Phu luc 1.3

DANH MUC HOA CHAT, KiT XET NGHIEM SINH HOA

PE NGHI CUNG CAP BAO GIA

(Kém theo Thir moi bdo gid ngay -/ 5 /2023 ciia Bénh vién Quany 103)

 Ténboachdt |

Héa chét kiém chimg

Thanh phén bao gf'imi Huyét thanh ngudi dang dong khd chira héa chat phu gia va cac enzyme. thfcl; .

mite 1 cho cic xét  |hop c6 ngudn gbc con ngudi va dong vit. Sau khi mé, dn dinh > 30 ngay ¢ -20°C.
nghiém sinh hoéa
thudng quy
2 |Hoa chat kiém chimg | Thanh phan: Huyét thanh nguti dong kho c6 héa chat phu gia va enzym thich hop c6 nguon goctr | Lo
murc 2 cho cac xét  |nguoi va dgng vét. Sau khi md, &n dinh > 30 ngay ¢ -20°C.
nghiém sinh héa
thudng quy
3 |B6 hda chit chay xét [Thanh phan: Dung dich Buffer A: Nudc 90-100%, Methanol: 0-0.5%, dd Ammenia: 0.5-1%; Dung Bo
nghiém HbAlc trén  [dich Buffer B: Nudc 90-100%, Methanol: 0-0.5%, dd Ammonia: 0-0.5%; Dung dich Diluent: Nudc
may séc ky long hiéu [90-100%, TRITON X100: 0-0.5%, Sodium azide: 0-0.5%; Dung dich Wash: Nude 90-100%,
néng cao Ethanol: 1-10%, Methanol: 0-0.5%, Sodium azide: 0-0.5%; Cot phan tich: Polymer gel: 90-100%.
Bd > 1000 test
4 |Chét chudn cho xét | Dang long, thanh phan: dung dich dém, chit bao quéan Hép
nghiém Ammonia
5 |Chat chuan Sensitive |- Thanh phan: S0: Huyét thanh ngudi, 0,5% ProClin 300. C8 chira estradiol. 51 ,S2,53,54,85: Hép
Estradiol Estradiol (hop chit héa hoc tinh khiét) trong huyét thanh nguoi & céc mirc xap xi 11, 32,292, 885
va 5.200 pg/mL (40,4, 117, 1.072, 3.249 va 19.089 pmol/L) twong img va 0,5% ProClin 300
6 |Chét chudn Ferritin_|- Thanh phan: S0: Chét nén albumin huyet thanh bd (BSA) dém c6 chét hoat dong bé mat, <0,1% | Hop
natri azit, 0,5% ProClin 300. C6 chira Ferritin. S1, S2, S3, S4, S5: Ferritin & gan nguoi 1in lugt &
céc mirc ndng d6 x4p xi 10, 50, 200, 500 va 1.500 ng/mL (ug/L), trong chét nén BSA dém c6 chét
hoat d6ng bé mit. < 0,1% natri azit va 0.5% ProClin 300
7 |Chét chudn hLH - Thanh phan: SO: Chét nén albumin huyét thanh b (BSA) dém c6 chét hoat dong bé mat, <0,1% | Hop
natri azit, 0,5% ProClin 300. Chira 0 mIU/mL (IU/L) hLH. S1, S2, S3, S4, S5: hLH lan luot & ndng
5 x4p xi 2, 10, 25, 100 va 250 mIU/mL (TU/L) trong chét nén dém BSA c6 chét hoat dong bé mat,
< 00,1% natri azit va 0.5% ProClin 300
8 |Chét chuén ~Thanh phan: SO: BSA dém, < 0,1% natri azit va 0,25% ProClin 300. $1,52,83,84,55: PSA tr do | Hop
Hybritech Free PSA |& ngudi & nbng do x4p xi 0,5, 2, 5, 10 va 20 ng/mL d6i véi hiéu chuén etia Hybritech (hozc 0,4, 1,6,
4,1, 8 va 16 ng/mL déi v6i higu chudn ciia WHO) trong BSA dém, < 0,1% natri azit va 0,25%
. . ProClin 300
9 |Chat chuan PCT - Thanh phin: SO Dung dich dém HEPES déng kho c6 protein (bd), < 0,1 % natri azit va 0,1% Hép
ProClin 300. S1,52,53,94,85, S6: Procalcitonin téi t& hop & ngudi véi cée mic xép xi 1an lugt 12
0,8, 5, 10, 25, 50 va 100 ng/mL (ug/L) trong dung dich dém HEPES déng khd cé protein (bd), <
- 0.1 % na_tr'_irazit va 0.1% ProClin 300
10 |Chat chuan - Thanh phan: S0: Huyét thanh ngudi, <0,1% natri azit va 0,025% Cosmocil CQ. Chira Hép
Progesterone progesterone. S1, 82, 83, S4, S5: Progesterone (hop chét héa hoc tinh sach) trong huyét thanh
ngudi ¢ cac mirc ndng dé 1an lwot xép xi 1, 4, 10, 20 va 40 ng/mL (3,18, 12,72, 31,8, 63,6 va 127,2
nmol/L). ¢é < 0.1% natri azit va 0.025% Cosmocil CO
11 |Chét chuan - Thanh phan: SO: Chét nén albumin huyét thanh bo (BSA) ¢6 dém, 0,5% PraClin 300 va < 0,1% Hop
Testosterone natri azit. S1, 82, 83, 54, S5: Chét nén BSA c6 0,5% ProClin 300 va < 0,1% natri azit va
testosterone & 0.5. 1.5. 4. 8 hoac 16 ng/mL (17,52, 13.9. 27.8.va 55.5 nmol/L)
12 |Chét chuan -~ Thanh phan S0: Huyét thanh ngudi. < 0,1% NaN3 va 0,025% Cosmocil CQ. Chia estriol khong Hop
Unconjugated Estriol |cong hop. S1, 82, S3, 4, S5, S6: Estriol khong lién hop ¢ céc mitc ndng d6 xap xi 0,07, 0,17, 0,34,
0,86, 3,4 va 6,9 ng/mL, (0,24, 0,6, 1,2, 3, 12 va 24 nmol/L), trong chét nén dém huyét thanh ngudi
chira < 0.1% NaN3 va 0.025% Cosmocil CO
13 |Chét kiém chimg cho |Chét kiém chimg dang 1éng, dugc chuan bj tir huyét thanh ngudi. Cc mirc nong do ciia cdc chit Hop
cAc xét nghiém chi té |phan tich dugc diéu chinh véi héa chét tinh khiét va c4c ché pham tir m&/dich co thé ngudi.
khéi u miic 1 '
14 |Chét kiém chimg cho |Chét kiém chimg dang léng, dugc chuan bi tir huyét thanh ngudi. Céc mirc nong d cla céc chit Hop
céc xét nghiém chi td |phan tich dugc didu chinh v6i hoa chat tinh khiét va céc ché phém tir md/dich co thé ngudi.
khdi u mirc 2 :
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Chat kiém chimg cho
cac xét nghiém chi t6
khéi u mirc 3

Chﬁt k1em chu‘né dang Iéng, dugc chuan bl tir huyét thanh ngum Cac muc nong do clia cac chat
phﬁn tich dugc didu chinh véi héa chét tinh khiét va cac ché phdm tir mé/dich co thé ngudi.

Hép

16

Chét kiém chimg cho
céc xét nghiém mién
dich mirc |

Chit kiém chimg dang léng duoc chudn bj tir huyet thanh ngum Cac mirc ndng do clia cc chat
phan tich duoc diéu chinh véi héa chét tinh khiét va cac ché phdm tir mé/dich co thé ngudi

Hop

17

Chét kiém chimg cho
céc xét nghiém mién
dich mirc 2

Chat kiém chimg dang 16ng dugc chudn bi tir huyét thanh ngudi. C4c mitc nong 9 cla cac chat
phén tich dugc diéu chinh véi héa chét tinh khiét va cac ché phim tir mé/dich co thé ngudi

Hop

18

Chat kiém chimg cho
céc xét nghiém mién
dich mirc 3

Chat kiém chimg dang 16ng duge chudn bi tir huyét thanh ngudi. Céc mirc nong dd ciia cée chat
phan tich dugc didu chinh véi hoa chét tinh khiét va cac ché pham tir md/dich co thé ngudi

Hop

19

Chét kiém chimg
ding cho xét nghiém
beta2-Microglobulin

Thanh phan thuéc thir: huyét thanh ngudi (dang bot déng khé), c6 chira cac thanh phén véi ndng do
phit hop dé thuc hién quy trinh kiém chimg

20

| Chat kiém chimg

Omni*IMMUNE cho
céc xét nghiém mién
dich mic |

Chit kiém chimg dang léng, dwoc chuan bj tir huyét thanh ngudi. Céc mire néng dd ciia céc chét
phn tich durge didu chinh véi héa chit tinh khiét va cac ché phdm tir md/dich co thé ngudi.

Lo

21

Chét kiém chimg
Omni*IMMUNE cho
céc xét nghiém mién
dich muc 2

Chét kidm chimg dang long, dugc chudn bj tir huyét thanh nguai. Cac mirc néng df ciia céc chat
phan tich duge didu chinh véi héa chit tinh khiét va cac ché phim tir mé/dich co thé ngudi.

Lo

22

Chat kiém chimg
Omni*IMMUNE cho
céc xét nghiém mién
dich mirc 3

Chét kiém chimg dang 16ng, dugc chudn bi tir huyét thanh ngudi. Cac mirc néng d¢ ciia céc chat
phén tich dugc didu chinh véi héa chat tinh khiét va cc ché phém tir mé/dich co thé ngudi.

Lo

23

Dinh lugng Free PSA

- Pham vi phén tich: 0,005-20 ng/mL (hiéu chudn Hybritech) hogc 0,005-16 ng/mL (hiéu chuan
WHO)

- Phuong phép xét nghiém: mién dich enzym hai vi tri (“sandwich”)

- Thanh phan: Rla: Céc hat thufn tir phii khang thé khang dé & lira, khang thé khang biotin & dé va
khang thé khang PSA don dong & chudt dugc ghn biotin trong dung dich mudi dém TRIS, c6 chét
hoat dong bé mit, albumin huyét thanh bd (BSA), < 0,1% natri azit va 0,1% ProClin 300. R1b: Lién
hop photphataza kiém khang PSA tu do don dong & chugt (bd) dugc pha lodng trong dung dich
mudi dém photphat, c6 chit hoat dong bé mat, BSA, protein (chudt), < 0,1% natri azit va 0,25%
PraClin 300

Hop

24

Dinh lugng
microalbumin

Héa chit ding dé dinh lrong ndng d6 Albumin trong nuée tiéw/dich ndo tiy; dai do: nuéc tiéu
7-450 mg/L, CSF 10450 mg/L; phuong phap turbidimetric(do d§ duc); budc séng 380/800 (nm).
Nong do cudi ciing ciia cac chét phan img |2 Dém Phosphate 18mMol/L; Khéng thé khéng albumin
dé dao dong, Polvethylen Glveol 8000 3.6%.

Hop

Binh lugng total
BhCG

- Pham vi phan tich: 0,6-1350 mIU/mL

- Phuong phép xét nghiém: mién dich enzym hai budc lién tiép (“sandwich”)

- Thanh phén: R1a: Céc hat thufin tir phil 1gG khéng chuét & dé: cac phirc hgp khang phCG don
dong & chuét duge huyén phu trong dung dich mudi dém TRIS, ¢6 chit hoat tinh bé mat, albumin
huyét thanh bd (BSA), <0,1% natri azit va 0,1% ProClin 300 R1b: Protein (dé, chudt va tai t6 hop)
dugc pha loéng trong dung dich mudi dém citrate, cé chét hoat tinh bé mat, < 0,1% natri azit va
0,1% ProClin 300. Rlc :Lién hop photphataza kiém khéng BhCG & tho (tai t hop) dugc pha lodng
trong dung dich muéi dém MES, c6 chit hoat tinh bé mit, BSA, protein (thé), < 0,1% natri azit va
0 25% PraClin 300

26

Do hoat @ ALP
(Alkalin Phosphatase)

Hoa chat dung cho xét nghiém ALP ; dai do: 5-1500 U/L ; phuong phap: dya trén khuyen nghi cla
“Hiép hoi Héa hoe Lim sang Québc t€” (IFCC), Budc song: 410/480 nM. Thanh phén: 2-Amino-2-
Methyl-1-Propanol (AMP) pH 10,4: 0,35 moV/L; p-Nitrophenyl phosphat 16 mmol/L, HEDTA 2
mmol/L: K&m sulfat 1 mmol/L; Magnesi acetat 2 mmol/L

Hop

27

Do hoat 46 Amylase

Héa chét ding cho xét nghiém a-Amylase ; dai do: 10-2000 U/L ; phuong phap: CNPG3. Thanh
phén: Calcium acetate 3.60 mmol/L; Potassium thiocyanate 253 mmol/L; CNPG3 1.63 mmol/L

hpada -
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nghiém CA 125

(Cal2).

- Call: 2 chai, mdi chai >1.0 mL méu chuén 1

- Cal2: 2 chai, m3i chai >1.0 mL méu chuén 2

Nong d6 ctia CA 125 ngudi trong huyét thanh ngya (Cal1) 1a 0 U/mL; Cal2 chira khoang 500 U/mL

CA 125 newdi trone hdn hon huvét thanh newéri: chét bio guin

BEiL .Ten héa chﬁt gl Yéu cau cﬁa hang hoa ve chat lm)'ng, mﬁ ta ch;tiél thﬁng ky thnﬁ"f'“ L PVT
28 Bu hoat do Llpase Héa chﬁt di‘mg cho Xét nchlem Llpase dai do: 3-600 Ur’L phucmg phép Kinetic colour (do mau Hop
ddng hoc). Thanh phén: 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 higu chun: Huyét thanh ngudi chira lipase lon
29 |Dung dich higu Puoe didu ché trong dung dich huyét thanh bo. Nong do thong s6 duge diéu chinh véi chiét xudt Hop
chudn xét nghiém  [bilirubin va chét din tdng hop. C6 chét bao quan. Pat tiéu chuin chat lugng 1SO 13485, Thoi gian
Bilirubin &n dinh sau khi mé nfip 14 tir 6 ngay trdy 1én & diéu kién 2 dén 8 49 C.
Hép=>61o x SmL.
30 |Dung dich hiéu Mau chuin Prealbumin duoc diéu ché tir prealbumin ngudi trong huyét thanh ngudi. Dat tiéu chuan | Hép
chuén xét nghiém chit lrgng ISO 13485
Prealbumin Hép>5Slox ImL. '
31 |Dung dich ICT tham |Hoa chét ding dé dgnh lrong Sodium (\'a) Potassium (K) va Chloride (Cl) trong hU) ¢t thanh, huyét | Hop
chiéu twong hay nuéc tiéu. Dat tiéu chuan chit lugng 1SO 13485
Thine >2x32L
32 |Dungdich kiém tra |Dung dich chuin dwgc ding d& kiém tra chat lrgng cho da xét nghiém mién dich, Tiéu chuén CE, Hop
chét luong mién dich [ISO 13485.
dac hiéu Thanh phén 14 huyét thanh chu'ng déng kho lay tir huyét thanh ngua v6i hai khoang néng dé.
Bo dung dich kiém tra bao gbm >6 chai, mdi chai 22.0 mL huyét thanh chimg
33 |Dungdichkiémtra |Thanh phan I huyét thanh chimg dong khé Idy tir huyét thanh ngutri véi hai khoang néng do. Hop
cht luong tuyén c4n |Bé dung dich kiém tra bao gbm >4 chai, mi chai >3.0 mL huyét thanh chimg
gidp
34 |Dungdichkiémtra |Thudc thir - dung dich tham gia xét nghiém Hép
chét luong tuyén gip |Bé dung dich kiém tra bao gbm >4 chai, mi chai >3.0 mL huyét thanh chimg (ngudi)
35 |Dungdichkiémtra |- Thanh phan: Phosphatase kiém, 1% albumin huyét thanh bd (BSA), 0,25% ProClin 300, <0,1% Hop
may natri azit
36 |Dung dich pha loang |Dung dich dugc sit dung nhu chét pha lofing mau két hop véi thube thir xét nghigm. Hop
bénh phim Thanh phén: H8n hop protein; chét bio quin <0.1%
37 |Dung dich pha loang |Thanh phin: Dém huyét thanh ngua; chat béo quan Hop
chung cho cédc xét
nghiém mién dich
38 |Dung dich QC mirc | |San xuat tir chat nén la nuéc tiéu ngudi c6 thém amylase nude tiéu cia ngudi, hCG c6 ngudn goc tir | Hop
va 2 ding cho may  |nuéc tiéu ngudi, albumin ciia nguoi va bo, chét bao quan va chit én dinh
xét nghiém nuéc tiéu
39 |Dungdichriramay |Citranox c6 chita mét_h(-'in hop céc acid hitu co, cdc chat hoat dong bé mat anionic va nonionic, va Binh
héng ngay céc alkanolamine. Citranox khong chira phosphate
40 |Hoa chét chudn xét  |L2 huyét thanh ngudi déng kh6 chira AFP ngudi (tir canh céy té bao) vai hai khoang nong do Hop
nghiém AFP - Call: 2 chai, m@i chai >1.0 mL mau chuan 1
- Cal2: 2 chai, mdi chai >1.0 mL mau chuén 2
AFP (ngudi, tir canh ciy té bao) v6i hai khoang ndng d6 (khoang 5 IU/mL hodc 6 ng/mL va khoang
50 IU/mL ho#c 60 ng/mL) trong huyet thanh ngudi
41 |Héa chitchufin xét |Dung dich higu chuén xét nghiém dinh lugng Anti-Tg trong huyét thanh v huyét trong ngudi trén Hop
nghiém Anti-TG may xét nghiém mién dich
Khoang do: 10 - 4000 TU/mL; Khoéng tham chleu 115 IU/mL
42 |Hoa chat chuan xét |Dung dich chuan xét nghiém dinh lugng khéng thé khang Thyroid peroxidase. Tiéu chuén ky thuat | Hop
nghiém Anti-TPO CE, ISO 13485.
Khodang do: 5 - 600 IU/mL; Khoang tham chiéu: 34 TU/mL
43 |Héa chét chudn xét |La mét hdn hop gdm: huyét thanh ngya dong kho (Call) va huyét thanh ngudi chira CA 125 ngudi Hap

et —
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. Yéu céu ciia | hhng h:ia vé chﬁt Iqu'ng '

Hoa chit chuén xét
nghiém CA 15-3

Lé hﬁn horp huyet thanh ngudi san sang dé sir dung chua CAIS 3 ngutn vGi hzu khoang nong dn
- Call: 2 chai, mdi chai >1.0 mL mAu chuén 1

- Cal2: 2 chai, méi chai >1.0 mL mau chuén 2

CA 15-3 (ngudi) véi hai khoang ndng do (khoang 15 U/mL va khoang 100 U/mL) trong huyét
thanh ngudoi

45

Héa chét chudn xét
nghiém CA 19-9

LA huyét thanh ngu:f:ri ddng khd chira CA19-9 ngudi v6i hai khoang nong do

- Call: 2 chai, mcu chai >1.0 mL mAu chuén 1

- Cal2: 2 chai, mdi chai >1.0 mL mau chuén 2

CA 19-9 (ngum) véi hai khoang néng d6 (khodng 20 U/mL va khoang 250 U/mL) trong huyét
thanh newdi: ¢

46

Hoéa chét chudn xét
nghiém Calcitonin

hatbdo quin
Dung dich higu chuén xét nghiém dinh lugng Calcitonin.
Xet nghlém mién dich dién héa phat quang “ECLIA”; Phuong phap mi&n dich bat cap (Sandwich)
Mau chuén 1; >2 chai, mdi chai >1.0 mL
M3u chudn 2: >2 chai, mdi chai >1.0 mL
Calcitonin (tdng hop) véi hai khoing néng d§ (khoéng 2.0 pg/mL hogc 0.585 pmol/L va khodng
500 pg/mL ho#c 146 pmol/L) trong huyét thanh ngya

47

Hoa chit chudn xét
nghiém CEA

CEA CalSet la hon hop dém/protein chira CEA v6i hai khoang nong do

- Call: 2 chai, m51 chai >1.0 mL méu chuén 1

- Cal2: 2 chai, méi chal >1.0 mL mAu chuén 2

CEA (ngudi, tir canh cdy té bao) véi hai khoang ndng d6 (khoang 5 ng/mL va khoang 50 ng/mL)
trong hén hop dcm?nrotem 1 ng/ml. CEA tuong img vdi 16.9 mIU!mL

Hop

48

Hoa chét chuén xét
nghiém Cyclosporine

Dung dich hiéu chuan xét nghiém dinh lugng Elecsys Cyclosporine. Mau chuan déng kho lay tir
mau ngudi chiracyclosporine vdi hai khoang néng db

« Call: 3 chai, mdi chai >1.0 mL mau chuén 1

» Cal2: 3 chai, m&i chai 1.0 mL miu chudn 2

Cyclosporine v&i hai khodng ndng d6 (khoang 30 ng/mL va khoang 1600 ng/mL) trong mau nguoi;
chét bao quan

49

Hoa chit chuan xét
nghiém free PSA

Khoang do: 0.4 - 50 pmoUL Khoang tham chiéu: 3.1 - 6.8 pmol/L

- FPSA Call: 2 chai, m3i chai >1.0 mL miu chuén 1

- FPSA Cal2: 2 chai, mdi chai 21.0 mL mau chuan 2

PSA ti do (ngudi) ¢ hai khoang ndng d6 (khoang 0.10 ng/mL va khodng 20 ng/mL) trong hén hop
dém/protein (albumin huvét thanh bd)

Hop

50

Héa chét chuin xét
nghiém FT3

Dung dich hiéu chuin xét nghiém dinh lugng FT3. Khoang do: 0.4 - 50 pmol/L; Khoang tham
chiéu: 3.1 - 6.8 pmol/L

= Call: 2 chai, mf:'n chai >1.0 mL mAu chuén 1

« Cal2: 2 chai, mdi chai >1.0 mL méu chufn 2

FT3 voi hai khui'mg ndng do (khoang 2 pmoUL hozc 1.3 pg/mL va khoang 40 pmol/L hodc 26
pe/ml.) frong huvet thanh newdri

51

Hoa chét chuin xét
nghiém FT4

Pugc ding dé chuin xét nghiém dinh lugng FT4 trén mdy xét nghi¢m mién dich.

Khoang do: 0.5 - IOO pmol/L ; Khoang tham chiéu: 12 - 22 pmol/L

= Call: 2 chai, mbi chai >1.0 mL mau chuén 1

* Cal2: 2 chai, m&i chai >1.0 mL mau chuén 2

Vi hai khoang nong d6 (khoang 10 pmol/L hogc 0.78 ng/dL va khoang 45 pmol/L hozc 3.5 ng/dL)
trong han hon dém/orotein (albumin huvét thanh b

52

Héa chit chuin xét
nghiém HE4

HE4 CalSet 1a huyét thanh ngwa dong kho chira protein HE4 (ngudi, dong té bao OvCar-3) véi hai
khoang néng dd

- Call: 2 chai, mdi chai >1.0 mL méu chuén 1

- Cal2: 2 chai, mdi chai >1.0 mL mAu chuén 2

HE4 (ngu'én) & hai khoang néng d§ (khoéng 5 pmol/L va khoang 200 pmol/L) trong huyét thanh
neua: chat bio qudn

53

Hoa chat chudn xét
nghiém PAPP-A

D% n dinh cho mAu chudn hoan nguyén 6-20 °C (= 5 °C)

- Call: 2 chai, mdi chai >1.0 mL m&u chuan 1

- Cal2: 2 chai, mdi chai >1.0 mL m#u chuén 2

PAPP-A (tir nhau thai ngudi) véi hai khoang ndng d§ (khoang 75 mIU/L va khoang 2500 mIU/L)
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Hoa chat chuén xét .

L& mﬁt huyét thanh ngu'a dong kho chua prmem ngutn duqc tao ra k]u khong cé v1tamm K hoﬁc

Hop

54
nghiém PIVKA II chét déi van II (PIVKA-II) (tai t& hop, fir nudi cdy té bao) véi hai khoang ndng do
- Call: 2 chai, mdi chai >1.0 mL miu chun 1
- Cal2: 2 chai, m§i chai 21.0 mL mau chudn 2
PIVKA- II (ti td hop, tir canh cdy té bao, cling dugc goi 1a des-y-carboxy prothrombm [DCP]) & hai
khoang ndng 46 (khoang 12 ng/mL va khoang 2300 ng/mL) trong mdt hén hop huyét thanh ngya;
chat bio auan
55 |Hoa chat chuanxét  [La huyét thanh nguti ddng khd chira PSA ngudi véi hai khoang néng do Hop
nghiém PSA toan « Call: 2 chai, mdi chai >1.0 mL miu chuén 1
phén * Cal2: 2 chai, mdi chai >1.0 mL mau chuén 2
PSA (ngudi) voi hai khoang nong do (khoang 0 ng/mL va khoing 60 ng/mL) trong huyét thanh
ngudi.
56 |Hoa chét chuinxét |Mau chudn dong kho lay tir mau ngudi chira Sirolimus v6i hai khoang nong do. Hop
nghi¢m Sirolimus = Call: 3 chai, m&i chai >1.0 mL mau chun 1
« Cal2: 3 chai, mdi chai >1 0 mL méu chuén 2
Sirolimus vé&i hai khoang nong d6 (khoang 1 ng/mL va khoang 25 ng/mL) trong méu ngudi; chét
57 |Hoa chat chuan xét |Mau chuin dong kho I4y fir mau ngudi chira tacrolimus véi hai khoang nong dd. Hop
nghiém Tacrolimus  |» Call: 3 chai, m3i chai >1.0 mL méu chuén 1
« Cal2: 3 chai, mbi chai =1.0 mL mAu chuén 2
Tacrolimus véi hai khoang néng d6 (khoang 1 ng/mL va khoang 30 ng/mL) trong mau ngudi; chét
béo guan.
58 |Hoa chat chuén xét Km‘fﬁ do: 0.04- 500 ng/mL; Khoéng tham chiéu: 3.5 - 77 ng/mL Hop
nghiém TG = Call: 2 chai, mol chai >1.0 mL mAu chuén 1
« Cal2: 2 chai, mdi chai >1.0 mL mau chuan 2
Thwoglobu]m (ngudi) vai hai khoang nong d (khodng 0.15 ng/mL va khoang 180 ng/mL) trong
huvét thanh newa g
59 |Hoa chat chudn xét  |Khoang do: 0.01 - 100 IU/mL; Khoang tham chiéu: 0.27 - 4.2 ulU/mL Hép
nghiém TSH » Call: 2 chai, m3i chai chira >1.3 mL mau chuén 1
= Cal2: 2 chai, mi chai chira>1.3 mL mau chuén 2
Nong do ciia TSH Call trong huyét thanh ngya khoang 0 pIU/mL; TSH Cal2 chira khoang 1.5
ulU/mL T i é udri,
60 |Hoa chat chuan xét |Call: 2 chai, méi chai >1.0 mL mau chuén 1 Hop
nghiém Vitamin D |Cal2: 2 chai, mi chai >1.0 mL mfu chuin 2
25-OH vitamin D3 véi hai khoang ndng 6 (khoang 3 ng/mL hodc 7.5 nmol/L va khoang 45 ng/mL
' odc 113 nmol/L) trong huvét thanh ngwdi: chét bio guin
61 |Hoa chét dinh luong |Pham vi phan tich: 0,2—1.500 ng/mL (pg/L). Hép
ferritin Phuong phép xét nghiém: mién dich enzym hai vi tri (“sandwich™)
Thanh phén:
Rla: C4c hat thuén tir phi khéng thé dé khang IgG ciia chudt: cic phirc hop khang thé don dong ctia
chudt khang ferritin dugc huyén phit héa trong dung dich mudi dém TRIS, c6 chit hoat dong bé
mat, albumin huyét thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300.
R1b: Chit cong hop khang thé cuia dé khéng ferritin — phosphatase kiém trong dung dich mubi dém
TRIS, c6 chét hoat dong bé mit, BSA, protein (cua dé, chudt), < 0,1% natri azit va 0, 1% ProClin
300.
62 |Hoa chit Dinh luong |- Pham vi phén tich: 0,1-500 ng/mL Hop
Thyroglobulin - Phuong phap xét nghiém: mién dich enzym mét budc déng thoi (“sandwich™)
- Thanh phin: R1a: Céc hat thuén tir Dynabeads phi streptavidin, dwrgc huyén phti trong dung dich
dém TRIS c6 protein (bd), < 0,1% natri azit va 0,1% ProClin 300. R1b: Lién hop photphataza kiém-
khang thé khang thyroglobulin don dong & chudt (bo) trong dung d]ch dém TRIS co protein (bo,
chudt), < 0,1% natri azit va 0,1% ProClin 300. Rlc: Cac khang thé khang thyroglobulin don dong &
chudt duge lién két vdi biotin trong dung dich dém HEPES c6 protein (bo va chudt), < 0,1% natri
azit va 0 §% PraClin 300
63 |Hoéa chat dingcho |Muc dich: dinh lugng albumin Hop

xét nghiém
Prealbumin

Mau: huyét thanh ngudsi.

Phuong phap: Do dé duc mién dich.
D6 khong chinh xdc 5,5 % CV
Dat tiéu chudn chét lwong [SO13485
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Inghiém Double test

hoan nguyén &-20 °C (& 5 °C): <3 thang. Khéng thé don dong khang prolactin danh déu biotin

STT | a chét ¥éu chu ciia haing hoa vé chit lwgng, md t4 chi tit thong s kY thu | pvT.
64 |Hoa chétding cho |Dugc ding @é dinh luong bang phuong phép do d6 duc mién dich ciia protein phan tmg C trong Hop
xét nghiém CRP, hs- |huyét thanh hay huyét tuong ngudi '
CRP - Gioi han dinh lugng (LOQ) : LOQ la nong do chét cin phén tich ma c6 CV <20%
- Hop > 600 tests.
: -_ﬂat_ﬁ_&u_ghuéﬂ_ghét lugng 1SO13485 ;
65 |Hoa chatdingcho |Dai do: 8.11 mg/dL - 300 mg/dL, phuong phdp do: dong hoc enzym (Alcodehydrogenase). Hop
xét nghiém Ethanol
66 |Hoachatdingcho |Dai do: 0.20 - 30 mg/L (serum), 0.07 - 3.5 mg/L (urine), phuong phap do: mién dich do do duceé | HOp
xét nghiém P2- gan hat Latex
Microglobulin
67 |Hoa chat hiéu chuan |Chat hiéu chuan cho céc xét nghiém mién dich d6 duc. Thanh phdn bao gdm: C4c luong khac nhau | HOp
cho cdc xét nghiém  |cia protein & ngudi sau ddy: Immunoglobulin G, Immunoglobulin A, Immunoglobulin M,
Protein dic biét Transferrin, C3, C4, Anti-Streptolysin O, Ferritin.
nhém 1
68 |Hoa chat hiéu chuan |Hoé chét higu chudn cho xét nghiém CRP thutng. Thanh phan: Chét nén huyét thanh ngudi dang Hop
cho xét nghiém CRP |1ong ¢6 chira cdc lugng khac nhau ciia CRP ngudi. Sau khi mé, &n dinh > 90 ngay & 2-8°C.
thuéng .
69 |Hoa chit hiéu chuan |Pugc sir dung dé hiéu chuén ciia xét nghiém dinh lugng Hbal C theo nguyén li 4i lyc (affinity) Hoép
cho xét nghiém - Bot dong khd, cin hoan nguyén trude khi sir dung
HbAlc " |- Thanh ph&n: Méu toan phan.
70 |Hoa chat hiéu chudn |Chét hiéu chuén cho xét nghiém Albumin trong nuoc tiéu/CSF; Thanh phan bao gom: Albumin Hop
cho xét nghiém ngudi va Natri azide < 0.1 % (W/w)
Microalbumin
71 |Tioa chat kiem chimg |Dang dung dich, thanh phan: dung dich dém, chira: amoniac, ethanol, natri hydrocarbonat. Hop
mirc 1 cho xét
nghiém Ammonia,
Ethanol va CO2
72 |Héa chit kiém chimg |Dang dung dich, thanh phén: dung dich dém, chira: amoniac, ethanol, natri hydrocarbonat. Hép
mirc 2 cho xét
nghiém Ammonia,
Ethanol va CO2
73 |Hoa chatkiem tra __|San pham nay dugc diéu ché tir nude tiéu ngudi cd bd sung nhitng nguyén vét liéu hoa sinh da dugc | HOp
chét lwong cho cdc | tinh sach (chiét xuét tir ngudn gbc ngudi va dong vat), héa chit, thudc, chét bao quan va 6n dinh.
xét nghiém dinh MAu chimg dugc cung cap & dang long.
lrong trong nude tiéu |Hop = 12xSmL.
Pat chiéu chudn chét luong ISO13485
74 |Hoa chitkiem tra__ | Dung dich chuan xét nghiém duoc ding dé kiem tra chat luong xét nghiém mién dich Anti-TSHR, | Hop
nhiéu chi s6 xét Anti-TPO va Anti-Tg. Thubc thir, dung dich tham gia xét nghigm: Cac chét trong huyét thanh nguoi
nghiém mién dich « PC THYRO!1: 2 chai, mBi chai >2.0 mL huyét thanh chimg (Khéng thé khang TSHR: khodng 4
[U/L; Khéng thé khang TPO (ngudi): khoang 35 [U/L; Khang thé khang Tg (ciru): khoéng 100
TU/L) -
« PC THYRO2: 2 chai, m3i chai >2.0 mL huyét thanh chimg (Khang thé khéng TSHR: khoéang 16
[U/L; Khéng thé khang TPO (ngudi): khoang 100 IU/L; Khang thé khang Tg (ciru): khoang 200
IU/L)
75 |Hoa ohit Kiem tra xét | VAt liéu kiém soat xét nghiém PAPP-A. D¢ 6n dinh ciia cic thanh phan trong huyét thanh chimg da | Hop

(chudt).
whrond—
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Hoéa chét kiém tra xét
nghiém ghép tang

Chat kiém tra d§ dung va do chinh xéc clia cac Xét nghlq:m mlén dlch Cyclospormc Tacmhmus vit
Sirolimus.

Tiéu chuén CE, ISO 13485

Thubc thir, dung dich tham gia xétnghiém: Cac chét trong mau ngudi; chét bao quan

| chai chira >3.0 mL méu chimg: khoang 100 ng/mL; Tacrolimus: khoang 2.5 ng/mL; Sirolimus:
khoang 3.5 ng/mL

1 chai chira >3.0 mL méu chimg: khoang 350 ng/mL; Tacrolimus: khoang 10ng/mL; Sirolimus:
khoang 10 ng/mL

1 chai chira >3.0 mL méu chimg: khoang 1000 ng/mL; Tacrolimus: khoang 18 ng/mL; Sirolimus:
khaina 18 no/ml

77

Héa chét kiém tra xét
nghiém PIVKA II

Huyét thanh chl.mg dong kho lay tir huyét thanh ngua véi hai khoang nong do.

B6 dung dich kiém tra bao gdm >4 chai, mdi chai >1.0 mL huyét thanh chimg

Protein dugc tao bai vitamin K ho#c antagonist-IT (PIVKA-II) (ta; td hop, tir canh cdy té bao, ciing
dugc goi la des-y-carboxy prothrnmbm [DCP]) & hai khoang ndng dd (khodng 23 ng/mL va khoang
350 ng/mL) trong mét hén hop huvet thanh neua

78

Héa chét pha long
nhiéu chi s6 mién
dich

Thanh phan: Hén hop protein; cht bao quin <0.1%

Hop

79

Héa chit tién xix 1y
mgu

Héa chat ding trong chén doén invitro dugc ding dé tach chiét cac chét phan tich dic hiéu tir mau
thir, Pugc sit dung dé téch chiét cyclosporme tacrolimus, everolimus v sirolimus tir mau mau toan
phin ngudi dé x4c dinh ndng 46 chét phén tich. 1 chai 230 mL

Thanh phan: dune dich k&m sulfate trong methanol va ethvlene glvcol.

Hop
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Hoa chét xét nghiém
AFP

Xét nghiém mién dich in vitro ding & dinh lugng al-fetoprotein trong huyét thanh va huyét tuong
ngudi. Xét nghiém mién dich dién héa phét quang.

Khoang do 0. 500 1000 1U/mL hoic 0.605-1210 ng/mL (duoc xAc dinh bing gisi han phat hién
duéi va mirc t6i da cua dudmg chuén). Gia tri dudi gidi han phét hién duéi dwgc ghi nhén la < 0.500
[U/mL hodc < 0.605 ng/mL. .

B¢ thudc thir duge dan nhan AFP.

- 1 chai 6.5 mL chira Vi hat phu Streptavidin 0.72 mg/mL; chat bao quan.

- 1 chai >10 mL chira Khang thé don dong khédng AFP dénh déu biotin (chu6t) 4.5 mg/L; dém
phosphate 100 mmol/L, pH 6.0; chét bao quan.

- 1 chai >10 mL chira Khéng thé don dong khing AFP (chudt) danh dau phirc hop ruthenium 12.0

-~

muef/T -

Hop

&l

Héa chit xét nghiém
Anti-TG

dgn;_nhgmhaxe_Lﬂ.ﬂ.mmalﬂ_nH.E.ﬂ_chﬁLhm.mm_
Xét ngh:em mién dich dién héa phat quan diing dé dinh luong khang thé khéng thyroglobulin trong
huyét thanh va huyét twong nguoi.
- 1 chai chira Vi hat phu Streptavidin 0.72 mg/mL; chat bao quan.
- 1 chai chita Tg d4nh ddu biotin (ngudi) 0.200 mg/L; dém TRIS 100 mmoV/L.pH 7.0; chat bao
quan.
-1 chai chira Khang thé don dong khang Tg (ngudi) danh dau phirc hop ruthenium 0.620 nlg’L'
dém TRIS 100 m_mnlf'l pH 7.0: chét hao anan

Hop
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Hoéa chat xét nghiém
Anti-TPO

Phl.mrng phép mién dich canh tranh (ECL/Competition Khoéng do: 5 - 600 [U/mL; KTC: 34 IU/mL.
B# thude thir duge dén nhin A-TPO.

1 chai >6.5 mL chita Vi hat phit Streptavidin 0.72 mg/mL; chét bao quén.

1 chai >9 mL chita Khéng thé da dong khang TPO (ciru) dénh déu phirc hop ruthenium 1.0 mg/L;
dém TRIS 100 mmol/L, pH 7.2; chét bao quan.

1 chai 9 mL chira TPO danh déu biotin (tai t& hgp) 0.15 mg/L; dém TRIS 30 mmol/L, pH 7.0; chét
bao auin

83

Hoa chét xét nghiém
Anti-TSHR

Xét nghiém mién dich dién héa phat quang ding dé dinh lugng khang thé khang thyroid peroxidase
trong huyét thanh va huyét twong ngudi.

- 1 chai chira Vi hat phu Streptavidin 0.72 mg/mL; chét bao quan.

- 1 chai chita Khang thé da dong khang TPO (ciru) dénh déu phtrc hop ruthenium 1.0 mg/L; dém
TRIS 100 mmol/L, pH 7.2; chit bao quan.

- 1 chai chita TPO dénh dau biotin (tai t& hop) 0.15 mg/L; dém TRIS 30 mmol/L, pH 7.0; chat bao
auan

84

Hoéa chit xét nghiém
CA 125

Xét nghiém mién dich dién hda phét quang ding dé dinh luong quyét dinh khang nguyén phan img
CA 125 trong huyét thanh va huyét tuong ngudi. .

1 chai chira Vi hat phu Streptavidin 0.72 mg/mL; chét bio quan.

1 chai chira Khang thé don dong khang CA 125 danh d4u biotin (M 11; chuét) 1 mg/L; dém
phosphate 100 mmol/L, pH 7.4; chat bao quén.

| chai chira Khang thé don dong khang CA 125 (OC 125 chudt) danh déu phirc hop ruthenium 1

Hop
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Hoa chat xet nghiém
CA 153

Xét Tl"—'hlf.'m mién dn:h dlen hoa phat quanv climg de dmh qumg CA 1 5 3 trong huyet thanh va huyet

tuong ngudi. .

1 chai chira Vi hat phu Strepiawdm 0.72 mg/mL; chit béo quan.

| chai chira Khang thé don dong danh dau biotin (115D8; chudt) 1.75 mg/L; dém phosphate 20
mmol/L, pH 6.0; chat bao quan.

1 chai chira Khang thé don dong khang CA 15-3 (DF3; chué{) d4nh déu phirc hop ruthenium 10
mo/T- dém nhnqhham_l_ﬁ_[}_mmnlﬂ._nl-l 7.0: chit bio quan

H.@.F_'
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Hoa chét xét nghiém
CA 19-9

Xét nghiém mién dich dién hda phét quang dung dé dinh luong CA 19-9 trong huyét thanh va huyét
tuong ngudi.

- 1 chai chira Vi hat phu Streptavidin 0.72 mg/mL; chat bao quan.

- 1 chai chira Khang thé don dong khang CA 19-9 dénh d4u biotin (chuot) 3 mg/L, dém phosphate
100 mmol/L, pH 6.5; chét bao quan.

- 1 chai chira Khang thé don dong khéng CA 19- 9 (chudt) danh dau phic hop ruthenium 4 mg/L;
A ; c. ahk

Hop
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Hoa chit xét nghiém
CEA

Xét nghiém mién dich dién hoa phat quang. ding dé dinh hrong khdng nguyén ung thur phoi trong
huyét thanh va huyét twong ngudi.

I chai chira Vi hat phi Streptavidin 0.72 mg/mL; chit bao quén.

| chai chira Khang thé don dong khéng CEA déanh déu biotin (chudt/ngudi) 3.0 mg/L; dém
phosphate 100 mmol/L, pH 6.0; chét bao quan.

| chai chira Khéng thé don ddng khéng CEA (chudt) danh ddu phire hop ruthenium 4.0 mg/L; dém
nhosnhate 100 mmol/I. oH 6.5: :

Hop
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Héa chét xét nghiém
Cyclosporine

Xét nghi¢ém mién dich dién héa phat quang ding dé dinh lrong Cyclosporine trong mau toan phan
ngudl.

1 chai chira Vi hat phu Streptavidin 0.72 mg/mlL; chat bao quan.

1 chai chira Khang thé don déng khang cyclosporine dénh dau biotin (chudt) 25 pg/L; dém
phosphate 50 mmol/L, pH 6.0; chét bao quén.

1 chai chira Cyclosporine danh ddu phitc hop ruthenium 5 pg/L; dém phosphate 50 mmol/L, pH 6.0;

chét bao auan

Hop |
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Hoa chit xét nghiém
dinh lrong Total
bilirubin

Xét nghiém Bilirubin toan phan duoc ding dé dinh lwgng bilirubin toan phan trong huyét thanh hay
huyét trong ngudi & ngudi truéng thanh va tré so sinh.

- Phuong Phap: Diazonium Salt

- D tuyén tinh: 0,1 dén 25,0 mg/dL (1,71 ¢én 427,5 umol/L). Do tuyén tinh dugc kiém tra st dung
quy trinh CLSI

- Gi6i han phat hién (LOD): > 0,05 mg/dL (0,86 pmoV/L).

- Gidi han dinh hugng (LOQ): <0.1 mg/dL (= 1,71 pmol/L).

- Hép = 2750 tests.

=Pat chifn r-hnﬁn chit lirome 1SO13485
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Hoa chit xét nghiém
Everolimus

Phuong phap mién dich canh tranh (ECL;‘Cumpet;tlon)

1 chai chira Vi hat phu Streptavidin 0.72 mg/mL; chit bao quan.

1 chai chira Khang thé don dong khang everolimus danh dau biotin (tho) 35 pg/L; dém phosphate
100 mmol/L, pH 7.8: chét béo quén.

1 chai chita Dan xuét everolimus danh dau phire hop ruthenium 18 pg/L; dém citrate 10 mmol/L,
pH 6.0: chét bio guan,

Hop
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Hoa chét xét nghiém
Free HCGbeta

Xét nghiém mién dich in vitro dung dé dinh luong BhCG tu do (tiéu dom vi B tu do cua Kich t6 sinh
duc mang d&m & ngudi) trong huyét thanh ngudi. Nouyen ly bét cap.

1 chai chira Vi hat phii Streptavidin 0.72 mg/mL; chat bao quan.

1 chai chira Khéng thé don dong khang BhCG danh déu biotin (chut)3.5 mg/L; dém phosphate 40
mmol/L, pH 6.8; chét bao quan.

I chai chira Khang thé don dong khang BhCG tu do (chugt) danh déau phirchop ruthenium 1.6 mg/L;
dém

Hop
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Héa chat xét nghi¢m
free PSA

nhasnhamﬂ_ﬁ_mm]ﬂ.._nﬁ_?.ﬁ.chﬂl_ban_m
X¢ét nghiém mién dich in vitro dung dé dinh Iucmg khang nguyén dic hidu tuyén tién liét tu do trong
huyét thanh va huyét twong ngudi. Nguyén 1y bt ciip.
| chai chira Vi hat phil Streptavidin 0.72 mg/mL; chét béo quan.
1 chai chira Khang thé don dong khang PSA danh déu biotin (chudt) 2 mg/L;dém phosphate 100
mmol/L, pH 7.4; chét bao quan.
| chai chira Khang thé don dong khang PSA (chudt) danh déu phirc hop ruthenium 1.0 mg/L; dém

phosphate 100 mmol/[. nH 7 4- chit bao auan
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Hoa chat xct nghlem
FT3

Xét nghlem mién dlch clunCI de dlnh lum1g l‘rnodorhyromm: tu do trcna huvet thanh va huyét twong

ngudi. Phucrng phép mién dich canh tranh (ECL/Competition) X¢t nghiém mién dich dién hoa phat
quang.

Khoang do: 0.4 - 50 pmol/L; Khoang tham chiéu: 3.1 - 6.8 pmol/L

1 chai chira Vi hat phu Streptavidin 0.72 mg/mL; chéit bao quén.

1 chai chira Khéng thé don dong khéng T3 (ciru) dénh déu phirc hop ruthenium 18 ng/mL; dém
phosphate 100 mmol/L, pH 7.0; chat bao quan.

1 chai chira T3 d4nh déu biotin 2.4 ng/mL;: dém phosphate 100 mmol/L, pH 7.0; chét bao quan.

Hop
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Hoéa chét xét nghiém
FT4

Phuong phép mién dich canh tranh (ECL/Competition).

Khoang do: 0.5 - 100 pmol/L ; Khoang tham chiéu: 12 - 22 pmol/L

| chai chira Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.

| chai chira Khang thé da dong khang T4 (ctru) danh déu phirc hop ruthenium 75 ng/mL; dém
phosphate 100 mmol/L, pH 7.0; chéit bao quan.

1 chai chira T4 danh diu biotin 2.5 mg

Hop
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Hoa chat xét nghiém
HE4

Xét nghlem mién dich diing dé dinh luong HE4 trong huyét thanh va huyét twong ngudi. Xét
nghiém mién dich dién hoa phét quang.

Khoang do 15.0-1500 pmol/L

1 chai chira Vi hat phii Streptavidin 0.72 mg/mL; chat bao quan.

| chai chtra Khang thé don dong khang HE4 danh dau biotin (chudt) 0.75 mg/L; dém phosphate 100
mmol/L, pH 6.5; chét bio quan.

| chai chtra Khéng thé don dong khang HE4 (chugt) dénh déu phirc hop ruthenium 1.5 mg/L; dém

nh / - chi auan
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Héa chit xét nghiém
PAPP-A

Khoang do: 4 - 10000 mIU/L

1 chai chira Vi hat phu Strepta\ndm 0.72 mg/mL; chat bao quan.

| chai chira Khéng thé don dong khdng PAPP-A dénh déu biotin (chuét) 2.0 mg/L; dém TRIS 50
mmol/L, pH 7.0; chét bao quan.

1 chai chira Khéng thé don dong khang PAPP-A (chudt) dénh déu phirc hop ruthenium 1.0 mg/L;
dém phosphate 50 mmnm pH 7.4: chitbio quan.

Hop
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Hoéa chat xét nghiém
PIVKA Il

Xét nghiém mién dich dé dinh luong protem tao ra khi thiéu v1ta.mm K hodc chét d6i van II
(PIVKA-II) trong huyét thanh va huyét trong nguéi. Xét nghiém mién dich dién hoa phat quang.
Khoéng do 3.5-12000 ng/mL

1 chai chita Vi hat phu Streptavidin 0.72 mg/mL; chit bao quan.

| chai chira Khéng thé don dong khang PIVKA-II danh dAu biotin (thé) 1.2 mg/L; dém phosphate
40 mmol/L, pH 6.5; chét bio quan.

1 chai chira Khéang thé don dong khéng PIVKA-II (th6) ddnh déu phirc hop ruthenium 2.0 mg/L;
dém phosphate 40 mmol/L, pH 6.5; chét bao quan

Hop
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Hoéa chét xét nghiém
PSA toan phin

Xét nghiém nay, ding trong chén dodn in vitro dé dinh lrong khdng nguyén déc hiéu tuyen tién liét
toan phén (tr do + phirc hgp) trong huyét thanh va huyét trong ngudi.

Nguyén ly bit cap.

Khoéang do: 0.003 -100 ng/mL

1 chai chira Vi hat phil Streptavidin 0.72 mg/mL; chét bao quan.

1 chai chira Khéng thé don dong khang PSA déanh déu biotin (chut) 1.5 mg/L; dém phosphate 100
mmol/L, pH 6.0; chat bao quan.

1 chai chira Khang thé don dong khang PSA (chuét) danh diu phitc hop ruthenium 1.0 mg/L; dém

nhqsnh.ate_le_m.mnliL_nH_B.ﬂ_ch.aLhan_mmn
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Hoéa chat xét nghiém
Sirolimus

Xét nghiém mién dich ding dé dinh lugng sm:llmus trong méu toan phén ngudi. Phuong phép mién
dich canh tranh (ECL/Competition) Xét nghiém mién dich dién héa phéat quang.

1 chai chira Vi hat phii Streptavidin 0.72 mg/mL; chét béo quan.

1 chai chira Khéng thé don dong khéng sirolimus dénh déu biotin (thé) 35 pg/L; dém phosphate 100
mmol/L, pH 7.8; chét bao quén.

1 chai chu'a Din xuét sirolimus d4nh déu phirc hop ruthenium 18 pg/L; dém citrate 10 mmol/L, pH
60:-¢

Hop

100

Héa chit xét nghiém
Tacrolimus

Xét nghiém mién dich ding dé dinh lrong tacrolimus trong méu toan phan ngudi. Phuong phép
mién dich canh tranh (ECL/Competition) Xét nghiém mién dich dién h6a phit quang.

1 chai chira Vi hat phu Streptavidin 0.72 mg/mL; chét béo quan.

1 chai chira Khang thé don dong khéng tacrolimus déanh déu biotin (ciru) 15 pg/L; dém phosphate
100 mmol/L, pH 7.8; chét bao quan.

1 chai chira Dan xuét tacrohmus danh déu phirc hgp ruthenium 4 pg/L; dém citrate 10 mmol/L, pH

33: chﬁLhag_mlﬁn il 2
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101

Hoa chat xét nghiém
TG

Xét nghlém mién dlCh dung &é dmh lurong thyrovlobulm trong huyct thanh va huyet tl.r{mg ngm‘n
Phwong phép mién dich bit cip (ECL/Sandwich) Xét nghiém mién dich dién héa phat quang.
Khoéng do: 0.04- 500 ng/mL; Khoang tham chiéu: 3.5 - 77 ng/mL

1 chai chira Vi hat phu Streptavidin 0.72 mg/mL; chit bio quan.

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

1 chai chira Khéng thé don dong khang Tg (chuét) danh dau phire hop ruthenium 3.1 mg/L; dém
Bis-Tris 50 mmol/L, pH 6.3; chét bao quan.

Hdp =100 test

102

Hoa chét xét nghiém
TSH

Xét nghiém mién dich dung dé dinh lrong thyrotropin trong huyet thanh va huyét tuong ngudi.
Phuong phép mién dich bét cap (ECL/Sandwich) Xét nghi¢m mién dich dién héa phét quang.
Khoang do: 0.01 - 100 ulU/mL; Khoang tham chiéu: 0.27 - 4.2 ulU/mL

1 chai chira Vi hat phi streptavidin 0.72 mg/mL; chét bio quén.

1 chai chita Khéng thé don dong khang TSH (chudt) danh déu biotin 2.0 mg/L; dém phosphate 100
mmol/L, pH 7.2; chat bao quan.

1 chai chira Khang thé don dong khang TSH (chu¢t/ngudi) dénh d4u phrc hop ruthenium 1.5 mg/L;
dém phosphate 100 mmol/L, pH 7.2; chét bao quan.

Hop

103

Héa chat xét nghiém
Vitamin D

Khoéng do 3-100 ng/mL hay 7.5-250 nmol/L (

B¢ thuéc thir va thudc thi tién xir ly duoc dan nhan VITD-T.

Thuéc thir tién x Iy 1: 1 chai >4 mL: Dithiothreitol 1 g/L, pH 5.5.

Thubc thir tién xir Iy 2: 1 chai >4 mL: Natri hydroxide 55 g/L.

1 chai chira Vi hat pht Streptavidin 0.72 mg/mL; chét béo quén.

1 chai chira Protein gan két vitamin D danh dAu ruthenium 150 pg/L; dém bis-tris propane 200
mmol/L; albumin (ngudi) 25 g/L; pH 7.5; chit béo quan.

1 chai chira Vitamin D (25-OH) danh déu biotin 14 pg/L; dém bis-trispropane 200 mmol/L; pH 8.6;
chit hin auin

104

Céc dyng mau dung
cho may phan tich
mién dich

Thanh phén: Polystyrene

Tai

105

Ong ldy mau 0.5 ml

Thanh phén: Polystyrene

Tai

106

Dung dich rra hé
thégg_mév sinh héa

Thanh phan bao gom: Baypur CX 100; Sodium Hydroxide 1 - 2%; Genapol X080 1 - 2%; Sulfonic

acids, C14-17-sec-alkane, mubdi natri 1 - 5%.

Can

107

Hoéa chit hé thong

Dung dich hé thong ding dé phét tin hi¢u dién héa cho méy phan tich xét nghiém mién dich
Thanh phan:

B6 dung dich kiém tra bao gbm >4 chai, mdi chai >1.0 mL huyét thanh chlmg

Protein dugc tao do thiéu vitamin K hodic antagonist-1I (PIVKA- II) (t4i t6 hop, tir canh cdy té bio,
cling dugc goi 12 des-y-carboxy prothrombm [DCP]) & 2 khoang ndng d6 (khoang 23 ng/mL va
khoang 350ng/mL) trong mét hén hop huyét thanh ngua.

Hop

108

Céng phan img

Vit tir tiéu hao ding cho mdy mién dich. Dat tiéu chuén chat luong I1SO 13485.

Thing

109

Hoéa chit pha lodng
xét nghiém mién dich

Héa chat pha lodng xét nghiém mién dich duge sir dung nhu chat pha loang mau trong cac xét
nghiém dién hda phat quang.
Thanh phin: Hén hop protein; chét bio quan < 0.1 %

.Hop

110

Pinh luong IL-6
(Interleukin 6)

- Pham vi phén tich: 0,5-1.500 pg/mL

- Phuong phép xét nghiém: mién dich enzym mét buée ddng thoi (“sandwich”™)

- Thanh phén:

R1a: Céac hat thudn tir phi kh.’mg thé dé khéang IgG chudt: khang thé chuft don dong khang [L-6 &
ngudi, BSA, chét huat dong bé mat, <0,1% natri azit va 0,17% ProClin 300.

R1b: Dung dich mudi dém TRIS, protein (lon, dé, bd, chudt), chit hoat dong bé mit, < 0,1% natri
azit va 0,17% ProClin 300.

Rlc: Chét cong hop gitra IL-6 khang ngudi & dé va phosphatase kiém (bo), BSA, chit hoat dong bé
it va 0 179% PraClin 300

111

Chat chudn IL-6

mit < () 19 natri azit vA
- Thanh phan: S0: Chat nén BSA dém, <0,1% NaN3, 0,15% ProClin 300 S1,82,53,84,S5: Chét nén
BSA dém, 1L-6 tai tb hop & ngudi < 0,1% NaN3, 0,15% ProClm 300.

112

Héa chit xét nghiém

Dai do: Ngudng 1, chi s gid tri. Phuong phép do: Phén img mién dich gin enzyme gi4n tiép

ANAscreen
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Dal dc 0- 200 GPL U;’ml Phucmg phép du Phan {mg mién dgch gan enzymc glan t:ép

Hoa chﬁt xét nahlém
Anti-Phospholipid
Screen IgG
114 |Héa chat xét nghiém |Dai do: 0 - 100 MPL-U/ml. Phuong phép do: Phan img mién dich gin enzyme gian tiép. Hop
Anti-Phospholipid
Screen IgM
115 |Hoa chit kiém chimg | Thanh phin gdm: enzyme conjugate, enzyme substrate, positive sample, and test-specific control Hép
mitc duong
116 |Héa chat kiém chimg | Thanh phan gdm: enzyme conjugate, enzyme substrate, positive sample, and test-specific control Hop
mirc im
117 -Binh__lugng RF Dai do: 10-120 TU/mL; phuong phap: Immuno-turbidimetric. Thanh phén: Glycine buffer (pH 8.0) | Hép
(Reumatoid Factor) 170mmol/L. Latex phi IeG n _guéﬂ < 0 5%
118 |Hoa chat hicu chuin |Duoc didu ché dya trén chat nén ngudn gbc tir ngudi c6 céc thong sb sau: albumin, calcium, Hop
cho céc xét nghiém  |cholesterol, cmatmme glucose, iron, lactic acid, magnesium, phosphorus, total protein (tir vt ligu
sinh héa albumin c6 ngudn gbc tir ngudri), triglyceride, urea nitrogen (urea), va uric acid. Sodium azide 12
chét bao quan. Duwt luong ISO 13485
119 |Chét chudn cho cdc  |Dang long, thanh phan: dung dich dém, chit bao quan Hop
xét nghiém Protein
dic biét
120 |Chét chuin hFSH Thanh phan S0: Chét nén albumin huyét thanh bd (BSA) dém c6 chét hoat dong bé mat, <0,1% Hép
natn azit, <0,5% ProClin 300, C6 chira 0 mIU/mL (IU/L) hFSH. 81, 82, 83, S4, 85: hFSH 1in luot
o nong 46 x4p xi 1, 10, 50, 100 va 200 mIU/mL (TU/L) trong chét nén dém BSA c6 chét hoat dong
bé& mat, <0.1% natri azit va <0.5% ProClin 300
121 |Chét kiém chimg cho |Chét kiém chimg dang léng diéu ché tir huyét thanh ngudi dimg cho céc xét nghiém sinh héa thuomg | Lo
cé4c xét nghiém sinh  [quy midc 2. Cic mirc ndng 5 chét phdn tich dugc didu chinh tir cac chiét xuat tir dong vat khac
héa thirdng quy mitc |nhau va céc vét liéu phi protein khic gdm thude, chat chuyén héa va céc héa chét tinh khiét.
2
122 |Chat kiém chimg Nguén méu: nudc tiéu. Dang bét déng khd, chira beta2-Microglobulin ngudi. Hép
dung cho xét nghiém -
beta2-Microglobulin
123 |Control xét nghiém |Huyét trong ngudi dugc tich 16p va khir nuée bang dém mudi phosphate. Chét 6n dinh natri azit< | Hop
Protein 0.095%
124 |Dién cucchay xét  |Dat tiéu chudn chat lugng 1SO 13485 Cai
nghiém dién giai
(Nat+, K+.Cl-)
125 |Dinh luong Apo A1 |Héa chat ding cho xét nghiém APO Al; dai do: 0.4-2.5 g/L; phuong phap: Immunoturbidimetric. Hép
Thanh phan: Polyethylene glycol 6000 3,5% w/v; Khang thé dé khang Apo Al antibodies =0.14
/L.
126 |Pinh lugng Hoa chit diing cho xét nghiém Haptuglobm, dai do: 0.3-4.0 g/L; phuong phap: Hop
Haptoglobin Immunoturbidimetric. Thanh phén: Khang thé dé khang haptoglobin ngudi néng d9 dao dong.
127 |Dung dich hiéu Mau chuan dugc didu ché tir khang thé ngudi gom IgA, IgG, IgM, C3, C4, haptoglobin, va ménh Hop
chufin xét nghiém  [transferrin trong huyét thanh ngudi. Dat tiéu chuén chét lugng ISO 13485
dinh legng
Transferrin, IgG,
[gA, IgM, C3, C4,
Hantoglobin _
128 |Dung dich kiém tra Miu chimg huyet thanh déng khé chira CK-MM goc tir nguoi va CK-BB chiét xuét tir ndo lon 6n Hép
chét lugng xét dinh trong chét nén albumin bs. Pat tiéu chudn chét lugng ISO 13485
nghiém dinh lugng
CK-MB
129 |Dung dich kiém tra |Mau chu-ng dang léng chira huyét thanh ngudi va cystatin C ngucn tai t6 hop On dinh bang cach Hop
chét lugng xét thém chét bao quan (sodium azide 0,09%). Pat tiéu chuén chit lugng 1SO 13485
nghié¢m dinh lugng
Cystatin
130 |Dung dich pha loang |- Thanh phan: Chat pha logng Chat nén albumin huyét thanh bo (BSA) dém c6 chét hoat tinh bé Hop
|méu . |mit, < 0.1% natri azit, <0.5% ProClin 300.

W ]/‘p?/\/le\/
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131

Progesterone

Dung dich pha l.c;ang

T Chai >5 mL chira dung dich dém TRIS. Chat bio quan: Sodium Azide. Dat tiéu chufn chét luong
1SO 13485

132

Dung dich rira
Alkaline

NaOCI 4,0 g/L, NaOH 1,1 mol/L, KOH 36,5 mmol/L. Pat tiéu chuan chat lugng ISO 13485

133

Hoéa chit chufn xét
nghiém Everolimus

Dung dich hiéu chun xét nghiém mién dich dinh lugng Everolimus, dugc ding dé chudn xét
nghiém Everolimus. MAu chuén déng kh6 14y tir mdu ngudi chira Everolimus véi hai khoéang néng
5 (khoang 1 ng/mL v khoang 25 ng/mL) trong méu ngudi; chat bao quén

Hép hoa chit chudn gdm > 6 chai. mdi chai >1.0mL

134

Hoéa chat diing cho
xét nghiém a-2
Macroglobulin

Thanh phén: Khéng thé (dé, don dong) dac hiéu véi a-2 Macroglobulin, Natri azid , Dung dich
mudi dém phosphat. Hop >1x10mL Ab.Rgt., >5x25mL Buffer

135

Hoa chét ding cho
xét nghiém Alkaline
Phosphatase (ALP)

R1: 2-amino-2-methylpropanol > 1,2 mol/L. Magnesium > 7,2 mmol/L.Zinc sulfate > 3,6
mmol/L.HEDTA > 7,2 mmol/L. R2: 4-nitrophenyl phosphate > 171,6 mmol/L. Chit bao quan
ProClin. Pat tiéu chuén chét luong ISO 13485. Hjp > 1500 test

Hop

136

Hoéa chat hiéu chuan
cho xét nghiém apo
Al vaApo B

Hoa chat hiéu chuan cho xét nghiém Apo A1 va Apo B. Thanh phén: Chét nén huyét thanh ngudi
dang 16ng ¢6 chira cac lwong khéc nhau ciia apolipoprotein Al ngudi apolipoprotein B ngudi.

Hop

137

Hoa chit hiéu chuin
cho xét nghiém dinh
lugng 25-OH
Vitamin D

Mau chuan A - F c6 thanh phan 12 dung dich dém PBS va huyét thanh ngudi. Mau chuin B - F c6
céc néng d6 khac nhau ciia 25-OH Vitamin D. Chét béo quan: ProClin 950, Sodium Azide. Dat tiéu
chuén chét lugng ISO 13485.

Hop >6 Chai. mdi chai >4.0 mL

138

Héa chit hiéu chuan
cho xét nghiém dinh
luong Albumin

Chira albumin huyét thanh nguai Sodium azide (< 0,09%) duge thém vao nhu chat bao quén. Bao
gdm:
Cal 1: 5 pg/mL (hodc mg/L).
Cal 2: 25 pg/mL( hodc mg/L).
Cal 3: 100 pg/mL (hodc mg/L).
Cal 4: 300 pg/mL (hodc mg/L).
Cal 5: 500 pg/mL (hodc mg/L).
i in chit hrone 1SO 13485

139

Hoa chét hiéu chuén
cho xét nghiém dinh-
lugng Cyclosporine

Mau chuan A chira thém thé tich dé sit dung nhu chét pha loang cho cac mau thir nam ngoai khoang
dao dong. MAu chuén A - F duoc didu ché véi méu toan phén d2 qua xir ly. MAu chuin B - F chita
cyclosporine. Dat tiéu chuén chét lugng 1SO 13485.

140

Héa chét hiéu chuén
cho x¢t nghiém dinh
Irgng Folate

Mau chuan A - F duoc dieu ch trong dung dich dém TRIS véi chat 6n dinh protein (tir huyét thanh
albumin ngudi). MAu chuén B - F chira contain pteroylglutamic acid (PGA). Chit bao quan: Sodium
Azide. Dat tiéu chuén chét lrong ISO 13485. Hop >6 Chai, mi chai >2,0 mL

141

Héa chat hiéu chudn
cho xét nghiém dinh
lugng HE4

MBu chun A - F duge didu ché trong dung dich dém PBS véi chit én dinh protein (tir bo). Chat
bao quan: ProClin 300.
Dat tiéu chuén chét lugng ISO 13485.

142

Héa chét hiéu chuén
cho xét nghi¢ém dinh
lrgng

HOMOCYSTEINE

Mau chuan A - F c6 thanh phan dung dich dém phosphate. MAu chuan B - F ¢6 thanh phén S-
adenosyl-L-homocysteine duge diéu ché theo phuong phép trong lugng. Chét bao quan: Sodium
Azide.

143

Héa chét hiéu chudn
cho xét nghi¢m dinh
lugng Myoglobin

Mau chuan A c6 thanh phan la dung dich dém TRIS véi chét 6n dinh protein (tir bd). Mau chuén B -
F c6 thanh phén 12 myoglobin ngudi trong dung dich dém TRIS vai chét 6n dinh protein (tir bd).
Chét bao quan: sodium azide.

144

Hoéa chét hiéu chuén
cho xét nghiém dinh
lugng Pepsinogen I

Calibrator 1 chira dung dich dém MOPSO véi chit on dinh protein (tir b). Calibrator 2 chira
pepsinogen I (tir ngudi) trong dung dich dém MOPSO i chét 6n dinh protein (tr bo). Chit bao
quén: ProClin 300. Pat tiéu chuén cht lwgng ISO 13485.

Hop

145

Hoéa chit higu chun
cho xét nghiém dinh
lugng Pepsinogen II

Calibrator 1 chira dung dich @&m MOPSO véi chét 6n dinh protein (tir bd). Calibrator 2 chira
pepsinogen I1 (tir ngudi) trong dung dich dém MOPSO véi chit dn dinh protein (tir bd). Chét bao
quan: ProClin 300. Dat tiéu chuén chét lwgng ISO 13485.

b
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146

Hoa chét hiéu chuin

1 Chai > 8 mL méu chimg nong d6 thap trong dung dich dém borate.

Hop

cho xét nghiém dinh |1 Chai >8 mL mAu chimg ndng d trung binh chita cyanocobalamin trong huyét thanh nguoi.
lrgng vitamin B12 |1 Chai> 8 mL mau chimg ndng d6 cao chita cyanocobalamin trong dung dich dém borate.
147 |Hoa chatkism tra | Mau chimg nong dé thap, Mau chimg nong d¢ trung binh, va Mu chimg ndng do cao. Mau chimg | Hop
chit luong cho xét | chira pteroylglutamicacid (PGA) trong dung dich d¢m TRIS véi chét 6n dinh protein (albumin
nghi¢m dinh lugng huyét thanh ngudi). Chét bao quan: Sodium Azide. Dat tiéu chudn chét lugng ISO 13485.
Folate '
148 |Hoa chatkiem tra | Thanh phan: 25-OH vitamin D dugc diéu ché trong dung dich d¢ém PBS véi huyét thanh ngurdi. Hop
chét luong xét Chét bao quan: ProClin 950, Sodium Azide
nghiém dinh lugng |1 Chai 8,0 mLL Méu chimg néng d§ thap.
25-OH Vitamin D |1 Chai >8,0 mL MAu chimg néng dd trung binh.
1 Chai >8,0 mL M&u chimg néng d6 cao.
Dat tiéu chuin chét lirone 1SO 13485
149 |Héa chatkiém tra _ |Chira albumin huyét thanh ngudi. Sodium azide (< 0,09%) dugc thém vao nhu chat bao quan. Hop
chat lugng xét Control 1: 20 dén 40 (ug/mL hodc mg/L). Control 2: 75 dén 105 (ug/mL hodc mg/L). Pat tiéu
nghiém dinh lugng  [chudn chat lwong 1SO 13485,
Albumin
150 |Hoa chat kiem tra | Mau chirng chira huyét twong ngudi duong tinh va am tinh v6i anti-CCP trong dung dich dém Hop
chét lugng xét phosphate. Chét bao quan: Sodium Azide. Pat tiéu chuén chat lugng ISO 13485.
nghiém dinh lugng
Anti-CCP__ ; i
151 |Hoa chat kiém tra Homocysteine Controls cé thanh phan L-homocysteine duoc xir ly trong huyét thanh nguoi va dém Hop
chit lugng xét phosphate. Chét bao quan: sodium azide.
nghiém dinh luong :
HOMOCYSTEINE
152 |Hoa chitkiémtra  |Mau chimg Myoglobin. Mu chimg ¢6 thanh phan myoglobin (ngudi) trong dém BES c6 chit on Hop
chét lrong xét dinh protein tir ngudi. Chét bao quan: natri azide va tic nhan khang vi sinh vét.
nghiém dinh lugng
Mvoglobin
153 |Hoa chat kiem tra | MAu chuan A chira dém Borate véi chét dn dinh protein (huyét thanh nguoi) Hop
chét lrgng xét Miu chuin B-F chita cyanocobalamin trong dém borate v&i chét n dinh protein (huyét thanh ngudi)
nghiém dinh lugng
vitamin B12
154 |Hoa chét xét nghiém |Déi do: 26.2 pmol/L - 600 pmol/L, phuong phap do: GLUTAMATE DEHYDROGENASE. Hép Hop
Ammonia bao gom 1 1o >20ml va 1 lo > 7mL
155 |Hoa chét xét nghiém |Thanh phén: Hop
dinh lugng Acid - R1: a-Naphthylphosphate dISO13485dium salt 3 mmoV/L; 4-Chloro-2-methylbenzenediazonium
Phosphatase salt 1 mmol/L
- Liquid Stabilizer: Acetate buffer 3 mol/L.
Hop >623 test
156 |Héa chit xét nghiém |R1: Good’s buffer 1.03%, Sodium chloride 1.48%, Sodium hydroxide < 0.14%. R2: TRIS buffer Hoép
dinh lugng Albumin [1.17%, Anti-human albumin antibody (goat) 0.17% Sodium chloride 1.14% Hydrochloric acid <
0.9%, Sodium azide < 0,09%. Dat tiéu chuén chit lugng ISO 13485. Hop 2500 test
157 |Hoéa chat xét nghiém |R1: >4 lg, mdi lg >6 mL Dung dich dém Phosphate 40mM pH 6,5 chira albumin huyét thanh bo. Hop
dinh lugng Beta-2- |R2: >4 lo, mdi lo >3 mL Dung dich huyén pha gdm céc hat latex polystyrene phit khang thé IgG
Microglobulin (thd) khang khang nguyén B2M trong chit dém chira albumin huyét thanh bo
Hop =100 test
158 |Hoa chat hiéu chudn |Mau chuan déng khd chira CK-MM tir ngudi va CK-BB tir ndo lon &n dinh trong chit nén albumin | Hép
xét nghiém dinh bo.
luong CK-MB Dat tiéu chuin chét lrong ISO 13485. Hép >2 lo, mbi lo >1 ml (Péng khd)
159 |Hoa chat xét nghiém |1 Chai >6,5 mL chira Anti-human C-peptide ph trén vi hat trong dung dich dém TRIS. Nong do toi | Hop
dinh Iugng C-peptide |thiéu: 0,05% rin. Chét bio quan: ProClin 300, ProClin 950.

I Chai 5.9 mL chira chét két hop anti-human C-peptide ¢6 dénh déu acridinium trong dung dich
dém MES véi chit &n dinh protein (tir bd) va chét ty. Nong dd t6i thiéu: 0,1 pg/mL. Chat bao
quéan: sodium azide. .

| Chai >10 mL chira dung dich dém MES véi chit én dinh bé m3t va chit chan protein (bd, chudt).

Pat tién chnin chat irone 1SO 13483 Haon >100 test

Chét bao quan: ProClin 300, ProClin 950.
13/19 M\/hf/\/

| R T



_.. Ten_.hda thét

: _Y.eu cﬁu cua héng h{ua ve chét in-qng, mﬁ té chl tlet thong sﬁ ky- thugt

160

Héa chit xét nghlem
dinh hrong
Cyclosporine

- Khang the dcm dong chuot (Anh Cyclosponne) phi trén vi hat trong dunu dich dem MOPS voi
chét én dinh protein tir bo. Chat bao quan sodium azide va ProClin 950.

- Chét két hop cyclosporine cé danh ddu acridinium trong dung dich dém citrate voi chét tay. Chit
béo quan: ProClin 300.
- Dung dich pha loing xét nghiém chira dung dich dém MES va NaCl. Chét bao quan; ProClin 300.
Dat tiéu chuan chét lugng ISO 13485

Hép

161

Hoéa chét xét nghiém
dinh lugng Cystatin C

R1: Tris buffer (pH 8,5) < 100 mmol/L. Chét trc ché protein huyét thanh sach (tho) < 2,5 %. Chat
6n dinh va chit bao quan.

R2: Glycine buffer (pH 7.3) < 170 mmol/L. Khéng thé khang cystatin C don dong (thd) hép thu trén
hat latex 0,09 %. Chét én dinh va chét bio quan natri azide (<0,1%).

Dat i >

162

Héa chit xét nghiém
dinh lugng Folate

mmmmmw
+ 1 Chai chira Protein gan vdi anti-Folate (chudt, khéng thé don dong) bat cap vai vi hat gan két 4
lirc véi Folate Binding Protein (bd), trong dung dich dem TRIS v6i chit 6n dinh protein (tir albumin
huyét thanh ngudi va dé). Nong do t4i thiéu: 0,08% ran. Chét bao quan: sodium azide va cac tic
nhén khéng vi sinh vét.
+ 1 Chai chita Acid Pteroic (PTA) - chit két hgp ¢6 danh dAu acridinium trong dung dich dém MES
voi chét 6n dinh protein (tir Ion). Néng db téi thiéu: 4 ng/mL. Chét bao quan: Tac nhén khang vi
sinh vat.
+ 1 Chai chira dung dich pha loéng xét nghigém Folate c6 thanh phén 12 dung dich dém borate. Chit
bio quén: sodium azide va cac tac nhan khang vi sinh vat.
+ Thudc thir Tién xir Iy 1 ciia Folate chira potassium hydroxide.
« Thuéc thir Tién xir 1y 2 ctia Folate chira dithiothreitol (DTT) trong dung dich dém acid acetic ¢6
EDTA.
» Dung dich pha logng mau ¢6 dung dich dém TRIS véi chét 6n dinh protein (albumin huyét thanh

ngudi). Chét bio quén: sodium azide.
Ciae $if, ol Ao LAed ICN 17405 114 100 sant
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Héa chét xét nghiém
dinh lugng
Haptoglobin

Thanh phan: Haptoglobin dugc cung cdp & dang long, s8n cho sir dung, bg hai thude thir bao gom:
- R1: Polyethylene glycol 30 g/L va TRIS 100 mmol/L

- R2: Anti-human haptoglobin goat serum 50% va TRIS 100 mmol/L

Hop 2230 test

164

Hoa chét xét nghiém

dinh lugng
HOMOCYSTEINE

Thanh phén:

- Anti-S- adenosyl L-homocysteme (chuot khéng thé don dong) ph trén vi hat trong dung dich dém
BIS-TRIS c6 chét hoat tinh b& mat. Chét bio quan: natri azide va cdc tac nhan khang khuén khic.

- S-adenosyl- L-cysteme (SAC) c6 danh dau acridinium trong dung dich dém citrate véi chét hoat
tinh b& mit va 6n dinh protein (tir bo). Chét bao quéan: ProClin 300

- Enzyme: S-adenosyl-L-homocysteine hydrolase (SAHHase) tai td hop trong dung dich dém 4-(2-
hydroxyethyl) piperazine-1propane sulfonic acid (EPPS). Chét bao quén: natri azide.

- Dithiothreitol (DTT) trong dung dich d¢m citrate.

Hop =100 test

Hop
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Héa chat xét nghiém
dinh lugng Insulin

1 Chai 26,6 mL chira khang thé khang insulin ngum (chuét don dong) ph trén vi hat trong dung
dich dém MOPS vdi chit 6n dinh protem (bd). Néng do t6i thiéu: 0,08% rén. Chét bao quan:
sodium azide va céc tac nhan khing khuén khéc.

| Chai 25,9 mL chira khang thé khang khang nguyén insulin ngurdi 6 danh déu acridinium (don
dong, chudt) két hop trong dung dich d¢m MES véi cht n dinh protem (bo). Nbng d6 téi thieu:
0,09 pg/mL. Chét bao quan: sodium azide va cac téc nhan khang khuén khéc.

Pat tién chn:m chét irome 1SO 13485 Hon >100 test

Hop

166

Hoéa chét xét nghiém
dinh lugng
Myoglobin

Thanh phan:

1 chai chira Antl myoglebm phL’l trén vi hat trong dung dich dém TRIS véi chét én dinh protein
(bd). Ndng d tbi thiéu: 0,10% ran. Chét bao quan Téc nhan khang vi sinh vat.

1 chai chita chét két hop Ann-myoglobm d4nh déu acridinium (chuét khang thé don dong) trong
dung dich dém MES véi chét 611 dinh protein (tir bd). Nong d toi thidu: 150 ng/mL. Chét bao quan:
ProClin 300.

1 chai chira dung dich pha 10ang mau Myoglobin chira

dung dich'dém TRIS véi chét on dinh protein (tir bd). Chét bao quan: sodium azide

Han >100 test

s
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Héa chét xét nghiém

E Cha1 chira Aml NGAL phu trén vi hat trong dung dich da;m TRJS voi chét on dinh va tay protein

dinh luong NGAL  |(tir bd). Néng do tbi thiéu: 0,08% rén. Chét bao quan ProClin 300.
trong nuéc tiéu - 1 Chai chita A_Tltl-vNGAL chét két hop ¢6 danh déu acridinium trong dung dich dém TRIS va&i chét
én dinh va tdy protein (tir bd). Néng d6 tdi thidu: 200,0 ng/mL. Chat bao quin: ProClin 300. Pat
: ) tiéu chuﬁn_ghg];_lu_qnalSD_l}_&i_H.on >100 test
168 |Hoba chét xét nghiém [Bao gom: Hép
dinh lIugng - 1 chai chira Ami tacrolimus (khang thé don dong, chuét) phi trén vi hat trong dung dich dém
Tacrolimus EDTA véi chit én dinh protein (tir bo);
- 1 Chai chét két hop tacrolimus ¢ dénh déu acridinium trong dung dich dém citrate véi chit 6n
dinh protein (tir bd);
-1 Chai dung dich pha loang xét nghiém chira dung dich dém MES va sodium chloride.
Pat tiéu chuin chit luong 1SO 13485.
169 |Héa chdt xét nghiém [Hop =5 cap R1 va R2 Hop
dinh lugng R1: Polyethylene glycol (21 g/L). Thanh phan khong phan tng: dung dich dém. Chét bao quan:
Transferrin natri azide (0.1%).
R2: Khéng thé khéng transferrin ngudi trong huyét
thanh dé (< 50%). Thanh phén khéng phan img: dung dich dém.
Chét bao quan: natri azide 0.1%.
Hén hao edm: R1>5 lo_mfi lo> 20 ml. R2 >3 lo_mdi lo >0m|
170 |Héa chat xét nghiém |Thanh phan: Hop
dinh luong vitamin |+ 1 Chai >6,6 mL vi hat tir chira yéu to néi (tir lon) phu trén vi hat.
BI2 « 1 Chai 5,9 mL chét danh d4u phat quang chira chat két hop B12 déanh déu acrinidium. Néng d¢
t6i thiu: 0,7 ng/mL
« 1 Chai =10 mL dung dich pha lodng xét nghiém chira dung djch dém borate v6i EDTA
« 1 Chai =27 mL dung dich tién x{r ly 1 chira 1,0 N sodium hydroxide v&i 0,005% potassium
cyanide.
« 1 Chai >3,2 mL dung dich tién xir Iy 2 chita alpha monothioglycerol va EDTA.
« 1 Chai >3,3 mL dung dich tién xir Iy 3 chita cobinamide dicyanide.
Hin >100 test
171 |H{p que thiT xét Xéc dinh cac thong s6 nuéc tidu trén méay tu dong: Bilirubin, Urobilinogen, Ketones (Acetoacetic Hép
nghiém téng phan acid), Ascorbic acid, Glucose, Protein (albumin), méu, pH, Nitrite, Leukocytes va ty trong nuéc
tich nudc tiéu 11 tiéu. Hop > 150 stick/box .
thong sb tir dong
172 |Ong ly tim TDX Ong phén tmg, thé tich 1am viéc: >1,5 ml. Chat liéu: PP, trong sudt, gan nap, c6 vach chia va khéng | Hop
gian viét. Hop =500 cai
173 |Hoéa chat xét nghiém |1 Chai >6,6 mL chira Anti-BNP (chuft, khdng thé dun dong) pha trén vi hat trong dung dich dém Hép
dinh luong BNP TRIS vai chét 6n dinh protein (bd, chudt). Néng dé téi thiéu: 0,07% rin. Chit bao quén:
sodiumazide va ProClin 950.
1 Chai >5,9 mL chira Anti-BNP (chuot, khang thé don dong) chét két hup ¢c6 danh déu acridinium
trong dung dich dém MES véi chat én dinh protein (tir bo). Nbng d6 tbi thiéu: 0,1 pg/mL. Chét bao
quén: sodium azide va ProClin 300.
1 Chai >8,9 mL chira dung dich pha lodng mu chira dung dich dém TRIS véi chét 6n dinh protein
(tir bd). Chét bao quan: sodium azide va ProClin 950.
Dat tidn chuin chit hreme 1SO 13485
174 |Ho6a chit hidu chuin [CAL A : Chia dung dich dém phosphate c6 chét 6n dinh protein (tir bd). Hop
cho xét nghiém dinh [CAL B - CAL F : Chira NSE ngudi trong dung dich dém phosphate cé chira chét én dinh protein (tir
luong NSE bd).
Chét bao quan: natri azide va tic nhan khang vi sinh vat.
Tiéu chquEDAJ}Qa_c_SOlMSS .
175 |Hoéachitkiémtra  |Thanh phin: CONTROL L - M - H chiza NSE ngum trong dung dich dém phosphate c6 chira chat Hop
chét lugng xét bn dinh protein (tir bo).
nghiém dinh lugng | Chét bao qu:in natri azide va tdc nhén khang vi sinh vat.
NSE Tiéu chgén FDA ho#c ISO13485.
176 |H6a chit xét nghiém |1 chai >6,6ml chira Anti-NSE (khang thé don déng, chuot) phﬁ trén vi hat trong dung dich dém Hop
dinh lugng NSE propane Bis-TRIS c6 chét &n dinh protein (tir bod). Néng d toi thiéu: 0,09% rén. Chét bao quan:

ProClin 300 va ProClin 950.
1 chai chira chét két hcrp Anti-NSE (khang thé don dong, chudt) c6 danh diu acridinium trong dung
dich dém MES c6 chét 6n dinh protein (tir bo). Nong do tdi thleu 297 ng/mL. Chét bao quan:
ProClin 300

Tiéuc =
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Hoéa chit ding cho

177 Thanh phén:

xétnghiém Lipase  |R1: > 5 lo, m3i lo > 29 mL c6 thanh phén Cholic acid
Rla:> 5 lo, mBi lo > 30 mL. C6 thanh phan albumin huyét thanh ngudi.
R2:> 5 lo, m&i lo > 14 mL. Thanh phin khong phan {mg: va c6 sodium azide la chét bao quan

178 |Dung dich hiéu Dung dich dong kho dugc diéu ché tir lipase tuyén tuy ngudi duge tinh sach. C6 chit bao quan. Hop | Hép
chufn Lipase >2x3mlL

179 |Hoa chat xét nghiém |Lactate Oxidase 400 U/L, Peroxidase 2400 U/L, Tién chat tao mau, Thanh phan khéng hoat déng: | Hop
dinh lugng Lactic  |chét dém, chét tram, chét 6n dinh. Dat tiéu chuén chét lugng ISO 13485.

Acid

180 |H6a chat xét nghiém |Thanh phén: Magnesium dugc cung cap & dang 16ng, sin cho sir dung, bg hai thude thir bao gom: Hop

dinh lugng Magie - Thubc thir R1 : ISO13485citrate dehydrogenase, D-ISO13485citrate potassium salt
- Thudc thir R2 : NADP
Thanh phén khong phan tmg: R1 va R2 Chira sodium azide nhu chit bao quéan.

181 |Héa chat xét nghiém [R1: Sulfuric acid 665 mmol/L. R2: Ammonium molybdate 2.3 mmol/L, Sulfuric acid 665 mmol/L. Hop
dinh lugng R1 va R2 chira chét hoat doéng bé miit polyethylene glycol octylphenyl ether (2.9%). Pat tiéu chuin
Phosphorus chét luong 1SO 13485.

182 |Héa chat kiém tra Kiém tra cac xét nghiém Alpha-1 Antitrypsin, Beta-2 Microglobulin, Ceruloplasmin, CRP, Hop
céc xét nghiém sinh  |Haptoglobin, IgA, IgG, 1gM, Prealbumin, RF, Transferrin. Buge ché bién tir huyét thanh tinh khiét
héa ngudi (chiét xut tir ngudn gbe con ngudi), cling véi hoa chét, thude, chét bao quan va chét 6n dinh.

Dat tiéu chufn chit lrong 1SO 13485. Hop > 12 lo. mdi lo > 3ml

183 |Huyét thanh kiém tra [Dugc dicu ché bang cach pha lodng CRP véi huyét thanh ngudi va én dinh bing cach thém sodium | Hop
chét lwrong xét azide (<0,1%). Néng do Control 0.05 = 0.01 mg/dL hogc 0.5 + 0.1 mg/L. Dat tiéu chuén chit lugng
nghiém CRP hs [SO 13485. Hép >3x2mL

184 |Héa chatndikiém  [Dang ldng sit dung ngay, 100% nudc ticu ngudi, chita 13 thong s6. On dinh dén han tai 2- 8°C. On | Hop
tra xét nghiém que  |dinh sau khi mé lo trong 30 ngay tai 2-25°C. Hop >12x12ml '
thir nude tigu mire 1

185 |Lloa chatndi kiém  |Dang long si dung ngay, 100% Nuée tiéu ngudi, chira 13 thong sb. On dinh dén han tai 2- 8°C. On | Hop
tra xét nghiém que-  |dinh sau khi md lo trong 30 ngay tai 2-25°C. Hop >12x12ml
thir nude tiéu mic 2

186 |Hoa chatnoi kidm _ |Dang dong kho tang dd on dinh, dugc san xuat dya trén huyét thanh nguoi. DO thdm théu 1 Hop
traxétnghiémhéa  |300mOsm/kg. On dinh dén han sit dung khi bao quan & 2°C - 8°C. Sau khi hoan nguyén méu on
sinh mitc 2 dinh trong véeng >7 ngay & 2°C - 8°C hofic 28 ngdy & - 20°C. Hgp 20 lo, mbi lo >5ml

187 |Hoa chat noi kiém  |Dang dong kho tang do én dinh, dugc san xuat dya trén huyét thanh nguti. D tham thau la Hép
tra xét nghiém héa  [370mOsm/kg. On dinh dén han sit dung khi bao quan & 2°C - 8°C. Sau khi hoan nguyén mau én
sinh miic 3 dinh trong vong 7 ngay & 2°C - 8°C hogic 28 ngdy & - 20°C. Hop >20 lo, méi lo >5ml

188 |Hoa chatnoikiém _|Dang dong kho tang do on dinh, 100% Huyét thanh ngudi. On dinh dén han tai 2-8°C. Ferritin va Hop
tra xét nghiém mién |Vitamin B12 phit hop dé theo doi bgnh thiéu méu. On dinh sau hoan nguyén trong 7 ngay & 2-8°C
dich cao cip 3 mire  |hoZic 28 ngay tai -20°C. Hop 212 lo, mbi lo =5ml

189 [Dung dich kiémtra |Ho6a chét ding cho xét nghi¢m LIH, phuong phép Photometric. Thanh phén: Natri clorid 0.9%; Hop | Hop
chét lrong méu >16 lo, mdi lo >48mL

190 |Pinh lvong p2PSA |- Pham vi phén tich: 0,5 - 5.000 pg/mL Hop

- Phuong phap xét nghiém: mién dich enzym hai vi tri (“sandwich”)
- Thanh phén: Céc hat streptavidin thuéin tir phi khang thé don dong ctia chudt khang [-2]proPSA
trong dung dich mudi dém TRIS c6 chét hoat dong bé miit. Hop >2 lo, mdi lg >50test

191 |Chétkiémtraxét  |Thanh phan: Hop
nghiém Hybritech  [S0: Albumin huyét thanh b (BSA) dém, < 0,1% natri azit va <0,25% ProClin 300.
p2PSA $1,82,53,54,55.86: [-2]proPSA & cic ndng d6 xdp xi 10, 20, 50, 100, 500 va 5.000 pg/mL trong

dung dich dém BSA, <0.1% natri azit, va <0.25% ProClin 300

192 |Hoa chét hiéu chudn |Hép 2> 12 lo, mbi lo >5ml Hép

céc xét nghiém sinh | Dung dich duogc diu ché tir huyét thanh ngudi dang dong kho c6 chira cdc chét cén phan tich.

hoéa l1am sang

Chua mé nép (Dang dong khd) bio quén 2 dén 8°C
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193

Chit kidm tra xét

Thanh phén g(;)mj mire: F=v

nghiém IL-6 Mirc 1: Chét nén PBS dém c6 huyét thanh lon, IL-6 tdi t& hop & ngudi c6 néng d6 8 pg/mL, <0,1%
NaN3, <0,15% ProClin 300 :
Mic 2: Chét nén PBS dém, c6 huyét thanh lgn, IL-6 cia ngudi tai t hop & néng d6 xap xi 300
pg/mL, <0,1% NaN3, <0,15% ProClin 300
Mirc 3: Chét nén PBS dém, cé huyét thanh lon, IL-6 cia ngudi tai th hop & ndng d6 xép xi 800
, ne/mL. <0 1% NaN3 <0 15% ProClin 300 L =
194 |Hoa chét xét nghiém |Dai do: Gié tri ngudng la 1, chi s6 gia tri (index value). Phuong phép do: Phan (g mién dich gan Hop
ANA Detect enzyme gian tiép. Hop >24 test
195 |Hoa chat xét nghiém |Dai do: 0 - 200 U/ml. Phuong phép do: Phan img mién dich gén enzyme gian tiép. Hop >24 test Hop
Anti-dsDNA IgA
196 |Hoa chat xét nghiém |Dai do: 0 - 120 APL-U/ml. Phuong phap do: Phén img mién dich gén enzyme gian tiép. Hop >24 Hop
Anti-Cardiolipin IgA |test
197" |Hoa chét xét nghiém |Dai do: 0 - 120 GPL-U/ml. Phuong phép do: Phan img mién dich ghn enzyme gian ticp. Hop >24 Hop
Anti-Cardiolipin IgG |test
198 |Héa chat xét nghiém |Dai do: 0 - 80 MPL-U/ml. Phuong phép do: Phan img mién dich gén enzyme gidn tiép. Hop >24 test| Hop
Anti-Cardiolipin IgM
199 [Hoa chét xét nghiém |Dai do: 0 - 90 U/ml. Phuong phép do: Phan mg mién dich gin enzyme gidn tiép. Hop >24 test Hép
Anti-Cardiolipin
Screen '
200 |Héa chit xét nghiém |Dai do: 0 - 100 U/ml. Phuong phép do: Phan tmg mién dich gin enzyme gian tiép. Hop >24 test Hép
Anti-beta-2-
Glycoprotein I IgG
201 |Hoa chat xét nghiém |Dai do 0 - 100 U/ml. Phuong phép do: Phan tmg mién dich gin enzyme gian tiép. Hop >24 test Hép
Anti-beta-2-
Glycoprotein I IgM
302 |Hoa chit xét nghiém | Dai do: 0 - 90 U/ml. Phuong phép do: Phan img mién dich gdn enzyme gién tiép. Hop 224 test Hop
Anti-beta-2-
Glycoprotein [ Screen
203 |Dung dich nira Dang dung dich. Lo >20mL Lo
thudng quy ) -
204 |Hoa chit xét nghiém |Dai do: 3 - 500 pg/dL. Phuong phap xét nghiém: phuong phap do mau, do diém cudi, duong phan Lo
Copper, sir dung cho |tmg di 1én, Dibromo-PAESA. Lo 225mL
may hé mé&
205 |Chat hiéu chudn cho |Dang dung dich. Phuong phép do mau, diém cudi, ting phan {mg. Thanh phén: Acetate Buffer, 4- Lo
xét nghiém Copper  |(3,5-dibromo-2-pyridylazo)-N-ethyl- N-sulfopropylaniline
Chit én dinh. Lo >3mL _ S
206 |Dung dich kiémtra |Dang bt dong khd, thanh phén: huyét thanh ngudi céc thanh phan tinh sach cd ngudn goc tu ngudi Lo
xét nghiém sinh héa |va dong vat, c4c thudc tinh sach, cac thanh phén vé co, chit kiém chimg chira cic chit phan tich &
thudmg quy mirc dé binh thudmg hodc & mirc ranh gi¢i bénh 1y . Lo =5mL .
207 |M&u chimg kiém Phuong phép do do duc. Hop gom 2 mirc néng 46 thip va nong d cao (dang déng kho). San pham | Hop
soat chit lugng cia  |ndy c6 ngudn gbe tir ngudi. Dat tiéu chuén chét lugng [SO13485. Hop gdm mirc 1>3 lo, mdi lo
két qua céc xét >1ml , mic 2 >3, mdi lo >1 ml
nghiém Quantia
A1AGP, A1AT, B2M
208 |Hoa chat hiéu chudn |Mau chuin A dugec sir dung d¢ 1am dung dich pha loéing cho nhimg méu co gid tri ndm ngoai Hop

xét nghiém dinh
Iugng Sirolimus

khoang néng @9. . )
Miu chuin A dén M3u chuén F duge diéu ché véi méu todn phan ngudi da xir 1y.

M3u chuéin B dén MAu chudn F c6 chira sirolimus.
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7.3; chét bao quan.
1 chai chira: Khang thé don dong khang IL-6 (chudt) dénh dAu phirc hop ruthenium 1.5 pg/mL; dém

209 |Hoa chat xét nghiém . Hop
dinh hrgng Sirolimus |dinh protein (tir bd). Chét bio quan: sodium azide va ProClin 950.

Chét két hop Sirolimus ¢6 dénh d4u acridinium trong dung dich dém citrate. Chét bao quan: ProClin
300.
. Dung dich Pha lofing xét nehiém chita muéi. Chét bio guan: ProClin 300.

210 |Héa chat xir Iy mau  |Thanh phan dung dich k&m sulfate trong ethylene glycol Hop
bénh phim xét -
nghiém Sirolimus

211 |Hoa chat xét nghiém |Thuéc thir xét nghiém mién dich dién héa phét quang dung & dinh lrong CA 72-4 trong huyét Hép
CA 724 thanh va huyét twong ngudi.

Thanh phn thudc thir gom:

1 chai chira Vi hat phu Streptavidin

I chai chira Khéng thé don dong khang CA 72-4 dénh déu biotin

{ chai chira Khane thé don done khane CA 72-4 danh ddu phirc hoo ruthenium

212 |Cup cal, QC xét Ong nhya chira mau phn tich, c6 thé dwge ding trén gid mang mau >16mm Hop
nghiém

213 |Hoa chét chudn xét  [Gom: Hop
nghiém antiTSHR  [MAu chufn 1: 2 chai (d6ng kh6) méi chai >2.0 mL, ndng @9 ATSHR khoang 0.75 IU/L trong hdn

hop huyét thanh ngudi
MAu chuén 2: 2 chai (déng khd) méi chai >2.0 mL, néng ¢ ATSHR khoang 25 IU/L khéng thé
kha i & urdyi

214 |Hoba chat chudn xét  |MAu chudn 1: 2 chai, mbi chai >1.0 mL Hop
nghiém Free MZu chufn 2: 2 chai, mdi chai >1.0 mL
HCGbeta Free PhCG (i tb hop) voi 2 khoang nong do

(khoang 1 TU/L va khoang 64 TU/L) trong hon hop huyét thanh ngudi

215 |Hoa chit xét nghiém |1 chai chira Vi hat pht Streptavidin 0.72 mg/mL; chit bao quan. Héop

N-MID Osteocalcin |1 chai chira; Khang thé don dong khang N-MID Osteocalcin danh déu biotin (chugt) 1.5 mg/L; d¢m
phosphate 100 mmol/L, pH 6.0; chét bao quan.
1 chai chira: Khang thé don déng khang N-MID Osteocalcin (chugt) danh déu phirc hop ruthenium
1.3 me/L; dém ph ): 40 quan.

516 |Fi6a chat chudn xét |OSTEOC Call: 2 chai, mdi chai 1.0 mL mau chuan 1 » OSTEOC Cal2: 2 chai, mi chai 1.0 mL Hép
nghiém N-MID miu chudn 2 Osteocalcin (peptide tong hop, nguoi) véi hai khoang ndng dé6 (khoang 0 ng/mL va
Osteocalcin khoang 280 ng/mL) trong huyét thanh ngudi.

217 |Héa chit xét nghiém |M Vi hat phii Streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat phil Streptavidin 0.72 mg/mL; chat Hop
Total PINP bao quan.

R1 Anti-PINP-Ab~biotin (nép xim), 1 chai, 10 mL:

Khéng thé don dong khang PINP dénh déu biotin (chudt) 2.5 mg/L; dém phosphate 100 mmol/L,
pH 7.2; chat béo quén.

R2 Anti-PINP-Ab~Ru(bpy) (nép den), 1 chai, 8 mL: Khang thé don dong khang PINP (chutt)
dénh déu phtc hgp ruthenium 2.5 mg/L; dém phosphate 100 mmol/L, pH 7.2; chét bao quan.

18 |Hoa oht chuan xét  |PINP Call: 2 chai, mdi chai 1.0 mL méu chuan 1 = PINP Cal2: 2 chai, mbi chai 1.0 mL miu chuén | Hép
nghiém Total PINP |2 PINP (ngudi) véi 2 khoang ndng d§ (khoang 25 pg/L hoic ng/mL va

khoang 850 ug/L hoic ng/mL) trong huyét thanh nwdi: chét bio quan.

219 |Hoéa chit xét nghiém |Ding dé dinh luong sén phém giéng héa cua collagen tip I trong huyét thanh va huyét twong ngudi | Hop
B-CrossLaps nhur mdt xét nghiém hd trg danh gid sy hiy xuong

Giéi han phat hién duéi: 0.01 ng/mL (10 pg/mL)

Thanh phén gém:

- Vi hat phi Streptavidin.

- R1: Kh4ng thé don déng khang B-CrossLaps danh déu biotin (chugt)

- R2: Khéno thé 0 o 0 i ruthenium

220 |Hoa chat chuan xét |Mau chuén 1: >2 chai, mdi chai >1.0 mL Hop
nghiém B-CrossLaps |M&u chuén 2: >2 chai, méi chai >1.0 mL

B-CTx (peptide tong hop) véi 2 khodng ndng d9 (khoang 0.05 ng/mL hodic 50 pg/mL va khoang
2.0 ne/mL hoiic 2000 pe/mL) trong hén hop huvét thanh neua.

221 |Hoa chét xét nghiém |1 chai chira Vi hat phit streptavidin 0.72 mg/mL; chét bao quan. Hop

IL-6 (Interleukin-6) |1 chai chira: Khang thé don dong khang IL-6 (chudt) 0.9 pg/mL; dém phosphater 95 mmoVL, pH

phosphate 95 mmol/L. pH 7.3: chit bio quéan M’
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Hoa chét ch.uén xét

Mau chuin 1; >2 chai, mdi chai >2.0 mL

nghiém [L-6 M3u chuén 2: >2 chai, mi chai >2.0 mL
(Interleukin-6) IL-6 (neudi, tii td hop) véi hai khoang nong d¢ (khodng 18 pg/mL va khoang 700 pg/mL) trong
huvét thanh ngwa
223 |Hoa chat xét nghiém |1 chai chira: Vi hat phi streptavidin 0.72 mg/mL; chat bao quan. Hop
S100 I chai chira: Khéng thé don dong khang S100 (chugt) dénh déu biotin 1.0 mg/L; dém phosphate 50
mmoV/L, pH 7.2; chét bao quan.
1 chai chira: Khéng thé don dong khang S100 (chugt) danh déu phtrc hop ruthenium 1.0 mg/L; d¢m
phosphate 50 mmol/L. pH 7.2; chét bao quin
224 |Ho6a chat chuin xét  |MAu chuén 1>2 chai, mdi chai >1.0 mL Hop
nghiém S100 Miu chudn 2 >2 chai, mi chai >1.0 mL
S100 (tir n3o bo, nguén gbc M§) vai hai khoang nong d¢ (khoang 0.2 ng/mL va khodng 2.0 ng/mL)
trong huyét thanh newrd
225 |Dung dich rira dung |Céng dung: Dung dich kiém manh ding dé rira hé thong méy hdp
cho méy xét nghiém |Béo bao & 1 - 30 d§ C, noi tbi, tranh 4nh séng mit trof trye tiép
nude tidu tr dong Sau khi m& nép bn dinh trong vong 60 ngay
Thanh phin: Sodium Hypechlorite (c6 chira clo tv 1€ 5.0%)
226 |Chét kim chudn cho |Thanh phan: hép
xét nghiém nuréc tiéu |Human urine 10-60 %; 5-Chloro-2-methyl-2,3-dihydroISO13485thiazol-3-one and 2-Methyl-2,3-
tir dong dihydro 1SO13485thiazol-3-one (3:1) <0.01 %; Acetone <5 %
227 |Dung dich hiéu Cong dung;: chat higu chuan cho théng so ty trong nudc tiéu hép
chuén cho méy xét  |Bao quan: 2-10d6C
nghiém nuéc tiéu tr D9 6n dinh sau m& nép: 1 ngay
dong Thanh phén:
Mau chuén 1 (ty trong 1.005) < 0.01 w/v %
MAu chuén 2 (t trong 1.015) <0.01 wiv %
MAu chudn 3 (v trone 1.035)<0.01 wiv % 2
228 |Kit xét nghiém phén |Cong dung: Que thir dé xéc dinh 11 thong so sinh héa nude tiéu Lo
tich nudc tiéu 11 Bao quan: 1-25d6C
théng sb D§ &n dinh sau mé ndp: 1 tudn
M3ilo >100 test
229 |Kit xét nghiém phan |Céng dung: Que thir dé xéc dinh 9 thdng sb sinh héa nudc tiéu Lo
tich mréc tiéu 9 Bio quan: 1-25d6C
thong sé P4 n dinh sau mé nip: 1 tuén

M&i lo >100 test

Téng sb khoén: 229 khoan./.

b
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