SOY TE THAI BINH CONG HOA XA HQI CHU NGHIA VIET NAM

~ TRUNG TAM Poc lip — Tw do — Hanh phiic
KIEM SOAT BENH TAT
S6:404 /TB-KSBT Thdi Binh, ngay{§ thang 10 ndm 2023

V/v Moi chao gid hang héa
trang thict bi y t€ (hoa chat XN)

YEU CAU BAO GIA

Kinh giri: Cédc hidng san xuit, nha cung cép tai Viét Nam.

Trung tdm Kiém soat bénh tét tinh Thai Binh ¢6 nhu cdu tiép nhéan bao gid
dé tham khao, xdy dung gid goi thau, 1am co so td chuc lua chon nha thau cho goi
thdu mua trang thiét bi y t& (hoa chét xét nghiém sinh héa, mién dich, dong mau,
sinh hoc phém tr) nam 2023-2024 phuc vu nhu ciu chuyén moén cia Trung tim
Kiém so4t bénh tét tinh Thai Binh véi ndi dung cu thé nhu sau:

I. Thong tin ciia don vi yéu cau bao gia

1. Pon vi yéu ciu bdo gia: Trung tam Kiém soat bénh tét tinh Théi Binh.

2. Thong tin lién h¢ cta ngudi chiu trach nhiém tiép nhan bao gia: Hoi dong
mua sim Trung tdm Kiém soat bénh tat tinh Thai Binh. S& dién thoai:
02273.640.026, email: hdms.cdctb@gmail.com.

3. Cach thire tiép nhédn béo gia:

- Nhan truc tiép tai dia chi: S6 10, duong Hoang Cong Chét, phudong Quang
Trung. thanh phé Thai Binh, tinh Thai Binh.

- Nhan qua email: hdms.cdctb@gmail.com.

4. Thoi han tiép nhan bao gia:

- Tir 08h ngay 18/10/2023 dén trude 17h ngay 27/10/2023.

- Céc bao gia nhan dugc sau thoi diém néu trén sé khong duoc xem xét.

5. Thot han ¢6 hiéu luc cua bao gia:

- T'éi thiéu 90 ngay, ké tir ngay 27/10/2023.

I1.N§i dung yéu ciu bio gia:

1. Danh muc cdc mit hang trang thiét bi y té: (Dinh kem tai Phu luc 1)

2. Dia diém cung cap lap dat: Gia béo trén di bao gdbm thué VAT, chi phi vén
chuyén, giao hang tai Trung tim KSBT tinh Thai Binh, chi phi, 1& phi khéc.

3. Thoi gian giao hang du kién: nam 2023-2024

4. Dy kién vé cac diéu khoan tam tng, thanh toan hop dong: Sau khi hai bén
thuong thao l’héng nhit thuc hién hop déng.

5. Cac thong tin khac (néu co): Khdng

Trung tdm Kiém sodt bénh tat tinh Thai Binh kinh moi dai dién cac don vi
guri ban bao gia trong thot gian va dia diém néu trén.

Nui nhin:
- Nhur trén;
- Luu: VT, HDMS.

Nguycn Vin Thom



PHU LUC 2. MAU BAO GIA
CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap- Tu do- Hanh phic

BAO GIA
Kinh givi: Trung tim Kiém soat bénh tit tinh Thai Binh
Trén co s¢ yéu céu bdo gia cua Trung tim Kiém soat bénh tit tinh Thai Binh, chung toi .

|ghi tén, dia chi cia hing san xudt, nha cung cap; truong
hop nhiéu hang san xudt, nha cung cdp ciing tham gia trong mét béo gid (goi chung l& lién danh) thi ghi ro tén, dia chi cua cac thanh vién lién danh) bao gia
cho céc thiét bi y té nhu sau:

1.Bdo gid cho cdc thiét bi y té va dich vu lién quan

| AT é ; Thué, phi
‘ Ky, mi, nhin g ! x Chi phi cho 2
| 5 _ | N P | _ 4 hi p] i :
- Danh muc thiét hi¢u, model, Ma ?m Xuat Quy Bon vi B0 Img‘.ng/ D.(,m cac dich vu - l:hl T!}al},h
STT £(2) e = (4) san . (6) - . ' khoi g]a(s) eprl 9) (néu tién' -
biy te hing sin HS X X ciach tinh (7) lién quan (10) 0z TNy N\ \‘H
xuat(,}) xuat ll.l.g-ng (VND) (VND) CO) Vf\
- 1 b TRUNG|TAM
1 { KIEM SOAT
Ul:;l\ {TAT
: \ \GTTHALB!NH
&\

(Giri kém theo cdc tai liéu chitmg minh vé tinh ning, thong sé kv thudt va cdc tai liéu lién quan ciia thiét bi y té)
2. Béo gid nay c6 hi¢u luc trong vong: .... ngay, ké tir ngay .
nam. ..[ghi ngay ....thdng...ndm..

3. Chuing toi cam két:

.. thang ... ndm ... [ghi cu thé s& ngay nhung khong nho hon 90 ngay], ké tir ngay ... théng...
. k&t thic nhén béo gia phi hop véi thong tin tai khoan 4 Muc I - Yéu ciu bdo gid].

- Khong dang trong qua trinh thue hién thu tuc giai thé hoic bi thu hdi Gidy ching nhan ding ky doanh nghiép hoic ‘Giéy chimg nhan dang ky ho kinh
doanh hoac cac tai li¢u tuong duong khac; khong thude truong hop mat kha néng thanh toan theo quy din\h cua phap luét vé doanh nghiép
- Gid tri cua cde thic¢t bi y t€ néu trong bao gia la phu hop, khong vi pham quy dinh ctia phap luat vé canh tranh, ban pha gia
- Nhitng thong tin néu trong bao gia la trung thuc.
., ngay.... thang....nam...
Dai dién hop phap ciia hang sin xuét, nha cung cip"?
(Ky tén, dong diu (néu co)
Ghi cha:



(1) Hang san xuat nha cung cap dién ddy i cde thong tin dé béo gid theo Mau nay. Treong hop yéu cau giri béo gid trén He thong mang ddu thau quéc
gia, hing san xudt, nhi cung cap dang nhdp vao He¢ ihong mang dau thau quéc gia bang tai khoan cia nha thdu dé giri bao gid va cdc tai liéu lien quan
cho Chu d’au tw theo hieéng déan trén Ié thong mang ddu thau quoc gia. Trong triwong hop nay, hang san xudt, nha cung cap khéng phai ky tén, dong déu
theo yéu céu tai ghi chii 12.

(2) Hang san xuat, nha cung cap ghi ching logi thiét bi y té theo diing yéu cdu ghi tai cot “Danh muc thiét biy té” trong Yéu cau bdo gid.

(3) Hang san xudt, nha cung cdp ghi cu thé tén goi, ky hiéu, ma hiéu, model, hang san xudt cia thiét bi y 1é tiwong g véi ching loai thiét bi y (€ ghi tai
cot “Danh muc thfet biyté”.

(4) Hang san xudt, nha cung cdp ghi cu thé mé HS cua tng | thiét bl Ve

(5), (6) Hang san xudt, nha cung cap ghi cu Ihe ném san xudt, xudt xir cia thiet biy té.

(7) Hang san xuat nha cung cdp ghi cu thé so htm'.rg khoi hrong theo dzmg 0 lirong, khoi lhwong néu trong Yéu cau bdo gid.

(8) Hang san x ual nha cung cdp ghi cu thé gia tri cua don gid twong ung voi timg thiét bi y té.

(9) Hang san ,\uat nha cung cap ghi cu thé gid tri dé thuc hién cdc dich vu lién quan nhie ldp dat, van chuvén, bdo quan cho tirng thiét bi y 1é hogc toan
bé thiét biy té; chi tinh chi phi cho cdc dich yu lién quan trong nuac.

(10) Hang san xua! nha cung cap ghi cu thé gid tri thué, phi, Ié phi (neu ¢6) cho tieng thiét bi y té hodc toan bé thiét bi y t6. Déi véi cdc thiét bi y 1é nhap
Ichau, hang san xudt, nha cung cap phai tinh todn cdc chi phi nhdp khau, hai quan, bao hiém va céc chi phi khdc ngoai lanh thé Viét Nam d@ phdn bé vao
don gid cua thiét biy té.

(11) Hang san xudt, nha cung cdp ghi gia tri bédo gid cho timg thiét b: v té. Gid tri ghi tai cot nay duoc hiéu la toan b chi phi cua timg thiét bi y té (ba
gom thué, phi, I¢ phi va dich vu lién quan (néu c6)) theo ding véu cau néu trong Yéu cau bdo gid.

Hang san wa( nha cung cdp ghi don gid, chi phi cho cdac dich vu lién quan, thué, phi, 1é phr va thanh tién bang dong Viét Nam (VND). Trueong hop ghﬂ
bung dong tien mede ngoai, Chu dau tw sé quy doi vé dong Viét Nam dé xem xét theo 1y gid quy doi cia Ngdn hang Ngoai thiwong Viét Nam (VCB) cdn
b tai thoi diém ngay két thiic nhan bdo gid. 4
712) Ngweoi dai dfen theo phap luit hodc ngieoi diwoe ngueoi dai dién theo phdp ludt 1ty quyén phai ky tén, dong dau (néu cé). Trieong hop iy quyén, phdi
giri kém theo giay iy quyén ky bdo gid. Trieong hop lién danh tham gia béo gid, dai dién hop phdp ciia tat ca cde thanh vién lién danh phai ky tén, dong
ddu (néu cé) vao bdo gid.

Trudng hop dp dung cdach thirc guri bdo gid trén H¢ théng mang ddu thau quéc gia, h(mg san xudt, nha cung cdp déang nhdp vao Hé thing mang déu thau
quoc gia bang tai khoan nha thau ctia minh dé giri bdo gic. Trieong hop lién danh, cdc thanh vién thong nhdt cir mot dai dién thay mat lién danh ngp bdo
gid trén I1¢ !hong Trong ti'zmng hop nay, thanh vién dai dién lién danh truy cdp vao He¢ thong mang ddu thau quéc gia bang chimg thie 56 cdp cho nha
théu cua minh de giri bao gid. Viéc dién cdc thong tin va ngp Bdo gid thiee hién theo heéng dan tai Mdu Bdo gid va heéng dan rén Hé théng mang ddu
thau quéc gia.

A
“,



N

TRUNG
KIEM SOAT
BENHTEIL

T.THAI BINH
.QS' /

TAM

Page 1

HOC PHAN TU) NAM 2023 - 2024

(Pinh kém Thong bdo so /[0 ?/T B-KSBT ng(‘:_\/[ 9 thing 10 ndm 2023 ctia Trung tam Kiém sodt bénh tit tinh Thdi binh)

C 1: DANH MUC TRANG THIET BI Y TE (HOA CHAT XET NGHIEM SINH HOA, MIEN DICH, PONG MAU, SINH

M tad dic tinh ky thudt, tinh ning

Pon vj

Quy cich

ST Tén héa chit S itk O e Tiéu chudin ky thudt tinh | (tham khio) Sé lwgng  [Ghi chi
RI Bém MES: 5.0 mmol/L, pH 6.0; Mg2+: 24 mmol/L; ATP: > 4.5
Hoa chit xét nghiém Glucose, tuong mmol/L; NADP: > 7.0 mmol/L; chét bao quan
I [Hoa chét xét nghidm Glucose  [thich véi méy cobas ¢311/¢501. San R2 Dém HEPES: 200 mmol/L. pH 8.0; Mg2+: 4 mmol/L; HK (ndm Hop 800 Test 45
phém dat tiéu chuén ISO 13483 men): > 300 pkat/L; G-6-PDH (E. coli): > 300 pkat/L: chit bio quén
R1 vao vitri B va R2 vao vitri C
R1 NaCl 9 %
Bl ol sk e e, i il R2 Dém TRIS: 220 mmol/L. pH 8.6; 2-oxoglutarate: 73
3 e S L TE 2 b mmol/L;NADH: 2.5 mmol/L: ADP: 6.5 mmol/L: urease (diu): > 300 =
2 |Hoa chat xét nghiém Ure vGi may cobas ¢311/¢501. San pham ; Ey1a . oy Hop 500 Test 40
a2 2 pkat/L; GLDH (gan bo): = 80 pkat/L; chat bao quan; chat on dinh
dat tiéu chuan ISO 13485 . g i
khong phan tmg
RIvaovitriCvaR2 vaovitri B
Hoa chit xét nghiém Creatinin, twong  |R1 Kali hydroxide: 900 mmol/L; phosphate: 135 mmol/L; pH > 13.5
3 |Hoa chit xét nghiém Creatinin |thich véi may cobas ¢311/¢501. San SR Acid picric: 38 mmol/L: pH 6.5: dém khong phan (g Hop 700 Test 30
phdm dat tiéu chuin ISO 13485 R1 vao vitri B va SR vao vi tri C.
R1 Bém phosphate: 0.05 mol/L, pH 7.8; TOOS: 7 mmol/L; fatty
alcohol polyglycol ether: 4.8 %; ascorbate oxidase (EC 1.10.3.3; bi
dai) > 83.5 pkat/L (25 °C); chit én dinh; chit bao quan
Hoéa chét xét nghiém Acid Uric, tvong | R3 Bém phosphate: 0.1 mol/L. pH 7.8; kali hexacyanoferrate (II):
4 1Haa chit xét nghiém Acid Uric |thich véi may cobas ¢311/¢301. San 0.3 mmol/L: 4-aminophenazone > 3 mmol/L; uricase (EC 1.7.3.3; Hop 400 Test 20
phém dat tidu chudn 1SO 13483 Arthrobacter protophormiae) > 83.4 pkat/L (25 °C); peroxidase
(POD) (EC 1.11.1.7: cu cai) > 50 pkat/L (25 °C); chét on dinh; chét
bao quan
R1 vao vitri B va R3 vao vi tri C.
R1 Bém TRIS: 264 mmol/L, pH 7.8 (37 °C): L-aspartate: 792
. =) : 1 P ;e . i o1 - > - -
it et i Héa chit xét nghiém AST/GO'T, twong 2};:2:}[] (?a[))-] ;(;; ;ni)h; iif:j: LEH.frmiohi 2ot L
5 5 = thich véi méy cobas ¢311/¢501. San - g Hop 500 Test 55

AST/GOT

phém dat iéu chudn 1SO 13485

R2: NADH: > 1.7 mmol/L; 2-oxoglutarate: 94 mmol/L; chit bao
quan
Rl vaovitri AvaR2 vaovitri BvaC.
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Mo ti dic tinh ky thudt, tinh ning

Don vi

Quy cdch

STT Tén hoa chat b g i B S — Tiéu chuan ky thuit tinh (i D) So lwgng (Ghi cha
R1 Pém TRIS: 224 mmol/L, pH 7.3 (37 °C); L-alanine: 1120
, Héa chit xét nghiém ALT/GPT, twong grﬁlﬁﬁ.éfr;)mciza(fo). 0.25 %: LDH (vi sinh): = 45 pkat/L; chét 6n
6 |Hoda chat xét nghiém ALT/GPT th:(;:h vai [:?fxy cobfis c311/c¢501. San R2 2-Onogluterate: 94 mmolL: NADES 17 mmol/L; ché phy Hop 500 Test 55
pham dat tiéu chuan ISO 13485 ) e y
gia; chat bdo quan
R1 vao vitri BvaR2 vao vitri C
R1 TRIS: 492 mmol/L. pH 8.25; glycylglycine: 492 mmol/L; chét
Héa chit xét nghiém GGT, twong thich |bao quan; chét phu gia
7 [H6a chit xét nghiém GGT véi may cobas ¢311/¢501. San phém R2 L-y-glutamyl-3-carboxy-4-nitroanilide: 22.5 mmol/L; acetate: 10 Hop 400 Test 30
dat tiéu chuan ISO 13485 mmol/L, pH 4.5; chit én dinh; chét bao quan
R1 vao vitri B va R2 vao vi tri C.
Hoéa chét xét nghiém Bilirubin truc R1 Acid phosphoric: 85 mmol/L; HEDTA: 4.0 mmol/L: NaCl 50
3 Hoa cl}ét xét nghiém Bilirubin |tiép, trong thich vé‘ri mdy cobas ‘ mmol/L; chit tiy; pH 1.9 Hep 350 Test 5
trire tiép ¢311/¢501. San pham dat tiéu chuan R2 3,5 Dichlorophenyl diazonium: 1.5 mmol/L; pH 1.3 ’
ISO 13485 R1 vao vi tri B va R2 vao vi tri C.
o o |Coachdtetnghion Bilimbintodn gy ke 56 rumoliL; eh dhys chit b djoh, pE 10
9 Hoa chz%l xét nghiém Bilirubin |phan, tuong thich voi may cobas ] R2 Mudi 3.5-dichl ol di tum: > 1.35 VL Ha 250 Test 50
" 3 : 2 o 2 Muoi 3.5-dichlorophenyl diazonium: > 1.35 mmo op es 5
todn phan ¢311/¢501. San pham dat tiéu chuéin R1 viio vi il B vA R2 viio vi &t C
ISO 13485 : ' p
R1 Bém PIPES: 225 mmol/L, pH 6.8; Mg2+: 10 mmol/L; natri
cholate: 0.6 mmol/L; 4-aminophenazone: > 0.45 mmol/L; phenol: >
' . ~ it chike st nighision, Clinlosteral, 12.6 mmol/L; fatty alcohol polyglycol ether: 3 %; cholesterol
Hoa chat xét nghiém g G esterase (Pseudomonas spec.): > 25 ukat/L .
10 tuong thich v&i may cobas ¢ 311/c¢501. & ; y Hép 400 Test 40
Cholesterol San phém dat tigu chugn ISO 13485 (= 1.5 U/mL): cholesterol oxidase (E. coli): > 7.5 pkat/L
. ) (= 0.45 U/mL); peroxidase (cu cai): > 12.5 pkat/L
(= 0.75 U/mL): chit én dinh; chit bao quan
R1 vao vitri B
R1 Bém PIPES: 50 mmol/L, pH 6.8; Mg2+: 40 mmol/L; natri
cholate: 0.20 mmol/L; ATP: = 1.4 mmol/L; 4-aminophenazone: >
Héa chét xét nghiém Hbe et gl “hrlg ostic, g gi&ﬁiﬁ :l:;I:EQITOlg]:cz::]n;:ﬁ;el;gﬁ:lolf;n s
11 ) thich v&i may cebas ¢311/¢501. San i 2 4 Hop 250 Test 60

Triglycerid

phim dat tiéu chudn ISO 13485

stearothermophilus): > 3 pkat/L; glycerol phosphate oxidase (E.
coli): > 41 pkat/L; peroxidase (cu cai): > 1.6 pkat/L; chit bao quén,
chét 6n dinh

R1 vao vi tri B.
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STT Tén héa chit M:ii"‘:lzi;,nt?'éhu?;:ll-;lrll?:;")::;:;:gg Tiéu chuan k¥ thuit D:)l::i:! (:13::1':]::“} S6 lwgng |Ghi chu
R1 Dém TAPSODb): 62.1 mmol/L, pH 7.77; polyanion: 1.25 g/L;
EMSE: 1.08 mmol/L; ascorbate oxidase (dua chuét): > 50 pkat/L;
peroxidase (cu cai): > 166.7 pkat/L; chit tiy; BSA: 2.0 g/L; chit bao
quan
R2 Dém Bis-Trisc): 20.1 mmol/L, pH 6.70; cholesterol esterase (vi
Hoa chét xét nghiém HDL-C, tong sir.lh): 2 75 pl‘cat/[,: cl’l_oleslcro'l (?xidfxse (E. colf’ tai t.é ho’p) = 7.]7‘
0 [ o nghiBm EIILAE, Vi v i s b R LIS0L, e |Pit chiolestercliondase (T sittn: =707 pkab'L pefnidnee (el Hop 350 Test 35
z i z i cai): = 333 pkat/L; 4-amino-antipyrine: 1.48 mmol/L; BSA: 3.0 g/L;
pham dat tiéu chuan ISO 13485 Y TR ;
chat tdy; chat bao quan
b)
2-Hydroxy-N-tris(hydroxymethyl)methyl-3-aminopropanesulfonic
acid
¢) Bis(2-hydroxyethyl)iminotris(hydroxymethyl)methane
R1 vao vi tri B va R2 vao vi tri C.
R1 Dém bis-trisb): 20.1 mmol/L,, pH 7.0; 4-aminoantipyrine:0.98
mmol/L; ascorbate oxidase (AOD, Acremonium spec.): > 66.7
ukat/L; peroxidase (tai to hop tir Basidiomycetes): > 166.7 pkat/L;
BSA: 4.0 g/L; chit bao quan
Hoéa chét xét nghiém LDL-C, tuong R2 Bém MOPSc): 20.1 mmol/L, pH 7.0; EMSE: 2.16 mmol/L:
13 |Hoa chit xét nghiém LDL-C  |thich véi méay cobas ¢311/c501. San cholesterol esterase (chiing Pseudomonas): > 33.3 pkat/L; cholesterol Hop 200 Test 55
pham dat tiéu chudn ISO 13485 oxidase (t4i t hop tir E. coli): > 31.7 pkat/L; peroxidase (t4i 6 hop
tir Basidiomycetes): > 333.3 pkat/L; BSA: 4.0 g/L; chét tdy; chit bao
quan
b) bis(2-hydroxyethyl)-amino-tris-(hydroxymethyl)-methane
¢) 3-morpholinopropane-1-sulfonic acid
Héa chit xét nghiém Protein trong R1 Natri hydroxide: 400 mmol/L; kali natri tartrate: 89 mmol/L
14 116a chit xét nghiém Protein  |mau, tuong thich \v'i‘i’i may cobas ; R2 Natri hydroxide: f100 mmol/L; kali natri tartrate: 89 mmol/L: kali Hép 300 Test 20
trong mau c311/¢501. San pham dat tiéu chuén iodide: 61 mmol/L: dong sulfate: 24.3 mmol/L i
ISO 13485 R1 vao vi tri B va R2 vao vi tri C.
Hoa chét xét nghiém Albumin trong R1 Dém Citrate: 95 mmol/L. pH 4.1; chit bao quan; chit én dinh
15 Hoa chét xét nghiém Albumin |mau, twong thich véi may cobas R2 Bém Citrate: 95 mmol/L. pH 4.1; xanh bromcresol: 0.66 " A0 -
Hop 300 Test 20

trong mau

¢311/c501. San phim dat ti¢u chudn
ISO 13485

mmol/L; chét bao quin; chit én dinh -R1 vao vi tri B va R2 vao vi
tri C.

~ fovonm

gL




Page 4

T M@ ta didc tinh ky thudt, tinh niing on 2. . Don vi Quy cich £ . ’
ST e A } . W A k " h At . ; =
¥y Lon b bt su dung, tiéu chuan céng nghé Ticwchubnler thug tinh (tham khzo) So lugng | Ghi chi
R1 CAPSO:a 557 mmol/L; NM-BAPTA: 2 mmol/L; pH 10.0; chit
- : ; 5 N hoat ddng bé mat khong phan (ng; chét bao quan
i g s ~ . Hoa chat xét nghiém Canxi toan phan, S, s A 5 T o 2 g
a chat xét nghi¢gm Canx ;L R2E s I/L: pH 7.3; chat hoat dong b mat k é .
16 Hc‘: 1 chcit xét nghi¢m Canxi st il bRy cbas €11 1/e801, ,{2 E DJ A ‘7 5 n}]mo : pH 7.3; chat hoat déng bé mit khong phan Hap 300 Test 30
i San phim dat tiéu chudn 1SO 13485 | & chét bdo quén
iae! 3 : a) 3-[cyclohexylamino]-2-hydroxy-1-propanesulfonic acid
R1 vao vitri B va R2 vao vi tri C.
R1 Acid citric: 200 mmol/L; thiourca: 115 mmol/L; chét téy
17 |H6a chét xét nghiém Skt ”’O.El cl’mt xét nghiém Sat, tuong thich R,? Natri ascorbate: 150 mmol/L; FerroZine: 6 mmol/L; chit bao Hop 200 Test 45
vG1 may cobas ¢311/¢501 quan
RIvaovitri AvaR3 vaovitri B
R1 Bém TRISa /6-aminocaproic acid: 500 mmol/L. pH 11.25;
Hoéa chét xét nghiém Magie, tuong EGTA: 129 umol/L; chat bao quan
18 |Hoa chat xét nghiém Magie thich v&i may cobas ¢311/¢501. San R2 Xanh xylidyl: 0.28 mmol/L; chét tdy; chét bao quin Hép 250 Test 15
phim dat tiéu chuén ISO 13485 a) TRIS = Tris(hydroxymethyl)-aminomethane
Rl vaovitri BvaR2 vao vitri C
R1 Pém TRISa) véi albumin huyét thanh bo; chit bao quan
Hoa chét xét nghiém CPR, tuong thich | R2 Hat latex phu khang thé khang CRP (chudt) trong dém glycine;
19 1Hoa chét xét nghi¢m CRP vOi may cobas ¢311/c501. San phém globulin mién dich (chudt); chét bao quan Hop 250 Test 5
dat tiéu chudn ISO 13485 a) TRIS = Tris(hydroxymethyl)-aminomethane
R1 vao vitri B va R2 vao vi tri C.
Héa chét xét nghiém cdn trong mau R1 Dém; chit bao quan
Hoéa chét xét nghiém cdn trong R S e R2 NAD (ndm men): > 3 mmol/L; ADH (EC 1.1.1.1; nAm men; 23 R = .
20 H tuong thich voi may cobas ¢311/¢501. L g Eooa £ : Hop 100 Test 5
mau ih 2 e = °C): = 617 pkat/L (37 U/mL): chat 6n dinh; chit bao quan
San pham dat tiéu chuén ISO 13485 s S e
R1 vao vitri B va R2 vao vj tri C.
) . ¥-a Lol 1o 15 Thanh phin phan tmg: Dung dich dém nuée chira ammonia, ethanol
Haéa chat chuén xét nghiém con trong ; 5y
Hoa chit chudn xét nghi¢ u, t thich véi may cob vi.Iati Bigiiende
& b L Xet nghiem mau, trong thich vol may cobds Y A - Py " A . 2 -
21 A 5 - ; Thanh phan khong phan ting: Chat bao quan H 2x4mL 1
¢On trong mau ¢311/c501. San pham dat tiéu chuan P ER - q e A
ISO 13485
) il s 3 ) Thanh phin phan img: Dung dich dém nuéc chira ammaonia, ethanol
i 5o : Hoa chat kiém tra chat luong xét : g )
Hoa chat kiém tra chét luong o g i ik va natri bicarbonate
22 |xét nghiém cbn trong méu mire |"E e €ON trong mau, wong NEh VAT 1 p3nh phin khong phén tmg: Chét bio quan. Hop 5x4mlL 1

binh thuong

mdy cobas ¢311/c501. San phim dat
tiéu chuan ISO 13485
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E i i £ M6 ta dac tinh k¥ thudt, tinh niing - b N Don vi Quy cich P -
STT U a chi : e F 1 A
S Eewhiachal sir dung, tiéu chuin cdong nghé Rinchudtn. oy thugt tinh (tham khzo) Solugng |Ghi chi
Hita chét kibm tra cht upnp ”fia_fih'dl %\'I;C::WD;FH ::;1;1 ]t\ll‘:;l‘g \ﬂi:c}, i T‘h:‘mh lphlz"m }Lhén {rmg: Dung dich dém nuéc chita ammenia, ethanol
23 |xét nghiém cbn trong mau mirc m_,‘n(_:m = e s b 'Ta‘“ blc::ar oRale : e . Hop 5x4mL 1
b ; mdy cobas ¢311/¢501. San pham dat Thanh phan khéng phan ang: Chat bao quan.
dt thuong Ls ! .
tiéu chudn [SO 13485 ) g
: : s 3 - .. |Thudc thir - dung dich tham gia xét nghiém: Hon hop dém nude, pH
Hoéa chit ly giai | cdu ty d Két ; 2
. £ ) 3 mc BRI 1u’ i ?Elg ),W 7.25; TTAB: 36 g/L.; dém phosphate: 80 mmol/L; chat 6n dinh; chat
24 Hoa chat ly giai hong cau tu nghiém HbA lc, tuong thich véi may ba it TTAB (TetiadecsliimatBylaamiiiion bromids Ho <1 Hli 10
dong xét nghiém HbA lc cobas ¢311/c501. San pham dat tiéu HRIRR. (Fstadaeyiitimenty R P
chudn ISO 13485
Thudc thir — dung dich tham gia xét nghiém
R1: Thube thir khang thé Dém MES: 0.025 mol/L; dém TRIS: 0.015
Héa chiit xét nghiém HbA I, trong mol/L, pH 6.2;
25 |Héa chit xét nghiém HbAlc  |thich véi méay cobas ¢311/c501. San khéng thé HbA I¢ (huyét thanh ciru): > 0.5 mg/mL.; chét tdy; chit n Hop 150 Test 45
phé.m dat tiéu chuan ISO 13483 dinh; chdt bao quan
R3: Bém MES: 0.025 mol/L; dém TRIS: 0.015 mol/L, pH 6.2;
HbA lc polyhapten: > 8 pg/mL; chét ty; chét 6n dinh; chit bao quan
. % 5 s . Mau ciru ly huyét v6i phu gia héa hoc va nguyén liéu c6 ngudn gdc
Héa chét chudn xét nghiém Hoa (’h‘u, Chuzf'_l '\f‘l “%'“‘-’m HbAlc._ sinh hoe nhu di chi dinh. Ngun gdc cac chét sinh hoe thém vao nhu g 3% 2l 3
26 HbA ¢ “mi“g lh'd.]_vm h";!lloflg CODISE, SAN sau: Chit phan tich Ngudn gde, Hemoglobin Mau ciru, HbA 1¢ Méu op e E
pham dat tiéu chuan ISO 13485 s
(=}
Thanh phén phan tmg trong chit déng khé:
) ; . L Hoa chét chudn nhidu xét nghiém sinh ]jluyct thanh n%um. vcln phu gia héa hoc va nguyén liéu c6 nguon goc
Héa chat chuan nhiéu xét H ; L sinh hoc nhur da chi dinh. R
27 e : héa, tuong thich véi hé thong cobas c. el AT L s Bt Hop 12 x 3 mL 3
nghiém sinh héa San phim dat tidu chudn 1SO 13485 Nguon gdc cac chat sinh hoc thém vao
ol i ‘ Thanh phin khéng phan tng trong chét déng khé: Chét 6n dinh
g 5 s B i _ | Thanh phén phan mg trong chat déng kh:
Hbachie sl cdt nhigen Hoa Chdl' chuz%r') x&t ngluc_:m nhém m_o. Huyé{ thanh ngudi voi phu gia hoa hoe ! '
28 i P uro;‘ng lhlcilvm h(;;lhong u}de.L. San | Thanh phn khong phén tmg: Hép 3x I mL 3
pham dat tiéu chuan ISO 13485 Chét bao quan va chét n dinh
Huyét thanh ngudi véi phu gia héa hoe va nguyén liéu ¢6 ngudn gbe
Héa chit chuin xét nghié Hoa chét chudn xét nghiém CRP, sinh t‘QC n:\hu dﬁ Ch:i d{nh' . . 7 .
29 C;*;)C al chuan xet nghem twong thich véi hé thdng cobas c. San ?Jgu;on g:)c cdc (.:l?al sinh !jf,)c ‘lhcm viio nhu sau: Cl}a‘i phén tich Hop i Tomnl, 3
pham dat tiéu chuén ISO 13485 Nguon goc, Ferritin - ngudi, LRPI- nguoi, ASLO -eiu
Thanh phan khong phan (rng: Chat bao quan va chat on dinh
16a chit chudn thip xét nghigm dién
T TR R Y e . A xé 3 ki 5 hé thd
30 Haa chat chuan mirc thap xét  |giai ISE, twong thich vai hé thong 120 mmol/L Na+. 3 mmol/L K+. 80 mmol/L Cl Hép 10 %3 mL 3

nghiém dién giai ISE

cobas ¢. San phdm dat tiéu chuan ISO
13485
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- —_— % M ti dic tinh ky thudt, tinh ning n .. N Don vi Quy cach i . 3
STT & 2 Tié : y é 4 ; Sol
) Eerclidaseliat st dung, tiéu chuin cing nghé e chudn Ly thugs tinh (tham khao) 0 lugng |Ghi chi
Hoa chét chuén cao xét nghiém dién
;‘ B A A . ’_- e ._i. o = .-hnl]-ﬁ
gy |Homchi chufibiofie cabiadt - SIRTISE, mgnEHICh V01 b thing 160 mmol/L, Na+, 7 mmol/L K+, 120 mmol/L Cl Hep | 10x3mL 3
nghiém dién giai ISE cobas ¢. San pham dat tiéu chuéin ISO
13485
i 5 i . o= E\ 2 + . t Lk ~ .:
Mo chilekibin tra clilt Teong kb e Th mil phan phan‘l.rng,‘ _rong Lhﬂt (‘iong kh({ o 2 ¥
. £y d % S s : Huyét thanh nguoi véi phy gia héa hoe va nguyén liéu ¢d ngudn goc
Hoéa chit kiém tra chat lugng  [nghiém sinh hoa mire binh thudng, : S
b e e 7 ; e Bz . sinh hoc nhu da chi dinh. ” »,
32 |nhicu xét nghi¢m sinh héa tuong thich vi hé thong cobas ¢. Pong 8 Gt AL Hop 4x5mL 3
5 Bk i : 7 i z Nguon goc cic chat sinh hoc thém vao
murc binh thuong 20i 4x5 ml. San pham dat tiéu chuan o : A g £ « e
T o T'hanh phéan khéng phan (mg trong chat déng kho: Chat 6n dinh
ISO 13485
Thanh phan phan tmg trong chit dong kho:
Kiserohifi it i, clidt Tizpng I-Iéa. f:h'fu'kiém’lra c'ha“it lugng nhiéu,xél Huyél thanh n%ufwi‘ w.'}'i phu gia hoa hoc va nguyén liéu cé ngudn goc
S Sl el B nghiém sinh héa muc cao. tuong thich  |sinh hoc nhu da chi dinh. -
33 |nhiéu xét nghiém sinh hoa e ’ g e g £ A Hop 4 x5mL 3
B ¥ vdi hé thong cobas ¢. Péng gbi 4x5 ml. | Nguoén goc cac chat sinh hoe thém vao
San phém dat tiéu chudn ISO 13485 Thanh phin khong phan g trong chét déng kho: Chét 6n dinh
R ‘ .+ . |Thanh phén phan ¢ hét dong kho:
; £ o : Hoa chat kiém tra chét lugng nhicu xét mn;] e phanQL.mg}rong o ,Ong “? e i i
Hoa chat kiém tra chat lugng ot b At e R BTN Huyét thanh ngudi vai phu gia hoa hoc va nguyén liéu ¢é nguon goc
b A __ ; nghiém sinh héa mirc binh thuong, { i L 2 )
34 [nhiéu xét nghiém sinh hoa d o , sinh hoc nhu da chi dinh. Hop 20x 5 mL 3
e 1 trong thich véi hé¢ thong cobasc. Pong |, 7 o T = N
mirc binh thuong 5 205 ml Nguon goc céc chat sinh hoc thém vio
el Thanh phén khdng phan g trong chat dong khd: Chéit én dinh
N : . ) — % s t Lo gn T
. Pt : Héa chat kiém tra chat luong nhiéu xét lhan? phen phan.L!'ng' .rong cbat c‘k)ng kh? o o | 48
Hoa chat kiém tra chat luong IS e p Huyét thanh ngudi vai phu gia héa hoc va nguyén li¢u ¢6 ngudn goc
= Rl Sy s nghi¢m sinh hoa mire cao, tuong thich | . 2 o e 5
35 |nhicu xét nghiém sinh hoa Tr ik : 5 sinh hoc nhu da chi dinh. Hop 20x 5 mL 3
; voi hé thong cobas ¢. Pong goi 20x5 RS T £ e
miTc cao ml San pham dat tiéu chun I1SO 13485 Ngudn gae cdc chat sinh hoc thém vao o
i (PAEY ) Thanh phan khéng phan ng trong chat dong kho: Chat 6n dinh
o . 6a chit kiém tra ché ¢ . .
Héa chét kiém tra chat lugng i]lolfif“:-mql ib‘:?:;i;?g:;ﬁi;gt Mau nguoi ly huyét
36 |xét nghiém HbA ¢ mirc binh s E A B Néng do didu chinh ctia cac thanh phin méu chimg thudmg & mitc Hop 4 x ImL 2
thuaon NSRS RAEN FUAE NI HR Socass. S binh thudmg hay & ngudng binh thudng/bénh 1y
g phim dat tiéu chuin ISO 13485 BEY S NBHINE ey
. A ,: t ) ‘.’. X . ) B} ) X
. PR £ Hoaﬂchal e T ,Lh’n hagng et : Mau ngudi ly huyét. HbAlc glycosyl hoa in vitro
Hoa chat kiém tra chat lugng  [nghiém HbA lc mirc cao, tuong thich o o id : o P , oo p
37 p = : Fh i X Nong do diéu chinh cta cac thanh phan mau ching thuong o Hop 4 x 1.0 mL, 3
xét nghiém HbA 1¢ mire cao vai hé thong cobas c. San pham dat neudne bénh 19
tiéu chudn 1SO 13485 RIS
Hoa chit tham chiéu, xét nghiém dién  [Phuong phap do ISE gian tiép. Khoang do (mg dung cho huyét thanh
B ket e o gidi Na+, K+, Cl-, twong thich véi may |va huyét trong:
38 e il cobas ISE cobas 6000. San pham dat Nat 80-180 mmol/L Hop 5x 300 mL 7

nghiém di¢n giai Na+, K+, Cl-

tiéu chudn ISO 13485, San phim dat
tiéu chudn ISO 13485

K+ 1.5-10.0 mmol/L
Cl- 60-140 mmol/L
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Mo ta dic ti vy at, ti i s——— 2 & ~ n vi /4 £ . -
STT Tén héa chit zs ,“ dge t",l,h ky ﬂlu"“,""h "ﬂflg I'iéu chuin ky thuit DD,“ vt Quy Mch So lwgng |Ghi chi
st dung, tiéu chuan cong nghé tinh (tham khio) y
TR Hoa chat hoa loang, xet nghiém dien {5, yepES: 10 mmol/L
. |Hoa chat hoa lodng, xét giai Na+, K+, Cl-, tuong thich v&i may | s " -
39 S s ’ 2 : i : I'riethanolamine: 7 mmol/L. Hop 5 x 300 mL 10
nghi¢m dién giai Nat, K+, Cl- |cobas c501. San pham dat tiéu chuin Chitbas diiEn
1SQ 13485 i
DPém HEPES: 10 mmol/L
. 2 A i o Triethanolamine: 7 mmol/L
Hoa chét chuin ni, xét REacisinaliSRen gl Kl el o Natri chloride: 3.06 mmol/L
ol gl iai Na+, K+, Cl-, ich voi may |, . ey Ho x 600 ml.
49 nghié¢m dién giai Nat, K+, Cl- fé)ell)]d’s 2:50}]( Kl o thich vézmay Natri acetate: 1.45 mmol/L i = 5 4
Kali chloride: 0.16 mmol/L
Chét bao quan
Héin chit Fa loane bénh ohim |HE2 chit hoa loang bénh phim NaCl
41 NaCl 9;/ ANEBMUUPAEM long twong thich véi hé thing cobas c.  [NaCl9 % Hop 50 mL 6
. San pham dat tiéu chudn ISO 13485
Hoa chit NAOH- D rira kim hat thube
qp {HO2ctNAOH-D ritakim  |thirvacong phian the, WOng WIS VoL |0 o 4.t itianp a gy alidiely Hop 66 mL 65
hat thude thir va cong phan tng|hé thong cobas ¢. San pham dat tiéu
chudn ISO 13485
b oo e el | FLRE chit rira c6 tinh kiém cho cong
43 .(-:]:EL ]];,c-mtr: ,( Ladan phan (mg, twong thich véi may cobas c. |Dung dich natri hydroxide 1 mol/L, 4 %: chat tay Hop 2x18L 35
FERE PHERENE San phim dat tiéu chuin ISO 13485
44 |!16a chat rua c6 tinh acid cho - |Hoa chat rira 6 tinh acid cho cong 1y 44 civic monohydrate: 310 mmol/L; dém; chit tdy Hop | 2x18L 3
cong phan tmg phan Gmg, tuong thich véi may cobas ¢ -
z ,‘.' . x - A
. S apBere SR, ”(,)d Ch?.‘ bf_m d,»umg he t]mng_. Wre Dung dich natri hydroxide: 3 mol/L véi dung dich natri hypochlorite . 5
45 |Hoa chat bao dudng hé thong  |thich véi hé thong cobas ¢. San phim 7 W Hop 5x 100 mL 4
i i e <2 % Cl hoat tinh
dat tiéu chuan ISO 13485
Héa chét rira kim hit thude thir va
46 H(?a c‘haf rira I-LI'IT] I’m[ thude copg phan (mg, l‘UO'ﬂg;IhICh trin hé . |HC1 200 mmol. Hop 50 mL 6
thir va cong phan ng thong cobas ¢. San pham dat tiéu chuan
1SO 13485
Hoa chét 1 rira kim hit mAu, tuong
47 |Hoa chit 1 rira kim hat mau thich vai hé 1héng cobas ¢311. San Dung dich natri hydroxide 1 mol/L Hop 12 x 59 mL 3
phim dat tiéu chuén ISO 13485
Hoéa chit 1 rira kim hit méu, tuong
thich véi may cobas ¢501. San phim
48 |Héa chit 1 rira kim hit mau dat tiéu chudn ISO 13485. San phim  |Dung dich NaOH 1 mol/L Hop 12 x 20 mL 3

dat tiéu chuén ISO 13485, San phim
dat tiéu chudn ISO 13485
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M@ ta dic tinh ky thudt, tinh niing

Pon vi

Quy cich

e II‘!\ h’: A i T:A h _A' < ~ S,{ I = . -
S Enhba chat sir dung, tiéu chuin cong nghé Flbuschwiniey thu gt tiah | (tham khagy | SO 1reng |Ghi chii
Hoéa chit 2 rira kim hit méu, turong
49 |Hoa chét 2 rira kim hat méu thich v&i hé théng cobas ¢311/c301. Dung dich dém; chit tdy Hop 12 x 68 mL 3
Séan phim dat tiéu chuén ISO 13485
Hoa chit thém vao nude budng u giam
. |Ho6a chit thém va Ge sire ¢ & mat, i ¥ mé ‘o
50 6a ¢ g _1.s.m ¥ 10 l_]u’O’L - stre cang be !Tlt':_ll tut__mg th[chvm mfly Chét thy Hop 12 x 59 mL 6
budng 1 gidm sirc cing bé mat |cobas ¢501. San pham dat tiéu chuéin
ISO 13485
Hoa chit thém vao nude budng u giam
_, |Hoéa chat thém vao nude sirc cang bé mat, twong thich véi may Chat thy "
51 s o w 3 . 3 5 5= o -5 PN ol e H(}p 60 mL 30
budng (i giam stre cing bé mat |cobas ¢311. San pham dat tiéu chuan  |Chat tay vao vi tri B va C.
1SO 13485
5 £ ! ; _ Héa chéit Activator bao dudng dién
. |Hoa chat Activator bao duéng | ... , LT £ R e . -y .
sl = |giai, wrong thich véi hé théng cobas c.  |Huyét thanh ngudi déng khd khong c6 phu gia hoa hoc. Hop 9x12mL 5
dién giai ; z 5% 2
San pham dat tiéu chuan ISO 13485
Bong dén Halogen, tuong thich véi hé
53 |Bong dén Halogen théng cobas ¢311/¢501. San phdm dat  |Pén halogen, ngudn dién: 12V, cong suat: S0W Hop 1PC 5
tiéu chudn ISO 13485
Céng dung miu phim, tuong thich voi
54 |Céng dung mau phim méy cobas c. San phim dat tiéu chudn  |Cde dung mau bénh phdm Thing | 5000 PCs 5
ISO 13485
eetias st vigihg Cdng phan (g xét nghiém sinh hoa,
g5 |STRE Al trong thich véi médy cobas €501. San  |Coéng phan (mg cho mdy xét nghiém sinh hoa Hop 24 PCs 3
sinh héa g e i " 3
pham dat tiéu chuén I1SO 13483
el fe bt b Céng phan tmg xét nghiém sinh hoa,
56 |-O0€ p = ek tuong thich véi méay cobas ¢311. San  |Cong phan tng cho may xét nghiém sinh hoa Hop 24 PCs 1
sinh hoa & e 2 -
pham dat tiéu chuan ISO 13485
Dién cuc tham chiéu, trong thich véi . . ; i i g
, oz g e ) 3 Dié l & chung o d % el 5
57 |Dién cuc tham chicu hé thong cobas C311/C501. San pham D}:g: tc::; i e e i dungchung s imd dun TISEehamay Hop 1 PC 3
dat tiéu chudn ISO 13485 L
Dién cue Clo, tuong thich véi hé thing
58 |DPién cuc Clo cobas ¢. San phdm dat tiéu chudn 1SO  {Khoang do huyét thanh, huyét tuong: 60-140 mmol/L Lo 1 PC 3
13485
bién cuc Kali, tvong thich vai hé
59 |Dién cuc Kali thdng cobas c. San phim dat tiéu chudn |Khoang do cho huyét thanh va huyét twong: K+ 1.5-10.0 mmol/L Hop 1 PC 3

ISO 13485
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STT Tén héa chit MO t.dhc tinh by chugt tioh nang Titu chun k§ thuft Donvi | Quycich | o0y s |Ghi chil
str dung, ticu chuin c¢dng nghi tinh (tham khao)
Dién cuc Natri, twong thich vai hé
60 |Dién cuc Natri théng cobas c. San phdm dat tiéu chudn |Khoang do cho huyét thanh va huyét tuong: 80-180 mmol/L Hép 1 PC 3
ISO 13485
Bo thude thir gdm:
M: Vi hat phu Streptavidin 0.72 mg/mL; chit bao quan.
S e iy B iy, (PR chét xét nghiém PSA toan phdn, | R1: Khang thé don dong khéng PSA dénh dfau’ biotin (chugt) 1.5
61 ik A tuong lhich vOi may cqhas e601/ed11. |mg/L; dém phgsphme 100 mmol/L, pH 6.0; chat bao guzin. Hop 100 Test 10
San pham dat tiéu chuin ISO 13485 R2: Khéng thé don dong khing PSA (chudt) danh dau phirc hop
ruthenium 1.0 mg/L: dém phosphate 100 mmol/L. pH 6.0; chit bao
quan
Hoa chét chudn xét nghiém PSA toan | PSACall: 2 chai, mdi chai 1.0 mL mau chudn 1
6 |Hoa chét chu‘én xét nghiém phin, twong thich véi my cobas «PSA Cal2: 2 chai, mdi chai 1.0 mL mau chuén 2 Hop 4% 1.0 ml 5
~ |PSA toan phén ¢601/e411. San pham dat tiéu chuéan PSA (ngudi) véi hai khoang nong dé (khodng 0. ng/mL va khoang 7 i '
I1SO 13485 60 ng/mL) trong huyét thanh ngudi,
Khoang do 1.00-300 U/mL (duoc xéc dinh bing gi¢i han phat hién
Hoa chét xét nghiém CA 15-3, twong  |dudi va mic t5i da cia dudng chudn). Gia tri dudi giéi han phat hién
63 |Hoa chét xét nghiém CA 15-3  [thich v&i may cobas e601/¢411. San  |dudi duge ghi nhdn 1a < 1.00 U/mL. Gia tri trén khoang do dugc ghi Hép 100 Test 10
phim dat tiéu chudn ISO 13485 nhén 1a > 300 U/mL (hogc 1én dén 3000 U/mL cho miu pha lodng
10 1an)
) ‘ . Héa chét chudn xét nghiém CA 15-3 CA 15-3 11 Call: 2 cha_i, mdi chai chira 1.0 rnl, méu 'chuz”in 1-CA
Hoa chit chuin xét nghiém . g e ) ’ 15-3 11 Cal2: 2 chai, modi chai chira 1.0 mL mau chuan 2 CA 15-3 3
64 . = tuong thich védi may cobas e601/e411. S : 5 i ; 3 ; Hop 4x 1.0 mL 2
CA 15-3 R R I 2 (ngudi) voi hai khoang nong do (khoang 15 U/mL va khoang 100
San pham dat tiéu chuén ISO 13485 : i 5
U/mL) trong huyét thanh ngudi
Khoang do 0.600- 1000 U/mL (duoc xac dinh béng gid1 han
Hoéa chit xét nghiém CA 19-9, twong  |phét hién dwdéi va mic 161 da coa dudng chudn). Gia tri dudi
65 |Hoa chit xét nghiém CA 19-9  |thich véi méay cobas ¢601/e411. San 2idi han phéat hién duge ghinhdnla <0.600 U/mL. Gid tri trén Hop 100 Test 15
phém dat tiéu chuan ISO 13485 khoang do dugc ghi nhan la> 1000 U/mL (hodc 1én dén 10000
U/mL cho méiu pha loang 10 lin
CA19-9 Call: 2 chai, mdi chai 1.0 mL méu chuén 1= CA19-9 Cal2:
66 |Hoa chit chudn xét nghiém Hoa chit chudn xét nghigm CA 19-9, (2 chai, mdi chai 1.0 mL méu chuén 2 CA 19-9 (ngudi) véi hai Hop 4 L0l 5
CA 19-9 twong thich véi mdy cobas e601/e411  |khoang nong dd (khoang 20 U/mL va khoang 250 U/mL) trong - S
huyét thanh ngui; chit bao quan

ik
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M0 tai dic ti y at, tinh na e Z % n i ¢ X . e
STT Tén héa chit A6 fd djc tinh Ly thugt, tinh niing Fiéu chun ky thujt Dowoeg | Quy el | aly o (OHT ol
sir dung, tiéu chuin cdng nghé tinh | (tham kh:o)
Bé thude thir duge dan nhan CA72-4.
M Vi hat phu Streptavidin (ndp trong). 1 chai, 6.5 mL: Vi hat phu
Streptavidin 0.72 mg/mL; chit bao quan.
R1 Anti-CA 72-4-Ab~biotin (m"ip xam), 1 chai, 8 mL: Khdng thé
2 e B e ) Héa chét xét nghiém CA 72-4, twong  |don dong khang CA 72-4 danh dAu biotin (CC49; chudt) 1 mg/L; £ &
: at xé ém C - j : ’ H 100 Test
GF..|Hoa chataiirghiem CA TR | ey ol cobaeUTenL] dém phosphate 100 mmol/L, pH 6.8; chét bao quan. P i 15
R2 Anti-CA 72-4-Ab~Ru(bpy) (nip den), | chai, 8 mL: Khéng thé
don dong khang CA 72-4 (B72.3; chudt) dénh dauphie hop
ruthenium 6 mg/L.; dém phosphate 100 mmol/L, pH 6.8; chit bao
quan.
g el v Héa chit chuin xét nghiém CA 72-4, |CA 72-4 CalSet la huyét thanh ngudi dong khd chira CA 72-4 nguoi
Héa chat chuan xét nghiém i R N 8 3 Fhis : A A L s
68 tuong thich v&i médy cobas e601/e411,  |v6i hai khoang nong dg. Cac chai CalSet c6 thé dung véi 1at ca céc Hop 4 x 1.0 mL 2
CA 72-4 i 2 s i é R e
Séan pham dat tiéu chuan ISO 13485 16 thuoe thur.
B¢ thude thir duge dan nhan AFP.
M Vi hat phu Streptavidin (ndp trong). 1 chai, 6.5 mL: Vi hat phu
Streptavidin 0.72 mg/mL; chét bao quan.
Hoéa chit xét nghiém AFP, twong thich [R1 Anti-AFP-Ab~biotin (ndp xam). 1 chai, 10 mL: Khdng thé don
69  [Hoa chit xét nghiém AFP v méy cobas ¢601/e411, San pham dong khang AFP danh ddu biotin (chudt) 4.5 mg/L; dém phosphate Hop 100 Test 20
dat tiéu chudn I1SO 13485 100 mmol/L, pH 6.0; cht bao quan.
R2 Anti-AFP-Ab~Ru(bpy) (nép den), I chai, 10 mL: Khéang thé don
dong khang AFP (chuét) danh diu phiic hop ruthenium 12.0 mg/L;
dém phosphate 100 mmol/L, pH 6.0; chét bao quan.
; . it 2 e : AFP Call: 2 chai, mdi chai 1.0 mL mau chuén | AFP Cal2: 2 chai,
. A P ] Hoéa chat chuan xét nghiém AFP, = A = 2 AR sz o
Hda chat chuan xét nghiém : s mdi chai 1.0 mL mau chuén 2 AFP (ngudi, tir canh cdy t& bao) voi =
70 . tuong thich véi may cobas e601/¢411. 5 . 3 ; ) : p g S Hop 4 x 1.0 mL 2
AFP Sén hhﬁm dat ticu chudn 1SO 13485 hai khoang nong dé (khoang 5 TU/mL hodc 6 ng/mL va khodng 50
PP ' ks IU/mL hodic 60 ng/mL) trong huyét thanh ngudi
Bo thude thir duoe dan nhan CA125 11
M Vi hat phu Streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu
Streptavidin 0.72 mg/mL; chat bao quan.
. . i R1 Anti-CA 125-Ab~biotin (ndp xdm), 1 chai, 9 mL: Khéng thé don
Homchdtxét nghiem CA 125, wemg o it R 00 e 11 ity | melL dem
71 |Hoba chét xét nghiém CA 125 [thich v&i may cobas e601/¢411. San g £ g v W O Hop 100 Test 10

phdm dat tiéu chun 1SO 134853

phosphate 100 mmol/L, pH 7.4; chit bao quan.

R2 Anti-CA 125-Ab~Ru(bpy) (ndp den). 1 chai, 9 mL: Khéng thé
don dong khang CA 125 (OC 125: chuét) danh déu phirc hop
ruthenium 1 mg/L; dém phosphate 100 mmol/L, pH 7.4; chét bao
quan.
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Cyfra 21-1

tuong thich vai may cobas e601/e411

dong té bao MCF-7) véi hai khoang nbng do (khoang 0 ng/mL va
khodng 50 ng/mL) trong huyét thanh ngudi

s o & s £ Mo ta dic tinh ky thudt, tinh nin s 2 N Pon vi Quy cich T 3 i
L Fenibbmehar st dung, tiéu c{luﬁn cong nghé . TR Ehinhn I Gieit tinh (tha:n1 khzo) S0 lwgng | Ghi chi
CAI125 11 Call: 2 chai, mdi chai 1.0 mL miu chudn 1« CA125 11
Hoéa chit chudn xét nghiém Héa chit chudn xét nghiém CA 123, CalZ:.Z L m()'i il L L amie e s Nogg Craln b L
72 éi [ ey R ——" :ob(;w e601/c411 ngudi trong huyét thanh ngyra (CA125 11 Call) 1a 0 I‘J/mL; CAl?_S 11 Hop 4x1.0mL 2
i Cal2 chira khoang 500 U/mL CA 125 nguoi trong hon hop huyét
thanh nguoi; chét bao quan
B thude thir duge dan nhan CEA.
M Vi hat phu Streptavidin (nap trong), 1 chai, 8 mL: Vi hat phu
Streptavidin 0.72 mg/ml.; chét bao quan.
Héa chét xét nghiém CEA, tuong R1 Anti-CEA-Ab~biotin (ndp xam), 1 chai, 10 mL: Khéng thé don
73 |Héa chit xét nghigm CEA thich véi médy cobas ¢601/c41i. San  |dong khang CEA danh ddu biotin (chudt/ngudi) 3.0 mg/L: dém Hop 100 Test 20
phim dat tiéu chudn [SO 13485 phosphate 100 mmol/L, pH 6.0; chét bao quan.
R2 Anti-CEA-Ab~Ru(bpy) (nép den), 1 chai, 8 mL: Khing thé don
dong khing CEA (chudt) danh du phire hop ruthenium 4.0 mg/L;
dém phosphate 100 mmol/L. pH 6.5; chit bao quan
CEA Call: 2 chai, mdi chai chira 1.0 mL mau chuin 1 » CEA Cal2:
Pyt il ol it Héa chét chudn xét nghiém CEA | 2 chai, mdi chai chira 1.0 mL miu chudn 2 CEA (ngudi, tir canh céy
74 CEA j tuong thich véi méy cobas ¢601/ec411. |t& bao) véi hai 1-:'110;'1ng nong d¢ (khoang 5 ng/mL va khodang 50 Hop 4 x 1.0 mL 2
San pham dat tiéu chuan ISO 13485 ng/mL) trong hon hop dém/protein. 1 ng/mL CEA tuong (mg vai
16.9 mlU/mL
B thude thir duge dan nhan CYFRA.
M Vi hat phu Streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu
Streptavidin 0.72 mg/mL; chét bao quan.
1 7 Hibachlex@nghin GyinTi=1, frong RI Anti-cytokeratin 19-Ab~biotin (nép xa'.l’n), 1 chai, 10 mL: Khéng
. |Hoéa chat xét nghiém Cyfra21- | | AU g g s thé don dong khang cytokeratin 19 danh dau biotin (KS 19.1; chudt) - . -
75 5 thich voi may cobas e601/e411. San : e Foui ; Hop 100 Test 15
1 him dat tidu chudn ISO 13485 1.5 mg/L; dém ph(.)sphalc 100 mmol/L, P“ 7.2; chat b.uu quan.
P : g = R2 Anti-cytokeratin 19-Ab~Ru(bpy) (nap den), 1 chai, 10 mL:
Khang thé don dong khang cytokeratin 19 (BM 19.21; chudt) danh
diu phire hop ruthenium 2 mg/L; dém phosphate 100 mmol/L, pH
7.2; chét bao quan
« CYFRA Call: 2 chai, mdi chai 1.0 mL miu chuin 1 = CYFRA
76 Hoa chit chudn xét nghigm Hoa chét chudn xét nghiém Cyfra 21-1, |Cal2: 2 chai, mi chai 1.0 mL méu chuin 2 Cytokeratin (ngudi, tir Hop 4%1.0mL 5
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San phdm dat tidu chudn ISO 13485

Khang thé khang TPO (ciru) véi hai khoang ndng do
(khoang 35 1U/mL va khoang 350 IU/mL) trong huyét thanh ngurdi.

STT Tén'hioa chit M(:ut‘:Ijz:{“tTchu?h::‘:ldctn :;:;‘:gf‘g Tiéu chudn ky thudt Dg:hv ! (t(s:rync:]f:i‘u) S6 lwgng |Ghi chii
M Vi hat phu Streptavidin (nz‘ip trong), 1 chai, 6.5 mL:
Vi hat phi Streptavidin 0.72 mg/mL; chét bao quan,
R1 Anti-hCG-Ab-~biotin (ndp xam), 1 chai, § mL:
Haéa chit xét nghiém B-HCG. tuong Khéng thé don dong khang hCG danh diu biotin (chudt)
77 |Hoéa chit xét nghiém B-HCG  [thich véi mdy cobas e601/e411. Sin 2.6 mg/L: dém phosphate 40 mmol/L. pH 7.5; chit bao quan. Hép 100 Test 25
phAm dat tiéu chudn ISO 13485 R2 Anti-hCG-Ab~Ru(bpy) (ndp den), 1 chai, 10 mL: Khang thé
don dong khéng hCG (chudt) danh ddu phirc hop ruthenium 4.6
mg/L; dém phosphate 40 mmol/L, pH 6.5; chit
bdo quan.
Héa chit chuan xet nghiém f- o d{m,dmél.] xe{l nghum BHEG, HCG+p Call: 2 chai, mdi chai 1.0 mL mdu chudn 1 ; .
78 8 tuong thich voi mdy cobas e601/e411. i i x 2 Hop 4x 1.0 mL 2
HCG : i 2 : * HCG+p Cal2: 2 chai, mdi chai 1.0 mL méu chuén 2
San pham dat tiéu chuan 1SO 13485
B thude thir duge dén nhan A-TPO.
M Vi hat phii Streptavidin (nép trong), | chai, 6.5 mL: Vi hat pht
: s . o Streptavidin 0.72 mg/mL: chat bao quan.
Héa chat xét nghiém Anti-TPO. trong S R : : A
79 |Héa chit xét nghiém Anti-TPO |thich voi méy cobas e601/e411. San ; R.l Anll'- I P'(?-Ab-ll‘{u(bp‘y) (nz:p ,\'zlr?l). Lirgh Rl i T Hop 100 Test 20
phém dat tiéu chudn ISO 13485 FRNE KRy TR0ttt g,
* ruthenium 1.0 mg/L; dém TRIS 100 mmol/L. pH 7.2; chit bao quan.
R2 TPO~biotin (ndp den), 1 chai, 9 mL: TPO dénh diu biotin (tai to
hop) 0.15 mg/L: dém TRIS 30 mmol/L, pH 7.0; chit bao quan.
Thube thir - dung dich tham gia xét nghiém
Hoéa chit chudn xét nghiém Hoa chét chudn xét nghiém Anti-TPO, | = Anti-TPO Call: 2 chai, mcj)i chai 1.5 mL mafm cl1u$11 1
80 Anti- TPO d twong thich vai may cobas e601/e411. |« Anti-TPO Cal2: 2 chai. méi chai 1.5 mL méu chuén 2 Hop 4x 1.5mL 2
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STT

Tén héa chiit

M ta dic tinh ky thudt, tinh niing
str dung, ti¢u chuan cong nghé

Tiéu chuiin ki thuit

Don vi
tinh

Quy cich
(tham khiio)

S6 lugng

Ghi chi

81

Hoa chét x¢ét nghiém Anti TG

Héa chit xét nghiém Anti TG, tuong
thich v&i mdy cobas e601/e411. San
pham dat tiéu chuan ISO 13485

B thude thit duge dan nhan ATG.

M Vi hat phi Streptavidin (ndp trong). 1 chai, 12 mL:

Vi hat phi Streptavidin 0.72 mg/mL.; chit bao quan.

R1 Tg~biotin (ndp xém), 1 chai, 10 mL:

Tg (ngudi) danh ddu biotin 0.200 mg/L; dém TRIS 100 mmol/L.,
pH 7.0; chit bao quan.

R2 Anti-Tg-Ab~Ru(bpy) (ndp den), 1 chai, 10 mL:

Khang thé don dong khang Tg (ngudi) danh déu phirc hop
ruthenium 0.620 mg/L; dém TRIS 100 mmol/L, pH 7.0; chit bao
quan.

Hop

100 Test

30

Hoa chiit chudn xét nghiém
Anti-TG

Hoa chét chudn xét nghiém Anti-TG,
tuong thich véi may cobas e601/e411.
San pham dat tidu chudn ISO 13485

Thuoc thir - dung dich tham gia xét nghiém

« A-TG Call: 2 chai, mdi chai 1.5 mL miu chuén 1

« A-TG Cal2: 2 chai, mdi chai 1.5 mL mu chuén 2

Khéng thé khang Tg (A-TG Call: nguoi, A-TG Cal2: clru) véi hai
khoang ndng dé (khoang 40 IU/mL va khoang 3250 1U/mL) trong
huvét thanh ngudi.

Hop

4x1.5mL

oo
I

Hoa chit xét nghiém TG

Héa chét xét nghiém TG, tuong thich
véi méy cobas e601/e411. San phim
dat tiéu chuin ISO 13485. San phim
dat tiéu chudn 1SO 13485

Bé thude thur duge dan nhan TG 2 bao gbm:

M: Vi hat phu streptavidin (ndp trong), 1 chai, 6.5 mL:

Vi hat pht streptavidin 0.72 mg/mL; chit bao quan.

R1: Anti-Tg-Ab~biotin (nép xam), 1 chai, 9 mL:

Khéng thé don dong khéng Tg danh dAu biotin (chudt) 1 mg/L;
dém Bis-Tris 50 mmol/L, pH 6.3; chét bao quan.

R2: Anti-Tg-Ab~Ru(bpy) (ndp den), 1 chai, 9 mL:

Khang thé don dong khang Tg (chudt) danh déu phirc hop
ruthenium 3.1 mg/L; dém Bis-Tris 50 mmol/L, pH 6.3 chit bao
quan.

Hop

100 Test

60

84

Hoa chét chudn xét nghiém TG

Héa chiit chudn xét nghiégm TG, trong
thich vai may cobas e601/e411. San
phdm dat tiéu chudn I1SO 13485

TG 2 Call: 2 chai, mdi chai 1.0 mL mdu chuén 1

= TG 2 Cal2: 2 chai, mdi chai 1.0 mL miu chuén 2

Thyroglobulin (ngudi) véi hai khoang ndng dé (khoang 0.15 ng/mL
v

khoang 180 ng/mL) trong huyét thanh ngura.

Hop

4 x 1.0 mL
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Tén hoa chiit

M0 ta diic tinh ky thudt, tinh ning
s dung, tiéu chuan cing nghg

Tiéu chuén ky thuit

Pon vi
tinh

Quy cich
(tham kh:o)

S lugng

Ghi chad

Haéa chit xét nghiém Anti-
TSHR

Hoéa chit xét nghiém Anti-TSHR,
tuong thich voi may cobas ¢601/¢411.
San phim dat tiéu chudn ISO 13483

Bo thude thir (M, R1, R2) duge dan nhan ATSHR.

Bo thude thir

M: Vi hat phu streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat phu
streptavidin 0.72 mg/mL; chit bao quan.

R1: Dung dich dém (nép xam), I chai, 7 mL: Dém phosphate 20
mmol/L, pH 7.4: chét 6n dinh; chét bao quan.

R2 Anti-TSHR~Ru(bpy) (nip den), 1 chai, 7 mL: Khéng thé don
dong khang TSHR M22 (ngudi) danh dAu phtre hop ruthenium
khoang 0.3 mg/L: dém phosphate 20 mmol/L, pH 7.4; chét n dinh;
chéit bao quan.

Bo tién xur ly

PT1: Dung dich dém tién xir 1y (ndp den), 1 chai, 4 mL: Dém
phosphate 20 mmol/L. pH 7.4: chit én dinh: cht bao quan.

PT2: Chai tréng (ndp triing) dé hoan nguyén thude thir tién xtr 1y
(PTR) vai dém tién xir ly (PTB).

PTR: Thude thir tién xir 1y, phirc hgp pTSHR-anti-
pTSHR-Ab~biotin (ndp tring), 1 chai, mdi chai pha 4 mL PTB:
Pém phosphate 40 mmol/L, pH 7.2; chét én dinh.

PTB: Dung dich dém tién xir Iy (ndp trdng). 1 chai, mbi chai 5 mL.:
Mai truong hoan nguyén cho PTR; dém phosphate 10 mmol/L, pH
7.2: chit én dinh.

Hop

100 Test

10

86

Hoa chét chudn xét nghiém
Anti-TSHR

Hoéa chit chuén xét nghiém Anti-
TSHR. trong thich véi mady cobas
e601/ed 11

« ATSHR Call: 2 chai (dong kho) mdi chai 2.0 mL

* ATSHR Cal2: 2 chai (ddng khé) mdi chai 2.0 mL

Nong do ATSHR Call khoang 0.75 TU/L trong hdn hop huyét thanh
nguoi; ATSHR Cal2 chira khoang 25 TU/L khang thé khang TSHR
ngudi trong hdn hop huyét thanh nguoi.

Hop

4x2.0ml

87

Héa chét kiém tra cht luong
xét nghiém Anti-TSHR

Hoa chét kiém tra chat luong xét
nghiém Anti-TSHR, twong thich vai
may cobas e601/e411

Thube thi - dung dich tham gia xét nghiém: Cac chét trong huyét
thanh nguoi

« PC THYROI: 2 chai, mdi chai 2.0 mL huyét thanh chimg (Khang
thé khang TSHR: khoang 4 1U/L; Khéng thé khang TPO (ngudi):
khoang 35 [U/L; Khang thé khang Tg (ctru): khoang 100 1U/L)

- PC THYRO2: 2 chai. mdi chai 2.0 mL huyét thanh chimg (Khéng
thé khang TSHR: khoang 16 IU/L: Khang thé khang TPO (nguoi):
khoang 100 IU/L; Khang thé khang Tg (ciru): khoang 200 1U/L)

4x2ml
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ST Tén hoa chit MO L dge: tinke K dusgt. b nng Tiéu chudn ky thust Bonvi | Quyelch | oc, me |Ghi chil
st dung, tiéu chuan cing nghé - tinh (tham khio)
B thudc thir duoe dan nhan FT4 4.
M Vi hat phi streptavidin (ndp trong), 1 chai, 12 mL:
Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.
: o indie 4 i-T4-Ab~ ) (ndp xam), 1 chai, 18 mL:
: B o - . |Hoa chat xét nghiém FT4 the hé 3, il ,An“ 1;4 Ab F{u(bp}’) (nap \dn.]) \ ,Chm'; ; m
Hoa chét xét nghiém FT4 thé : i Khéng thé don dong khéng T4 (tho) danh dau phire hop o .
88 he 3 tuong thich vai may cobas e601/e411. ity =1;ium 75 ng/mL; dém phosphate 100 mmoVL, pH 7.0; chit Hop 200 Test 150
' San phém dat tiéu chudn ISO 13485 P SRR e
bdo quan.
R2 T4~biotin (nép den). 1 chai, 18 mL:
T4 danh déu biotin 2.5 ng/mL; dé¢m phosphate 100 mmol/L,
pH 7.0; chit bao quan.
p £ g o . |*FT4 111 Call: 2 chai, mdi chai chira 1.0 mL. mAu chudn 1 = FT4 111
Hoa chit chuén xét nghiém FT4 thé hé | | ;o Ly x ; . iy
Héa chét chudn xét nehiém %, broorne FRA0 it kv oG Cal2:2 c}}al. moi chai chira 1.0 mL mau chuén 2 L-thyroxine véi hai
89 [ oy ’ g G 2E s P khoang nong do (khoang 10 pmol/L hogc 0.78 ng/dL va khoang 45 Hop 4x 1.0 mL 3
FT4 thé hé 3 e601/e411. San pham dat tiéu chuan _ x 2 ; ; £
pmol/L hogc 3.5 ng/dL) trong hén hep dém/protein (albumin huyét
ISO 13485 . =
thanh bo).
B¢ thude thir (M, R1, R2) duoc dén nhan T3:
M: Vi hat phu streptavidin (nép trong), | chai, 12 mL:
Vi hat pht streptavidin 0.72 mg/mL; chét bao quan.,
: L RI: Anti-T3-Ab~ /) (nap xam), 1 chai, L::
Hoa chét xét nghiém T3, wwong thich | " n:lllélgaﬁgnRi(hb;:])o)'?jia?c;ﬁ])néﬁ: hd;zlu l?l L': :
90 |Hoa chét xét nghiém T3 voi méy cobas e601/¢411. San phdm P AR . Sy dau pie hop Hop 200 Test 150
= dat tidu chuin 1SO 13485 ruthenium 75 ng/mL: ANS 0.8 mg/mL; dém phosphate
g ’ 100 mmol/L, pH 7.4; chit bao quan.
R2: T3~biotin (nfip den), 1 chai, 16 mL:
T3 danh déu biotin 3 ng/mL; ANS 0.8 mg/mL; dém phosphate
100 mmol/L., pH 7.4; chit bao quan.
. : T s « T3 Call: 2 chai, mdi chai 1.0 mL méu chuin 1
Hoa chat chuin xét nghiém T3. trong | | T3 Cal2: 2 chai. mbi chai 1.0 L mBi chidn 2
91 |Hoa chat chudn xét nghiém T3 |thich vai may cobas e601/e411. San : T g ) ‘ Hop 4x1.0ml 3

phim dat tiéu chudn 1SO 13485

T3 véi hai khoang ndng do (khoang 1.25 nmol/L hogc 0.8 ng/mL va
khoang 8.5 nmol/L hodc 5.5 ng/mL) trong huyét thanh ngurdi.

-

= 19
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STT Tén hoa chit o el e Tiéu chuln k§ thuit Honsy | Quyedel | o o lGREohS
str dung, tiéu chuan cong nghé = tinh (tham kh:o) .
B6 thude thir duoe dan nhan TSH.
M: Vi hat phu streptavidin (ndp trong), 1 chai, 12 mL: Vi hat phu
streptavidin 0,72 mg/mL; chét bao quan.
Hoa chit xét nghiém TSH, tuong thich [R1: Anti-TSH-Ab~biotin (ne‘ip xam), I chai, 14 mL: Khéang thé don
-92  |Hoa chét xét nghiém TSH vGi miy cobas €601/e411. San phim  |dong khang TSH (chuét) danh diu biotin 2.0 mg/L; dém phosphate Hop 200 Test 150
dat tiéu chudn ISO 13485 100 mmol/L. pH 7.2; chit bao quan.
R2: Anti-TSH-Ab~Ru(bpy) (nap den). 1 chai, 12 mL: Khéng thé
don dong khang TSH (chudt/ngudi) danh déu phire hop ruthenium
1.5 mg/L: dém phosphate 100 mmol/L, pH 7.2: chit bao quan.
; z ;P S = TSH Call: 2 chai, mdi chai chira 1.3 ml. mau chuén 1
: % i % Héa chat chudn xét nghiém TSH, b S Py Vo e 5 P X 4
. |Hoa chat chuan xét nghi¢m 5 i = TSH Cal2- 2 chai, moi chai chira 1.3 ml. mau chuan 2 Nong do ;
93" |, trong thich vai may cobas e601/e411. » . : s Hop 4x1.3ml 4
TSH San ‘h':lm fal tie -h An 1SO 13485 cua TSH Call trong huyet thanh ngua khoang 0 plU/mL; TSH Cal2
it chita khoang 1.5 ulU/mL TSH (ngudi) trong huyét thanh nguii.
; P . Hoa chat kiém tra chét lugng nhicu xét
Héa chat kiém tra chat lugng o o N i) ik ! ; ; s
ok aoge R = Inghiém, tuong thich v&i may cobas PC TM1: 2 chai, moi chai 3.0 mL huy¢t thanh chimg (ngudni) . '
94 |nhiéu x¢ét nghiém déu dn ung 2 2 B . i s p i £ Hop 4x3.0mL 4
“ |e601/e411. San pham dat tiéu chuan = PC TM2: 2 chai, méi chai 3.0 mL huyét thanh chimg (ngudi)
thu
ISO 13485
Héa chit kidm tra chat luon lloi;'l_fhaltl:‘lcm E"a chhatél.u[(r_)}rgg :hl;(;u s Thubde thir - dung dich tham gia xét nghiém
gs | 0% chetkibm fra Chil fuong — nghim, frong ich VOLMAY CoDaS 1, p (71 9 chai dé pha 2 x 3.0 mL méu chimg huyét thanh (ngudi) Hop [2x2x3.0ml 6

nhiéu xét nghiém mién dich

e601/e4 11, San pham dat tiéu chudn
ISO 13485

« PC U2: 2 chai dé pha 2 x 3.0 mL mau ching huyét thanh (ngudi)

o0 . WA
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STT

Tén hoa chiit

Ma ta dic tinh ky thudt, tinh niing
str dung, tiéu chuan cong nghé

Tiéu chufin ki thuft

Don vi
tinh

Quy cich
(tham khio)

$6 lwgng [Ghi cha

96

Hoa chét xét nghidm Anti- HBc

Hoa chét xét nghiém Anti- HBc, turong
thich voi may cobas e601/e411. San
phim dat tiéu chudn 1SO 13483

Bo thude thir (M. R1, R2) va thude thir tién xir 1y (R0) duge dan
nhian AHBC 2.

M - Vi hat phu streptavidin (ndp trong). 1 chai, 6.5 mL: Vi hat phu
streptavidin 0.72 mg/mL; chét bao quan.

RO-DTT (mip [rﬁng), 1 chai. 5 mL: 1,4-dithiothreitol 110 mmol/L;
dém citrate 50 mmol/L.

R1-HBcAg (nﬁp xdm), 1 chai, 8 mL: HBcAg (E. coli, DNA) > 25
ng/mL; dém phosphate 100 mmol/L, pH 7.4; chit bao quan.

R2 - Anti-HBcAg-Ab~biotin; anti-HBcAg-Ab~Ru(bpy) (np den), 1
chai. 8 mL: Khang thé don dong khéng HBc danh déu biotin (chudt)
700 ng/ml.; khang thé don dong khang HBc (chudt) danh diu phic
hop ruthenium 200 ng/mL; dém phosphate 100 mmol/L, pH 7.4:
chit bao quan.

AHBC 2 Call - Mau chudn 4m tinh 1 (ndp tring), 2 chai mi chai
1.0 mL: Huyét thanh nguéi; chit bao quan.

AHBC 2 Cal2 - Mau chuén dirong tinh 2 (niip den), 2 chai méi chai
pha 1.0 mL: Anti-HBc¢ (nguoi) > 8 WHO IU/mL) trong huyét thanh
ngudi; chit bao quan.

Hop

100 Test

30

97

Héa chit xét nghiém Anti HBs

Hoa chét xét nghiém Anti HBs. trong
thich véi may cobas e601/ed411

B thude thir (M. R1. R2) duge dén nhian A-HBS 2.

. M - Vi hat phu streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat pha
streptavidin 0.72 mg/mL; chét bao quan.

.R1 - HBsAg~biotin (nip xdm), | chai, 10 mL: HBsAg (ad/ay)
ngudi/tai td hop danh déu biotin, > 0.5 mg/L; dém MES 85 mmol/L,
pH 6.5; chit bao quan.

. R2 - HBsAg~Ru(bpy) (nép den), 1 chai, 8 mL: HBsAg (ad/ay)
ngudi/tai td hop. danh ddu phtrc hop ruthenium > 0.3 mg/L; dém
MES 85 mmol/L, pH 6.5; chit bao quan.

. A-HBSII Call - Mu chuan 1 (ndp tring), 2 chai, mdi chai pha 1.3
mL: Anti-HBs (ngudi) trong huyét thanh ngudi; chit bao quan.

. A-HBSII Cal2 - Miu chuédn 2 (ndp den), 2 chai mdi chai pha 1.3
mL: Anti-HBs (nguoi) trong huyét thanh ngudi; chét bao quan.

100 Test

tn
=




Page 18

Mo ta dic tinh ky thudt, tinh niing

DPon vi

Quy ciich

STT Tén hoa chat s dung, tin chudn cong nght Tiéu chuin ky thuit tinh (tham khio) Sé lwong (Ghi cha
Bo thude thir (M, R1. R2) duge dan nhan HBEAG.
* M - Vi hat phu Streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat
phti Streptavidin 0.72 mg/mL; chét bao quan,
* R1 - Anti-HBeAg-Ab~biotin (ndp xam), 1 chai, 12 mL: Khéng thé
don dong khiang HBeAg danh déu biotin (chudt) > 0.8 mg/L; dém
. Bl - TRIS 50 mmol/L, pH 7.4; chat bao quan.
¢ ! . i H‘,}ﬂ Ch?? xc‘t nghtiem Bheds; 1Ll‘0:1:!g * R2 - Anti-HBeAg-Ab~Ru(bpy) (nép den), 1 chai, 12 mL: Khing ' 3
98 |Hoa chat xét nghiém HBeAg  [thich vé1 mdy cobas e601/e411. San 2 R y ke et % e s Hop 100 Test 6
pham dat tiéu chudn ISO 13485 thé dom dong khéing [-{BeAg (chudt) danh da!.l pl?uc lu::fp uthenium
) 0.3 mg/L; dém TRIS 50 mmol/L. pH 7.4: chit bao quan.
* HBEAG Call - Méu chuén am tinh 1 (n'flp tn'ing), 2 chai, mdi chai
1.0 mL: Huyét thanh ngudi; chét bao quan.
* HBEAG Cal2 - Miu chudn duong tinh 2 (nép den). 2 chai, mdi
chai 1.0 mL: HBeAg (E. coli. IDNA) = 3.5 PEI U/mLb) trong dém
HEPES, pH 7.4; chét bio quan.
Bo thudc thir (M. RO, R1. R2) dugc dan nhan HIVCOMPT.
. M - Vi hat ph streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu
streptavidin 0.72 mg/mL: chét bdo quan.
. RO - MES dém 50 mmol/L, pH 5.5; 1.5 % Nonidet P40; chét bio
quan (np tring), 1 chai, 4 mL.
.R1 - Anti-HIV p24-Ab~, khang nguyén tai t6 hop dac higu
HIV-1/2 (E. coli)~. peptide dac hiéu HIV-1/2~biotin (nép xam), 1
chai, 7 mL: Khang thé don dong khang p24 dénh déu biotin (chudt),
khing nguyén tai t6 hop dic hiéu HIV-1/2 danh diu biotin (E. coli).
i B2 Sl = peptide dac hidu HIV-1/2 danh ddu biotin > 1.3 mg/L; dém TRIS 50
i i T ; Hoa chat xét nghiém st dung cong = g i
Hoa chit xet nghiém sir dung eigiif bt i ;h;’n - dé:phfnvhién mmol/L, pH 7.5: chit bao quan. ‘
gg |cOne nghé dién hoa phét quang igihd-vi oy nguy%n virus HIV. | R2 - Anti-HIV p24-Ab~. khang nguyén tdi to hop dic hiéu Hop 100 Test 35

dé phat hién khang thé va
khéang nguyén virus HIV

tuong l]_lich vGi may cobas e601/e411.
San pham dat tiéu chuédn ISO 13485

HIV-1/2 (E. coli)~, peptide dic hiéu HIV-1/2~Ru(bpy) (ndp den), 1
chai, 7 mL: Khang thé don dong khang p24 (chuét), khang nguyén
tai 16 hop dic hidu HIV-1/2, peptide dac higu HIV-1/2 danh déu
phite hop ruthenium > 1.5 mg/L; dém TRIS 50 mmol/L, pH 7.5; chét
bao quan.

. HIVCOMPT Call - Miu chuén am tinh (nép tring; dong khd). 2
chai dé pha mdi chai 1.0 mL: Huyét thanh nguoi, khang phan tmg
vai khang thé khang HIV-1 va khang thé khang HIV-2.

. HIVCOMPT Cal2 - Mu chudn duong tinh (ndp den; dong khd), 2
chai dé pha mdi chai 1.0 mL: Huyét thanh nguéi duong tinh véi
khing thé khang HIV-1 (bit hoat) trong huyét thanh ngudi am tinh

voi khing thé khang HIV-1 va khang thé khang HIV-2,
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Tén hoa chat

M téi dic tinh ky thudt, tinh ning
sur dung, tiéu chuin cong nghé

Tiéu chufin k¥ thuit

Pon vi
tinh

Quy cich
(tham khio)

S6 lwong

Ghi chu

100

Bo miu chimg sir dung cho xét
nghiém HIV

Bo méu chimg st dung cho xét nghiém
HIV. tuong thich véi may cobas
e601/e411

Dung dé kiém tra chat luong cac xét nghiém mién dich HIV combi
PT va HIV Duo.

Thanh phin gém:

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

Huyét thanh nguai, 4m tinh véi HIV (khang nguyén va khang thé);
chéit bao quan,

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

Huyét thanh nguai, duong tinh véi khang thé khang HIV; chit bao
quan.

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

Khang nguyén HIV p24 (E. coli, DNA) trong huyét thanh ngui:

chit

bao quan.

Hop

6x2.0mL

101

Héa chét xét nghiém sir dung
cong nghé dién hoa phat quang
dé phat hién khang nguyén bé
mdt virus Viém gan B trong
huyét twong/ huyét thanh ngudi

Hoa chit xét nghiém sur dung cong
nghé dién héa phat quang dé phat hién
khang nguyén bé mat virus Viém gan B
trong huyét tuong/ huyét thanh nguoi,
tuong thich véi may cobas e601/e411.
San pham dat tiéu chuan ISO 13485

Ba thude thir (M, R1, R2) dugc dan nhan HBSAG 11

. M - Vi hat phu streptavidin (ndp trong). 1 chai, 6.5 mL: Vi hat phu
streptavidin 0.72 mg/mL; chit bio quan.

. R1 - Anti-HBsAg-Ab~biotin (nép xdam), 1 chai, 8 mL: Hai khang
thé don dong dac hi¢u khang HBsAg (chudt) > 0.5 mg/L: dém
phosphate 100 mmol/L, pI 7.5; chét bao quan.

. R2 - Anti-HBsAg-Ab~Ru(bpy) (nﬁp den), 1 chai, 7 mL: Khéang thé
don dang khang HBsAg (chudt), khang thé da dong khéng HBsAg
(ctru) dénh déu phirc hgp ruthenium > 1.5 mg/L; dém phosphate 100
mmol/L, pH 8.0; chit bao quan.

. HBSAG II Call - Miu chuin am tinh 1 (nép tring), 2 chai mdi chai
1.3 mL: Huyét thanh ngudi; chét bao quan.

. HBSAG II Cal2 - Miu chuin duong tinh 2 (nﬁp den), 2 chai moi
chai 1.3 mL: HBsAg khoang 0.5 1U/mL trong huyét thanh nguoi;
chét bao quan.

Hop

100 Test

70

Héa chit kiém tra chit luong
xét nghiém Anti Hbe

Hoéa chit kiém tra chit hrong xét
nghiém Anti Hbe, tuong thich vai may
cobas ¢601/c411. San phém dat tiéu
chudn ISO 13485

* PC A-HBCII 1: 8 chai, mi chai chira 1.3 mL huyét thanh chimg

Huyét thanh nguoi, am tinh voi khang thé khang HBc; chét bao quan.

Khoang gidi han dich cho chi s ngudng: 1.15-3.4

» PC A-HBCII 2: 8 chai, mdi chai chira 1.3 mL huyét thanh chimg
K héng thé khang HBc (ngudi) khoang 1 U/mL trong huyét thanh
ngudi; chét bao quan,

Khoang gi¢i han dich cho chi s6 nguang: 0.15-0.95

Hop

16 x 1.3 mL
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e — . z M ti diic tinh k¥ thudt, tinh niing -y PO . Don vi Quy cich X . )
STT tn hoa chi £ 2 I hu: 7 § : : Sol
ST I'én héoa chat sik dung, fiiv-chndn Sing nehE iéu chuan ky thuit ik (tham khio) So legng  [Ghi chu
- PC HBSAGII1: 8 chai, mdi chai chira 1.3 mL huyét thanh chimg
= . /ét th oi, Am tinh voi HBsAg; chit bs an.
T ——— HLI)L'.I lha:lh_ ngucn’ am tinh v.m; Bs/}g chét bao quan
Bo mau chimg sir dung cho xét |HBsAg, tuong thich vdi méy cobas I b e e e
103 i .hié(m HB%/? SHae - c60'llci.1 ; (ng nl:a;m tilal 1'éL1Lchuz’i.n * PC HBSAGII2: 8 chai, mbi chai chira 1.3 mL huyét thanh chimg Hop 16 x 1.3 mL 1
s i W i HBsAg (ngudi) khoang 0.2 TU/mL trong huyét thanh ngudi; chét bao
ISO 13485 i e 2 2
quan.
Khoang gioi han dich cho chi s& ngudmg: 2.6-5.0
Ba thude thir (M, R1, R2) duoc dan nhan AHAV 2.
. M - Vi hat phu streptavidin (ndp trong). 1 chai, 6.5 mL: Vi hat phu
streptavidin 0.72 mg/mL; chit bao quan.
.R1-HAV Ag (nép x4m), 1 chai, 10 mL: HAV Ag (canh ciy té
bao) 28 U/mL (don vi Roche); dém TRIS 20 mmol/L. pH 7.2; chit
; p G Héa chit xét nghiém sir dung cong bao quan.
Hda chat xét ngl s d : ; Cgdr e o : o : : .
,Oa LR .Pg “,@m “‘,' i ngh¢ dién hoa phat quang dé phat hién |. R2 - Anti-HAV Ab~biotin: anti-HAV Ab~Ru(bpy) (nap den), 1
cdng nghé dién hoa phat quang |, 7 L " ; 5 z 5 . : B
; 3 bt L ; 3. khéang thé virus Viém gan A trong chai, 9 mL: Khang thé don dong khing HAV dénh dau biotin L -
1G4 |dé phat hién khang thé virus P : o ¢ . i 2 5 e . Hop 100 Test 10
ox £ huyét tuong/ huyét thanh ngudi, trong  |(chudt) 0.25 pg/ml; khang thé don dong khéng HAV (chudt) danh
Viém gan A trong huyét B o = z - : E P
e Kt thzu;h l)-LIOi thich véi may cobas e601/e411. Sin dau phirc hop ruthenium 0.65 pg/mL; dém TRIS 20 mmol/L, pH
SR £ phim dat tiéu chudn ISO 13485 7.2 chit bao quan.
. AHAV 2 Call - Mau chudn am tinh 1 (nép tring), 2 chai mdi chai
pha 1.0 mL: Huyét thanh ngudi am tinh khing HAV; cht bao quan.
. AHAV 2 Cal2 - M&u chuin dwong tinh 2 (nip den), 2 chai mdi
chai pha 1.0 mL: Anti-HAV (ngudi) khoang 60 [U/L trong huyét
thanh ngudi; chét bao quan,
« PC AHAVII 1: § chai, mdi chai chira 1.3 mL huyét thanh chimg
B6& miu chiing sir dung cho xét nghiém | Huyét thanh nguoi. am tinh véi khang thé khang HAV; chiit bao
105 Bo mau chimg str dung cho xét |HAV, twong thich véi may cobas quan. Hop 65T F il 1

nghiém HAV

¢601/e411. San pham dat tiéu chuén
ISO 13485

* PC AHAVII 2: 8 chai, mi chai chira 1.3 mL huyét thanh chimg
Khang thé khang HAV (ngudi) khoang 110 IU/L trong huyét thanh
nguoi: chit bao quan.

e N 1)
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Tén héa chit

MG ti diic tinh k¥ thudt, tinh niing
st dung, tiéu chuin cdng nghé

Tiéu chuiin k¥ thujt

Don vi
tinh

Quy cich
(tham kh:o)

Ghi chu

S6 luong

106

Hoa chit xét nghiém st dung
cong nghé dién hoa phat quang
dé phat hién khang thé virus
Viém gan C trong huyét tuong/
huyét thanh nguéi

Héa chét xét nghiém sir dung cong
nghé dién hoa phat quang dé phat hién
khéng thé virus Viém gan C trong
huyét trong/ huyét thanh nguai, tuong
thich v&i may cobas e601/e411. San
phiim dat tiéu chudn 1SO 13485

B9 thude thir (M, R1, R2) duge dan nhan A-HCV 11

. M - Vi hat pha Streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat phu
Streptavidin 0.72 mg/mL; chét bao quan.

. R1 - HCV-specific antigens~biotin (nép xam), 1 chai, 18 mL:
Khang nguyén dic hidu HCV danh déu biotin, dém HEPES, pH 7.4;
chét bao quan.

. R2 - HCV-specific antigens~Ru(bpy) (nép den), 1 chai, 18 mL:
Khang nguyén dic hiéu HCV dénh déu phire hop ruthenium > 0.3
mg/L. dém HEPES. pH 7.4; chét bao quan.

. A-HCV II Call - Méu chuén am tinh 1 (néip tring), 2 chai, mdi chai
1.3 mL: Huyét thanh nguai, chit bio quan.

. A-HCV II Cal2 - Miu chudn duong tinh 2 (nép den), 2 chai, mdi
chai 1.3 mL: Huyét thanh nguoi duong tinh véi khang thé khang
HCV; chét bao quan. Khang phan g véi HBsAg, khang thé khang
HIV 1/2.

Hop

100 Test

107

Bd mau chimg sir dung cho xét
nghi¢m HCV

Bd miu chimg st dung cho xét nghiém
HCV. trong thich vai may cobas
e601/e411

* PC A-HCV1: 8 chai, mdi chai chira 1.3 mL huyét thanh chimg
Huyét thanh ngudi, am tinh véi khang thé khang HCV; chét bao
quan.

Khoang giti han dich cho chi sé nguang: 0-0.3

« PC A-HCV2: 8 chai, mdi chai chira 1.3 mL huyét thanh chimg
khang HCV (ngudi) trong huyét thanh ngudi; chat bao quan.
Gia tri dich cho chi s6 ngudng:

Anti-HCV II: khoang 4

Hop

16 x 1.3 mL

108

Hoa chit xét nghiém sir dung
cong nghé dién hoa phat quang
dé phat hién khang thé vi
khuén giang mai Syphilis trong
huyét twong/ huyét thanh ngudi

Hoéa chit xét nghiém sir dung cong
nghé dién hoa phat quang dé phat hién
khang thé vi khudn giang mai Syphilis
trong huyét trong/ huyét thanh ngui,
tuong thich véi may cobas e601/¢411.
San phim dat tiéu chudn ISO 13485

Thube thir - dung dich tham gia xét nghiém

Bo thude thu (M, R1, R2) dugc dan nhan Syphilis.

* M Vi hat phu Streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat pht
Streptavidin 0.72 mg/mL.: chét bao quan.

* R1 Khang nguyén tai td hop dic hiéu TP (E. coli)~biotin (ndp
xam), 1 chai, 9 mL: Khang nguyén tii tb hop dac hiéu TP danh dau
biotin (E. coli), 0.7 mg/L.; dém MESb) 50 mmol/L, pH 6.5; chét bao

uan.

* R2 Khang nguyén tai ) hop dae hiéu TP (E. coli)~Ru(bpy) (ndp
den), 1 chai, 9 mL: Khang nguyén tai to hop dac hiéu TP danh diu
phire hop ruthenium 0.7 mg/L, dém MES 50 mmol/L, pH 6.5; chét
bao quan. * Syphilis Call Mau chuén am tinh (nép tréing), 2 chai
(dong khé) dé pha mdi chai 1.0 mL: Huyét thanh nguoi, khong phan
(g voi khang thé khang TP; chat bao quén.

* Syphilis Cal2 MAu chuén duong tinh (nép den), 2 chai (déng kho)
dé pha mdi chai 1.0 mL: Huyét thanh ngudi, phan Gmg voi khang thé
khang TP; chit bao quan.

Hop

100 Test

10
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id

. Mb ta diic ti v thuit, ti i " S . Pon vi ich £ i
STT Tén héoa chat . .,td die m_l.h ky tlz:u.gt"tmh M.ng Tiéu chuan ky thuit ({n Y Quy Cdc., So lwgng |Ghi cha
st dung, tiéu chuin cong nghé tinh (tham kh:o)
- . ; : .. |PC SYPH]I: 2 chai, mdi chai 2.0 mL huyét thanh chimg Huyét thanh
B6é mau chimg str dung cho xét nghiém g L o e . . Pl
i " : ; S e e . [ngudi, am tinh véi khang thé khang -Treponema pallidum: chat bao
Bo mau chimg sir dung cho xét |phat hién khang thé vi khuan giang mai . o X X i
i p o ) Roow (|igueaats . e o quan. Gia tri dich cho chi s6 nguong: khoang 0.15 2
109 |nghiém phaét hi¢n khang thé vi |Syphilis. twong thich véi miy cobas : SN 2 ; £ Hop 4x2mL 1
o : T il 2 2 » PC SYPH2: 2 chai, moi chai 2.0 mL huyét thanh chirng Huyét
khuén giang mai Syphilis e601/e411. San pham dat tiéu chuén g5 : et el R s
. thanh nguoi. duong tinh véi khang thé khang -Treponema pallidum;
ISO 13485 R e e 7k i Al
chiit bao quan. Gia trj dich cho chi s6 ngudng: khoang 5.00
I ich hé thong dung dé EEar .
)u.ng'd;c .IA i .‘ong‘ whE dL, Hoa chat hé thong ProCell. tuong thich |, . = . / B
phat tin hiéu dién héachomay | ,. . . : .. |Dém phosphate 300 mmol/L: tripropylamine 180 mmol/L: chat ; }
110 3 g s = vOi may cobas e601. San pham dat tiéu | ; . i 5 i Hop 2% 2L 60
phén tich x¢ét nghiém micn s i tay < 0.1 %: chat bao quan: pH 6.
St o 2 chuan IS0 13485
dich cong suat [on
Dung dich h¢ théng dung dé . . D ich hé théng dé lam sach bd phan phat hién ciia méy phén
.ung‘ !Ch h-.,.l‘hon_g, du],]g dL, Hoéa chat hé thong Clean Cell. tuong 'ung ,d!L ; k ’°“.§ R e phal st e L
rira b phat hién cua may phan | o2 o i tich xét nghiém mién dich cobas e. Duge sir dung dé: Rira hé thong ¥ g
5 ) o T sl ol thich voi may cobas e601. San pham £ ok >y i - b o Hop 2x2L 65
tich xét nghiém mien dich dat i ol by 1SO 13485 ong va coe do sau moi lan do va diéu chinh dién cuc. Dung dich con
cong sudt 16n o . ding dé rira kim hat thude thir cia may phan tich sau khi hat.
E ich hé théne dine dé [6a chdt hé thé vell, ic ; i i
Du'ng’dgcl‘]ﬂhc_‘t.i]oncldum d‘", ; ?dLjd f Hiong ProCell t;ucmg lh.lfh Dém phosphate 300 mmol/L; tripropylamine 180 mmol/L; chét .
112 |phat tin hiéu dién hoa cho may |véi miy cobas e411. San pham dat tiéu | . T ) Hop 6 x 380 ml 30
1 ) b S AP tdy < 0.1 %: chat bao quan: pH 6.8
phan tich xét nghiém micén dich [chuan ISO 13485 -
Dung dich h¢ thong dimg dé  [Hoa chit hé théng Clean Cell, twong
113 |ria bd phat hién cua mdy phian |thich véi mdy cobas e411. San pham KOH 176 mmol/L (tuong tng voi pH 13.2); chat tdy < 1%. Hop 6 x 380 ml 45
tich xét nghiém mién dich dat tiéu chudn ISO 13485
Diu cén xét nghiém mién dich. twong
114 {Diu con xét nghiém mién dich |thich véi may cobas e411. San pham | Tip nhua Hop [30x 120 PCs 20
dat tiéu chudn 1SO 13485
Cong xét nghiém mién dich, tuong
115 |Cong xét nghiém mién dich thich véi may cobas e411. San pham  |Cdp nhua Hop 60 x 60 PCs 10
dat tiéu chudn ISO 13485
48 khay x 84 cong phan (ng va diu
Cong phan tmg va dau con con trong xét nghiém mién dich, 10 48 x (84 tip +
116 |trong xét nghiém mién dich,  |hép dyung rac. Tuong thich véi may Cup, tip nhua; hép gidy Hop 84 cup) + 8 25
hop dung rac cobas e601. San pham dat tiéu chudn hop gidy thai
ISO 13485
o N . Ung huyét thanh va huyét t :
Dién cuc may mién dich, tuong tich \J:;: ggn]ggghzm‘:]; nanh va nuyct tuong
117 |Dién cuc may mién dich voi may cobas e411/e601. San pham : - Hop 1 PC 1

dat tiéu chudn ISO 13485

K+ 1.5-10.0 mmol/L

Cl- 60-140 mmol/L.

B e M

AL




Page 23

Quy cich

ST1 Tén héa chit Ma Gudge tinh ey thugt finhufng Tiéu chuin k§ thujt By " | Sélugng |Ghi chi
sir dung, ticu chuin cong nghé tinh (tham khao)
Dung dich rira diing dé loai bo
ac chét co thé e4v nhidu dbi 4a chit hé thone Preclean M. . ) L
ch d.},m g ,[hL = r,llue,u d?_l H(,“ LE‘?F hc_,'thong R 111‘M ur(:rng Bém phosphate 10 mmol/L: natri chloride 20 mmol/L: chat tay < 0.1 X %
118 |vo&i viée phat hién céc tin hi€u  [thich vai may cobas e601. San pham 9% chit bio quan: pH 7.0 Hop 5 x 600 ml 30
diing cho may mién dich ty dat tiéu chuan 1SO 13485 x RIS PR
dong
Héa cht rira kim hiat mau hé thong
Hoéa chit rira kim hit mau hé  [mién dich, tuong thich véi may cobas = 25 A
119 |, o 3 i Sy S0 e KOl { H 13.2); chit tay < | % Ho 12x 70 ml 1
thong mién dich e601. San pham dat tiéu chuan ISO i I7g el (tongonp vip Bichattays I've P F i
13485
; B et s v Hoa chét rira hé théng mién dich, Dung dich phu tro cho vao thing chira nude cét trén méay phan tich
 |Hoa chat ria hé thong mién ; = o : g LR LG S ki & b ik x
120 dich = tuong thich vai may cobas ed11. San ~ |cobas e 411, ting ciromg hiu qua rira gitia cic bude va can thiét cho Hop 500 ml 8
Z phim dat tiéu chudn ISO 13485 tal ca cac xét nghiém mién dich
Héa chit hoa lodng miu, trong thich
121 |Hoéa chit hoa loang miu véi miy cobas e601/c411. San phdm | Hon hop protein; chét bio quan <0.1 % Hop 2x36ml 5
dat tiéu chudn ISO 13485
Hoa chét xét nghiém Fibrinogen, trong
122 Hoa chét xét nghigém thich v&i may cobas t411. Dong goi Thrombin bo, khoang 100 don vi NIH/mL vé&i chit én dinh va Ho 10 x5 ml 2
“* |Fibrinogen hop 10 chai dé pha 10 x 5 ml..San [dém. °P ) i
pham dat ti¢u chudn ISO 13485
Hoa chat xét nghiém PT, twong thich
; ong goi hd astin dong khé tinh khiét tir nhau thai .
123 |H6a chit xét nghigm PT voi may cobas t411. Dong gm'h{)p 1‘.0 'Ihu‘o‘a lh'ur lhro.mbophst_m do‘ng I\Aho 1.1nh k‘h:u tir nhau thai Hop 105 TOHL 3
chai dé pha 10 x 10 mL.San pham [nguti véi calcium chloride va chit bao quan
dat tiéu chuan ISO 13485
Hoa chit x¢ét nghiém a PTTT, twong
thich véi méy cobas t411. Dong goi N 2 o i T
. - . . Bl P bao g xide 1 yéu 10 hoat ho .
124 |Hoéa chat xét nghi¢m aPTT hdp 20 chai, moi chai ¢é thé tich 5 l"!umcﬁ thL;r 20 JENER She %141 '\l.llC()!'l‘ le\'ldC - .:}cu 0 ].0"] i Hop 20 x5 mL 3
i : o z e va mdt hon hop phosphatide ddu nanh tinh khiét véi dém duoc
mL. San pham dat tiéu chuan 1SO = : gy s e 3
E L thém vao, chat on dinh va chat bao quan
13485
Hoa chét CaCl2 dung cho xét nghié¢m
g ; .. |APTT, tuong thich véi may cobas
Hoéa chat CaCl cho > : ; ;o . : ; ; . "
1p5 |08 chatia ‘2 ShpmlpmEl t411. Dng g6i hop 10 chai, moi chai |Dung dich calcium chloride; 25 mmol/ Hop 10 x 15 mL 3
nghi¢ém APTT ; = ; 2 . b
chira 15 ml. . San pham dat ticu
chuan ISO 13485
Hoa chat pha loang x¢ét nghiém
T ——— Fibrinogen. tuong thich véi may cobas
126 SF S Déng goi hop 1 chai, ¢d thé Hon dich kaolin Hop 1 x50 mL 3

Fibrinogen

tich 50 mL . San phdm dat tiéu chuan
ISO 13485
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st dung, ti¢u chuin cdong nghe : tinh (tham khio)
Hoa chét dém xét nghiém Fibrinogen,
Hoa chét dém x¢ét nghiém trong thich véi may cobas 1411, Dong  |Dém Owren's Veronal chira natri barbital (6 mg/mL) trong natri N ,
7 v 2 - ek gl . Hop 10x 15 mL 3
Fibrinogen 201 hop 10 chai, co thé tich 15 mL. |chloride.
San phim dat tiéu chudn ISO 13483
Chit chudn xét nghiém PT, turong thich
128 [Chit chudn xét nghiém PT V,m .mziy cobf:s AL D(?ng goi hgp:3 Huyét trong ngudi chdéng déng bing citrate dong kho. Hop Sx1mL 2
= chai dé pha 5 x 1 mL. San pham dat i i
tiéu chudn [SO 13483
Chit chudn xét nghiém Fibrinogen, i e . s : A -
o o i ; G S Huyet turong ngudi chong dong bang citrate dong kho.
y Chat chuan xét nghiém twong thich vai may cobas t411. Dong R BT e i i - g =
129 i i w4z = |Gié tri chuan dinh chinh xac duge bicu thi trén to mau chuan dinh Hop 10 x 1 mL 2
Fibrinogen 26i hop 10 chai dé pha 10 x 1 mL. San ok e ol s dang vin B AiE )
phém dat tiéu chudn ISO 13485 : i b
e 8 s 2 p . |Huvyét tuong ngudi chéng dong bing citrate dong kho. Vit li¢u miu
Chat ngi kicm mitre 1, tuong thich véi S BT e N % o
; ; F3 R . |chimg dwge chuan bj tr mdt hon hop huyét twong ngudi. Gia
3 . 2 may cobas t411. Dong goi hop 20 chai | .~ : , , 2 i : v .
136 |Chat ndi kiém mic | . a tri dich va khoang gi¢i han chinh xdc dac hiéu cho timg 16 co Hop 20x | mL 2
ue pha 70 . | L. Saoiphdm det sin & dang ma vach dién tirva to gid trj duge cung cip qua
tiéu chudn ISO 13485 i S S REKer BB S 1
cobas link.
Huyét tuong ngudi chong déng bing citrate déng khd. Vit licu
Chét ndi kiém mire 2. tuong thich voi  |miu chimg duge chudn bi tir mot hén hop huyét tuong ngudi.
£31 |Chét ndi kiém mirc 2 mady cobas 1411. Dong g6i hop 20 chai |Gia i dich va khoing gi¢i han chinh xéc dac hi¢u cho timg Hop 20x 1 mL 1
dé pha 20 x 1 mL 16 ¢6 sin o dang ma vach dién trva to gid tri duoc cung cap
qua cobas link.
e e ' ; .. |Huyét trong nguai chéng dong bing citrate dong kho. Vit lidu
Chat nd1 kiém mirc 4. tuong thich véi i D s s B, i z S
A ’ . 0 8 . |mau chimg dugc chuan bi tr mdt hon hop huyét tuong nguoi.
IO o TR N mdy cobas t411. Dong g6i hop 20 chai | ..~ = . i . : T : a
132 {Chét ndi kiem mirc 4 : o= : Giatri dich va khoang gi¢i han chinh xdc dac hiéu cho timg Hop 20 x 1 mL 1
dé pha 20 x 1 mL. San phiam dat e < AT ONET X
i 3 o s 16 ¢ sian ¢ dang ma vach dién tova to gid tri duge cung cap
ticu chuan ISO 13485 : N
qua cobas link.
R . o |Huyétt oi chéng dong bing citrate dong khd. Vit ligu
Chat ndi kiém mdre P, tuong thich véi E}L Lf‘mg i c1§mc .dﬂ.ng t:d%:u P g; P
. : e . |mau chimg duoc chuan bi tr mét hon hop huyét tuong ngudi.
) ; may cobas t411. Pong g6i hop 20 chai e i ; . ; G e Tk s
133 1Chét ndi kiém muc P 2 b X Gid tri dich va khoang gidi han chinh xdc dac hiéu cho ting 20 x 1 mL 1
dé pha 20 x 1 mL. San phiam dat % 5 mi o o2t s g gy o z
e N ot 16 ¢6 san ¢ dang ma vach dién torva to gid tri duge cung cap
tiéu chuan ISO 13485 . ®
qua cobas link.
i o e iy, dBne ki Céng phan tng . tuong thich véi may
134 EP & May CONEMAU 1 obas t411. San phim dat tiéu chudn | Thanh cu-vét chita miu thir ctia méy phén tich dong méu tu dong Hop 2320 PCs 5
tur dong " -
= 1SO 13485
116a chit rira thuong quy, tuong thich
135 [Hoa chat rira thuomg quy ity spbes L. Booged hop | Dung dich v¢ sinh; dung dich natri hydroxide (NaOH), 1 mol/L. Hop 12x 11 mL 8

chai, mdi chai chia 11 mL. San
phfun dat tiéu chudn ISO 13485

aa
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sir dung, ticu chuan céng nghé - N tinh (tham khio)
Nudc rira cho mé 96 miu xét nghiém
Dm.].g di(,?h rira mé 96 mau xét |dinh lu‘cm{dz }IB:V/[ IjC.V/I IIW'dinh r‘L.lyp 10 éng WB 200ml;
136 AEHUERECI LOoHE HEN ¥ dinhititt CT/NG, dong £l thanh phin WB gdm: Sodium citrate dihydrate; 0.03% N Ho, 960 Test 1
" IHBV/HCV/HIV/ dinh tayp  [960 test/ hap. Tuong thich véi hé o lii’mmiml;nc 1'1‘c(1 SERERNEw °P =
HPV théng may Cobas 4800, San phim dat ¥
tiéu chuan ISO 13485
Nudc rira cho mé 24 méu xét nghiém
Dung dich rira mé 24 miu xét |dinh lugng HBV/HCV/HIV/dinh tuyp .
nghiém dinh lugng HPV va dinh tinh CT/NG, dong géi Wong W-B I3ml, p
190 o o i il thanh phan WB gom: Sadi itrate dihydrate; 0.05% N- 0 40 7]
= HBV/HCV/HIV/ dinh tuyp 240 test/ hgp. Tuong thich voi hé M1ftlll11’lri)ﬁ(:llll1iazol;;1);n}i(; RS R T i Hop it =
HPV théng méay Cobas 4800. San phém dat G 1
tiéu chudn 1SO 13485
. - - MMX RI (Thude thir Master Mix Reagent 1): M ctate, kali
Kit dinh lugng HIV trén hé thong tu . ( RSN IRASIRE RS DR ): Mangan acetate; kali
dnE. donEE61 120 testkoy. Xat hydroxide, < 0.1% natri azide
i g l, 8 5 _p-.. A - HIV-1 MMX R2 (Thudc thir cobas® HIV-1 Master Mix Reagent
Sl . . |nghiém khuech dai acid nucleic in vitro % = : ; e
138 Kit dinh lugng HIV-1 trén hé d:" N W L i 2): Bém tricine, kali acetate, 18% dimethyl sulfoxide, glycerol. < o 120 Test 18
" |théng tr dong S S e AT 0.1% Tween 20, EDTA, < 0.12% dATP, dCTP, dGTP, dUTP, < P ©
dich o nguoi tip 1 (HIV-1). Tuong ; < TN 2
: i i = 0.01% cac doan moi HIV, < 0.01% Maoi xudi va moi nguoe chuan
thich véi h¢ thong may Cobas 4800. . ) e ; . 2 .
S ol dat e ‘hu-ﬁn 1SO 13485 dinh luong, < 0.01% cac doan do oligonucleotide danh dau huynh
P Fe . quang dac hidu cho HIV va Chudn dinh luong
Tip xtr ly méu ¢6 mang loc 1ml , déng
Biu con xir ly miu co mang  |gdi 3840 cai‘hop. Tuong thich vai hé ;
139 . : 1% I polypropylene ) X 96 C#
x loc 1mi thong mdy Cobas 4800. San pham dat g Hop Gaiiiae 19
tiéu chudn ISO 13485
" . Dia chira dng thude thtr 0.3ml. DS g o B2 . ot b
Dia phin Gmg Realtime PCR 1.1 a uz'i-on‘g s i , Jm,, fmg Dia dung master mix va san phim téch chiét thuc hién phan {mg RT - R - >
140 96 gién £01 50 cai/hgp. Tuong thich voi hé PCR Hop 50 Cai 6
Bicng théng may Cobas 4800 '
Ngan chira thuée thir 200ml. Déng géi
141 Maing dung hoa chat loai 100 cai/hép. Tuong thich véi hé théng | Méng lam bfmg nhua PP, ¢6 ma vach d& quét barcode, sir dung trén Ho 100 Céi 7
200ml may Cobas 4800. San pham dat tiéu may tach chiét vit liéu di truyén tu dong °P
chudn ISO 13485
Negin chira thude thrr 50ml . Pong gdi
% AY A e Y1 3 A " : 5‘ 3 4 v .\’ 5 ~ ’s 4 AT o | y o .
142 |Méng dung héa chét loai 50ml 20}) ca}l/hop. Tuon:g‘lhluh;vm. hé¢ t.ljong M:mg'hm blng, 13h1_.r:1 I l" co nga VE_ILhAdL. quét barcode. sir dung trén Hop 200 Céi 4
mdy Cobas 4800. San pham dat tiéu may tach chict vt liéu di truyén tu dong
chudn ISO 13485
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Dung dich pha lodng trong xét nghi¢m
Dun'g.-z d!CI:] phaiofie fron:g xt dl_r?h tugng trcrn hgthong 1L!' d"’“?? dﬁ)ng SD 2 (cobas® 4800 System Specimen Diluent 2): DPém Tris, 0.1% p .
143 |nghiém dinh luong trén hé 26i 240 test/hdp. Tuong thich véi hé ol A hvdramerbemsasie 2l TMEndiriazide Hop 240 Test 1
théng tr dong théng médy Cobas 4800. San pham dat |2 yAroxybenzoate, =1, 7o natr
tiéu chufn ISO 13485
. l ~ E .“; a .-m . R ;
, 3 .. [Chimechuinchoxétnghitmdinh 0y iy iy 1 14)C (MAu chimg duong thip HBV/HCV/HIV-
Ching chuén cho xét nghiém  [luong HBV/HCV/HIV-1 trén hé thong 1 " = M ;
o 2 = ; N T i 1 Low Positive Control), HBV/HCV/HIV-1 H(+)C (Mau chimg .
144 [dinh lugng HBV/HCV/HIV-1 [ty dong, dong goi 10 bo/hdp. Tuong y X Tl BT Hop 10 Sets 20
T . , i i : 2% duong cao HBV/HCV/HIV-1 High Positive Control), () C (Mau
trén h¢ thong tu dong thich voi mdy Cobas 4800. San phiam e B MBI o Cat]
dat tiéu chuén ISO 13485 CRHE BRI Loblml)
Kit ly giai cho xét nghiém P 2 (cobas® 4800 Protease 2): Dém Tris. < 0.05% EDTA, calci
Kit ly giai t& bao cho xét HBV/HCV/HIV/HCV GT mé 96 miu, [chloride, calci acetate, 8% (w/v) proteinase
145 |nghiém HBV/HCV/HIV/HCV |déng goi 960 test/hp. Tuong thich voi [LYS 2 (cobas® 4800 Lysis Buffer 2): 43% (w/w) guanidine Hép 960 Test 1
GT mé chay 96 miu mdy Cobas 4800. San phim dat tiéu thiocyanate, 5% (w/v) polydocanol. 2% (w/v) dithiothreitol, dihydro
chudn ISO 13485 natri citrate
Kit ly giai cho xét nghiém P 2 (cobas® 4800 Protease 2): Dém Tris. < 0.05% EDTA, calci
Kit ly giai t& bao cho xét HBV/HCV/HIV/HCV GT mé 24 miu, |chloride, calci acetate, 8% (w/v) proteinase
146 |nghi¢m HBV/HCV/HIV/HCV |déng g6i 240 test/hp. Tuong thich voi [LYS 2 (cobas® 4800 Lysis Buffer 2): 43% (w/w) guanidine Hop 240 Test 19
GT mé chay 24 miu may Cobas 4800. San phém dat tiéu thiocyanate, 5% (w/v) polydocanol, 2% (w/v) dithiothreitol, dihydro
chudn ISO 13485 natri citrate
Kit tach chiét cho xét nghiém ) . o
. -z . g S® 480 iP : / r tinh, dé
Kit tach chiét cho xét nghiém  |HBV/HCV/HIV/HCV GT, mé 96 ‘}’[rﬁp 021(;0235(11;84 E}?:;{}[;":fzzezl I()Iz‘llt"/[/h:':zl::na}lit;etm e
P . i ‘ B e . : , 0.1% methyl-4 hydroxybenzoate, < 0.1% . ;G .
147 |HBV/1 1(,\:/HIV/IIC V GT me m(’m,do’n.g gi‘)s 9\60 test/hdp. T‘ucmg; EB 2 (cobas® 4800 Elution Buffer 2): Dém Tris, 0.2% methyl-4 Hop 960 Test 1
chay 96 mau thich véi may Cobas 4800. San pham Bl basie -
dat tiéu chudn ISO 13485 T e
Kit tach chiét cho xét nghiém , . o
: iy s MG as® MGP Reagent 2): / r tinh, dé¢
Kit tich chiét cho xéi nghigm | HBV/HCV/HIV/HCY GT. mé 24 mau, X ¢! Ozl(uj"iffu“ﬁogv\;r:i f;:f““: " [0[‘?‘1‘0/““';1“.“]’ .‘;‘f"’h dem
148 |HBV/HCV/HIV/HCV GT mé  |déng g6i 240 test/hop. Tuong thich voi | 20 mory =% yGroxybenzoate, = 1. 170 natr azlde Hop 240 Test 19
x -y & g EB 2 (cobas® 4800 Elution Buffer 2): Bém Tris. 0.2% methyl-4
chay 24 mau may Cobas 4800. San pham dat tiéu hirsmybenmats
chudn ISO 13485 YOO
o Khay xir Iy miu 2.0 ml; ding cho xét
X 2.0mL du y -
Khay xirly miu 2.0mL ding |\ oo HBV/HCV/MHIV/HCY g o fleers ﬂ
cho xét nghiém = : = SR Khay 96 giéng lam bang nhya PP, c6 ma vach dé quét barcode, sir . s
149 i . GT/HPV. Dong goi 40 cai/hop. Tuong S T g e N s Hép 40 Cai 9
HBV/HCV/HIV/HCV ; P : N dung trén may tach chiét vat li¢u di truyén tu dong
GT/HPV thich vai mdy Cobas 4800. San pham
dat tiéu chuan ISO 13485
. P Strip 8 giéng chay RT - PCR. Déng Stri . : T DTy TR A A % . .
< ; ‘lene tr: Strip 8 giéng. nap trong chay RT - PCR. Thé tich dung mau pham 20 strips
(50 (B POYPIOPYIEnERIng: | ptyen i Toomg AR vy [ D s g R Ehay ©Hen Gung map Sl B 2

thanh 8 giéng chay RT — PCR

Cobas 4800.

{mg 10- 50 ulL

(day 6ng)
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Hoéa chét chudn b mau 240 xét nghiém [Hop thude thir gdm: - 10 dng 4.5 ml MGP (cobas® 4800 System
151 Hoa chit chudn bi miu 240 xét [HPV. Tuong thich véi may Cobas Magnetic Glass Particles: 93% Isoprapanol); - 10 éng 18 ml EB Ho 240 test
nghiém HPV 4800. San phﬁm dat tiéu chudn 1SO (cobas® 4800 System Elution Buffer: Tris buffer 0.09% Sodium P =
13485 azide)
Hop thude thir ¢ thanh phi"m gbm:
- 10 x 0.5 mL HPV MMX-cobas 4800 HPV Master Mix (dém
Tricine: Kali acetate; Kali hydroxide Glycerol; dATP, dCTP, dGTP,
Thubc thirxét nehibm KBV Thude thir xét nghiém [PV 240T. dUTP; Cac doan mdi HPV xudi vi nguoge; cic doan mdi B-globin
152 40T B Tuong thich voi may Cobas 4800. San | xudi va ngudi; cic doan do HPV danh dau huynh quang; cac doan  [Hop 240 test
B pham dat tiéu chudn ISO 13485 do f-globin danh dau huynh quang; EagleZ05 DNA polymerase;
AmpErase (uracil-N-glycosylase) enzyme; Natri azide)
- 10 x 1.0 mL HPV Mg/Mn- cobas HPV Mg/Mn Solution (Magnesi
acetate; Mangan acetate: Acid acetic bang; Natri azide)
Hép thude thir ¢6 thanh phén gdm:
. 2 oo , - - 10 x 0.9 mL PK - cobas 4800 Proteinase K (dém Tris-HCl; EDTA:
B§ chuén bi mau cho xét nghiém HPV -| = : vy i
i il 7 o it PCR 240T. Tizong thich véi miy Glycerol; Calci chloride: Calci acetate; Proteinase K)
153 Mol Sl W ST 0 3§ s 2 o g - 10 x 3 mL SDS - cobas 4800 System SDS Reagent (dém Tris-HCI; |Hop 240 test
nghiém HPV - PCR 2407 Cobas 4800, San pham dat ticu chuan 9 i i kS =
= 1SO 13485 SDS; Natri azide)
' = - 10 x 10 mL LYS - cobas 4800 System Lysis Buffer (dém Tris-HC;
Guanidine HCI; Polydocanol)
Hop thude thir ¢6 thanh phan gdm: - 10 x 0.5 mL HPV (+) C - cobas
Bé chitne chuin cho xét nehiém HPV 4800 HPV Positive Control (gf")m dém Tris-HCl; EDTA: Natri azide;
Vit liéu kiém sodt xét nghiém. |~ | g; i L Ehict 5 .. |Poly rA RNA (tdng hop); DNA plasmid khong lay nhiém (vi khudn)
. i : i o trén hé thong tu dong. Tuong thich vai o - . ) ‘ i o . ]
154 |Chimg chuan cho xét nghiém , s 2 N chira trinh ty HPV 16, 18, 39;: DNA plasmid khong lay nhi¢m (vi Hop 10 sets
o E ) mdy Cobas 4800. San pham dat tiéu . e ;
HPV 1(rén hé thong wr dong chudn 1SO 13485 khudn) chira trinh ty human p-globin
' ’ - 10x 0.5 mL HPV (-) C - cobas 4800 System Negaiive Control
(gdbm dém Tris-HCl; EDTA, Natri azide; Poly rA RNA (téng hop).
Bo bao quan va van chuyén méu té bao
B biio quin v vin chuyéy | Y€t nghiém HPV. Dam bao chit lwong
155 ? P q‘ N Y cho xét nghiém RT - PCR HPV trén h¢ |Chira 20ml Methanol-based. preservative solution Hop 250 cai
mau té bao P ; \ N
thong may Cobas 4800. San pham dat
ticu chuan 1SO 13485
Hop gdm 100 chéi ly té bao cb tir - N - T —
156 |Chdi ldy miu 1é bao tr cung cung. Dam bao chit lugng miu cho xét Chet licl ikieee VO tling A 0 dangimidi 8o Thick hapd#en bd wty Hop 100 cai

nghiém HPV trén hé théng Cobas 4800

mau Roche Cell Collection Medium Kit.

8 e
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Tén héa chit e g s Titu chuéin ky thut S6 lugng i chil
str dung, tiéu chuin céng nghé . : gng | Ghi chi

- MMX R1 (cobas® Master Mix Reagent 1): Mangan acetate, kali
hydroxide, < 0.1% natri azide

Thude thir xét nghiém dinh lugng - HBV MMX R2 (Thube thir cobas® HBV Master Mix Reagent 2):
Kit dinh luong DNA HBV D?\".r\ HBV t‘ri‘n th }hét\g lu_d@ng:‘ ' céc cioz_uj mf}i .\jl..]éi va moi nguoc HB}/, < U.OI‘TA: I‘I-I(L)i xXudi »a mf’)i_ X i’
P R dong goi 120 1;51. urong th!lch véi mdy (nguoc Chuén dinh lqum_g. < 0.01% cac doanhdo o_hgonut]coude danh |Hop 120 Test 12
- Rkt Cobas 4800. San pham dat tiéu chuin  [dau huynh quang dac hiéu cho HBV va Chuan dinh lugng, <0.01%
ISO 13485 oligonucleotide aptamer
- DNA QS (Chuén dinh lugng cobas® HBV DNA Quantitation
Standard)

h

- MMX R1 (cobas® Master Mix Reagent 1): Mangan acetate, kali
hydroxide, <0.1% natri azide

A hi} A sa . v
Thuos o xetnghicmn dinh lugna HEV 1 HCV MMX R2 (cobas® HCV Master Mix Reagent 2): cdc doan

Kit dinh luong DNA HCV trén hé théng tu done. déng g6i 120 i3 i : o s
i lueng : € lu dong g 3 = % MBi xuBi va ma Eor = . 3
trén hé thing e dong t6st. Tiroing thifch vl iy Cobas 4800, moi HCV, <0.01% Maoi xudi va moi nguge chuén dinh lugng, Hop 120 test 6

0.01% céc doan do oligonucleotide danh déu huynh quang déc hicu
cho HCV va Chuén dinh lugng,
-RNA QS (Chuz’in dinh luong cobas® RNA Quantitation Standard)

San phim dat tiéu chuin ISO 13485

Tdng chng: 158 danh mue




