SO Y TE HAI PHONG CONG HOA XA HOQI CHU NGHIA VIET NAM
BENH VIEN DA KHOA HUYEN Péc lap - Ty do - Hanh phiic
THUY NGUYEN

Sé: 634/BVTN-BG

Thuy Nguyén, ngay 25 thang 10 nam 2024

YEU CAUBAO GIA
Hoéa chit xét nghiém, sinh phidm chan dodn invitro

Kinh giti: CAc hiing sin xuit, nha cung cip tai Vit Nam

Bénh vién da khoa huyén Thuy Nguyén c6 nhu cau tiép nhén béo gia dé tham
khao, xdy dung gia goi thau, 1am co s& té chirc lya chon nha thau cho géi thdu mua
Hoa chét xét nghiém, sinh phdm chén doan invitro v6i ndi dung cu thé nhu sau:

I. Théong tin ciia don vi yéu cdu bdo gia
1. Bon vi yéu ciu bao gia: Bénh vién da khoa huyén Thiy Nguyén.
2. Thong tin lién hé ctia nguoi chiu trach nhiém tiép nhin béo gia:

- Ong Nguy&n Manh Tuén — Khoa Dugc.

- S dién thoai: 0902365669.

- Email: kdbvtnhp@gmail.com.

3. Céch thire tiép nhén bao gié:

Nhan truc tiép trong gio hanh chinh tai dia. chi: Bénh vién da khoa huyén Thuy
Nguyén — Thén 6, x4 Thity Son, huyén Thiy Nguyén, TP Hai Phong.

4. Thoi han tiép nhan bao gia: Tir 08h00 ngay 25 thang 10 ndm 2024 dén trudc 17h
ngay 04 thang 11 ndm 2024.

Céc bao gia nhan duogc sau thoi diém néu trén s& khong dugc xem xét.

5. Thoi han c6 hidu luc cia béo gia: Ti thiéu 90 ngay, ké tir ngay 04 thang 11 ndm
2024.
IL. Néi dung yéu ciu bio gia:

1. Danh muc héa chat xét nghiém, sinh phdm chén doan invitro:



STT

Danh muc

M6 ta yéu ciu vé tinh
ning, thong s6 ky thuat, s6

lwgng

PHAN 1: HOA CHAT XET NGHIEM DONG MAU

PHAN 2: HOA CHAT XET NGHIEM DPIEN GIAI

PHAN 3: HOA CHAT XET NGHIEM HBAIC

PHAN 4: HOA CHAT XET NGHIEM NUGC TIEU

PHAN 5: HOA CHAT XET NGHIEM HUYET HOC SO 1

PHAN 6: HOA CHAT XET NGHIEM MIEN DICH

~N || WN| -

PHAN 7: HOA CHAT XET NGHIEM SINH HOA SO 1

PHAN 8: HOA CHAT XET NGHIEM CHO MAY XET
NGHIEM LABONA CHECKTM A1C

PHAN 9: HOA CHAT XET NGHIEM CHO MAY NUGC
TIEU MISSION U500

10

PHAN 10: HOA CHAT XET NGHIEM CHO MAY PONG
MAU URIT 610

11

PHAN 11: HOA CHAT XET NGHIEM HUYET HOC SO 2

12

PHAN 12: HOA CHAT XET NGHIEM CHO MAY DIEN
GIAI EASYLYTE

13

PHAN 13: HOA CHAT XET NGHIEM DINH NHOM MAU

14

PHAN 14: HOA CHAT XET NGHIEM CHO MAY SINH
HOA BS600

15

PHAN 15: THUOC THU XET NGHIEM PINH TINH HOA
HOP, NGHIEM PHAP COOMBS VA KHANG NGUYEN
DU

16

PHAN 16: HOA CHAT XET NGHIEM SINH HOA SO 2

17

PHAN 17: HOA CHAT XET NGHIEM HUYET HOC SO 3

18

PHAN 18: HOA CHAT XET NGHIEM SINH HOA SO 3

19

PHAN 19: SINH PHAM CHAN DOAN INVITRO

S6 luong, danh muc, thong sé
k¥ thuét tai Phu luc I kém
theo

2. Dia di€ém cung cip, lap dit; cac yéu cau veé van chuyén, cung cap, lap dit, bao

quan thiét bj y té:

Thon 6, xa Thuy Son, huyén Thuy Nguyén, TP Hai Phong.

- Huéng dan st dung tai noi sir dung.

- Pia diém giao hang cudi cing: Bénh vién da khoa huyén Thuy Nguyén —

- Hang méi 100%, déng géi theo quy cach ctia Nha san xuét.

- Han st dung ctia hang héa con t6i thiéu 6 thang ké tir ngay giao hang.




3. Thoi gian giao hang du kién: theo dy tril cia Bénh vién.
4. Dy kién vé céc diéu khoan tam {mg, thanh toan hop déng: Thanh toén vong 90
ngay ké tir ngdy Bénh vién nh4n duoc hang héa ciing ching tir thanh toén hop 18
kém theo.
5. Cac thong tin khac.

- Pinh kém theo Phu luc I: S6 lugng, danh muc, thong s6 k¥ thuat cia cac hoa
chit xét nghiém, sinh phém chan doan invitro va Phu luc II: mau béo gia;

- Céc nha cung cép c6 thé bdo gid m6t hoic nhidu phan theo danh muc yéu
cdu ctia Bénh vién. Bdo gia phin nao phai c6 di thong tin cac hang héa clia phan

Noi nhin:
- Nhu kinh gui;
- Cbng thong tin dién tir BV;
-Lwu VT.

2501 B Vi Foding



PHU LUCI:

Y VAR I AN

DANH MUC XET NGHIEM, SINH PHAM CHAN POAN INVITRO DU
KIEN MUA SAM
STT . = =
STT |Phin| trong Tén dung chung Théng s6 k¥ thudt hodic twong dwong DVT lu-ort:ng
A
phén :
PHAN 1: HOA CHAT XET NGHIEM PONG MAU
A Y A D
Hbacibt fo bt panpre | ¢ o Hoadiiding & XN thofgan £1, L= 500
Thanh phan chira: yéu to md ngudi tai to hop, phospholipid tong =
1 1 1 danh cho mdy phén tich SRR e s Hép 15
ABris St hop, chat 6n dinh, chat bdo quan va dém.
g Hop > (5x8mL+5x8mL)
Hoéa chét ding dé XN thai gian APTT déng g6i kém theo
: s Calcium Chloride.
hat do th ; ;
Hoachgt devihi glann Thanh phin: APTT reagent chira thudc thir phospholipid tong 5
2 1 2 | APTT danh cho may phan p i . . . : Hop 2
tich déng mAu hop, chat kich hoat silica keo, dém. Calcium Chloride chira: dung
dich canxi clorua (0,020 mol/L)
Hap > (5x10mL+5x10mL)
hét diing dé XN di . : .
H?EU; Fitl)lrr;ﬁo een the;)mh Hoéa chat dung dé XN dinh lugng Fibrinogen-Clauss.
3 3 T SRR L Thanh phin chira Thrombin bo. Hop 3
phuong phép Clauss trén Hép > 10x2mL
may phan tich d6ng mau =
Héa chét ding 4 pha Héa chat dung dé pha loangd.zitg n]ilgfm chuin mdy trén hé thong
1 & thé : i 5
g . g oéngt‘;;éhn;lﬁq:nﬂlzléguphﬁn Thanh phan: Dung dich mu6i natri clorid, natri azide. Hop 2
g Hop > 1x100mL
Cong phan g dang khéi |Céng phan timg dung trén hé thong may déng méu tu déng. Dang
Setet 5 ding cho hé théng may nhua rén 4 céng lién khdi trén mét thanh. Hop 3
d6ng méu tr ddng Hép > 2400 cuvette
Hoa chit dung dich ding | Hoéa chét dung dich ding dé 1am sach trén hé théng méy dong
6 | 1 6 | d&1am sach trén hé théng mau ty déng. Thanh phén Acid clohydric =100 mmol/L. Hop 4
mdy déng mau ti dong Hop = 1x500mL
é A . 5\ X o A A a ¢ A
Floe okt dung:dich ding Hoéa chat dun% dich dung de;xuc rira trén ht? tho::ng ph'an tich déng
- ) 7 A it teen he thba mau tr déng. Thanh phan 2-Methyl-4-isothiazolin-3-one Binh 18
b Calianmint k hydrochloride (MIT HCI)< 0.005.
P P Binh > 1x4000mL
Hoa chat dung dich ding | Dung dich sir dung d& 1am sach va ty nhiém hé théng twrong
d2 1am sach va tdy nhidm | thich trén hé théng méy dong m4u ti dong. Thanh phén t6i thiéu -
8 1 8 & e 5 A . A 3 H(_)p 3
trén hé thong may déng gom dung dich sodium hypoclorit.
méu tur déng Hop > 80 ml
Hoéa chit dung dé higu chudn cho XN déng mau nhu Fibrinogen,
s A Lok A . d A - .
Cindt chudndiing cho cée céc loai yéu t6,yéu to Von Willebrand, Antithrombin,
9 1 9 XN trén méy phan tich PIasmmogen Plasmin Inhibitor, Protein S, Protem C. H6 ’
nﬁm P Thanh phén: chira huyét trong ngudi, dém, chit dn dinh va chat °P
doéng mau
bao quan.
Hép = 10xImL
Héa chét dung dé kiém chudn cho XN déng mau nhu PT, APTT,
G kidin chifagafebinh .TT, Fitlnrinogen,'céc loai yéu tc‘?, yéu .t(“')| Von Will.ebrand, .
— ho céc XN Antithrombin, Plasminogen, Plasmin Inhibitor, Protein S, Protein
10 1 10 t: gé un}%ﬁc tc; h ;‘ C, Hepatocomplcx & dai do binh thuémg Hép 3
R én %1 G - | Thanh phin chira: huyét twong ngudi, dém, chit én dinh va chat
mi bao quéan.
Hop > 10x1mL




STT Sé
STT |Phén trong Tén diing chung Théng sb k§ thudt hodc twang duong bVT lrgug
phﬁn
Hoéa chét ding dé kiém chuén cho XN déng méu nhu PT, APTT,
Chét kiém chiing mirc bt TT,Fibrinogen, Antithrombin, Protein S, Protein C,
e | | thudng thép dung cho cic _ Hepatocomplex ¢ dai do bAt thutmg tbép. Hop 5
XN trén may phén tich Thanh phén chira: huyét tuong ngudi, dém, chét dn dinh va chét 5
dbéng mau bao quan.
Hop > 10x1mL
gt s . .z, |Hoa chat dung dé kidm chuin cho XN d6ng mau nhu PT, APTT,
Chat kiém chitng mac bét 5 &t thudn
Hingican i cho blo ; . Hepatoc?mplexﬂlo daidob tt‘ u Ing cao, '
12 1 12 : S i Thanh phan dang chira: huyét twong ngudi, dém, chét én dinh va Hop 3
xét nghiém trén may phén e :
chat bao quan.
tich déng mau Hop > 10xImL
PHAN 2: HOA CHAT XET NGHIEM DIEN GIAI
Bo héa chat dung cho may | Pack hoa chét ding cho may dién giai. Thanh phén: buffer <
13 2 | phén tich dién giai 5 théng 0.1%, Inorganic salts < 3,0%, Preservative < 0.05%. Hép 38
56 Hop > (650ml + 350ml)
f it S A Chét chuén diing cho méy dién giai. Thanh phin: Organic buffer
14| 2 2 igan::;;?}f;l t‘;?l‘:‘;i‘;“;i .| <0.1%, Inorganics salts <2,0%, Preservative < 0.05%. Lo 1
: Lo >30ml
Chit kiém chiing diing cho xét nghiém dién giai, c6 gia tri cac
s ) 3 Hoéa chét kiém chimg ding | théng s6 Na+, K+, Cl-, Ca++, Ph. Thanh phin: Organic Buffer Lo 7
cho mdy phén tich dién giai <0.1%, Inorganic salts <2.0 %, Preservative <0.05%. :
Lo>30ml
Dung dich rira diing cho méy dién giai. Thanh phn:
16 9 4 Dich rira dung cho may Hypochlorite de sodium < 0,1%, Surfactant < 1,0%, = 5
phén tich dién giai Conservateurs < 0,05 %. ;
Lo>30ml
Dich chém dién cyc Kali Dung dich db dién cuc Kali. Thanh phén: Buffer < 0.5%,
17 2 5 chio mAy. phl teh disitgiai Potassium salts < 6%. Lo 1
: Lo >30ml
Dich chim dién cuc pH, | Dung dich dé dién cuc pH Na Cl. Thanh phén: Buffer < 0.5%,
18 2 6 Natri, Clo cho may phén Inorganic salts < §%. Lo 1
tich dién giai Lo > 30ml
Dok Al e Gt Dung dich dé dién cuc Canxi. Bao gdm: Buffer < 0.5%, Calcium
LB ! cho mdy phén tich dién giai s Lo !
g Lo >30ml
Dich cham dién cyuc tham | Dung dich dd dién cuc tham chiéu. Thanh phin; Buffer < 0.5%,
20| 2 8 chiéu cho may phén tich Inorganic salts < 6%. Lo 1
dién giai Lo>30ml
PHAN 3: HOA CHAT XET NGHIEM HBA1C
£ Bugc sir dung cho muyc dich dinh luong hemoglobin Alc
21 3 1 n;?é?:?{;}r; gt:fgn):];y (HbAIc) trong méu toan phin. Thanh phén chinh: Cot phan tich: B6 13
S et ¢ Polymer gel, Dung dich Buffer A va B: Methanol, Ammonia. Bo :
sdc ky long hiéu ning cao
= 500 test
: i : Bugc sit dung dé kiém soét hiéu nang ctia xét nghiém dinh luong
22|73 2 Hoa (,:I:ét l;l'zm ‘;};bU;? €0 glycated Hemoglobin Thanh phén: Mau toan phén. Hop 3
e, . : Hop > 2x500pl
Gitie : Pugc sir dung dé hiéu chuén xét nghiém dinh luong HbA1C theo
e g | s et chg phuoﬁg g4l o Soiaat phén: Méu toangphan. Hop 3

xét nghiém HbAlc

Hop > 2x500u1

PHAN 4: HOA CHAT XET NGHIEM NUOC TIEU




STT

[ WVEI AR

Lo > 4mL

STT |Phin| trong Tén ding chung Théng sb ky thufit hodc twong dwong bvT gl
phin lugng
Sir dung trong phian tich nuéc tiéu ban dinh lwong. Puoc sir dung
cho x4c dinh nhanh Bilirubin, Urobilinogen, Ketones
(Acetoacetic acid), Ascorbic acid, Glucose, Protein (albumin),
méu, pH, Nitrite, Leukocytes va trong luong riéng nuéc tiéu
Eity s it ik nabigen Thanh p%’lén: mudi Diazonium, rr'luc“')i nitroprusside, 2,6-dichloro-
24 4 1 tbng phén tich nudc tidu 11 phenol-mdoplllenol, Glucose oxidase, Peroxidase, O-Toluidine Hop 125
théng sb hydrochloinde, Tetra—bromophe_nol blue, Isopropylbenzol- i
hydroperoxide, Tetramethylbenzidine-dihydrochloride, xanh
Bromthymol, d6 Methyl, Sulfanilic acid,
Tetrahydrobenzol[h]quinolon-3-ol , Carboxylic acid ester, Xanh
Bromothymol.
Hép > 150 que
n;;;zf‘éif’:‘mf:;x:;n Phén tich 13 thong 56 muéc tiéu: Albumin, Bilirubin, Blood,
25 4 2 dinh ll:m'n ‘1 3 théng sb xét Creatinine, Glucose, hCG, Ketones, Leukocytes , Nitrite, pH,
! ong g2 s0 x : § . o Lo 1
y Gz i Protein (Total), Specific Gravity, Urobilinogen. :
nghiém nwéce ti€u nong do Lase o
binh thudng L
n:é;f‘;ilr‘l‘f't“m;"i::’;n Phén tich 13 théng 8 nwde tiéu: Albumin, Bilirubin, Blood,
26 4 3 dinh ll:l'O’n '1 3 thoie ol xét Creatinine, Glucose, hCG, Ketones, Leukocytes , Nitrite, pH, L 1
e 5 e gA X Protein (Total), Specific Gravity, Urobilinogen. 0
nghiém nwéce ti€u nong do
£ Lo>12ml
bat thudng
PHAN 5: HOA CHAT XET NGHIEM HUYET HQC SO 1
Sir dung nhu mét dung dich dém pha lofing ding trrong két hop
v&i mét tac nhén ly giai khong chira cyanide dung dé dém va
27 5 1 Dung dich pha logng dung | dinh c& c‘fic té bao méu trén hé théng phan tich té bao tu dong. Thin 316
cho xét nghiém huyét hoc | Thanh phén: Sodium Sulfate 13.73 g/L, Sodium Chloride 1.04 &
g/L, Tetracaine HCL 0,02 g/L, Imidazole 2,85 g/L.
Thing > 10 lit
Chét ly giai hong cu dé dinh luong hemoglobin, dém NRBC,
dém va do kich thuéc bach ciu trén hé théng phan tich té bao
2w | s 5 Dung dich ly giai dung cho . huyét hoc. Hép 16
xét nghiém huyét hoc Thanh phan: Quaternary Ammonium Salts 5-80 g/L, Sodium /
Sulfite 1-5 g/L, Chét én dinh, Chat dém.
Hop > 5 lit
Héa chit dé thuc hién phén tich ndm thanh phén bach ciu trong
mot miu méu.
Hoa chét dung dé chudn bi Thanh phin gdm hai loai hoa chét:
Sl 5 miu (ly gidi h‘c*)ng cAuva | - Hoa chit Erythrolyse gdm: yéu t6 lam am 0.3-1.5g/L, Formic Hop 5
béo vé bach cau) cho xét Acid 1.2 mL/L :
nghiém huyét hoc - Hoéa chét StabiLyse gdm: Sodium Carbonate 6 g/L, Natri clorua
14,5 g/L, Natri sunfat 31,3 g/L
Hop > (1900mL+850mL)
Hoa chét dé sir dung nhu mot chét 1am sach cho céc bd phan cia
30 | s 4 Dung dich rira dl‘mg cho may phél: tich té bao tu déng khi tiép xic véi mau. Thiing 9
may phén tich huyét hoc Thanh phan: Dung dich chira enzym phén giai protein
Thung > 10 lit
Héa chat dugc chi dinh sir dung trén hé théng phén tich té bao tw
Chét kidm chuin may ding | dong két hop cac hoa chdt phan tich dé theo dbi gia tri phép do
| s hiéu chinh théng sd VCs ~ céc thong sb vé thé tich, do din, tan xa. . 3
trén may phén tich huyét | Thanh phan: mét dung dich chira cac hat nhya polystyrene trong :
hoc chit dém chira chét hoat tinh b& mat




STT

Phin

STT
trong
phin

Tén ding chung

Théng s6 k§ thudt hojic tweng duong
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lwgng

32

Chét chuén may dung trén
may phén tich huyét hoc

Chét chuén ding dé chinh hé sb trén hé théng phan tich té bao tu
dong.

Thanh phan: gdm hdng ciu ngudi, thanh phin c6 kich thuéc tiéu
cdu dugc én dinh trong méi truomg ding truong, hdng cdu cé
dinh dugc thém vao dé mé phong bach céu.

B§ > 1x3.3mL

33

Chét kiém chudn dung trén
may phén tich huyét hoc

Héa chét kiém chufn huyét hoc dugc sir dung dé theo dai su hoat
d6ng ctia may huyét hoc.

Thanh phén: gdm hdng cAu dugc én dinh trong méi truong déng
truong, thanh phén cé kich thudc tiéu cAu va hdng cdu ¢b dinh
md phong bach cu va héng ciu cé nhan.

Hop = (4x3.5mL Level I + 4x3.5mL Level II +4x3.5mL Level
I11)

Hop

PHAN 6: HOA CHAT XET NGHIEM MIEN DICH

34

Dinh lugng AFP

Rla: Hat tir pha khéng thé (don déng, chuft) khéang AFP, mudi
dém Tris, chat dién hoat, albumin huyét thanh bd (BSA), <0,1%
natri azide va 0,1% ProClin 300
R1b: Khang thé (don dong, chudt) khang AFP gin phosphatase
kiém, mubi dém phosphat, chit dién hoat, BSA, protein (dé, the,
chudt), < 0,1% natri azide, va 0,25% ProClin 300
Hop > 2x50test

16

35

Chét chudn AFP

- Thanh phén: S0: Chét nén albumin huyét thanh bd (BSA) dém
c6 chét hoat tinh b& mat, < 0,1% natri azit, 0,1% ProClin 300,
trong chat nén dém BSA c6 chit hoat tinh b mit, < 0,1% natri
azit va 0,1% ProClin 300.
Hop > (7x2.5ml)

36

Dinh lugng ferritin

Phuong phép: mién dich enzym ("sandwich");Dai do: 0,2—1.500
ng/mL (ug/L); Thanh phan chinh: albumin huyét thanh bo, natri
azit, ProClin 300, c4c phirc hop khéng thé don dong ciia chu6t

khéng ferritin
Hép > (2x50test)

16

37

Chét chuén Ferritin

Thanh phén chinh: Albumin huyét thanh bd (BSA), natri azit,
_ ProClin 300, Ferritin & cac miic ndng do khac nhau
Hép > (6x4ml)

38

Dinh lugng Free T4

Rla: Céc hat thuén tir phu streptavidin, mudi dém TRIS, protein
(chim), chit hoat dong bé mat, 0,125% natri azide, va 0,125%
ProClin 300.

R1b: Mubi dém TRIS, protein (chim), chét hoat ddng bé mit, <
0,1% natri azide, va 0,1% ProClin 300.

R1c: Mubi dém TRIS, protein (chim), chét hoat déng bé mat,
0,125% natri azide, va 0,125% ProClin 300.

R1d: Chét cong hop phosphatase kiém (bd) — Triiodothyronin,
mudi dém TRIS, protein (chim), chét hoat dong bé mit, <0,1%
natri azide, va 0,1% ProClin 300.

Rle: Khéng thé (don dong, chudt) khang Thyroxin — T4 gén
biotin, dém TRIS, protein (chim va chu6t), chit hoat dong bé
mit, 0,125% natri azide, va 0,125% ProClin 300.

Hép = (2x50test)

56

39

Chét chuln Free T4

Thanh phén: S0: Huyét thanh ngudi v6i < 0,1% natri azit va
0,5% ProClin 300. Chira 0 ng/dL (0 pmol/L) thyroxine. S1, S2,
S3, S4, S5: Thyroxine tu do trong huyét thanh ngudi & ndng do

x4p xi 0,5, 1,2, 3 va 6 ng/dL (xép xi 6,4, 12,9, 25,7, 38,6 va 77,2
pmol/L), cé < 0,1% natri azit va 0,5% ProClin 300.
Hép > (6x2,5ml)

Hop
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Pinh lugng Tnl

- Pham vi phén tich: 2,3 - 27.027pg/mL

Thanh phin: Rla: C4c hat thuén tir Dynabeads duoc bao phi
béng khang thé don dong & chudt khang cTnl ciia ngudi dugc tao
huyén phi trong dung dich mudi dém TRIS, c6 cht hoat dong bé
mit, albumin huyét thanh bd (BSA), natri azit < 0,1% va ProClin

300 0,1% R1b: 0,1N NaOH R1c:Dung dich mubi dém TRIS,

chit hoat dong bé mat, protein (chudt), natri azit < 0,1% va

ProClin 300 0,1%. R1d: Chét cdng hop giita khang thé don dong

& ctru khéng ¢Tnl cta ngudi véi phosphatase kiém dugc pha

loAng trong dung dich mubi dém ACES, c6 chét hoat dng bé
mit, chit nén BSA, protein (bo, ciru, chudt), natri azit <0,1% va

ProClin 300 0,25%.
Hop > (2x50test)

85

41

Chét chuén Tnl

- Thanh phin: S0: Chat nén dém albumin huyét thanh bo (BSA)
v6i chét hoat dong bé mit < 0,1% Natri azua, va 0,1% ProClin
300 S1,52,83,54,85,56: Hop chét troponin tai t& hop & nong do
c¢Tnl khoang 30,7, 144, 567, 2.293, 9.280 va 27.027 pg/mL trong
chét nén dém albumin huyét thanh bd (BSA) v6i chat hoat dong
b& mit, < 0,1% Natri azua va 0,1% ProClin 300.
Hop = (3x1.5mL+4x1mL)

42

Giéng phan (mg dung cho
may Access 2

Chét liéu Polypropylene; Dung tich tdi da 1 mL.
Hép > 16x98cai

39

43

10

IVD kich hoat phan img
héa phat quang trong xét
nghiém mién djch

Thanh phin: Lumi-Phos 530 (dung dich dém chita chit dioxetan
Lumigen PPD, chat huynh quang va chit hoat dong bé mat).
Hop > 4x130mL

23

44

11

Dung dich kiém tra may

- Thanh phén: Phosphatase kiém, 1% albumin huyét thanh bo
(BSA), 0,25% ProClin 300, < 0,1% natri azit.
Hép > 6x4ml

45

12

DPinh lugng Total T3

R1a: Khéang thé (don dong, chudt) khang T3 lién hop voi

phosphatase kiém (bd); hat tir phu streptavidin, dém TRIS,

protein, chét hoat déng bé mat, < 0,1% natri azid va 0,1%
ProClin 300.

R1b: Chét twong tr T3 gén véi biotin, dém TRIS, protein, chit
hoat dong bé mat, < 0,1% natri azid va 0,1% ProClin 300.
Rlc: Dung dich NaOH 0,4N; 8-Anilino-1-Napthalenesulfonic
Acid (ANS).

R1d: Dung dich Hydrochloric acid (HCI) 0,4N
Hép > 2x50test

56

46

13

Chét chuin Total T3

S0: Huyét thanh ngudi, < 0,1% natri azide va 0,025% Cosmocil
CQ. Chira 0,0 ng/mL (nmol/L) Triiodothyronine.

S1, S2, S3, 84, S5: Triiodothyronine & céc ndng dé xép xi: 0,5;
1,0; 2,0; 4,0 va 8,0 ng/mL (0,8; 1,5; 3,1; 6,1 va 12,3 nmol/L),
huyét thanh ngudi, < 0,1% natri azide va 0,025% Cosmocil CQ.
Hop > 6x4mL
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47

Thudc thir xét nghiém dinh
luong TSH

Hop = 2x100test

Rla: Cac hat thu@n tir phi khang thé (chuét, don dong) khang
TSH nguoi, mudi dém TRIS, chét hoat dong bé mit, albumin
huyét thanh ba (BSA), < 0,1% natri azide va 0,1% ProClin 300.
R1b: Mubi dém TRIS, chét hoat dong bé mat, BSA, protein
(chudt), < 0,1% natri azide va 0,1% ProClin 300.

Rlc: Khang thé (chuét, don dong) khang TSH lién hop véi
phosphatase kiém, mudi dém ACES, chét hoat dong bé mit,
BSA, protein (chudt), < 0,1% natri azide va 0,25% ProClin 300.

R1d: Khéng thé (chudt, don dong) khéng TSH lién hop véi
phosphatase kiém, muéi dém ACES, chit hoat dong bé mit,
BSA, protein (chudt), < 0,1% natri azide va 0,25% ProClin 300.

Hop

28

15

Chét hiéu chuén xét
nghiém dinh luong TSH

azit va 0,5% ProClin 300.
Hop > 6x2,5mL

- Thanh phén: S0: Chat nén albumin huyét thanh bd (BSA) dém
c6 chét hoat dong bé mit, < 0,1% natri azit, 0,5% ProClin 300,
trong chét nén dém BSA c6 chit hoat dong bé mit, < 0,1% natri

49

o Thudc thir xét nghiém

lugng Total phCG

ProClin 300

Hinh va 0,1% ProClin 300.

ProClin 300.
Hop > 2x50test

- Thanh phén: R1a: Céc hat thuén tir phu IgG khang chudt & dé:
albumin huyét thanh bd (BSA), < 0,1% natri azit va 0,1%

R1b: Protein (dé, chuft va tai tb hop) duoc pha lodng trong dung
dich mudi dém citrate, c6 chit hoat tinh bé mit, < 0,1% natri azit

Rlc:Lién hop photphataza kiém khang BhCG & thé (t4i td hop)
dugc pha lodng trong dung dich mudi dém MES, c6 chét hoat
tinh bé mat, BSA, protein (thé), <0,1% natri azit va 0,25%

Hop 10

50

51

17

18

Chét hiéu chuén xét
nghiém dinh
lugng Total BhCG

Hoéa chét ding cho xét

- Thanh phén: S0: Chét nén dém albumin huyét thanh bd (BSA)
c6 chat hoat tinh b& mit, < 0,1% natri azit, 0,5% ProClin 300,

Chira 0 mIU/mL (IU/L) hCG. $1,52,53,54,85: hCG & ndng d6
Xép xi 6, 35, 195, 620 va 1.350 mIU/mL (IU/L) trong chét nén
dém BSA c6 chit hoat tinh bé mat, < 0,1% natri azit va 0,5%

ProClin 300.
Hép > 6x4mL

52

19

nghiém Albumin

Phuong phép: Bromocresol green;Dai do:1.21 - 70 g/L.
Hop > 10x60mL

33

20

Do hoat d§ Amylase

Dung dich rtra dung cho

Phuong phap: CNPG3; Dai do: Huyét thanh/ huyét trong: 10 —
2.000 U/L (0,2 — 33,3 pkat/L), Nudr tiéu: 5 —4.800 U/L (0,1 —

80 pkat/L)
Hép = 4x10mL

15

54

méy phan tich mién dich va
méy phén tich té bao dong
chay

Chat kiém chiing cho cac

Théanh phin: KOH. Binh > 01 lit

Binh

55

21

22

xét nghiém mién dich tim
mach, 3 muc

Dung dich rira cho may

mién djch

Chét kiém chitng dang léng, duoc chudn bj tir huyét thanh nguoi.

Néng d6 céac chit phan tich dugc didu chinh véi cac hoa chét tinh

khiét va céc ché phim tir protein ti td hop, md hoic dich co thé
nguoi.

Hop > 3x2ml

Hop

Mudi dém TRIS, chit hoat dong bé& mt, < 0,1% natri azide
Hop > 10 it

89




STT

STT|Phén| trong Tén ding chung Théng sb ky thuft hodic twong dwong bVT I SO
phz"in Ve
-Pham vi phén tich: 0,03—300 pIU/mL
- Phuong phép xét nghiém: mién dich enzym mét buéc dong thoi
| 23 DPinh lwgng Ultrasensitive |- Thanh'ph?m chinh: Khang thé don dong ctia chudt khang insulin Hép 15
Insulin lién két véi céc hat thudn tir, dung dich dém TRIS, BSA, natri q
azit va ProClin 300
Hép > 2x50 test
- Thanh phén chinh: Dung dich dém HEPES c6 albumin huyét
57 6 24 Chét chuén Ultrasensitive |thanh bo (BS.AE), natri azit va ProCl‘in 300, C6 chira insulin ngudi Hop 3
Insulin tong hop & cdc mic ndng d¢ khac nhau 3
Hoép = 6x2mL
Chét kiém chimg cho cac | Chét kiém chimg cho céc xét nghiém mién dich mirc 1 (c6 gid tri
58 6 25 | xét nghiém mién dich mic cho ca cac xét nghiém chi t6 khdi u) Lo 8
1 Lo > 1x5mL
Chét kidm chimg cho cac | Chit kiém chimg cho cac xét nghiém mién dich mirc 2 (c6 gia tri
59| 6 26 | xét nghiém mién dich mirc cho c céc xét nghiém chi t6 khéi u) Lo 8
2 Lo > Ix5mL
Chét kidm chimg cho cac | Chét kiém chimg cho céc xét nghiém mién dich mirc 3 (c6 gid tri
60 | 6 27 | xét nghiém mién dich mirc cho ¢ céc xét nghiém chi t6 khdi u) Lo 8
3 Lo > 1x5mL
- Pham vi phén tich: 0,4-60 pg/dL
- Phuong phap xét nghlem mién dich enzym lién két canh tranh
- Thanh phén chinh: Chét cdng hop cortisol — phosphatase kiém .
61 6 28 Dinh lugng Cortisol (bd) va céc hat thun tir phi khang thé dé khéng IgG tho trong Hop 15 [oN
dung dich mudi dém TRIS, chét hoat déng bé mit, Huyet thanh m
mién dich ciia thd khéng cortisol trong dung dich mudi dém A
Hop > 2x50 test
Iy
- Thanh phén chinh: Huyet thanh ngudi v6i natri azit va ProClin ’;,/
o1 29 Chlt il Cartisol 300, Cortisol trong huyét thanh ngudi 14n luot & cdc mirc ndng Hop 2
d6 khéc nhau.
Hop > 6x4mL
PHAN 7: HOA CHAT XET NGHIEM SINH HOA SO 1
Thanh phin: L-Alanine 500mmol/L; 2-Oxoglutarate 12mmol/L;
3 LDH 1,8kU/L; NADH 0,2mmol/L; Dai do: 3 — 500 U/L. Sb -
6 b : Bolesney T IGED) luong test t&i thiéu/1 mL: 6 test ey 2!
Hop = (4x50ml+4x25ml)
Chét hidu chudn xét Thanh phin: dung dich dém, chira: dém amoniac, ethanol, natri
64 7 2 nghiém dinh luong hydrocarbonat Hép 3
amoniac, ethanol, CO2 Hop > 2x5ml
Vit liéu kidm soat mirc 1 Thanh phén: dung dich dém, chira: amoniac, ethanol, natri
65 | 7 3 xét nghiém dinh lugng hydrocarbonat. Hop 4
amoniac, ethanol, CO2 Hép > 3x5ml
Vit lidu kidm soat mirc 2 Thanh phi‘m: dung dich dém, chira: amoniac, ethanol, natri
66 | 7 4 xét nghiém dinh luong hydrocarbonat. Hép 4
amoniac, ethanol, CO2 Hop = 3x5ml
Thanh phén: Tris buffer; L-aspartate 240mmol/L; 2- Oxogiutarate
; 12mmol/L; LDH > 0,9kU/L;Dai do: 3 — 1.000 U/L; S6 lwong test -
67|55 5 Po hoat d6 AST (GOT) W& thiba/] miL: 10 test Hop 21
Hop > (4x25ml+4x25ml)
- - : Thubc thl:? x 5 r}ghiém dﬂmh Phuwong phép: DICHLORO_PEE;;;LI.DIAZONIUM,Dal do:0.09 o -
trong il mbinye Gep Hop > (4x60ml-+4x15ml)
Aseniedy S Phuong phap: DICHLOROPHENYL DIAZONIUM;Dai
SOl | | hsethins bR 800211 - 38 mgAIL (3.61 - 630 pmol/L) Hop 4

luong bilirubin toan phan

Hop > (8x60ml+8x15ml)




STT £
STT|Phén| trong Tén ding chung Théng s6 ky thudt hodic twong dwong DVT 1.5 _SO
phin uong
Chét chuén cho céc xét
2 B nghiém sinh héa thuong Thanh phén: huyét thanh ngudi. Hop 5
quy cé ngudn goc tir huyet Hop > 5x5ml
thanh ngudoi
Chét kiém chimg cho cac
> g xét nghi¢m sinh hoa Thanh phén: huyét thanh nguoi. Hop :
thudmg quy c6 ngudn goc Hép > 5x5ml :
tir huyét thanh ngudi mie 1
Chét kiém ching cho céc
7 10 xét nghiém sinh JIL16a : Thanh phan: huyét thanh nguoi. Hop s
thuomg quy c6 ngudn goc Hgp > 5x5ml g
tir huyét thanh ngudi mirc 2
Phuong phap: Enzymatic; Loai miu: Huyét thanh, huyét twong;
A Phuong phép: Enzymatic;
73 il |- eanluons C;‘?le“e“’l Dii do: 0,5 — 18,0 mmol/L (20 — 700 mg/dL). S6 luong test tdi | Hop 15
el e thidw/1 mL: 22 test
Hop > 4x22,5ml
Thanh phan: Immidazole 100 mmol/L; Creatine phosphate 30
mmol/L; N-acetylcysteine 0.2 mmol/L; Activator 26 mmol/L;
74 12 Do hoat 49 CK (Creatine | Mg2+ 10 mmol/L; Diadenosine pentaphospha'te 0.01 mmgl/L; Hop 1
kinase) HK = 4.0 kU/L; Dai do: 10 —2.000 U/L; S6 luong test téi
thiéu/1 mL: 6 test
Hop = (4x22ml+4x4ml+4x6 ml)
Thanh phén: Diadenosine-pentaphosphate 0,01 mmol/L;
Hexokinase (HK) > 4 kU/L; Creatine phosphate 30 mmol/L;
Do hoat d6 CK-MB ADP 2 mmol/L; N-Acetylcysteine 0,2 mmol/L; Mg-Acetate 10
75 13 (Isozym MB of Creatine | mmol/L; Chit hoat héa 26 mmol/L; AMP 5 mmol/L; Khéng thé Hép 25
kinase) khang tiéu don vi CK-M; Dai do: 10 —2.000 U/L; Sé luong test
t6i thiéu/1 mL: 6 test
Hop > (2x22m1+2x4ml+2x6 ml)
Hsa chit hidw chdn cho Thanh phén; Hu}.rét thanh nglr(‘:fi;dﬁr‘lng khé chira cr’eatine kinase-
76 14 ba MB isoenzyme; Chét hiéu chuin 1 miic Lo 12
xét nghiém CK-MB
Lo > Ix1ml
Chét kiém chuén muc 1 Thanh phan: Huyét thanh ngudi dong kho chira creatine kinase-
77 15 | dung trong xét nghiém CK- MB isoenzyme. Lo 28
MB Lo=> 1x2ml
Chét kiém chuan mitc 2 | Thanh phin: Huyét thanh nguoi dng kho chira creatine kinase-
78 16 |dung trong xét nghiém CK- MB isoenzyme. Lo 28
MB Lo > 1x2ml
e Thanh phén: Sodium Hypochlorite 5 - 10%
79 17 Dung dich rira Binh > 450ml Binh 6
Chét kiém chimg cho cdc | Thanh phan: Huyét thanh ngui chira héa chat phu gia va cac
80 18 xét nghiém sinh hoa enzyme thich hop c6 ngudn gbc con ngudi va ddng vat Lo 34
thudng quy mic 1 Lo > Ix5ml
Cribt oo g chio o Thimh. phén: Huyét thanh nguoi dan'g dﬁl}g klg:‘j chira héa f:hé't
81 19 xét nghiém sinh héa® phu gia va cic enzyme thich" hop f:o ngudn gdc con ngudi va Lo 34
thudng quy mic 2 dong vt
Lo > 1x5ml
Thanh phén: Natri hidroxit 120 mmol/L; Axit picric 2,9
» — mmol/L;Phwong phép: Jaffé method; Loai mAu: Huyét thanh, :
i =0 DHlogie il huyét tuong, r%lfdc fiéu, S6 lugng test t6i thiéu/1 mL: 4 test o 2l
Hop > (4x51ml+4x51 ml)
PR ey Dai do: 8.11 mg/dL - 300 mg/dL, phuong phap do: ALCOHOL
83 31 | e Tt xee nahiem dinh DEHY]gD/ROCF}}ENASE ; Hop 22
it e tatiol Hop > (2x20ml+2x7ml)




STT -
STT |Phén| trong Tén ding chung Théng sb ky thuit hoic twong duong BVT | | SO
phin wong
: ot Phuong phap: Huyét thanh, huyét trong;
Thudc thir xét ngh dinh 2 : 0 : :
g | 7 | 22 3 luor); ggG;?m m Dii do: 5 - 1,200 U/L; S6 luong test t6i thiéw/1 mL: 5 test Hop 6
e Hop > (4x18ml+4x18ml)
Thanh phan:Hexokinase > 0,59 kU/L; G6P-DH > 1,58 kU/L;
; Phuong phép: hexokinase method; Dai do: 0,6 — 45,0 mmol/L;
85 7 23 Binh | g 4 3 ? : B
i luonE Glucose S luong test thi thiéu/l mL: 13 test K s
Hép = (4x53ml+4x27 ml)
Héa chit kiém chung cho Thanh phén: Huyét thanh ngudi c¢6 chita HDL-Cholesterol va
86 | 7 24 xét nghiém HDL/LDL- LDL-Cholesterol (nguoi); Chét kiém chimg 2 mic Lo 26
Cholesterol Lo > 1x5ml
Thanh phén:Cholesterol esterase (CHE) 0,8 IU/mL; Cholesterol
87 7 25 Dinh hrong HDL-C oxidase (CHO) 4,4 IU/mL;E Déi do: 0,05 - 4,65 mmol/L S0 lugng Hop 13
test toi thi€u/1 mL: 4 test *
Hop > (4x51.3ml+4x17.1ml)
Hi-chife it clindn ciig Thanh phan: Huyét thanti ng}ftrl chlira HDF-Cholestcrol (ngudni).;
88 | 7 26 ; o Chat hiéu chuén 1 mirc Hop 5
xét nghiém HDL o :
Hop > 2x3ml
Thanh ph%"m: Cholesterol esterase; Cholesterol oxidase;
Peroxidase; Natri azit;
89 | 7 27 Binh lugng LDL - C Phuong phép: Enzymatic; Hép 7
Dai do: 0,26 - 10,3 mmol/L; Loai miu: Huyét thanh, huyét tuong
Hoép = (4x27ml+4x9ml)
e s e Héa chét hiéu chuén cho xét nghiém LDL-Cholesterol; Thanh
90 7 28 : phén: Huyét thanh ngudi chira LDL-Cholesterol (ngudi). Hop 12
xét nghiém LDL 2
Hop > 2x1ml
91 7 29 Thudc thir xét nghiém dinh Phuong phép: Biuret;Dai do:0.8-150 g/L. s
lwong protein toan phin Hop > (2x60mI+2x20ml) B
Thanh phén: Huyét thanh ngudi, cac enzym tir nguoi, dong vét
Héa chét hiéu chuin cho va thuc vat: Alkaline Phosphatase, ALT, AST, Amylase,
92 7 30 céc xét nghiém sinh héa Cholinesterase, CK-NAC, GGT, HBDH, LDH, Albumin, Lo 10
thudng quy Creatinine.
Lo > 1x5 ml
o o Phuong phap: Enzymatic;Dai do: 0,1-11,3 mmol/L (10-1.000
93 7 31 Thuiig;u tfit Tgh;irg T mg/dL);; S lwong test tdi thiéu/1 mL: 8 test. Hop 20
NG Igyeeriey Hop > (4x50ml+4x12.5ml)
Thanh phén: Tris buffer 100 mmol/L; Tetra-Sodium diphosphate
10 mmol/L; EDTA 2,65 mmol/L; 2-Oxoglutarate > 9,8 mmol/L;
94 | 7 32 Dinh lurgng Ure Urease > 17,76 KU/L.; Dai do: Huyét thanh, huyét twong: 5-300 | Hop 27
. mg/dL; S& luong test tdi thiéu/1 mL: 10 test.
Hop > (4x25ml+4x25 ml)
Thanh phén: Phosphate Buffer; MADB; 4-Aminophenazone;
Peroxidase; Uricase; Ascorbate Oxidase; Phuong phép: Uricase;
95 | 7 33 Pinh lvong Acid Uric Dai do: Huyét thanh, huyét twong: 1,5-30 mg/dL, Nuéc tiéu: Hop 10
2-400 mg/dL; S8 lugng test tdi thiéu/1 mL: 11 test
Hop = (4x30ml+4x12.5ml)
Thanh phén: Baypur CX 100; Sodium Hydroxide 1 - 2%;
. 4 AT 1 o/ A i RS z £
06 | 7 34 Dung dich 1jua hé thong | Genapol X080 1 - 2%; Sulfonfc acids, C14-17-sec-alkane, mudi s 30
may sinh héa natri 1 - 5%.
Can > 5 lit

PHAN 8: HOA CHAT XET NGHIEM CHO MAY XET NGHIEM LABONA CHECKTM A1C
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97

Xét nghiém dinh lugng
HbAlc

Thanh phén héa chét:
R1/Reagent
- Boronate derivative ...... 0,04 mg
- Organic solvent ............... 6,2 %
-Lysingagent ..........ccceenene. 0,15 %
R2/Reagent
-Detergent..........covvvunnenn.. 0,5 %
Test device
- B0 loc (soi thiy tinh)
- Man loc (Nylon)
- Miéng hép thu (soi thiy tinh).

test

4,080

PHAN 9: HOA CHAT XET NGHIEM CHO MAY NUOC TIEU MISSION U500

98

9

1

Que thir nudc tiéu

Str dung cho may xét nghiém nudc tiéu Mission U500. Hép >
100 test

243

PHAN 10: HOA CHAT XET NGHIEM CHO MAY PONG MAU URIT 610

99

10

]

Chuin déng mau

Tiéu chuin ISO 9001, ISO 13485
Lo> Iml

Lo

100

10

Chét thir xét nghiém
Fibrinogen

Thanh phén: Bovine thrombin
Tiéu chuén ISO 9001, ISO 13485
Hop > (5x2ml+1x1ml+1x1ml)

Hop

101

10

Chét thir xét nghiém PT

Thanh phén: Thromboplastin, pipes bufer, sodium azide
Tiéu chuin ISO 9001, ISO 13485
Hop > (5x4ml)

Hop

17

102

10

Chit thir xét nghiém APTT

Tiéu chudn ISO 9001, ISO 13485
Hop 5 lo 4ml contact activator (Reagent) + 1 lo 20ml calcium
chlorice (starter)
Hép = (5x4ml + 1x20ml)

103

9

Cuvet do déng mau

Chdt liéu: Nhua y té

Cai

5,760

10

PHAN 11: HOA CHAT XET NGHIEM HUYET HOC SO 2

104

11

Dung dich ly giai dung cho
méy phén tich huyét hoc

Dung lam chit ly gidi cho méay phén tich huyét hoc
Trang thai vat li: chat long
Mui: nhe
D6 pH: 4 dén 7
Tinh tan: tan trong nude
Thanh phén: Chat hoat déng bé mit mang dién tich duong
Can > 500ml

Can

47

105

11

Dung dich rira diing cho
mady phén tich huyét hoc

Dung lam chét rira cho may phén tich huyét hoc
Trang thai vét li: chét long
Mui: kho chiju (clo)
Do pH: 10 dén 13
Tinh tan: tan trong nuéc
Thanh phén: Dung dich Natri hypoclorit.
Can> 5 lit

Can

106

11

Dung djch rira ding cho
maéy phén tich huyét hoc

Dung 1am chét rira cho may phén tich huyét hoc
Trang thai vét li: chit léong
Mui: nhe
D6 pH: 7,7 dén 8,3
Tinh tan: tan trong nuwéc
Thanh phén: Polyoxyethylene nonylphenyl ether va Ethylene
glycol monophenyl ether
can> 5 lit

Can

13

107

11

Dung dich pha loing cho
may phan tich huyét hoc

Dung lam chét pha loing cho méay phén tich huyét hoc
Trang thai vét li: chét long
Mui: khéng
Do pH: 7.35 dén 7.55
Tinh tan: tan trong nude
Thanh phén: Natri clorid, Sulfate
can> 18 lit

Can

90




STT

Phién

STT
trong
phin

Tén ding chung

Théng sb ky thuit hodc twong duong

bvT

S6
lwgng

108

11

Dung dich kiém chuén
diing cho may phén tich
huyét hoc

Dung dé kiém chudn may phén tich huyét hoc
Trang théi vat li: chét long
Bg pH: 7.0 141 9.0
Tinh tan: tan trong nudc
Thanh phén: Hong cAu ngudi, bach cu bi kich thich va tiéu ciu
ctia dong vat c6 vi
Lo > 2ml

Lo

21

=

PHA

N 12: HOA CHAT XET NGHIEM CHO MAY PIEN GIAI EASYLYTE

109

12

1

Hoa chét dién giai

Gb6m dung dich Standard A 800ml, Standard B 180ml, Wash
solution 80ml.

12

110

12

Nudc rira may dién giai

Dung dich rita may, Thanh phén:
- 1 chai Daily Cleaner Diluent 90 ml, HCI 0,1N; mudi
- 6 chai pepsin 0,05g

111

12

3

B6 kiém chudn chét luong
2 mirc

*Dung dich kiém chuén test Na, K, Cl, Li, Ca, pH, gém 2 mitc
binh thudng va bat thudmg.
Hop > (2x10ml)

Hop

PHAN 13: HOA CHAT XET NGHIEM PINH NHOM MAU

112

13

1

Binh nhém mau (Anti D)

Khang thé don dong khéng D IgG (0,075ml)
Lo > 10 ml

Lo

113

13

Huyét thanh mAu (Anti A)

Khéng thé thudc phan nhém IgM. Thudc thir ciia xét nghiém
chtra khang thé don dong ciia cac dong té bao Anti-A: dong vd
tinh sifin A-11H5. Téi thidu dat tiéu chuén 1SO-13485.

Lo >10ml

Lo

28

114

13

Huyét thanh méu (Anti B)

Khéng thé thudc phan nhém IgM. Thude thix clia xét nghiém
chira khang thé don dong ciia cdc dong té bao Anti-B: dong vb
tinh sifin B-6F9. Téi thidu dat tiéu chudn 1SO-13485
Lo > 10 ml

Lo

28

115

13

Huyét thanh mu (Anti AB)

Khang thé thudc phan nhém IgM. Thude thir ciia xét nghiém
chira khang thé don dong ctia cac dong té bao Anti-AB: dong vé
tinh sifin A-SE10 va dong vo tinh sifin B-2D7. Téi thiéu dat tiéu

chudn ISO-13485.
Lo > 10 ml

Lo

28

T

PHAN 14: HOA CHAT XET NGHIEM CHO MAY SINH HOA BS600

L TE
b ——

116

14

Hoa chit xét nghiém
Creatinine

Hoa chit xét nghiém dinh lugng Creatinine trén mdy sinh héa;
R1: 1x125ml + R2: 1x125ml + Std: 1 x5ml; ti 1€ R2/R1: 1/1 dai
do: 44 - 1326 umol/L
Thanh phén gém:

Hoa chat 1: R1
- Picric acid 8,73 mmol/L
Hoa chat 2: R2
- Sodium hydroxide: 312,5 mmol/L
* - Disodium phosphate: 12,5 mmol/L
Chét chuén:Std
- Creatinine: 2 mg/dL
Hop > (2 x 125 ml)

-

117

14

Héa chit xét nghiém
Glucose

Héa chit xét nghiém dinh lugng Glucose trén may sinh héa; R: 4
x 250 ml + Std: 1x5ml; ho4 chét don; dai do: 1.11 - 22.2 mmol/L
Thanh phén gdm:

Hoéa chat:

- Phosphate buffer, pH 7,4
- Phenol: 10 mmol/L
- 4-aminoantipyrin: 0,3 mmol/L
- Peroxidase: > 700 U/L
- Glucose oxidase: > 10000 U/L
Hop > (4 x 250ml)

10
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14 3

Hoa chét xét nghiém dinh
lugng Urea

Hoéa chét xét nghiém dinh luong Urea trong huyét twrong/ huyét
thanh va nudc tidu ngudi trén may sinh hoa;
Dai do: 1.67-49.95 mmol/L
Thanh phén gdm:

Hoéa chét 1: R1
-Anpha-Ketoglutarate: 9 mmol/L
-Urease: > 8100 U/L
-GIDH: = 1350 U/L
Héa chét 2: R2
-NADH: 1.3 mmol/L
Chét chuén;

- Urea: 50 mg/dL (8.33 mmol/L)

Hoép > (4x50ml+2x26ml)

Hop

22

119

14 4

Hoa chit xét nghiém dinh
lugng ALT/GPT

Hoéa chét xét nghiém dinh lwong ALT/GPT trén may sinh hoa;
Dai do: 10-450 U/L
Thanh phin gbm:

Hoéa chét 1: R1
-Tris buffer, pH 7.50
-L-alanine: 680 mmol/L
-LDH: >2000 U/L
Hoa chit 2: R2
-Alpha-ketoglutarate: 97 mmol/L
-NADH: 1,1 mmol/L
Hop > (4x50ml + 2x26ml)

22

120

14 5

Hoa chét xét nghiém dinh
luong ALT/GPT

Hoéa chét xét nghiém dinh lugng AST/GOT trén mady sinh héa;
Dai do: 10-450 U/L
Thanh phin gbm:

Héa chét 1: R1
-Tris buffer, pH 7.8
-L-aspartate: 330 mmol/L
-LDH: =2000 U/L
-MDH: > 1000 U/L
Hoa chit 2: R2
-Alpha-ketoglutarate: 78 mmol/L
-NADH: 1.1 mmol/L
Hoép = (4x50mL + 2x26ml)

Hop

22

121

Chét kiém chuén cho cac
xét nghiém sinh héa
thudng quy mic 1

Hoa chét kiém chufn théng thudng cho céc xét nghiém thudng
quy; Thanh phan: Huyét thanh ngudi dong kho
Lo> 5ml

Lo

18

122

14 7

Chat kiém chudn cho cac
xét nghiém sinh hoa
thudng quy mirc 2

Hoé cht kiém chufn bAt thudng cho cac xét nghiém thuong quy;
Thanh phén: Huyét thanh nguoi dong kho
Lo> 5ml

Lo

18

123

14 8

Hoéa chét rira diing cho may
xét nghiém sinh héa

Dung dich ding dé rira clia méy xét nghiém héa sinh.
Thanh phén:
- Sodium azide < 0.1 % (khéi lugng/ khéi lugng)
- Ciing chtra chét hoat déng bé& miit.
Chai> 1 Lit

Chai

50

PHAN 15: TH

UOC THU XET NGHIEM

PINH TINH HOA HQOP, NGHIEM PHAP COOMBS VA KHANG NGUYEN DU

124

15 1

Thube thir xét nghiém dinh

tinh hoa hop, nghiém phap

Coombs va khang nguyén
Du

La mdt hén hop cén bing cia Globulin cé 9 tinh khiét cao gdm
Anti IgG va Anti-C3d. Hiéu gid:Anti-IgG > 1:256. Anti-C3d >
1:16: D9 didc hiéu: da dac hiu véi IgG ngudi va céc thanh phin
bd thé C3d. Tiéu chudn: ISO 13485:2016 hodc twong duong. Lo

>10ml

Lo

PHAN 16: HOA CHAT XET NGHIEM SINH HOA SO 2
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Hoéa chit xét nghiém
GPT/ALT

L-Alanine 500 mmol/l
NADH 0.18 mmol/l
LDH=> 1.5 U/
2-Oxoglutarate 15 mmol/l.
Dat tiéu chudn ISO 13485
Hép> (4 x40mL + 1x40mL)

10
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16

Héa chit xét nghiém
AST/GOT

L-Aspartate 200 mmol/l
NADH 0.18 mmol/l

MDH > 400 U/

LDH > 600 U/l
2-Oxoglutarate 12 mmol/1.
Dat tiéu chuan I1SO 13485

Hop> (4 x40 mL + 1 x40 mL)

127

16

Hoéa chit xét nghiém
Cholesterol

CHE > 100 U/I
CHOD > 100 U/l
POD > 1000 U/l
4-AP 0.2 mmol/l.

Pat tiéu chudn ISO 13485
Hdp > (4x100ml)

10
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16

Hoa chét xét nghiém
Triglycerides

Chlorophenol 2 mmol/l
Lipoprotein lipase > 800 U/1
GK =500 U/

GPO > 1500 U/

POD =900 U/l
ATP 2 mol/l
4-AP 0.4 mmol/]

Dat tiéu chudn ISO 13485
Hop > (4 x40 mL)

Hop

22
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16

Hoéa chét xét nghiém
Creatinine

12.7 mmol/l picric acid
8.4 mmol/l sodium lauryl sulphate solution.
53 mmol/|l borate
970 mmol/l sodium hydroxide solution.
Pat tiéu chuin ISO 13485
Hoép>(2x 100 mL +2 x25mL)

10
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16

Hoa chit xét nghiém Urea

2-Oxoglutarate 7.5 mmol/l
Urease (Jack bean) > 5,000 U/l

GIDH (microbial) > 800 U/

B. Reagent B:
NADH 0.28 mmol/l
D3 1ap lai (Intra-assay precision): <2.01%
D06 tai lap (Inter-assay precision): CV <2.36%
Dat tiéu chuén ISO 13485

Hop> (4 x 100 mL +4 x 25 mL)
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16

Hoa chét xét nghiém
Glucose

GOD (microbial) .= 10 KU/I
POD (horse-radish) > 1 KU/I
4-AP 0.5 mmol
Dat tiéu chuén 1SO 13485
Hép = (4 x40 mL)

50

PHAN 17: HOA CHAT XET NGHIEM HUYET HOC SO 3

132

17

Hoa chit rira dung cho méy
xét nghiém huyét hoc

Thanh phan hoat tinh:
- Na2S04:3.0-5.5 g/L
-NaCl....7.5-11.5 g/L
- Chét khang nim va vi khuén........ 1.0-3.0 g/L
- Polyoxyethylene Ester.....0.3-1.5 g/L
Thiing > 20 lit

Thung




STT £
STT Phén trm}g Tén diung chung Théng s6 ky thudt hodc tuwong duong bVT luizlg
phéan
Thanh phan hoat tinh:
-NAOH smivommmnass <50g/L
i 5 H(‘?a cf}ﬁ't ly _gjai dfm§ cho - Chat hoat dong bé mit......... <15g/L Chai .
may xét nghiém huyét hoc - Isopropanol. .... ....0.1-1.5ml/L
- Ethanol .... ....... ...<1.5ml/L
chai > 500ml
Thanh phén hoat tinh:
P st loinp i 3 L [ 3.0-5.5g/L
134 | 17 3 cho may xét nghiém huyét » NS0 nnmtnisn Loliopl, Thing 12
Hog . -’Buffering’Agents ...... = 1.0-3.0g/L
- Chét khang nim va vi khuén......0.8-2.5g/L
Thung Hop: > 20 Iit
Thanh phan hoat tinh:
; el = SUHfActintcsnmisnnauime s <2.0g/L
135 =17 4 Hoa el rl.I? dung ::ho may - Sodium hypochlorous.......... <100 g/L Lo 3
uetrighigm huyethoo - Sodium hydroxide.....<100 g/L
Lo > 50ml
Thanh phin hoat tinh:
- Proteolytic Enzyme.......... 3.0-10g/L
: R 3 - Chét hoat dong bé mit...0.3-1.5g/L
8|y 0 i [Foe uating cho may N e 3.0-5.0g/L Lo 4
R e - Chét chéng ném va vi khudn ...0.5-2.5¢/L
- Buffering Agents...1.0-4.0g/L
Lo> 100ml
PHAN 18: HOA CHAT XET NGHIEM SINH HOA SO 3
Hoé chit kiém chufn may Tiéu chudn ISO 9001, ISO 13485
i : sinh hoa Lo > Sml. Lo 10
Thanh phén: R1 (Sodium Cholate; CHE; CHOD; POD; 4-AAP;
135 18 . Thudc thir xét nghiém | 4-Chlorophenol; Good's Buffer pH 7.20). Tiéu chuén ISO 9001, Hop ¢
Cholesterol ISO 13485 :
. Hop > (6x50ml)
Thanh phin: R1 (GOD; POD; 4-AAP; Phenol; Surfactant;
Thudc thir xét nghiém Phosphate Buffer pH 7.00).
Rl o 8 Glucose Tiéu chudn ISO 9001, ISO 13485 Hom 8
Hop = (6x100ml)
Thanh phén: R1 (p-Chlorophenol; 4-AAP; ATP; GK; POD; LPL;
40| 13 4 Thubc thir xét nghiém GPO; Good ]?uffer pH 7.20) + Standard. hop 6
Triglycerides Tiéu chuin ISO 9001. ISO 13485 :
Hop > (6x50ml + Ix4ml)
Thanh phén: R1 (Tris pH 7.60; ADP; NADH; Urease; GLDH) +
il - Thudc thir xét nghiém Urea : R2 (Sodil.im Alphachetoglutarate). Hop {
uv Tiéu chuan ISO 9001. ISO 13485 s
Hép > (5x40ml +1x50ml)
Thanh phén: R1 (Borate buffer pH 7.0 180 mmol/l, Uricase > 50
U/L, Cholesterol esterase (CHE) > 300 U/L, 4 - aminophenazone
142 | 13 6 Thubc thir xét nghiém Uric | 0.25 mmol/L, ESPT | mmol/L, Peroxidase (POD) > 100 U/L, Hop 2
Acid NaN3 <0.095 g/L.
Tiéu chun ISO 9001. ISO 13485
Hép > (6x50ml)
Thanh phén: R1: TRIS buffer pH 7.8 28mmol/L; L-aspartato
Thubc thir xét nghiém 284. R2: 2-Ossoglutarato 68 mmol/L; Iz
Gl P GOT-ASTgh Tiéu chudn 13?) 9001, ISO 13485 Hop G
Hop > (5x45ml+1x23ml)
R1: TRIS 28 mmol/L, LAlanina 568 mmol/L, Sodio azide 2 g/L
g " Thubc thir xét nghiém R2: 2-Ossoglutarato 68 mmol/L Hop e

ALT-GPT

Tiéu chuén ISO 9001. ISO 13485
Hop = (5x45ml + 1x23ml)

PHAN 19: SINH PHAM CHAN POAN INVITRO




STT

Phin

STT
trong
phin

Tén ding chung

Théng s6 k§ thufit hodc twong dwong

bVT

Sb
lwgng

145

19

Test phat hién thai s6m

Test thir : Khéng thé don dong khang hCG-o, Khang thé don
dong khéng hCG-B, Khang thé dé khang IgG chudt, HAuCl4,
Na2HPO4, NaH2PO4, Sucrose, NaCl, Triton-X, PVA-10, PVP-
10, Na2CO3

Test

1,450

146

19

Test nhanh chén doén
HBeAg

Phét hién HBeAg trong mau toan phén, huyét thanh hozic huyét
tirong cla ngudi.

- Mu phédm: Huyét thanh, huyét tuong, méu toan phén

- D6 nhay: > 96.2% ; D6 didc hiéu: > 99.4%

- Thanh phan

- Ving cong hop: Khéng thé don dong khidng HBe (0.16 pug);

- Vach két qua: Khang thé don dong khéng HBe (0.2 pg);

- Vach chimg: Khéng thé da dong dé khang chudt (0.88 pg).

Test

650

147

19

Test phét hién 4 chét gay
nghién ( MOP, AMP,
MET, THC )

- MAu phdm: Nude tiéu

- Ngudng phét hién:

AMP: 1000ng/mL, MET: 1000 ng/mL, MOP: 300 ng/mL, THC:
50 ng/mL

- Céc thong sb k¥ thuat:

Do nhay: 100%, D3 dac higu: 100%, D6 chinh xdc: 100%

D6 chinh xac ngau nhién Ip: 100%

Test

1,750
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Test nhanh phat hién khéng
thé khang HCV

Phat hién khang thé diic hiéu khang HCV trong miu huyét thanh,

huyét trong, méu toan phin ngudi, bao gém ca phu nit mang thai.

- Dd nhay: 100%; Do dic hiéu: > 99.4% so véi RT-PCR.

- Thanh phan vach thir: Khang nguyén HCV t4i t8 hop (181, NS3,
NS4, NS5) (1,5+0,3 pug), vach chimg: Globulin mién dich dé
khang ngudi (2,0+£0,4 pg)

- Khéng c6 phan tmg chéo v6i cic miu Khang thé HBs, CMV,
HIV, Giang mai, Xo&n khuin Borrelia burgdorferi, EBV, HTLV,
Ky sinh tring Toxoplasma, Chlamydia, HBsAg, Ciim,
Trypanosoma cruzi I /II

Test

6,700

149
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Test nhanh phét hién khéang
nguyén virus viém gan B

Phét hién dinh tinh khéng nguyén HBsAg trong mAu huyét thanh,
huyét twong nguoi. :

- D6 nhay: 100% ; Do ddc higu: 100%

- Thanh phén: Phirc hop vang: Khéng thé don dong chudt khang
HBs- keo vang (0.026 +0.008 pg),

keo vang - IgY ga (0.032 +0.009 pg), Vach thir: Hén hop khéng
thé don dong chudt khang HBs (0.44 +0.088 pg), Vach ching:
Khéng thé don dong chudt khéng ga IgY (0.48 +0.096 pg)

- Sén phém khong bj anh hudng béi it nhat 17 loai chat c6 kha
nang gdy nhidu (Yéu tb dang thap, mét, tan huyét, m& mau,
Metronidazole, Mefloquine, Quinine,Primaquine,
Pyrimethamine, Ritonavir, Tenofovir disoproxil fumarate,
Entecavir, Isoniazid (INH), Aspirin, Paracetamol, Biotin,
Caffeine).

Test

16,000




STT £
STT Phén| trong Tén dung chung Théng sb ky thuat hodc twong duong PVT 1 So
phén cvie
Phat hi¢n va phan biét tit ca cac khéng thé (IgG, IgM, IgA) dac
hiéu véi HIV-1 bao gbm typ phu O va HIV-2 trong mAu huyét
thanh, huyét tuong hodc méau toan phin nguoi.
e ey T00%
¢ 0 nhj
e e i nehiem 9 |- b6 aac higu > 99.8% Test | 10,000
& = - Loai méu phém: Huyét thanh, huyét twong hosc mau toan phén
- Khéng c6 phan tng chéo véi cic miu thim tach méau, méu réi
loan déng méau, mAu chira yéu té dang thdp, miu dwong tinh véi
khang thé khang HCV va miu mau phu nit mang thai.
Do nhay 100%, d¢ dic hiéu > 99,75%. D6 én dinh cta két qua
xét nghiém t6i 60 phiit, khéng cin sir dung thém bat ky dung dich
i ;  |dich dém cho mAu méu huyét thanh, huyét tuong.
151 19 7 I;itspél?;hlén rliangdie Loai miu phim: m&u méu huyét thanh, huyét twong. Test 100
Sinh phdm ndm trong Khuyén cdo Phuong céch xét nghiém chin
dodn HIV Quéc gia ctia Vién vé sinh dich t& trung wong
Test phat hi¢n su c6 mat |- MAu phdm: Huyét thanh, huyét tuong, mau toan phin
ctia khéng thé khang HIV- |- D6 nhay > 99.47% ; D6 dic hidu > 99.87%
152 19 8 [l va HIV-2 trong méu toan |- Nam trong khuyén cdo xét nghiém chin doén HIV quéc gia bd Test 40
phén, huyét thanh hozc sung 2020 cia vién VSDTTW
huyét tuong cia nguoi
Dinh tinh phat hién HAV trong huyét thanh, huyét twong, mau
Fens T toan phin
Khay thtr xét nghiém dinh - e
: / : - t P> g d ¢ K
153 19 | 9 |tinh khang thé IgG va IgM ;g;hay oT g gan: 2 90,69, Bicie hifu trang quian; = Test 200
3 o
HALg HAY - Khong phan tmg chéo véi miu Dengue, HBV, HCV, HEV,
HIV, Malaria, TB
Phét hi¢n khang nguyén Rotavirus trong mAu phén.
- B§ nhay > 94%; D¢ dac hiéu > 98.3%
- 1 test thit bao gdm; Phirc hop vang: Khéng thé don dong chudt
Khay thir xét nghiém dinh  |khang vi rat Rota -cht keo vang (1,0 + 0,2 pg), vach
154 | 19 10  |tinh khéng nguyén vi rit thir: Khang thé tho khang vi rit Rota (1,260 £ 0,252 ug), vach Test 200
Réta nhém A chimg: Khéng thé dé khang IgG chuét (0,720 + 0,014 ng)
- Khéng c6 phan ting chéo véi E. coli; lién cAu dudng rudt, virus
Adeno
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BAO GIA
Kinh giti: ... [ghi ré tén ciia Chii diu tw yéu cdu bio gid]

(Kém theo Cong vin sé

Trén co s& yéu cau bao gid cua.... [ghi rd tén cua Chu ddu tu Yéu cdu bdo gid], chung t6i .... [ghi
tén, dia chi ciia hiing san xudt, nha cung cdp; truomg hop nhiéu hang san xudt, nha cung cdp
ciing tham gia trong mét bdo gid (goi chung la lién danh) thi ghi rd tén, dia chi cuia cdc thanh
vién lién danh] bao gia cho cdc hang hda nhu sau:

1. Béo gié cho c4c hang héa va dich vu lién quan

. . |Thong Pon gia | Chi phi
K-y ? gl | a0 kg " dibao |chocic| .
Danh |nhén hiéu, thuat|. - Nz}m Xuht| s§ | gdm tht |dich vy 2
STT| muc | model, - IMa HS| san | ca thué, | lién =
hang héa| hang san B xudt| ¥ hrgng e
g xuit s phi quan | (VND)
A
xuat (VND) | (VND)

(Giti kém theo cdc tai lidu chirng minh vé tinh néng, thong so ky thudt va cdc tai ligu lién
quan ctia hang héa)

2. Béo gid nay c6 hi€u lyc trong vong: .... ngay, k& tir ngay ... thang ... nam ... [ghi cu thé Sé ngay
nhung khéng nhé hon 90 ngay], ké tir ngay ... thdng... nim . .. [ghi ngay ....thdng...ndm... ket thic
nhdn bdo gid phit hop véi thong tin tai khodn 4 Muc I - Yéu cdu bado gid].

3. Chung ti cam két:

- Khéng dang trong qua trinh thuc hién thu tuc giai thé hoic bi thu hdi Gidy chimg nhéan ding ky
doanh nghiép hoic Gidy chimg nhén déng ky ho kinh doanh hozc cac tai liéu tuong duong khac;
khong thude trudong hop mat kha ning thanh toén theo quy dinh ctia phap luét vé doanh nghiép.

- Gid trj cua cdc hang hoa néu trong bao gia la phu hop, khong vi pham quy dinh ctia phap luét
vé canh tranh, ban phé gia.

- Nhitng thong tin néu trong bao gi4 1a trung thuec.

...... , ngay.... thang...nam....
Pai dién hop phép ciia hiing san xuit, nha
cung cip
(Ky tén, déng ddu)




