DO DEN MO Nap 101 e 7 Ngay Z-8 0T Noac Z38
ngay & -200C. Pap tng trén 65 thong s6 bao gom D-3-Hydroxybutyrate, Folate hodc
Noi kiém sinh héa [twong duong. Hop/20 x . X
' : 5 ‘ H 1
295 muc binh thuong  [Quy cach dong goi yéu cau: Hop/20 x 5 ml 5mi P 4 PHANT0
TCCL: ISO hoac TCCL twong duong
natiz oA JANOLTTT BYT nadv 1Q/07/200.
uang aong MriPae 540 i soC. DO DEIT M0 A TOT thict 7 YRy z=socToac s
ngay & -200C. Pap tng trén 65 thong s6 bao gom D-3-Hydroxybutyrate, Folate hoic
Noi kiém sinh héa [twong duong. Hop/20 x . X
2 X . 3 ‘ H N1
9B it bat thuong  |Quy cach dong g6i yéu cau: Hop/20 x 5 ml 5 ml op 4 PHAN10
TCCL: ISO hoac TCCL tuong duong
Phan nhAm 02 thon thAna tiy (‘A 1AN0017/TT RBRVT naax: 10/07/90700
B0 hoa chat thuc ) C1 ez A s A £ A , , <
n . Chuong trinh ngoai ki€ém Pong mau dap tng 5 thong s6 Pong mau co ban hoac
hién chuong trinh , N , . B . 2 .
nooai kidm tra tuong duong. 7 Cé chu ky bat dal} thang 1-12 hang nam. Phu h0'p de vtham gia chuong
% ., trinh ngoai kiém Riqas dugc trién khai tai cac Trung tdm kiém chuén Hop/6 x 1 n X
297 |dong mau du 01 ) . A A A Hop 5 PHAN 10
Quy cach dong goi yéu cau: Hop/6 x 1 ml ml

nam kiém chuan
(01 mAu/thang - 5
thong sd)

TCCL: ISO hodc TCCL tuong duong
Phéan nhom 03 theo thong tu s6 14/2017/TT-BYT ngay 10/07/2020




Bo hoa chét thuc
hién chuong trinh
ngoai kiém tra

Chuong trinh ngoai kiém HbA ¢ 2 thong s hoidc trong duong. Chuong trinh bit
dau thang 1-12 hang nam.Phu hop dé tham gia chuong trinh ngoai kiém Riqas duoc

298 |HbAlec di 1 nim trién k’hal ta,1 cac tljrurgg ta‘Atm kleA:m chuan. Bao quan 2-8 oC Hop/6 x Hop PHAN 10
kiém chuén (01 Quy cach dong goi yéu cau: Hop/6 x 0.5 ml 0.5ml
mAw/théne - 2 TCCL: ISO hoac TCCL tuong duong
. ) & Phan nhom 03 theo thong tu s6 14/2017/TT-BYT ngay 10/07/2020
thong s0)
B hoa chit thyc Chuong trinh ngoai kiém Huyét hoc dap ting 11 thong s6 cong thirc mau hodc twong
hién ngoai kiém tra |duwong. Chu ky bat dau thang 1-12 hang ndm.Phu hop dé tham gia chuong trinh
299 hlvlyet h}()c dua 1; ngoai 1’<1€m ,quas’ ('iu’(;yc tr:en kl}al tai cac Trung tam ki€m chuan. Hop/3 x 2 Hop PHAN 10
nam kiém chuan Quy cach dong goi yéu cau: Hop/3 x 2 ml ml
(01 mau/thang - 11 |TCCL: ISO hodc TCCL twong duong
thong s0) Phan nhom 03 theo thong tu s6 14/2017/TT-BYT ngay 10/07/2020
Chuong trinh ngoai kiém mién dich dap tmg trén 48 thong sd bao gém ca thudc tri
A1 2 . |liéu, hormones va d4u an ung thu hodc twong duong. C6 chu ky bat dau thang 1-12
B hoa chat ngoai \ - . 2 ) . oz ) 2 o
kiém mién dich (du hang nam. Phu hgp dé tham gia chuong trinh ngoai ki€ém Rigas dugc trién khai tai H60/6 x 5
300 et fhien Ghe cac Trung tam kiém chuan. P Hop PHAN 10
mot ndm kiém . , A A A ml
chudn) Quy cach dong goi yéu cau: Hop/6 x 5 ml
TCCL: ISO hoac TCCL tuong duong
Phéan nhom 03 theo thong tu s6 14/2017/TT-BYT ngay 10/07/2020
Chuong trinh ngoai kiém Sinh hoa dap tmg trén 50 thong s6 sinh hoa thuong qui,
Bo hoa chat thyc  |bd md, hormones va kim loai vi lwong hodc tuong duong. C6 chu ky bat dau thang 1-
hién chuong trinh |12 hang nam. Phu hop dé tham gia chuong trinh ngoai kiém Riqas dugc trién khai H60/6 x 5
301 |ngoai kiém sinh tai cac Trung tam kiém chuan. .pml Héop PHAN 10
hoa du 1 nam kiém |Quy cach dong goi yéu cau: Hop/6 x 5 ml
chuan TCCL: ISO hoic TCCL tuong duong
Phéan nhom 03 theo thong tu s6 14/2017/TT-BYT ngay 10/07/2020
Y Chuong trinh ngoai kiém Khi mau dap tmg 11 thong s6 khi mau, Glucose va Pién
B0 hoa chat thuc ey o , 1l aX . . < N 2
n . giai hoac tuong duong. C6 chu ky bat dau thang 1-12 hang nam. Phu hop dé tham
hién chuong trinh . . R . 2 C. A 12 2 .
1z , gia chuong trinh ngoai kiém Riqas dugc trién khai tai cdc Trung tdm kiém chuan. Hop/6 x . X
302 |ngoai kiém khi . . A A . Hop PHAN 10
Quy cach dong goi yéu cau: Hop/6 x 1.8 ml 1.8 ml

mau du 1 nam
kiém chuan

TCCL: ISO hoac TCCL tuong duong
Phén nhom 03 theo thong tu s6 14/2017/TT-BYT ngay 10/07/2020




Bo hoa chat thuc
hién chuong trinh

Chuong trinh ngoai kiém Niéu dap ting 14 thong s6 tong phan tich nudc tiéu hoic
trong dwong. Thanh phan yéu cau 100% nudc tiéu nguoi. Chu ky bat dau tir thang 1-
12 hang nam. Phu hop dé tham gia chuong trinh ngoai kiém Riqas dugc trién khai

303 |ngoai kiémnudc  |tai cac Trung tdm kiém chuan. Hf g /r?w IX Hop 3 PHAN 10
tiéu di 1 nam kiém |Quy cach déng goi yéu cau: Hop/3 x 12 ml
chuan TCCL: ISO hoac TCCL tuong duong
Phan nhom 03 theo thong tu s6 14/2017/TT-BYT ngay 10/07/2020
A1 1A Chuong trinh ngoai kiem toc do mau lang. Gom 1 thong so ESR. Co chu ky bat dau
B0 hoa chat thuc , . - . 2 ) ) Lz : 2
hién chuong trinh thang 3 hang nam. Phu hqp de thqam gia chuong trinh ngoai ki€ém Riqgas dugc trién Hop/2 x .
304 C .2z .. |khaitai cic Trung tam ki€ém chuan. ' Hop 4 PHAN 10
ngoai kiém toc do ) , P . 4.5 ml
mau 14n Quy cach dong goi yéu cau: Hop/2 x 4.5 ml
I e TCCL: ISO hofic TCCL tirone dwone A
PHAN 11. HOA CHAT DINH DANH NHOM MAU CHAY TREN MAY TU bONG
Gel card = § gleng, aung cho est truc tep va gian tep, sang Ioc va dinh danh Khang
thé bat thudng, phan tng chéo, autocontrol. Méi truong AHG: coombs, LISS voi
Gelcard tryc tiép, |khang thé khang globulin nguoi. Hon hop giita khang thé da dong khang IgG tir tho
305 th‘uc hién pl}an u‘rllg va khang thé don dong khang C3d (khang thé IgM c6 nguon goc tir chudt, dong ox25cards Hop 60 PHAN 11
hoa hgp nhom mau |12011 D10)
637346 C Quy cach déng gbi yéu cau: 2x25cards
TCCL: ISO hoac TCCL tuong duong
Phan nhAm NhAm 1 then thAna tir ¢A 14/2020/TT.RVT
"Gel card > 8 giéng, > 2test/card, dinh nhém mau ABO va Rh bing phuong phap
huyét thanh mau. 4 giéng dau c6 thanh phan nhu sau: Giéng 1: Anti-A (khang thé
Gelcard dinh nhom |IgM c6 ngudn gdc tir chudt, dong Birma-1) Giéng 2: Anti-B (khang thé IgM ¢6
306 |mau ABO/Bh bang n‘guon ‘goc ‘Eu’ chuot, dong LE.BA-2) Giéng 3: A"ntl-DVI- (khang thé IgM c6 ngudn goc ox25cards Hop 60 PHAN 11
phuong phap huyét |tir nguoi, dong MS-201). Giéng 4: control
thanh mau Quy cach déng gbi yéu cau: 2x25cards
TCCL: ISO hoac TCCL tuong duong
Phan nhém Nhom 1 theo thong tu sé 14/2020/TT-BYT
) . Dung dich dém c6 d§ manh ion thép, thanh ph?m chinh 1a Glycine 1,37% va
Dich pha loang . 2 N X A
hdne ciu bénh glucose 0,85%, dung dé pha loang hong cau ‘
307 & i Quy céach dong gbi yéu cau: 2x100ml 2x100ml Hop 85 PHAN 11

nhan cho may dinh
nhém mau ty dong

TCCL: ISO hodc TCCL tuong duong
Phan nhoém Nhom 1 theo thong tu s6 14/2020/TT-BYT




Gelcard dinh nhém
mau bang phuong

Gel card > 8 giéng, mdi truong nudc mudi va enzyme, dung cho phéan g chéo,

phap hong cau autocontrol, dinh nhém ABO bang phuong phap hong cau mau
308 |mau, thuc hién Quy céach dong gbi yéu cau: 2x25cards 2x25cards Hop 60 PHAN 11
phéan tmg hoa hgp |TCCL: ISO hoac TCCL tuong duong
nhom mau ¢ 22 d6 |Phan nhém Nhom 1 theo thong tu sé 14/2020/TT-BYT
C
"Gel card = & gieng, | test/card, dinh nhom ABO va Rh bang phuong phap huyet
thanh mﬁu va hong cau mau. Giéng 1: Anti A (hdn hO’p khang thé IgM va IgG
ngudn gdc tir chudt, dong 16243 G2 va 16247 E6) Giéng 2: Anti B (IgM nguon gbe
tir chudt, dong 9621 A8) Giéng 3: Anti AB (hdn hop khang thé IgM ngudn goc tur
Gelcard dinh nhom [chudt, dong 16245 F11 DS, 16247 E6 va 7821 D9) G1eng 4: Anti-D (khang thé IgM
mau ABO/Rh bang |ngudén goc tir nguoi, dong P3x61) Giéng 5: Anti-D' (hdn hop khang thé IgM va IgG
309 |hai phuong phap  |ngudn gdc tir nguoi, dong P3x290, P3x35, P3x61 va P3x21223 B10). Anti-D c¢6 kha | 2x25cards Hop 300 PHAN 11
huyét thanh mau va |ning phét hién D yéu va D ting phan, bao gom DVI). Giéng 6: Ctl (dung dich dém
hdng cdu mau khong c6 khang thé) Giéng 7: N (dung dich dém khong c6 khang thé) Giéng 8: N
(dung dich dém khong c6 khang thé)"
Quy céach dong gbi yéu cau: 2x25cards
TCCL: ISO hoac TCCL tuong duong
Phan nhdm Nham 1 theo thone tir s 14/2020/TT-BY T
Gel card = 8 gieng, | test/card, dinh nhom ABO va Rh bang phuong phap huyet
thanh mﬁu va hong cau mau. Giéng 1: Anti A (hdn hop khang thé IgM va IgG
ngudn gdc tir chudt, dong 16243 G2 va 16247 E6) Giéng 2: Anti B (IgM nguon gbe
. . |tir chuot, dong 9621 A8) Giéng 3: Anti AB (hdn hop khang thé IgM nguon goc tir
Gelcard dinh mhom | "o no 16245 F11 DS, 16247 E6 va 7821 D9) Giéng 4: Anti-DVI- (khang thé
310 hmgu ﬁBO/thl:,)ang iGM ngudn gbc tir ngudi, dong P3x61) Giéng 5:Hon hop khang thé don dong khang ox25card H4 300 PHAN 11
hﬁ;gt 8PP CDE (1M, ngudi, clone: P3x61, P3x25513 G8 va P3x234). Giéng 6: Ctl (dung dich Xeocaras op
héng ciu miu dém khong c6 khang thé). Giéng 7: Nq (dung dich dém khong c6 khang thé). Giéng 8:
N (dung dich dém khong c6 khang thé)
Quy cach déng gbi yéu cau: 2x25cards
TCCL: ISO hoac TCCL tuong duong
Phan nhdm Nham 1 theo thono fiv s6 14/2020/TT-BRYT
Bo hong cdu mau gébm 2 lo Al va B ding cho dinh nhém mau ABO bang phuong
phéap hong cau mau
311 |Héng cau mau Quy céach dong gbi yéu cau: 2x10ml 2x10ml Hop 15 PHAN 11

TCCL: ISO hoac TCCL tuong duong
Phan nhoém Nhom 1 theo thong tu s6 14/2020/TT-BYT




"Gel card > & gieng, 1 test/card, dinh nhom ABO va Rh bang phuong phap huyet
thanh mau va xét nghiém coombs tryc tiép danh riéng cho tré so sinh. Giéng 1: Anti-
A (khang thé IgM ngudn gbc tir chudt, dong DAM-1) Giéng 2: Anti-B (khang thé
IgM ngudn goc tir chudt, dong 9621 A8) Giéng 3: Anti-AB (hdn hop khang thé IgM
ngudn gdc tir chudt, dong LA-2, LB-2 va ES-15) Giéng 4: Anti-DVI- (hdn hop
Gelcard xét khang thé IgM ngudn goc tir ngudi, dong P3x61). Giéng 5: Anti-DVI+ (hdn hop
nghiém nhom mau [khang thé I[gM ngudn goc tir nguodi, dong RUM-1 and ESD-1M) (C6 thé xac dinh D n X
312 tré so sinh va yéu va D ting phan, bao gdbm DVI variant). Giéng 6: Ctl Giéng 7: chira Anti-IgG 2x25cards Hop 3 PHAN 11
Coombs truc tiép  |chtra khang thé da dong khang IgG. Giéng 8: AHG: coombs, LISS véi khang thé
khang globulin ngudi. Hon hop gitta khang thé da dong khang IgG tir tho va khang
thé don dong khang C3d (khang thé IgM ¢ ngudn gbc tir chudt, dong 12011 D10). "
Quy céach dong gbi yéu cau: 2x25cards
TCCL: ISO hoac TCCL tuong duong
_ _ _ _|Phan nhém Nhom 1 theo thone fir sb 14/2020/TT-BYT _ _
PHAN 12. HOA CHAT XET NGHIEM HBA1C BANG PHUONG PHAP HPLC CHAY TREN MAY TU DPONG
Cot chtra hoa chat xét nghiém HbA lc
Chtrc nang: Pinh luong cac thanh phan ciia HbA 1c bang phuong phap sac ky 1ong
Cot chira hoa chit |1 Nang cao.
, o Thanh phan:
313 xct nghiém HbA,IC Hydrophylic polymer of methacrylate esters copolymer. 4009 Hop 7 PHAN 12
theo phuong phap \ e 4ial an o test/hop
HPLC - Bdo quan & nhiét do: 3 - 25°C
Quy cach dong goi yeu cau: 4000 test/hop
TCCL: ISO 13485 hoac TCCL tuong duong
Phén nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Dung dich rtra giai trudc ving A0 va 1am bén cot sic ky duoc dung dé xac dinh
lugng HbA I ¢ trong mau méu toan phan ctia nguoi.
. . . ... |- Thanh phan: Sodium perchlorate, Sodium azide
214 Dung dich ‘Xg 18111 Bao quan ¢ nhiét do: 3 - 30°C 600ml X Ha - PHAN 12
Igl;?f)gr?zgt se‘icvl?}'/ *PH:52~55 5 4/hop P
' Quy cach dong goi yéu cau: 600ml x 4/hop
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020
Dung dich rtra giai trudce ving A0 va bién thé Hb (HbC) duoc dung dé xac dinh
luong HbA 1c trong mau mau toan phan cia nguoi.
. . ... |- Thanh phan: Sodium perchlorate, Sodium azide, Phosphate
Dung dich rua gidi | g, " 20 6 nhiét do: 3 - 30°C 600ml x X
315 |trude vung AO va _ T . Hop 32 PHAN 12
bién thé Hb (HbC) |- - (8~83 2/hop
Quy cach dong goi yéu cau: 600ml x 2/hop
TCCL: ISO 13485 hodac TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Dung dich rura giai

Dung dich rira giai trudc ving A0 va bién thé Hb (HbS) duoc dung dé xac dinh
luvgng HbA I ¢ trong mau méu toan phan clia ngudi.

- Thanh phan: Sodium perchlorate, Sodium azide, Phosphate

- B4ao quan ¢ nhiét do: 3 - 30°C

600ml x

316 Lrilgcrylctggrﬁgbp(xﬁ l;/g) _PH: 6.8~73 | 2/hop Hop 70 PHAN 12
Quy cach dong goi yéu cau: 600ml x 2/hop
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Dung dich pha lodng mAu mau toan phan khi xét nghiém HbA 1¢ dugc dung dé xac
dinh luong HbA l¢ trong mau mau toan phan cia nguoi .
Dung dich pha - Thanh phan: 2-Phenoxyethanol, Sodium azzide
lodng mau mau - Bdo quan & nhiét dg: 3 - 30°C 2000ml x n X
317\ oan phan khi xét |- PH: 7.3~7.7 3/hop Hop = PHAN 12
nghi¢ém HbA1C Quy cach dong gbi yéu cau: 2000ml x 3/hdp
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat kiém chuan ctia may HbA1C
- Thanh phan:
Hemoglobin, human, Potassium Cyanide _
., A, 1.0 R ) ) P Level 1:
Hoaﬁ chat ki€ém - Bao quan: nhiét do 2-8°C. 0.25ml x 4 .
318 |chuan cua may - Dung dé theo doi do chinh xac va do dung cua quy trinh dinh lugng HbAlc ’ _ Hop 6 PHAN 12
. . oA A Level 2:
HbAlc Quy cach dong goi yéu cau: Level 1: 0,25ml x 4 0.25ml x 4
Level 2: 0,25ml x 4 ’
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 6 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020
PHAN 13. HOA CHAT XET NGHIEM HBA1C BANG PHUONG PHAP PIEN DI CHAY TREN MAY TU PONG
Dung dich rira céc DAé cat g}ﬁ’ n'uc')’c cét }}oe_‘lc nuée khir ion diung dé stc rira mao quan trong hé thong tu
mao quan trong hé dong d,len d,l maorc.:luari. Hop/1 x5 . ~
319 théng dién di mao Quy cach dong goi: Hop/1 x 5 ml ml Hop 4 PHAN 13
. i TCCL: ISO hoac TCCL tuong duong
quan Phan nhom 03 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
On% Va,l hap Sho Ong va nap cho chiét tich mau kiém chuan
chiét tach mau Quy céch dong goi: Hop/20 éng Hop/20 . X
320 fkiém chuan st TCCL: ISO hodc TCCL tuong duong ong Hop 4 PHAN13

dung cho may dién
di mao quan

Phan nhém 03 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020




Bo hoa chit phan tach va dinh lugng Hb Alc trong mau tinh mach toan phan &

H‘oa.chat phan tach ngudi, bang phuong phap dién di mao quan trong dung dich dém kiém trén (pH 9.4
va dinh lugng Hb +0.5) Hop/2 x
321 bAélnc trc})lrllI%Lnauhé Quy cach dong goi: Hop/2 x 700 ml 700 ml Hop 50 PHAN3
diéng 5)1 maog Eénp TCCL: ISO hoac TCCL tuong duong
' E Phan nhom 03 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
A 2 Chat hiéu chuin dé hiéu chuan va ddi ching su dich chuyén cua viéc dinh luong
Chat hiéu chuan AR ., .. N . S ,
Hb Alc chay ma huyét sac t6 bi dudong hoa ¢ nguoi Alc bang quy trinh dién di mao quan Ho0/1 x 2
322 bin hu:oﬁy hz’i, Quy cach dong goi: Hop/1 x 2 x 0.6 ml XI()) 6 ml Hop 2 PHAN 13
dian im0 PP | TCCL: 1SO hoge TCCL tuong duong |
' d Phan nhom 03 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoa chat kiém Hoa chat kiém chuin su dung dé kiém soat qua trinh dién di va dinh luong HbA 1
chuan xét nghiém  |v&i quy trinh dién di mao quan H60/10 x ‘
323 |HbAI1 véi quy Quy cach dong go6i: Hop/10 x 2 x 0.75 ml 5 XI(; 75 ml Hop 6 PHAN 13
trinh, phuong phap |TCCL: ISO hodac TCCL tuong duong '
dién di mao quan. |Phan nhom 03 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Thung dung coc Khay dung cdc thude thir di st dung cho may dién di mao quan 8/12 dau di
thudc thir da sir Quy céach dong goi: Hop/5 cai A .. A .
24 iy . H H
324 | fung cho céc thiét |TCCL: ISO hoge TCCL tuong duwong op/3 cai P > PHAN 3
bi dién di mao quan |Phan nhom 03 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
i e o O 2 P iy 6 G i 12 6 |
325 Ej:othf;fl dien di |1 : 1SO hode TCCL tuong duwong 14 day Hop 18 PHAN3
q Phan nhom 03 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
DUNZ AICH TUA A0 UaI CNo ¢ac Xet NZMICHT AIg Al el AIgh af Ao quan 8/ 12 aau
Dung dich rura cho d Hop/1 x
326 Ej:othf;fl diendi |y ¢ cach dong goi: Hop/l x 75 ml 75 ml Hop 40 PHAN13
q TCCL: 1SO hoic TCCL tuong duong
— Phan nhAm 0O ﬂ»‘\?nr\ thAna fiy or’(\ l/l/’)n’)ﬂ/TT RVT naaxs 1“\/“7/0“’7(\
Hoa chat rra kim  |Puogc str dung dé rira kim hat mau trén may dién di 8/12 dau di
hat mau trén céac Quy céch dong goi: Hop/1 x 25 ml Hop/1 x . <
321 thiét bi dién di mao |TCCL: ISO hoic TCCL tuong duong 25 mi Hop 3 PHAN 13
quan Phan nhom 03 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Chét kiém chuan Hb A2 binh thuong dé kiém soat chit lugng dinh luong huyét sic
- Chét kidm chudn ‘[C(2)11A2C ;jhdgéc;m cilfll}%ésu/’sd; Clhl;yrilll cua huyét sac to trong quy trinh dién di Hop/S x o , AN 13
Hb A2 binh thuong | = & BOL “op/o X 1. 1.6 ml P

TCCL: ISO hodac TCCL tuong duong
Phéan nhom 03 theo thong tu sé 14/2020/TT-BYT ngay 10/07/2020




Dung dich kiém
soat chat luong

San pham duoc sir dung dé kiém soat chéat lwong phéan tach dién di huyét sic t6 o
nguoi

Hop/1 x

329 |phantach diéndi |Quy cach dong goi: Hop/1 x 0.5mL 0.5mL Hop 3 PHAN 13
huyét sicté6 A, F, |TCCL: ISO hoic TCCL twong dwong '
SvacC Phan nhom 03 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Bo hoa chét dé phan tach huyét sic t6 (A, A2, F) trong miu mau tinh mach nguoi, va
Bo hoa chit phan phat h1A¢1’1 C'ic bién the (S, C, E, D) bang phuong phéap dién di mao quan trong dung )
, IR dich dém kiém (pH 9.4) Hop/2 x n X
330 |tach huyét sac to . , e Hop 4 PHAN 13
(A A2 F) Quy cach dong goi: Hop/2 x 700 ml 700 ml
S TCCL: ISO hoac TCCL tuong duong
Phan nhom 03 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
PHAN 14 - PHAN 18. CAC LOAI VAT TU, TEST THU CUA KHOA KIEM SOAT NHIEM KHUAN
Bang chi thi tiép Bing keo gidy dang cudn giup cd dinh géi dung cu, mit gidy bén trén c6 muc in s&
xuc cho goéi dung  |chuyén mau sau khi qua qua trinh xir 1y tiét tring hoi nuéc 42 ‘
331 |cu tiét khuan bang |Str dung voi nhiét do hap tir 1210C dén 1340C cubn/thin Cudn 120 PHAN 14
hoi nuéc 12 mm x |TCCL: ISO, CE hoic TCCL twong dwong - .
55m Phan nhom 03 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Bing chi thi tiép  |Bing keo gidy dang cudn giup cb dinh goi dung cu, mit gidy bén trén c6 muyc in s&
xuc cho goéi dung  |chuyén mau sau khi qua qua trinh xir 1y tiét tring hoi nuéc 20 ‘
332 |cu tiét khuan bang |Str dung voi nhiét do hap tir 1210C dén 1340C cubm/thin Cudn 180 PHAN 15
hoi nuée 18 mmx  |TCCL: ISO, CE hoic TCCL tuong duong - &
55m Phan nhom 03 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Goi thir chat luong may tiét khuan hoi nude
- Thanh phan: Giay 90-98%:; Sulfur 1-2%; Acrylic polymer 0-1% ; (+/-5%)
- Kich thudce: 13 x 11 cm, (+/-5%)
G6i thir chue nang |- Khong chira chi 6goi/tui, . X
333 | i may hdp u6t |- Tuong thich véi chu trinh tiét khuan 132-134°C 5tdi/thing Gol 360 PHAN 16
- Pong goi theo tiéu chuan AAMI
TCCL: ISO, CE hoac TCCL tuong duong
Phan nhom 01 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
JUC giay chi thi hoa hoc UZ thong 5o class 4, I,5cm X Zocm
Chi thi héahoc 2 |* Chi thi hoa hoc hoi nude 1250 1a mot dai gidy duoc in bang muc chi thi hoa hoc
thong s (Hap chuyén tir tring sang nau sam hodc den khi tiép xtic v6i hoi nude trong qué trinh tiét | 240miéng/
uét), c6 keo khuén hop, .
334 Acrylate, st dung |* Chi thi ddt bén trong goi, cho biét liéu hoi nude co6 xam nhap dén vi tri cta chi thi, 8hop/thung Test 14,400 PHAN 17

bén trong goi dung
cul.5cmx20cm

thuong 1a trung tam cua goi hay khong.
TCCL: ISO, CE hoac TCCL tuong duong
Phan nhéam 01 than thAna tiv ¢A 14/2000/TT-RVT nadv 10/07/2020




335

Chi thi hoa hoc 3
thong sd (Hap uot),
st dung bén trong
gb6i dung cu 5.1 cm
X 1.9 cm

Cht thi hoa hoc da thong so (Aniet do, thol gian, ap suat) Kiem tra chat [wrong tiet
khuan g6i dung cu nhom 5 (class 5) dung cho quy trinh tiét khuan hoi nuée 132 -
134°Cva 121°C

- Thanh phan: Gidy 75%, Aluminum 8%, polypropylene 4%; (+/-5%)

- Kich thudce: 5.1 x 1.9cm (+/-5%)

- Két qua sau tiét khuén: chi thj héa hoc cho két qua r0, déng nhat

TCCL: ISO, CE hoac TCCL tuong duong

Phan nham 01 thea thAna tir A 14/2000/TT-RVT nadvw 10/07/2020

500miéng/
goi,
2g6i/thung

Miéng

14,400

PHAN 18

PHAN 19 - PHAN 29. CAC

LOAI TEST NHANH

336

Syphilis

Test nhanh chan doan giang mai Treponema pallidum (TP) trén miu mau toan phan,
huyét thanh hodc huyét twong bang phuong phép sic ky mién dich.

_ Do nhay: >99.9 %. Do dac hiéu: >99.9%.Thoi gian u 10-15 phut.

_ Thanh phén : anti-human immunoglobulins cong hop chat nhudém va protein tai to
hop TP dic hiéu voi khang thé giang mai; test gdm khay thtr, dung dich pha lodng
chtra dém mubi, dung dich rira, sodium azide (<1%), pipet dung mdt lan.

_Céac chat khong anh hudng xét nghiém : rheumatoid factor (RF), anti-animal
heterophile antibodies (HAMA), Albumin (1000 mg/dL), Total bilirubin (40
mg/dL), Total cholesterol (400 mg/dL), Gamma-globulins (5000 mg/dL),
Hemoglobin (1000 mg/dL), Triglycerides (3000 mg/dL)

_Khéng c6 phan tmg chéo véi cac mau duong tinh RF, EBV (Epstein-Barr), HAV
(Hépatite A), ANA.

_ Bao quan ¢ 4-30°C. Dang cassette kich thuéc 6mm. C6 COA tir nha san xuat.
TCCL: ISO 13485, CE hoac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

20 test/hop

Test

1,320

PHAN 19

337

NS1

Phat hién khang nguyén cua virus Dengue NS1 trong mau huyét thanh, huyét tuong.
_ Khong co6 phan tng chéo v&i cac mau duong tinh véi nhom flavivirus khéac (bao
gbm viém ndo Nhat Ban, sdt vang da), cac mam bénh gy st khac.

P06 nhay >99.9%. B¢ dic hiéu >99.9 %. Thanh phan : khay cassette, khang nguyén
dac hiéu, cong hop keo vang va mang nitrocellulose.

_Ngudng phat hi¢n khoang 1,0 ng/ml.

_Bao quan ¢ 2-30°C. Dang Cassette kich thudc 4.5mm. Co COA tir nha san xuét.
TCCL: ISO 13485, CE hoac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

25 test/
hop

Test

5,400

PHAN 20
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Sbt xuat huyét

Phat hién phan biét khang thé IgG va IgM khang céc type virus Dengue 1,2,3 va 4
trén mau huyét thanh, huyét turong.

_Khong ¢6 phan tng chéo véi nhom Flavivirus khac va nhitng bénh do mudi truyén.

Do nhay >99,9 %, Do dic hiéu >99,9 % . Thanh phan : khay cassette, khang
nguyén dac hiéu, cdng hop keo vang va mang nitrocellulose.

_Test cassette kich thudc 4.5mm. Pong gobi theo tirng test.

_ Bao quéan & 2-30 @6 C. C6 COA tir nha san xuét.

TCCL: ISO 13485, CE hoac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

25 test/
hop

Test

2,050

PHAN 21

339

FOB

Xet nghiem sac Kyt mien dich nhanh phat hien ra mau an phan.

Do nhay >99.8%. Do dic hidu >99.8%. Cho két qua sau 10 phut. Ngudng phat
hién: 10 ng haemoglobin/mL dung dich pha loang hoac 40pg haemoglobin/1 gr
phan.

_Thanh phén : khang thé don dong cong hop chit nhudém va khang thé da dong trén
pha ran; test gom khay thu, thiét bi 1dy mau chira dung dich chiét xuat.

_ Khong phan tmg chéo vé1 heamoglobin cua bo, lon, tho, ngua hoac ctru.

_ Loai cassette kich thuéc 6mm. Bao quan 4-30 d6 C. C6 COA tir nha san xuat.

TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhém 2 theo thang fir ¢d 14/2020/TT-RY T noay 10/07/2020

20 test/hop

Test

480

PHAN 22

340

Viém gan B

T'est chuan doan dinh finh phat hién Khang thé bé mat virus viem gan si€u vi B
(HBsAb) bang phuong phap sac ky mién dich; sir dung mau Huyét thanh/Huyét
tuong.

P06 nhay >99.8 %. D6 dic hiéu >99.9 %. Thanh phan : khang nguyén cong hop
vang, mang nitrocellulose.

_Ngudng phat hi¢én 20 mlU/ml. Thoi gian 10 phut, x4c nhan am tinh sau 20 phut.

_ Dang strip kich thudc 3.5mm. Dong goi riéng tung test. Bao quan ¢ 2-30 4o C. Co
COA tir nha san xuat.

Quy cach dong goi: 50 test/ hop

TCCL: ISO 13485, CE hoac TCCL tuong duong

Phan nhdm 3 theo thonoe fiv e6 14/2020/TT-RYT neav 10/07/2020

50 test/
hop

Test

3,000

PHAN 23

341

Viémgan C

Test xét nghiém phat hién su hién dié€n ctia khang thé viém gan C trén mau huyét
thanh/huyét trong. Thoi gian 10 phut.

Do nhay >99.7 %. D6 dic hiéu >99,6 %. Thanh phan : sir dung khang nguyén dic
hiéu cong hop keo vang, mang nitrocellulose.

_ Dang strip kich thudc 3.5mm. Déng goi riéng tung test, quy cach dong goi theo
tiéu chuan cua nha SX.

Bao quan ¢ 2-30 d6 C. C6 COA tir nha san xuat.

TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 3 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

50 test/
hop

Test

1,900

PHAN 24
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HP-Ag

Phat hign dinh tunn Khang nguyen HP trong phan hoac mau Sinn thiet. Thot gran 15
phut.
_ Do nhay >99.9%. Do dac hi¢u >99.9 % . Thanh phﬁn : khay thtr, dung cu léy mau
chtra 2ml dung dich dém/dng, str dung khang thé don dong, cong hop keo vang,
mang nitrocellulose.
_ Dang cassette kich thudc 4.5mm. Déng gbi riéng ting test.

_ Bao quan ¢ 2-30 d6 C. C6 COA tir nha san xuét.

CCT - 1SS0 12485 CF haie TOCT tirona dir

30 test/
hop

Test

60

PHAN 25

343

HP-Ab

Pt Aien dmn tnh knang the knang HP frong Nuyet thanh va Nuyet tTwong. ThoT gian
10 phut.

_ Do nhay >99.9%. Bd dac hiéu >99.9 %. Thanh phﬁn : Khay xét nghi¢m va
dropper, str dung khang nguyén dac hi€u, cong hop keo vang, mang nitrocellulose.

_ Dang cassette kich thudc 4.5mm. Pong goi riéng tung test. Bao quan ¢ 2-30 4o C.

_C6 COA tir nha san xuét.

TCCL: ISO 13485, CE hodac TCCL tuong duong
Phan nhém 2 theo thAna tir ¢A 1ANDOON/TT-RVT nadv 10/07/2000

25 test/
hop

Test

75

PHAN 26

344

Que thtr that

Test phat hien hCG trong mau huyet thanh hoac nuoc ticu. bang phuong phap sac Ky
mién dich.

_ Do nhay >99.9%. B§ dac hiéu >99.9%. Thanh phﬁn : khay casstte, sit dung khang
nguyén cOng hop vang, mang nitrocellulose.

_Ngudng phat hi¢n 20 mIU/ml.

_Dang strip kich thude 3.5mm.

_Poc két qua sau 30s. Do nhay cao. Pong goi riéng timg test. C6 COA tir nha san
xuat.

TCCL: ISO 13485, CE hoac TCCL tuong duong
Phan nh&dm 2 thea thane tir & 14/2020/TT-RYT neav 10/07/2020

50 test/hop

Test

480

PHAN 27

345

Test 4 chat gay
nghién

Test phat hién 4 chat giy nghién:

. Amphetamin (AMP), Marijuana (THC). Morphine (MOR), Methamphetamines
(MET), Kich thudc 4 x 3.5mm. D nhay > 99,9 %, Do dic hiéu > 99,9 %.Dong goi
riéng ting test, chat lugng. Bao quan & 2-30 d6 C. C6 COA tir nha san xuét.
TCCL: ISO 13485, CE hodac TCCL tuong duong

Phan nhom 3 theo théng tu s6 14/2020/TT-BYT ngay 10/07/2020

20 test/hdp

Test

240

PHAN 28

346

Test HIV

TTST CIAM doan A UM KMang e Knang vIras HIV Type T vatype Z. DO Nnay >
99,8%. Do dac hiéu > 99. 9%. Loai cassette kich thudc 4.5mm. Do dugc cho cac
mAau bénh pham 13 Huyét twong/Huyét thanh. Pong gbi riéng timg test, bao quan &
2-30 do C.

TCCL: ISO hoac TCCL tuong duong

25 test/
hop

Test

1,400

PHAN 29

PHAN 30 - PHAN 53. CAC LOAI HOA CHAT KHAC
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DD phun xit khtr
khuin nhanh bé
mat phong va tuong

0,128% w/w hop chat amoni bac 4; 0,04% w/w Polyhexa-methylene biguanide
hydrochloride

Dung dich pha san, tay rira va khir khuan cac bé mat dung cu, vat dung trong gia
dung va y té: dén md, trang thiét bi phong mo, 16ng 4p so sinh, 16ng ap van chuyén,
hé thong hdi stre so sinh cho tré sinh non va so sinh, cac bd phan cam bién trong
thiét bi chan doan (may siéu 4m, may do duong huyét v.v.).

- Dung dich khong chua con, pH trung tinh, mui dé chiu.

-Cong thirc dam bao kho nhanh sau khi phun.

Quy céach dong goi yéu cau: Chai/750 ml

TCCL: ISO hoac TCCL tuong duong

Chai 750
ml

Chai 750 ml

850

khong phéan
nhém

PHAN 30

348

Vién khir khuan
dang sui

Vién nén hoa tan khr khuan 2,7gr, chira Sodium Dichloroisocyanurate (trong duong
56% w/w chlorine hoat tinh)

Khir khuan bé mét dung cu, trang thiét bi, twong san, vat dung trong gia dung va y té.

Quy céach dong gbi yéu cau: Hop/100 vién
TCCL: ISO hoac TCCL tuong duong

Hop /100
Vién

Vién

19,000

khéng phan
nhom

PHAN 31

349

Dung dich lam
sach va khir khuan
bé mit

Thanh phan: 2,5% Didecyldimethylammonium chloride + 5,1% N,N Bis
(3Aminopropyl ) dodecylamine

Lam sach khir khuan san nha, bé mat, tuong thich tdt voi cac chat liéu bé mat.
Diét virus theo tiéu chuan EN 14476 hoic TCCL tuong duong

Nong d6 pha: 0.25%

Thoi gian tiép xuc: tir 15 phut

Quy cach déng gbi yéu cau: Chai 1 Lit

TCCL: ISO hoac TCCL tuong duong

Chai 1 Lit

Chai 1 Lit

500

khdéng phan
nhém

PHAN 32

350

DD khir khuén, tiét
khuéan

Thanh phan: 6.5% Didecyldimethyl ammonium chloride, 0.074% Chlorhexidine
digluconate, chat hoat dong bé mit non-ionic.

Lam sach va khir khuan dungcuy té.

Nong do st dung 0,5%, pH = 6.6 - 7.6

Thoi gian tiép xuc: tir 5 phat

Diét virus HIV-1, HBV, HCV, HSV, Vacinia

Quy céach dong gbi yéu cau: Chai 1 Lit

TCCL: ISO hoac TCCL tuong duong

Phéan nhom 03 theo thong tu sb 14/2020/TT-BYT ngay 10/07/2020

Chai 1 Lit

Chai 1 Lit

850

PHAN 33




Chlorhexidine digluconate 4%
Dung dich xa phong diét khuan dung trong vé sinh tay ngoai khoa
pH=5.5

II{)IE g;lx a tay khu Pat tiéu chuin dung trong vé sinh tay ngoai khoa theo yéu cau cia WHO: EN Chai khong phan .
351 12791. hoac TCCL tuong duong Chai 500ml 920 , PHAN 34
CHLORHEXIDINE| ... . : 500ml nhom
CLUCONATE 4% Diét virus HIV,Ro'taV1us,‘HBV, HCV.
Quy cach dong goi yéu cau: Chai 500ml
TCCL: ISO hoac TCCL tuong duong
Phan nhom 05 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Thanh phan: 0,55% Ortho- Phthalaldehyde, pH=7, dung dich san sang su dung
(khéng can hoat héa).
DD KK mitc do Khu lfhuén muc do cao t‘rongv 5 ph}it. o . A
ca0 ORTHO- Tai st dung trong 14 ngay (tang kém test thir dé ki€ém tra nong do OPA). , , .
352 Thot gian bao quan dung dich trong can sau khi mé nap dén 3 nam. Can 5 Lit | Can 5 Lit 650 3 PHAN 35
PHTHALADEHYD , . % .
E 0.55% Tuong thich véi ong ndi soi hang Olympus...
’ Quy cach dong goi yéu cau: Can 5 Lit
TCCL: ISO hoac TCCL tuong duong
Phan nhom 03 theo thong tu s6 14/2020/TT-BYT neav 10/07/2020
Hoa chat ngam DC
phong mo dang
bot: Hop chat Thanh phan chinh: Phic hop phenolic tong hop (Arylphenol va halogen
Phenol+Polyphosph|alkylphenol), polyphosphate, trisodium phosphate, chit ra tan mau, chat chng an
ate+Trisodium mon dung cu Hop/100 - X
353 | phosphate+Chit  |Quy céch dong goi yéu cu: Hop/100 gbi Sg g6isg | ©0°9 2,640 0 PHAN 36
hoat dong bé TCCL: ISO hoac TCCL tuong duong
mat+Chét chdng an |Phan nhom 06 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
mon+Chat lam ra
mau
Thanh phan: Hn hop da enzyme (Protease, Lipase, Amy-lase, Mannanase va
N Cellulase) 10%, chit hoat dong bé mit khong ion hoa, chét (¢ ché dn mon, chat
DD ngam tay rura X . L, A s . A s
da enzyme dung ou clzong tao blf)ﬁlm, chat 6n dinh, A’dung dich c6 mau vang va mui tilom nAhe,... o o .
354 181 soi- Enzy.metic. Tac dung: Lam sach dung cuy té, dung cu nha khoa, dung cu phau thuat, ... Chai 1 Iit | chai 1 lit 240 6 PHAN 37
Détergen ¢ Quy cach dong goéi yéu cau: Chai 1 it
TCCL: ISO hoac TCCL tuong duong
Phan nhom 06 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Y , Thanh phan chinh: Glycolic acid 8%, Ethoxylated Alcohol 5%
DD xur ly oxy hoa, , , A A tra : A :
355 |gi sét trén dung cu Quy cach dong go1 yéu cau: Hop/2 chai 750ml Hop/2 chai Chai 36 6 PHAN 38

inox

TCCL: ISO hoac TCCL tuong duong
Phan nhom 06 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

750ml




DD xur Iy cac mang

Thanh phan chinh: Triethanolamine 8%, Ethoxylated Alcohol 5%

. e o Quy cach dong goi yéu cau: Hop/2 chai 750ml Hop/2 chai : +
356 232“ Ei'lfgl'g(”e” TCCL: ISO hoiic TCCL twong duong 750ml Chai 20 0 PHAN 39
e Phan nhom 06 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Thanh phan - Tac dung: Petrolum hydrocacbons, ester acid béo, chat hoat dong bé
DD bbi tron, bao i’(l’iflt.; Dur‘lg dlc}tl degg;ga, ;gl;: cho dung cu y t€ nhu méi, bdo v¢ dung cu khoi vi - ‘
357 |dudng, chéng in uatt va g1 5et. pH- 9,0 - 1 , \ Can 4L 30 6 PHAN 40
mon dune cu Quy cach dong goi yéu cau: Can 4 lit thung
IS C TCCL: ISO hoac TCCL tuong duong
Phan nhom 06 theo théng tu 14/2020/TT-BYT ngay 10/07/2020
Thanh phén chinh: Quaternary ammonium compound (dual quats) 0.21%
Khan lau khir Quy céach dong goi yéu cau: Hop/200 miéng Hop/200 . X
358 khuan bé mit TCCL: ISO hoac TCCL tuong duong miéng Hop 140 0 PHAN 41
Phan nhom 06 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Ham luong Ethanol > 70% ‘
359 |Con 70 do TCCL: ISO hoac TCCL tuong duong Can 30 lit Lit 3,300 5 PHAN 42
Phan nhom 5 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Ham luong Ethanol > 90% ‘
360 |Con 90 do TCCL: ISO hoac TCCL tuong duong Can 30 lit Lit 120 5 PHAN 43
Phan nhom 5 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Ham lugng HCHO: 37 - 40% : A A
361 ggmlgﬁhyde Quy cach dong g6i yéu ciu: Chai 500ml 5(2)2?:“ Chai 500ml| 130 kho:ﬁéﬁ’]:‘a” PHAN 44
TCCL: ISO hoac TCCL tuong duong
Sodium hypochlorite 10%
(Javel 10%) khong phén 2
362 \Javen Quy cach dong gobi yéu caaufg: Can 30kg hoac Can 30 lit Can 30kg | Can 30kg 2,000 nhom PHAN 45
TCCL: ISO hoac TCCL tuong duong
2%KkI/kl Chlorhexidine
, . Digluconate, chét gil am. Ham lugng phu gia vira du 100% i R A
363 [P TUatay thuomg | © s oh dong goi yéu chu: Chai 500ml Chal 1 cpaisooml| 3500 | <NONIPRAN | pH AN 46
quy 500ml nhom

TCCL: ISO hodc TCCL tuong duong
Phéan nhom 06 theo thong tu sé 14/2020/TT-BYT ngay 10/07/2020




Hoat chat: Ethanol 73,5%-75,5% (w/w), Isopropanol 2,5% (w/w), Chlorhexidine
digluconate 0,5% (w/w).

364 E}g ;ﬁtclgi‘;ajéfy Quy céch dong g6i yéu cu: Chai 500ml 5%2?:“ Chai 500ml| 5,000 kho:ﬁéﬂ‘a” PHAN 47
TCCL: ISO hoac TCCL tuong duong
Phan nhom 06 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
2% - 4%kI/kl Chlorhexidine
. . .., |Digluconate, chat gitr am. Ham lugng phu gia vira da 100% A A
365 Eﬁi dichtdm sat | © sch dong g6i yéu cau: chai 50 ml chai 50ml | chai 50ml | 4,000 kho:ﬁéﬂ‘a” PHAN 48
TCCL: ISO hoac TCCL tuong duong
Phéan nhom 06 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020
Hoat chat: Hydrogen peroxide 5 % (w/w), Ion Ag 0,005 % (w/w). Can’5 lit/
Dung dich phun Hiéu qua diét khuan :Vi khuan, nAm méc, Mycobacterium, Virus, Bao tr . khong phéan X
366 swong khir khuan  |TCCL: ISO hodc TCCL twong duong Thg;\r? 4 Can 40 nhom PHAN 49
Phan nhom 6 thong tu s6 14/2020/TT-BYT ngay 10/07/2020
. Thudc thir xét nghiém dinh tinh khang nguyén A X
367 |Anti A Phan nhém 06 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020 10m| Lo 72 6 PHANS0
. Thudc thtr xét nghiém dinh tinh khang nguyén B . N
368 At B Phan nhém 06 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020 Hop/10 1o Lo 72 0 PHANS1
. Thudc thir xét nghiém dinh tinh khang nguyén AB Hop 10 1o X
369 |Anti AB Phan nhém 06 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020 x 10ml Lo 72 6 PHAN 32
. Thudc thtr xét nghiém dinh tinh khang nguyén D X
370 |AntiD Phan nhom 06 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020 10mi Lo 72 0 PHAN'S3
PHAN 54. BO KiT XET NGHIEM UNG THU CO TU CUNG
PRUONE phap te bao hoc nhung dich giup phat fign cac ung thu 0 gial doan som
bang cach thu thap cac t& bao bong ra tir cac co quan, md duoc luu trit trong dung
dich bao quan. Dung dich bao quan nay phu hop véi mau bénh pham nhu: mau phu
khoa
Nguyén 1y hoat dong:
Bo kit tam soat t& |- Céc té bao ly ra tir co quan hay mo hay dich sinh hoc cta ngudi bénh duge cb 100 ‘
371 |baoungthucdtir |dinh trong dung dich bao quan c¢6 Formaldehyde 10% Kit/thing Kit 2,400 6 PHAN 54

cung va dich co thé

- Dung dich bao quan tranh xa nguén nhiét va chiéu xa anh sdng mat troi

Nhi¢t do bao quan dung dich bao quan: 250+20 C

- Yéu cau Cong ty doc két qua (cong ty cam két gia mit hang di bao gdm gia doc két
qua)

TCCL: ISO, CE hoac TCCL tuong duong

Phan nham 0A thea thana tir ¢ 14/2020/TT-RYT naav 10/07/2020

PHAN 55. HOA CHAT XET NGHIEM SINH HOA NUOC TIEU CHAY TREN MAY TU PONG
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Que thtr nuée tiéu
12 thong so

Que thir nudc tiéu st dung trén may phan tich sinh héa nudc tiéu tr dong gdbm cac
thong $6: Urobilinogen, M4u, Protein, Glucose, Ketones, Nitrit, Bilirubin, Bach cau,
pH. C6 kha ning phan biét hong cdu (RBC) va Hemoglobin (Hgb)

Béao quan trong hop kin, trdnh do am, anh sdng mat troi1 va nhiét do cao: do bén hét
han in trén nhan.

D6 bén sau khi md nip va dit vao may: 1 tuan.

Quy céach dong gbi yéu cau: Hop/ 1000 que

TCCL: ISO 13485 hodc TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

Hop/ 1000
que

Hop

84

PHAN 55

373

Chét hiéu chuan
x¢t nghiém dinh
lugng ty trong
nudc tiéu

San pham st dung dé hiéu chuan thiét bi do khiic xa trong luong riéng cta nudc tiéu
trén hé théng sinh héa nude tiéu hoan toan tu dong.
Bao gom:
SG Calibrator L (trong lugng riéng, 1.005) 0.08 w/v %
SG Calibrator M (trong lugng riéng, 1.015) 2.41 w/v %
SG Calibrator H (trong lugng riéng, 1.035) 7.06 w/v %
Quy céach dong goi yéu cau: L: 10 mL x 5
M:10 mL x5
H: 10 mL x5
TCCL: ISO 13485 hoac TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

L: 10 mL
X5
M: 10 mL
X5
H: 10 mL
X5

PHAN 55

374

Vit liéu kiém soat
xét nghiém dinh
luong 12 thong o
nudc tiéu

Gom 2 muic: UC-CONTROL-L va UC-CONTROL-H va bao gdm céc thong sb sau
day Urobilinogen (URO), Mau (Hemoglobin) (BLD), Bilirubin (BIL), Ketones
(KET), Glucose (GLU), Protein (PRO), pH, Nitrite (NIT), Bach cau (LEU),
Creatinine CRE), Albumin (ALB), Ti trong (SG).
Thanh phan: Nudc tiéu ngudi 10-60%; 5-Chloro-2-metyl-2,3-dihydroisothiazol-3-
one va 2-Methyl-2,3-dihydro isothiazol-3-one (3: 1) <0,01%; Acetone <5%
Do bén: Sau khi mé, 6n dinh 30 ngay & 2-80C
Quy céach dong goi yéu cau: H: 10 mL x 3

L:10mL x 3
TCCL: ISO 13485 hodc TCCL tuong duong
Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

H: 10 mL
X3
L: 10 mL
X3

PHAN 55

375

Dung dich rura
dung cho may xét
nghiém nudce ti€u

Bao bao ¢ 1 - 30 d6 C, noi téi, tranh 4nh sang mit troi tryc tiép
Sau khi mo ndp 6n dinh trong vong 60 ngay

Thanh phan: Sodium hypochlorite 5%

Quy cach dong goi yéu cau: 50 ml x 1

TCCL: ISO 13485 hodac TCCL tuong duong

Phan nhom 1 theo thong tu s6 14/2020/TT-BYT ngay 10/07/2020

50ml x 1

10

PHAN 55

Tong s6 mit hang: 375 Mit hang




TONG SO PHAN: 55 PHAN



