Phin 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k§ thuét
1.1. Gi6i thiéu chung vé dy toan mua sim, géi thiu:
- Chu dau tu: Bénh vién Pa khoa s6 2 tinh Lao Cai

- Tén ké hoach lya chon nha thau: Mua hoa chét giai phau bénh, vat tu xét nghiém,
Héa chat khir khudn dung cu y té va Test nhanh cac loai naim 2025 — 2026

- Tén g6i thau: Goi thau sd 10: Mua hoa chét giai phau bénh, vat tu xét nghiém, Hoa
chat khir khuan dung cu y té va Test nhanh céc loai naim 2025 — 2026 tai Bénh vién Pa
khoa s6 2 tinh Lao Cai

- Tém tit cong viée chinh cua géi thiu: Gom 04 phan, cu thé:
+ Phan 1: Hoa chit giai phdu bénh (41 mat hang): 1.153.590.890 VND
+ Phan 2: Vit tu dung cho xét nghiém (44 mit hang): 2.347.471.740 VND
+ Phan 3: Hoa chit khir khuan (5 mat hang): 350.475.000 VND
+ Phan 4: Test nhanh (22 mat hang): 1.738.792.400 VND
- Gia géi thau: 5.590.330.030 VND
- Ngu@)n von: Nguén thu tir dich vu kham, chira bénh cua don vi
- Thoi gian t6 chuc Iya chon nha thau: 90 ngay
- Thoi gian bit dau t chirc lwra chon nha thau: Thang 12 nim 2025

- Hinh thtrc lwa chon nha thau: Pau thau rong rii trong nude, lwa chon nha thau qua
mang

- Phuong thtrc lya chon nha thau: Mot giai doan, mdt tui ho so

- Loai hop ddong: Theo don gia c6 dinh

- Thoi gian thuc hién géi thau: 12 thang ké tir ngay hop dong c6 hiéu luc
- Ty chon mua thém: Khong vuot qua 30% sd luong

1.2. Yéu cau vé k¥ thuat

1.2.1. Tai liéu chitng minh tinh dip &ng ciia nha thiu dé kinh doanh hang hoéa
1a thiét bi y té:

- E-HSDT c6 gidy phép ban hang, gidy iy quyén ban hang ciia nha san xuat hodc ciia
dai 1y phan phdi hoic gidy chirg nhin quan hé dbi tac hodc gidy cam két hd trg ki thuat,
bao hanh cua nha san xuét hodc cia dai Iy phan phdi hodc tai liéu khac co gia tri twong
duong, cu thé:
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+ Thiét bi y té san xuat trong nude: Ban gde hodc ban sao ¢ ching thyec.

+ Thiét bi y t& nhap khau: Ban di dwgc hop phap hoa lanh sy hodc ban sao co
chung thyc ctuia ban da dugc hop phép hoa lanh su.

- Hb so cong bd du didu kién mua ban trang thiét bi y té hoic Hd so cong bd du diéu
kién san xudt trang thiét bi y t& chimg minh nha thiu dép tGng yéu cau du diéu kién mua
ban/san xuét trang thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay
08/11/2021.

- Ban phan loai thiét bi y té.
- S6 luu hanh cua trang thiét bi y té:

+ 86 cong b tiéu chudn ap dung ddi véi thiét bi y té thudc loai A, B;

+ 86 gidy chimg nhan diang ky luu hanh dbi voi thiét bi y té thudc loai C, D.
1.2.2. Yéu cdu vé k¥ thuit chung

- Hang hoa méi 100%, nguyén dai nguyén kién, khong bi v, hong, bién dang hoic
c6 bat loi trong qua trinh st dung, dugc bao quan, van chuyén theo dung tiéu chuan ctia nha
san xuét va duoc phép luu hanh theo quy dinh phép luat hién hanh, c6 xuét x& rd rang, hop
phép.

- Han st dung hang hoa (Theo céng bo ciia nha san xudt): > 24 thang ddi v6i hang
hoa co han sir dung > 36 thang; > 12 thang d6i véi cac hang hoa c6 han st dung tir 18 dén
36 thang; > 06 thang dbi voi hang héa c6 han str dung < 18 thang. Di v6i hang hoa khong
c6 han str dung phai san xuét tir nim 2024 trd vé sau.

- Hang hoa c6 thé co quy cach dong goi khac so véi yéu cau ciia E-HSMT nhung dam
bao tong khéi lugng hang héa bang hodc 16n hon so véi khdi lugng yéu cau va dap tng véi
cac yéu cau k¥ thuat, tinh chat ctia hang hoa so véi yéu ciu ctia E-HSMT.

- Hang hoa dap tg céc tiéu chi ki thuat tai Muyc 2, Chuong V. Yéu cau vé k¥ thuat,
pht hop, twong thich, van hanh dugc trén cac thiét bi hién c6 dang sir dung va yéu cau chuyén
mon ctia Chu dau tu.

1.2.3. Yéu cau vé ky thuit chi tiét:

- E-HSDT c6 Bang so sanh dap Gmg yéu cau k¥ thé hién cu thé cac thong s6 k¥ thuat
ctia hang héa chao thiu so voi yéu cau k§ thuat va tai lidu chimg minh sy phit hop cua cac
thong sb ki thuat da chao do, c6 thé 1a: hd so, gidy to, ban v&, catalogue, tai liéu ki thuat
chirng nhan vé dic tinh, thong ) k¥ thuat tiéu chuin chét lugng. .. thé hién cu thé, chi tiét
cac thong sb k¥ thuat cua hang hoa chao thau dap tmg yéu cau k¥ thuit sau day (Truong
hop tai liéu chitng minh la cdc tai liéu nwée ngodi ¢é: con ddu, chit ky, chire danh trén gidy
10, tai liéu dé thi phadi c6 Hop phdp héa lanh suw theo quy dinh tai Nghi dinh sé 111/2011/ND-
CP ngay 5/12/2021):
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STT

Danh muc hang hoa

Yéu ciu ky thuit tdi thiéu
(Nha thiu c6 thé chao twong dwong hodc tot hon)

Quy cach
dong goi

Phin 16: PP2500616780: Phan 1: Héa chét giai phiu bénh (41 mit hang)

1.1

Dung dich pha loang khéang
thé/Antibody Diluent OP Quanto

Chat pha lodng khang thé dugc st dung trong cac quy trinh héa mé mién dich. C6 chira
albumin huyét thanh bo va natri azide.
Dat tiéu chuan chat luong ISO 13485 hoic twong duong

100ml/Lo

1.2

Khuon dic mau mo

- Thiét ké mot manh va chdt cai, c6 théthao tac béng mot tay thuan tién va giup khoa chat
nap trong qua trinh xir 1.

- T4i thiéu 1am bang vat liéu P.O.M, 100% chéng lai phan tmg héa hoc ctia dung moéi mo
hoc

- C6 16 hinh chir nhat c6 kich thudéc Smm x 1mm (loai 16 to) hodc 16 vudng kich thudc
0,9mm x 0,9mm (loai 16 nho)

- > 2 khu vuc ghi nhan 16n trén cdc mat ciia bang cassette va mot mat ghi nghiéng phia
trude

- Bé mit viét phia trudc 45°, pht hop v6i hau hét cac may dén nhin bing cassette.

- Pat tiéu chuén chét lugng ISO 13485 hoic twong duong

1000 cai/
Thung

1.3

Khang thé CD56

Khang thé don dong CD56 Khang thé: Chudt

Thanh phan tdi thiéu c6 chira BSA va natri azide 1am chét bao quan.
Dang dam dac

Pat tiéu chuin chat lugng ISO 13485 hoic twong duong

Iml/ Lo

1.4

Chat xur 1y té bao

- Chiét xuét lipid tuyét voi trong qua trinh xt Iy mé

- Lam mét parafin va lam trong trong qua trinh nhuém

- Khéng lam cho mau bj khé cting, ngay ca sau khi tiép xtc 1au dai
- Sir dung dugc cho tit ca cac may xir Iy mé va may nhudém tir dong
- Khong benzene

- Mui rat nhe

- Pat tiéu chuén chét lugng ISO 13485 hoic twong duong

5 1it/ can
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1.5

Phién kinh (lammel)

- Lam bang thay tinh siéu trong sudt, c6 dic tinh quang hoc 1y twéng, ciu trac phén tir 6n
dinh, do phéng déng déu va kich thuéc déng déu.

- Ung dung dugc dé xuét: dung trong mo hoc, té bao hoc, phan tich nude tiéu va vi sinh

- Kich thuéce (22x40) mm

Dat tiéu chuan chat lugng ISO 13485 hoic tuong duong

100 céi/ hop

1.6

Lamen phu tiéu ban

Lam bang thuy tinh siéu trang, c6 dic tinh quang hoc 1y tuéng, cdu trac phan tir 6n dinh.
Do phiang dong déu va kich thudc dong déu.

- Ung dung duoc dé xuét: dung trong mo hoc, té bao hoc, phan tich nudc tiéu va vi sinh
- Kich thuodc (24x50) mm

Pat tiéu chuan chat luong ISO 13485 hoic twong duong

100 cai/ hop

1.7

Con tuyét dbi

Con y té tuyét d6i véi Thanh phan tdi thiéu chinh 1a Ethanol 99%. Pat tiéu chuan chat
luong ISO 13485 hodc twong duong

1000 ml/ chai

1.8

Khang thé Cytokeratin 5/6

Khang thé don dong Cytokeratin 5 & 6

Khang thé: Tho

Thanh phan tdi thiéu c¢6 chira BSA va natri azide 1am chét bao quan.
Dang dam dac

Dat tiéu chuin chat lugng ISO 13485 hoic twong duong

0.1ml/ Lo

1.9

Khang thé Chromogranin A

Khang thé don dong Chromogranin A

Khang thé: Chudt

Thanh phan tdi thiéu c6 chira BSA va natri azide 1am chat bao quan.
Dang dam dac

Dat tiéu chuin chat lugng ISO 13485 hodc twong duong

Iml/Lo

1.10

Dao cat tiéu ban

Ludi dao t6i thiéu 1am bang thép khong gi.
Do dai: > 80mm

Chiéu cao: > 8mm

b0 day: 0,25 mm

50 cai/ hop
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Go6c nghiéng khoang 35 °
Dat tiéu chuan chat luong ISO 13485 hoic twong duong

Dung dé boc 16 khang nguyén. Dang c6 dic

1.11 (D ich boc 16 . . . 1 L/ chai
ung dich boc 16 Pat tiéu chuin chét lugng ISO 13485 hoic twong duong 000mL/ chai
Hoa chit dang 16ng nhét, mau trong dén vang nhat, mui cOn nhe, tan trong nudc. St dung
cho su chuin bj cac mau bénh phém dong lanh
o Thanh ph:ftn to1 thiéu gom co: Hop 4 chai
1.12 |Dung dich cat lanh - Polyvinyl Alcohol: 5-15% 118ml
- Polyethylene Glycol: 1-10%
- Cac Thanh phan t6i thiéu khong gay kich tng: 75-95%
Dat tiéu chuin chat lugng ISO 13485 hodc twong duong
Dung dich nhuém EA-50 té bao chit cho phuong phép Papanicolaou.
- Két qua nhuom:
Hat nhan: Xanh tim
; . Té bao chat ciia Cyanophil: Xanh luc .
1.13 |Chat nhuom té bao (1 . . XL j 5 . . 5 . Chai 1 Lit
At nhu¢m t& bao (1) T¢ bao chat cua bach cau ai toan: Mau hong Té bao chat sting hoa: Tir hong dén cam atH
- Thanh phan t6i thiéu: Eosin Y Certified - CI 45380, Light green -
CI1 42095, Phosphotungstic acid, Ethanol 95.
Dat tiéu chuin chat lugng ISO 13485 hoic twong duong
Hoa chat chuyén dung dé nhudém cho cic qui trinh nhuém mo té bao. Thanh phan t6i
thiéu: Eosin-Y Dye 10-15%, Sodium phosphate dibasic 1-2%, Monosodium phosphate HoD 6 1o x
1.14 | Chat nhudm té bao (2) 25-30%, Sucrose 55-60% '32 6o
+ Nhiét do bao quan: 15-25 d C 08
Dat tiéu chuan chat luong ISO 13485 hoic twong duong
Khang thé don dong Estrogen Receptor
1.15 | Khang thé Estrogen Receptor Khéng thé: Chudt 0.Iml/Lo

Thanh phan tdi thiéu c¢6 chira BSA va natri azide 1am chét bao quan.
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Dang dam dac.
Dat tiéu chuan chat luong ISO 13485 hoic twong duong

Thanh phan tdi thiéu:
- Eosin - Azur 11
1.16 | Giemsa nhu¢m tiéu ban - Glyxerin Chai 1 Lit
- Metanol.
Dat tiéu chuin chat lugng ISO 13485 hodc twong duong
Hop 12 1o
Hoa chat chuyén dung dé nhudém cho cac quy trinh nhuém moé té bao. Hoé chat hoat tinh: (0610 A,
1.17 |Chat nhudém té bao (3) Hematoxylin 5- 10%, Alum Ammonium Sulfate 85-95%. 53,6gram/lo +
Dat tiéu chuan chét luong ISO 13485 hoac tuong duong 06 1o B, 46,8
gram/10)
Khang thé don dong HER-2 neu
Khéng thé: Chudt
1.18 |Khéang thé Her2/Neu Thanh phan tdi thiéu c¢6 chira BSA va natri azide 1am chét bao quan. 0.Iml/Lo
Dang dam dac.
Dat tiéu chuin chat lugng ISO 13485 hoic twong duong
Bo gom:
- Dung dich Acid periodic 1% c6 Thanh phan t6i thiéu: Nudc: >98%, Periodic Acid:
<2%, chai 500ml;
’ ’ - Dung dich Schift: Str dung trong phan 1’11}g tiéu f:huén Acid-S?hiff (PAWS) cho chét nhay B5 3 chai
1.19 |[Chat nhudém té bao (4) trung tinh, glycogen, mang day va thanh t€ bao nam. Thanh phan t61 thiéu: Nudc 98%; 5 00ml

Hydrochloric Acid: <5%; Potassium Metabisulfite: < 4; C.I. Basic red 9
monohydrochloride <1%. Chai 500ml;

- Dung dich thuéc nhuém harris Hematoxylin: Chai 500ml

Dat tiéu chuan chat luong ISO 13485 hoic twong duong
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1.20

Dung dich xit lanh nhanh bénh phém
(Dung cho cét lanh)

- Thanh phan t6i thiéu gdm c6: 1,1-Difluoroethane, liquefied, under pressure 100%.
- Tinh chét vat ly:
Ngoai quan & Mui: Khi hoa 1ong trong suét, khong mau, c6 mui nhe thoang thoang
Diém s6i ban dﬁu/Pham vi: -13 °F
Diém chép chay (Phuong phap): -58 °F (Udc tinh)
Téc d6 bay hoi: > 1 (Ethyl Ether = 1,0)
Gidi han n6 dudi: 3.9% (thé tich) Khi trong khong khi
Gidi han nb trén: 16.6% (thé tich) Khi trong khong khi
Ap suét hoi @ 70 °F: 62.5 PSIG
Mat d6 hoi (khong khi = 1.00): 2.4
Trong lugng riéng (H20 = 1.00): 0.909
b6 hoa tan trong nude @ 70 °F: 0.28%
Phan tram dé& bay hoi theo thé tich: 100%
Nhiét d6 tu bdc chay: 849 °F
Dat tiéu chuin chat lugng ISO 13485 hodc twong duong

Lo 300ml

1.21

Dung dich rira ndng do 20X

Dung dich mubi dém duoc sir dung lam dung dich rira trong nhiéu quy trinh héa mé mién
dich va lai tai chd. Thanh phén ti thiéu cua san phém dam dac 10x la: Tris-HCI 500 mM,
NaCl 3M, 0.5 % Tween 20, pH 7.5.

Dat tiéu chuan chat luong ISO 13485 hoic twong duong

Chai 1 Lit

1.22

Khang thé Ki-67

Khang thé don dong Ki-67

Khang thé: Tho

Thanh phan tdi thiéu c6 chira BSA va natri azide 1am chét bao quan.
Dang dam dac

Iml/Lo

1.23

Lam kinh hoéa m6 mién dich

Kich thudc t6i thiéu: (25-25.5) mm x (75-75.5) mm

Pugc xtt Iy bang cong nghé phi, giup cho cac phién kinh c6 d6 bam dinh manh va bé mit
ua nuoc.

Pat tiéu chuan chét luong ISO 13485 hoic twong duong.

72 cai/ hop
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1.24

Lam kinh mai

Chat liéu: Thiy tinh trong sudt mot dau mai nham Do day: 1.0-1.2 mm
Kich thudc tbi thiéu: 25,4 x 76,2mm.
Dat tiéu chuan chat luong ISO 13485 hoic twong duong

72 c4i/hdp

1.25

Lam kinh tich dién

- Lam kinh tich dién duong duoc thiét ké dic biét dé nhuom IHC ty dong.

- C4c lam kinh hién vi c6 kha nang bam dinh dic biét va bé mit wa nude hon, va ludn co
16p phit mau muot & mot ddu bé mit co kha ning chdng lai tat ca cac hoa chat thong
thuong.

- C6 thé danh diu bang hé théng ghi nhin thong thudng.

- Ung dung: Dung trong nhuém héa mé mién dich (IHC).

- Kich thuée t6i thiéu: 25mm x 75 mm, Do day: 1.0-1.2 mm.

Dat tiéu chuan chat luong ISO 13485 hoic twong duong

50 cai/hop

1.26

Bo khéang thé 2 va chi thi mau

Puoc thiét ké dé sir dung trong phong thi nghiém bénh 1y bang cac quy trinh héa mé mién
dich cuia khang thé ddi v6i cac khang nguyén cu thé trong cac mé ngudi duge nhung
parafin c6 dinh bang formalin (FFPE).

Bao gém:

- Peroxidase Blocking Reagent

- Primary Antibodies Amplifier Master

- Polymer

- DAB Substrate Buffer

- DAB Chromogen Concentrate

- DAB Enhancer.

Dat tiéu chuan chat luong ISO 13485 hoic twong duong

500 test/ Bo

1.27

Chat gin cb dinh té bao (Mounting
Medium)

- Thanh phan t6i thiéu bao gdm c6: Toluene: 50-75%, Acrylic coploymer: 25-50%
- Mat dg: 0.941
Dat tiéu chuan chat luong ISO 13485 hoic twong duong

118ml/ chai

1.28

Khang thé Napsin A

Khang thé don dong Napsin A
Khang thé: Tho hodc chudt

0.1ml/Lo
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Thanh phan tdi thiéu c¢6 chira BSA va natri azide 1am chét bao quan.
Dang dam dac.
Dat tiéu chuan chat luong ISO 13485 hoic twong duong

Dung trong c0 dinh cac mau sinh thiét va cac mau bénh pham moé dé bao ton khang
nguyén trong mo.

1.29 |Formol dém trung tinh 10% Thanh phan ti thiéu: Formaldehyde: 3.7%, Nudc tinh khiét: 94- 95%, Methyl alcohol: 5 lit/can
<1%, Natri phosphate: < 1%, Sodium phosphate, monobasic: < 1%, Do PH: 6.8-7.2.
Dat tiéu chuin chat lugng ISO 13485 hodc twong duong
- Chét rdn mau trang - vang. Nhiét do néng chay 55°C.

130 | Chét gén. b dinh t bo - Thémh phﬁn‘téi thiéu gdm: paraffin waxes and hydrocarbon waxes >99%, Thung/ 10 tii
microcrystalline <1%. x0.9kg
Dat tiéu chuan chat luong ISO 13485 hoic twong duong
San phém dé chuén bi: bénh phém phu khoa, té bao hoc nudc tiéu, bénh phém kim nho,

Dung dich nhudm tiéu ban diing cho d(‘)'mAVé d}Ch rra Izhé quér}, df: k{ém ‘tra bérng kinh hién vi quar,lg hoc. . '
1.31 41 ohiu bénh Nhudm t€ bao chat cho céc t€ bao strng hoa trong phuong phap Papanicolaou. Chai 1000ml
glaip i Thanh phan tdi thiéu: Orange G, Phosphotungstic acid, Ethanol 95°, Deionized water.
Dat tiéu chuin chat lugng ISO 13485 hoic twong duong
Khang thé don dong p40
. Khang thé: Tho
1.32 [Khang the p40 Lz . . 0.1ml/L
ang thep Thanh phan t61 thi€u c6 chira BSA va natri azide 1am chat bao quan. e
Dang dam dac. Dat tiéu chuan chat luong ISO 13485 hodc tuong duong
Khang thé don dong p63
, Khang thé: Tho hodc chudt
133 |Khang thé p63 ang the. 700 hogc Chuo Iml/Lo

Thanh phan tdi thiéu c¢6 chira BSA va natri azide 1am chét bao quan.
Dang dam dic. Pat tiéu chuan chat luong ISO 13485 hodc twong duong
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1.34

Khang thé Progesterone Receptor
(PR)

Khang thé don dong Progesterone Receptor
Khang thé: Tho hodc chudt
Thanh phan tdi thiéu c6 chira BSA va natri azide 1am chét bao quan.

Dang dam dac. Dat tiéu chuén chit luong ISO 13485 hodc twong duong

0.1ml/Lo

1.35

Khang thé S-100

Khang thé don dong S100

Khang thé: Chudt

Thanh phan tdi thiéu c6 chira BSA va natri azide 1am chat bao quan.
Dang dam dac.

Dat tiéu chuin chat lugng ISO 13485 hodc twong duong

0.1ml/Lo

1.36

Khang thé Synaptophysin

Khang thé don dong Synaptophysin

Khang thé: Tho

Thanh phan tdi thiéu c6 chira BSA va natri azide 1am chét bao quan.
Dang dam dac.

Dat tiéu chuan chat luong ISO 13485 hoic twong duong

Iml/Lo

1.37

Khang thé TTF-1

Khang thé don dong TTF-1

Khang thé: Chuot

Thanh phan tdi thiéu c6 chira BSA va natri azide 1am chat bao quan.
Dang dam dac.

Dat tiéu chuin chat lugng ISO 13485 hoic twong duong

0.1ml/Lo

1.38

Cytokeratin 7 (CK7)

Khang thé don dong Cytokeratin 7

Khang thé: Chudt

Thanh phan c6 chira BSA va natri azide lam chét bao quan.
Dang dam dic. Tiéu chuan chét lugng ISO 13485

Iml/Lo

1.39

CK 0.1 ml

Khang thé don dong Cytokeratin AE1 & AE3 Khang thé: Chuot
Thanh phan tdi thiéu c6 chira BSA va natri azide 1am chét bao quan.
Dang dam dac.

Dat tiéu chuan chat luong ISO 13485 hoic twong duong

0.1ml/Lo
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1.40

Dung dich nhu¢m Eosin Y

'Thanh phan tbi thiéu: Ethyl Alcohol <75%; Nudc <25%; Isopropyl Alcohol <5%; Methyl
Alcohol <5%; Acetic Acid <5%
Dat tiéu chuan chat luong ISO 13485 hoic twong duong

Chai 1000ml

1.41

GCDFP 15 0.1 ml

Khang thé don dong GCDFP-15

Khang thé: Chuot

Thanh phan tdi thiéu c6 chira BSA va natri azide 1am chat bao quan.
Dang dam dac.

Dat tiéu chuin chat lugng ISO 13485 hodc twong duong

0.1ml/Lo

Phin 16: PP2500616781: Phén 2: Vit tw dung cho xét nghiém (44 mit hang)

2.1

Ong phan tich mau ling

Ong méu ling ESR tube, dung dé xac dinh, dinh luong toc d6 mau ling (ESR)

ESR tube: 100 ng mdi hop,

Ong thuy tinh 8x120mm chiéu xa voi nit cao su butyl, Ong chira 0.28mL, natri citrat
3.2%.

Xuét x(r thuoc Nhom nuée G7

Pat tiéu chuan chat luong ISO 13485:2016 hoic tuong duong

100 6ng/ hop

2.2

Vat tu dung cho may xét nghiém

Céng dyng mau bénh pham

Kich thuéc 6mm x 25mm, dung tich 500 pl, bing nhya PS trong subt.
Xuét x(r thuoc Nhom nuée G7

Pat tiéu chuan chat lugng ISO 13485:2016 hoic tuwong dwong

Tai 2000 cai

23

Céng dung mau bénh pham

Céng dung miu bénh pham
- Kich thudc tdi thiéu:
+ Puong kinh day 6,5mm + 10%.
+ Chiéu cao 30mm = 10%
- Dung tich: >500ul
- Mau séc: Trong sudt
Xuét x(r thuoc Nhom nuée G7
Pat tiéu chuan chat luong ISO 13485:2016 hoic tuong duong

Ta1 2000 cai
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Cot sic ky
Thanh phan t6i thiéu chinh:
Cot 1am bang kim loai khong gi, trong c6 mang loc chuyén dung, chiu dugc ap suét cao.

2.4 | Cot sdc ky i 1 Chiéc/ ho
Cotsdcky Kich thudc toi thiéu: 4.6x30 mm, Spm Chice/ hop
Xuat xtt thudoc Nhém nude G7
Dat tiéu chuan chat lugng ISO 13485:2016 hoic turong duong
Phin loc
Thanh phan tdi thiéu chinh:
2.5 |Phin loc Phin loc dang nhua, dugc cAu tao dang luoi loc. 1 Chiéc/ tai
Xuét x(r thuoc Nhom nuée G7
Pat tiéu chuan chat luong ISO 13485:2016 hoic tuong duong
. : Ong chyp 8 thanh ding cho may tach chiét DNA/RNA ty dong. Dat tiéu chuan chét | :
2.6 |Ong chén tir 8 thanh Ong chup 8 :el dung cho may tach chi¢t DNA/RNA tu dong. Dat tiéu chuan chat luong 144 caif hop
ISO 13485 hodc tuong duong
o - 250 dai 4 éng va nip cho 1000 phan tng 10-50 pl. ) )
2.7 |D h 1 ml } : . Hop 1
7 |Dat ong phan tmg 0.1 m Pat tiéu chuan chét lugng ISO 13485 hoic twong duong op 1000 ong
‘ Dau parafin v6i do tinh khiét cao. .
2.8 |Dau Parafi ) A : h 1
8 |Dau Parafin Pat tiéu chuén chét lugng ISO 13485 hodic tuong duong Chai 500m
N L, . DAu soi kinh hién vi, dung dich trong subt khong mau. )
29 |D kinh h . . ; ’ h 1
9 |Pav soi kinh hien vi Pat tiéu chuén chét lugng ISO 9001 hodic trong durong Chai 500m
N DPAiu con dung cho xét nghiém sinh hoc phan tir (PCR). L.
2.10 |b t 10ul h . j i 1000 cai/ t
au COTL frang 100 Dat ti€u chuan chat luong ISO 13485 hoac tuong duong cal i
51 Pau tip c6 loc 1500 pl, ding cho may |Pau tip ¢6 loc 1500 pl, vo tring, dung mot 1an. Sir dung v6i may tach chiét ty dong. 1024 i/ 16
’ tach chiét tu dong Pat tiéu chuan chat luong ISO 13485 hoac tuong duong P
512 bau tip c6 loc 200 pl, dung cho may |Pau tip thé tich 200 pl dung mot 1an, cé gia do, dong goi theo gia do (8 x 128). St dung 1024 i/ hop

tach chiét tu dong

v6i may tach chiét tw dong. Pat tiéu chuan chat lugng ISO 13485 hodc trong duong
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Gidy in nhiét, kich thudc 5.5cm x 4.5cm.

2.1 idy in nhigt : C Hop 10 cud
3 | Gidy in nhi¢ Pat tiéu chuin chét lugng ISO 9001 hoic twong duong op 10 cudn
- Ong polypropylene khong vé tring (dung tich tdi da 0,85 ml, dung tich chira duéi 0,7 Hop (24x96
2.14 |Khay 6ng chira miu 2ml ml, dung tich rira giai 0,4 ml): 2304 dng trong cac gia 96; bao gdm dai nip. 'pcéi)
Pat tiéu chuan chat luong ISO 13485 hoic twong duong
Lam kinh v6i d6 trong sudt cao ding cho nhudm, soi vi khuan duéi kinh hién vi. .
2.15 |L 22x22 . i 100 cai/ ho
amel sexssmm Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong carop
- Ong ly tdim 15ml bang nhya polypropolyne
- C6 thé hap tiét trung
2.16 C)ng Fancol 15ml - Chiu duogc lyc ly tam 100 cai/ thi
- Khong chtra DNase, RNase, Proteases, Pyrogen
- Pat tiéu chuan ISO 13485:2016
Khay chuan bi mau 8 giéng, dung|Khay chuin bi miu 8 giéng, dung trén may tach chiét DNA/RNA tu dong. Pat tiéu chuan .
2.17 ., » R B . 336 cai/ hop
cho may tach chiét ty dong chat lugng ISO 13485 hodc tuong duong
i U Tam bong k&m vo tring dung cho 1dy miu bénh pham trong va ngoai co thé. Pat tiéu .
2. 1 T k t 2 14 : : B h
8 | Tdm bong kém v trung chuan chat lugng ISO 13485 hoac twong duong ich 50 que
e . Tam bong vo tring dung cho 1dy miu bénh pham trong va ngoai co thé. Pat tiéu chuan )
2,19 |T t . i : Bich
9 | Tam bong vo tring chéit lugng ISO 13485 hodc twong duong ich 50 que
. . Day 6ng nhon, thé tich 2ml, ding cho hé thong tach chiét acid nucleic tw dong. Dat ticu .
2.2 2ml . L i Co : hiéc/ t
0 |Ongcon 2m chuan chat lugng ISO 13485 hoac twong duong 500 chiéc/ tii
Chét liéu: Nhya PS
Kich thudc ti thiéu: 16*38mm
2.21 |Céng dung mau Dung tich: 2-4ml T1i 500 cai

Mau sic: Trong sudt
Luu trit: 4-30°C
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Xuét x(r thuoc Nhom nuée G7
Pat tiéu chuan chat luong ISO 13485:2016 hoic tuong duong

2.22

Dau c6n ¢o loc 10ul

- 100% nhya PP nguyén chét, do trong subt cao;

- V6 tring, khong chtra Dnase & RNase, khong gay sot;

- Ph hop vé6i gan nhu tit ca cac pipet don va da dung nhu Eppendorf, Gilson, Rainin,
Biohit, Brand, Finpipette v.v..

- Thé tich hut miu t6i da 10pl

Dat tiéu chuin chat lugng ISO 13485 hodc twong duong

Hop 96 chiéc

2.23

Dau c6n ¢o loc 1250p1

- 100% nhuya PP nguyén chét, do trong subt cao;

- Vo trung, khong chira Dnase & RNase, khong gay sot;

- Phu hop voi gan nhu tit ca cac pipet don va da dung nhu Eppendorf, Gilson, Rainin,
Biohit, Brand, Finpipette v.v..

- Thé tich hiit mAu t6i da 1250p1

Dat tiéu chuan chat luong ISO 13485 hoic twong duong

Hop 96 chiéc

2.24

Pau con ¢ loc 200ul

- 100% nhya PP nguyén chét, do trong subt cao;

- V6 tring, khong chira Dnase & RNase, khong gay sot;

- Phu hop voi gan nhu tit ca cac pipet don va da dung nhu Eppendorf, Gilson, Rainin,
Biohit, Brand, Finpipette v.v..

- Thé tich hut miu t6i da 200pl

Dat tiéu chuin chat lugng ISO 13485 hoic twong duong

Hop 96 chiéc

2.25

Hop Petri vo trung 90mm

Hop nhua vo trang c6 duong kinh 90mm, thich hop dung dé dung thach méi trudong dd
san.
Pat tiéu chuan chat luong ISO 13485 hoic twong duong

Cai

2.26

Lo lay mau vo trung

Lo nhya dyng mau PS tiét tring 50ml nip do c6 nhan.
Pat tiéu chuan chat luong ISO 13485 hoic twong duong

Lo

227

Ong eppendort

Ong ly tdm dung tich nho 1.5ml, chia d¢, day hinh nén.

Tai 500 cai
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Luc gia tbc (RCF): 30000 x gam

C6 thé hép tiét tring

Vit li¢u polypropolyne USP VL

Dat tiéu chuan chat luong ISO 13485 hoic twong duong

- Muc dich st dung: 1000 dng vach méng cho 1000 phan tng 20 - 50 pl.

2.28 |Ong nha PCR 0.2ml o Hop 1000 6
ng fan gt o Pat ti€u chuan chat luong ISO 9001 hoac tuong duong P ong
- Ong dyng mau thir Chat thir sinh hoc phén tir, thé tich 0.2 ml
229 |Ong PCR 0.2ml - Kl}éng c’l‘n'xa: chévt' ﬁCAChé pilén ung chudi polymerase PCR, RNAse, DNAse. 1 35 déii( 8
- Boéng goi: 125 dai /hop (8 dng/dai) ong/ dai
- Pat tiéu chuan chit luong ISO 13485 hodc twong duong
) Bang nhwa mém, dung tich 3ml, trén dau hut co sin vach chia. . .
2.30 |Pipet nhya 3ml T . : Bich 100 c4
ipet ihya om Dat ti€u chuan chat luong ISO 13485 hoac tuwong duong e cal
o T A Tam bong can nhya mém dung dé 1dy mau dich bénh pham. . -
231 |Tamb lay dich hau t . 2 i j Tai 1
am bong catl mem fay QCR AU WY | 5t tisu chudn chit luong ISO 13485 hoic twong duong urhea
Puogc st dung nhu 14 vat tu ti€u hao trén may phan tich
2.32 |Céc dung hdn hop phan tng mién dich. 60 x 60 cai
Pat tiéu chuan chat luong ISO 13485:2016 hoic tuong duong
Dugc sir dung nhu 1a vt tu ti€u hao trén may phan tich
2.33 | Dau con hit miu mién dich. 30 x 120 céi
Pat tiéu chuan chat luong ISO 13485:2016 hoic tuong duong
5 . . x 4 4 tip +
Piu con hit hoa chét va céc phan|Vat tu tiéu hao sir dung trén may phan tich midn dich. 8 x (84 tip
234 |, o 2 B - 84 cup) + 8
ung Dat ti€u chuan chat luong ISO 13485:2016 hoac tuong duong N
hop giay thai
- = .z Ong nghiém nudc tiéu )
2.35 |Ong nghiém dung nudc ti€u 250 cai/ tai

Dat tiéu chuan chat lugng ISO 13485:2016 hoic turong dwong
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; . Chat liéu nhya PP kich thudc 12x75mm cho dung tich tdi da 5ml, ndp nhya mau do. 2.400 6ng/
2.36 |Ong nghi¢ém serum o 2k y .
Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong thung
- 100% nhya PP nguyén chét, do trong subt cao;
- V6 tring, khong chtra Dnase & RNase, khong gay sot;
: - Phu hop véi gan nhu tit ca cac pipet 3 da kénh nhu E f, Gilson, Raini ,
237 |Phu tip 100y c6 loc tiét tring ‘ u op voi ga'nn‘ u tat ca cac pipet don va da kénh nhu Eppendorf, Gilson, Rainin, 96 chiée/ hop
Biohit, Brand, Finpipette v.v..
- Thé tich hut miu t6i da 100pl
- Pat tiéu chuan cht luong ISO 13485:2016 hoic twong duong
Kich thuéc dau: 0.5 mL
Ma mau: Mau tim
Mau dau: Khong mau
2.38 |Pau hut pipet Kiéu hat: Hé thdng dich chuyén tich cuc Hop 100 cai
Pau hit vo tring, khong chira pyrogen, RNase, DNase, DNA va ATP ciing nhu chét (rc
ché PCR
Pat tiéu chuan chat luong ISO 9001 hoic twong duong
Dai 4 dng 0,1ml kém ndp dung cho phan ing Realtime PCR
e A X N Chat liéu: virgin polypropylene . ..
239 |Dai4 0,1ml Y . . . 250 Strip/ T
a1% ong 5, mi va nap Thanh phén t5i thiéu: Khong chira DNase, RNase va va cht tc ché PCR rpr At
Pat tiéu chuan chét luong ISO 9001 hoic twong duong
- Ong eppendorf 1.5ml day nhon
- Phuong phép tiét trung: bang dién
2.40 |Ong Ly tdm 1.5ml - Chit liéu: Polypropylene 300 cai/ Lo
- Sir dung ngay khong can hap khir tring
- Pat tiéu chuén chét lugng ISO 9001 hodc trong duong
- Péu con ¢6 loc 10p] (dai)
2.41 |Pau con c6 loc 10ul - Vat li¢u: 1am tir nhya polypropylene (PP) Hop 96 chiéc

- Pugc tiét tring bang EO, tia E-beam/gamma
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- Khong chtra Pyrogen, Dnase, Rnase

- Chiu nhiét dg cao: 121 ° C trong 20 phut

- Chiéu dai: 45,9mm

- Do bam dinh thép

- Pat tiéu chuan ISO 13485 hoic twong dwong

242

Dau con c6 loc 1000pl

- 100% nhya PP nguyén chét, do trong subt cao;

- Vo trung, khong chira Dnase & RNase, khong gay sot;

- Phu hop voi gan nhu tit ca cac pipet don va da kénh nhu Eppendorf, Gilson, Rainin,
Biohit, Brand, Finpipette v.v..

- Thé tich hiit mAu ti da 1000p1

- Pat tiéu chuédn chét lugng ISO 13485:2016 hoic twong dwong

Hop 96 chiéc

243

Ong Fancol 50ml

- Ong ly tam 50ml bang nhya polypropylene

- C6 thé hap tiét trung

- Chiu dugc lyc ly tam

- Khong chira DNase, RNase, Proteases, Pyrogen

- Pat tiéu chuan ISO 13485:2016 hoic tuong duong

25 cai/ tai

2.44

Ong chéng dong duong mau Inhigly

Chét liéu: Ong duoc 1am bang nhya y té PP, kich thudc dng 12x75mm
Puoc bom héa chit chéng dong NaF (Sodium Fluoride) - Heparin.
Dat tiéu chuin chat lugng ISO 13485 hoic twong duong

100 6ng/ khay

Phin 16: PP2500616782: Phén 3: Hoa chit khir khuin (5 mit hang)

3.1

Dung dich khwr khuin mac do cao
dung cu y té

Thanh phan tdi thiéu: Ortho-Phthalaldehyde > 0.55%
Hiéu qua sau thoi gian ngdm t6i thiéu 5 phut.
Téi thiéu dat tiéu chuén:
EN 14561 (vi khuan)
EN 14562 (nAm mdc)
EN 14563 (Mycobacterium tryc khuan lao)
Dat tiéu chuan chat luong ISO 13485 hoic twong duong

Can 5 lit
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3.2

Dung dich ngam khir khuan dung cu
y t& mirc d6 cao

Thanh phan t6i thiéu chinh:

Glutaraldehyde, ham lugng Glutaraldehyde > 2%. Thoi gian d6 ra chau ngdm < 30 ngay
Hiéu qua diét khuan gém: vi khuan, ndm méc, Mycobacterium (truc khuan lao).

Dat tiéu chuan chat luong ISO 13485 hoic twong duong

Can 5 lit

33

Dung dich lam sach va khir khuan
dung cu y té

Thanh phan tdi thiéu: Didecyl dimethyl ammonium chloride > 7% (w/w),
Poly(hexamethylenebiguanide) hydrochloride > 1,5% (w/w).

H¢ enzyme: Protease, Lipase, Amylase. Chét hoat dong bé mit non-ionic.
Dat tiéu chuin chat lugng ISO 13485 hodc twong duong

Can 5 lit

34

Dung dich phun swong khir khuan

Thanh phan ti thiéu: Hydrogen peroxide > 5 % (w/w) Hiéu qua diét khuan gom: Vi
khuan, nAm mdc Mycobacterium (truc khuén lao),..
Dat tiéu chuin chat lugng ISO 13485 hodc twong duong

Can 5 lit

3.5

Dung dich khir khuan dung cy y té

Thanh phan ti thiéu: Didecyl dimethyl ammonium chloride 10% (w/w)
Dat tiéu chuan chat luong ISO 13485 hoic twong duong

Can 5 lit

Phin 16: PP2500616783: Phin 4: T

est nhanh (22 mat hang)

4.1

Kit xét nghiém chan doan nhanh
Aspergillus Galactomanan LFA

Xét nghiém sdc ky mién dich dé phat hién dinh tinh Aspergillus galactomannan LFA
trong cac mau huyét thanh va dich rira phé quan phé nang (BAL). Méu huyét thanh va
BAL yéu cau phai duoc xir Iy nhiét trudc khi thir nghiém.

Co thé doc truc quan hoac thiét bi hd tro st dung dén LED ¢ budc song 525nm dé doc két
qua.

Thir nghiém duoc thyuc hién trong 30 phut va két qua dugc doc trong vong 10 phut

Dat tiéu chuin chat lugng ISO 13485 hoic twong duong

Hop 50 test

4.2

Que thu xét nghi€ém dinh tinh
AMP/MOP/COD/THC/Heroin

- Xét nghiém mién dich sic ky dong bén dé phat hién dinh tinh nhiéu loai ma tuy, chat
chuyén hoa thudc va ruou ¢ ndng d6 ngudng sau trong nude tiéu: MOP 300ng/ml; AMP
500ng/ml; THC 50ng/ml; COD 300ng/ml; HER 10ng/ml.

- Thanh phan t6i thiéu: Chira cac hat lién két khang thé don dong chudt va cac lién hop
thubc -Protein twong ing. Mot khang thé dé duoc sir dung trong mdi vach chimg.

25 Test/ Hop
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- Bg nhay: 100%

- B¢ dac hi¢u: 100%

- B9 chinh x4c: AMP: >99,925%; COD: >99,9%; THC: >99,92%; MOP: >99,93%:; 6-
MAM (Heroin): >99,9%

- Phan tng chéo: Khong phan tng chéo véi cac hop chit ¢ ndng do 100pg/ml:
Acetophenetidin , N- Acetylprocainamide, Acetylsalicylic acid....

Dat tiéu chuan chat lugng ISO 13485:2016 hoic tuwong dwong

4.3

Que thir dung cho may do dudng
huyét

Que thir duong huyét dung dé do ndng d6 dudng huyét trong mau tuoi toan phan.
Thanh phan tdi thiéu chinh:
Non-reactive ingredients > 2,1 % w/v
Glucose dehydrogenase(FAD-dependent) > 4 unit/v K3Fe(CN)6 > 4,5% w/v
C& mau: 1 uL
Thoi gian phan ung: < 10 gidy
Pham vi do: 20 - 600 mg/dL
Pham vi hematocrit: 10% dén 70%
Dat tiéu chuan chat lugng ISO 13485:2016 hoic turong dwong

Hop 50 que

44

Khay tht xét nghiém dinh tinh
Amphetamine (AMP)

Phét hién dinh tinh s c6 mit chat gay nghién Amphetamine (Ma tay tong hop) trong
nuéc tiéu. Ngudng phat hién: 1000 ng/ml

D0 nhay: 100% . B¢ dac hi¢u: 100%

Béo quan nhiét do: 2-30 46 C.

Tiéu chuén chét luong: ISO 13485:2016 hoic twong duong

25 test/ hop

4.5

Test chan doan cim A va B

Xét nghiém phat hién dinh tinh cac khang nguyén cim A va B trong cic mau bénh pham

tir dich tiét & mii.
Thanh phan:

+ Vach ching: Dé khang IgG chudt Vach thir A: Khang thé cam A Vach thir B: Khang

thé cam B hoic turong duong
+ Cim A: D6 nhay > 82%, do dac hiéu 100%, do chinh xac: > 95,9%.

Hop 20 test
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+ Cam B: d6 nhay 100%, d6 dic hiéu 100%, d6 chinh xac 100%
Thoi gian tra két qua: 8-20 phit
Pat tiéu chuan chat luong ISO 13485:2016 hoic tuong duong

4.6

Test chan doan Chlamydia

Phat hién dinh tinh, truc tiép khang nguyén Chlamydia trachomatis.

- Mau phém: Dich ¢b tu cung nir gidi, dich ni¢u dao, nudc tiéu nam gioi

- Ngudng phat hién: 5x10°4 IFU/ml

- B§ nhay: 93,58% ; B¢ dac hi¢u: 99,08%

Thanh phan tdi thiéu kit thir:

1. Cong hop khang thé don dong khang Chlamydia (Chlamydia McAb conjugate): 10
pg/ml;

2. Khang thé don dong chudt khang Chlamydia (Chlamydia monoclonal antibody mouse):

0.75 mg/ml;

3. Khang thé da dong dé khang IgG chudt (Anti-mouse IgG polyclonal antibody goat):
2.25 mg/ml.

- Khong phan g chéo voi: Streptococcus, Herpes sinplex virus, Mycoplasma
hominis.....

- Pat tiéu chuan chit luong ISO 13485:2016 hoic twong duong

25 Test/
hop

4.7

Test xét nghiém nhanh phat hién
khang thé khang giang mai

Phat hién khang thé khang syphilis trong mau toan phan, huyét thanh, huyét twong cua
nguoi.

- Bg nhay: 100% ; BJ dac hi¢u: 100%

- MAu pham: Huyét thanh, huyét twong, méu toan phan

- Thanh phan tbi thiéu Kit thur:

+ Vung cdng hop: Khang nguyén TP KO11B (0,16 ng)

+ Vach két qua Khang nguyén TP KO11A (0,2 pg);

+ Vach chimg: Khang thé thé khang TP (0,88 pg)

- Tiéu chuan chat lwong ISO13485 hoic tuong duong

50 test/ hop
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4.8

Thanh thu xét nghi€ém dinh tinh
khang thé khang HIV

Do nhay 100% , d6 dac hiéu >99,75%, Cho két qua nhanh trong vong <15 phut

Do 6n dinh ctia két qua xét nghiém tdi > 60 phit, khong can st dung thém bat ky dung
dich dich dém (chase) cho mau mau huyét thanh, huyét twong.

- Ham luong chinh: Antibody, anti HIV-1, Antibody, Anti HIV-2, Antigen (pGO9-
CKS/XL-1) HIV- 1 Group O, Antigen, (pGO11-CKS/XL-1) HIV-1 Group O, Antigen,
(PjC100)HIV-2, Antigen, (pOM10/PV361) HIV-1, Antigen, (pTB319/XL-1) HIV-1,
HIV-1 Peptide Antigen, HIV-2 peptide Antigen.

Dat tiéu chuin chat lugng ISO 13485 hoic twong duong

100 test/ hop

4.9

Test chan doan MET

Phat hién dinh tinh su c6 mit chat gdy nghién Methamphetamine (Ma tiy d4) trong nudc
tiéu. Ngudng phat hién: 500 ng/ml

Do nhay: 100%

Do dac hi¢u: 100%

Bédo quan nhiét do: 2-30 d6 C.

Dat tiéu chuan chat lugng ISO 13485:2016 hoic turong duong

25 test/ hop

4.10

Test chan doan Mophin

Phat hién dinh tinh nhom chit thudc phién Morphine - Heroin - Opiates trong nudc tiéu.
Ngudng phat hi¢n: 300 ng/ml

Do nhay: 100% . B dac hiéu: 100%

Bao quan nhiét do: 2-30 do C.

Tiéu chuan chét luong: ISO 13485:2016 hoic twong duong

25 test/ hop

4.11

Khay thtr xét nghi¢ém dinh tinh khang
nguyén Malaria Pf/Pv

Dinh tinh phat hién dong thoi va phan biét khang nguyén cac ching virus gdy bénh sdt rét
Malaria dang P{f/Pv

- MAu thir, mau toan phan

-Phét hién Pf: Do nhay: 92.4%; D¢ dic hi¢u: 98.8%

- Phat hién Pv: BJ nhay: 90.5%; Do dac hi¢u: 98.7%

Khay thir bao gom:

1) Viing cong hop dugc phu sin cong hop khang thé chudt khang Pv-LDH (cong hop Pv-
LDH-vang) va cong hop khang thé chudt khang pHRP-II (cong hop pHRP-II- vang) va

30 Test/ Hop
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mdt cong hop khang thé kiém soat-vang,

2) Mang nitrocellulose gém hai vach két qua (vach Pv, Pf) va mét vach chung (vach C).
Vach két qua Pv phii sdn khang thé ddc hiéu khang Pv-LDH dé phat hién khang nguyén
Pv, vach két qua Pf phu sin khang thé dac hiéu khang pHRP-II dé phat hién nhiém Pf va
vach chimg C phu sin khang thé kiém soat

- Khéng phan tmg chéo v6i mau pham Dengue, HBsAg, HCV, HAV, HIV, Syphilis, TB,
H.pylori...

- Pat tiéu chuan chit luong ISO 13485 hodc twong duong

Khay thir xét nghiém dinh tinh khang

Dinh tinh phat hién cac khang thé khang vi rut Dengue (IgG/IgM).

- MAu pham: Huyét thanh, huyét twong, méu toan phan

- Vach IgG: D§ nhay: > 97,3%, D§ dac hiéu: > 99,3%

- Vach IgM: Bg nhay: > 96,9%, D9 dac hi¢u: > 98,9%

Thanh phan tdi thiéu:

1. Viing cong hop c6 mau do tia duoc phi san cong hopvang khang nguyén vo dengue tai

4.12 thé IgM, IgG khang Dengue t6 hop (cong hop dengue) va cong hop vang khang thé kiém soat. 30 Test/ Hop
2. Mdt mang nitrocellulose chira 2 vach két qua (vach G va vach M) va mot vach chung
(C). Vach G phu sin khang thé dé phat hién khang thé IgG khang vi rat dengue, vach M
phu sin khang thé dé phat hién khang thé IgM khang vi rat dengue va vach chimg C duogc
phi1 sdn khang thé kiém soat.
- Pat tiéu chudn ISO 13485:2016 hoic twong duong
Phat hién khang nguyén Vius Dengue Ag ( NS1)
- MAu thir: Huyét thanh, huyét tuong, mau toan phan
- Ngudng phat hién: 0.25 ng/ml
413 Khay thir xét nghiém dinh tinh khang | - B9 nhay: 100%, D6 dac hi¢u: > 99,6%,Do chinh xac: > 99,7% 30 Test/ Hop

nguyén Dengue

Thanh phan tdi thiéu:

1. Ving cong hop c6 mau do tia duge phu sén cong hop khang thé khang khang nguyén
dengue NS1 (cong hop dengue Ab) va mot cong hop khang thé dé kiém ching.

2. Mot mang béng hop chét nitrocellulose chira mot vach két qué (vach T) va mdt vach
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chimg (vach C). Vach T phu sin khang thé khang khang nguyén dengue NS1 va vach
chimg C duoc phi sdn mot khang thé kiém ching.
- Pat tiéu chuan ISO 13485:2016 hoic twong dwong

4.14

Test chan doan THC

Phat hién dinh tinh su c6 mat chat gay nghi¢n THC (B6 da) trong nudc tiéu.
Ngudng phat hi¢n: 50 ng/ml

D0 nhay: 100% . B¢ dac hi¢u: 100%

Bao quan nhiét do: 2-30 do C.

Dat tiéu chuan chat lugng ISO 13485:2016 hoic turong dwong

25 Test/
hop

4.15

Khay thtr xét nghi¢ém dinh tinh khang
thé IgM, IgG khang HAV

Dinh tinh phat hién khang thé IgG/IgM khang HAV

- MAu thtr huyét thanh, huyét twong, méu toan phan

- Vach IgG: Do nhay: 100% , Bg dac hi¢u: 98%

- Vach IgM: B§ nhay: 94.8% , B¢ dac hi¢u: 96.7%

- Thanh phén t6i thiéu: Mang nitrocellulose chira 2 vach két qua (vach G va M) va mot
vach chung (C). Vach G dugc phu sin khang thé chudt khang IgG-ngudi (mouse anti-
human IgG) dé phat hién khang thé IgG khang HAV, vach M dugc phu sin khang thé
chudt khang IgM-ngudi (mouse anti-human IgM) dé phat hién khang thé IgM khang
HAV va vach C duoc phu sin khang thé kiém soat.

- Pat tiéu chuan ISO 13485 hoic twong dwong

30 Test/ Hop

4.16

Thanh thu xét nghi€ém dinh tinh
HBsAg

- B§ nhay >98,4% , 46 dac hi¢u >99,6%

Xét nghiém c6 thé phat hién néng d6 0.1 TU/ml.

Cho két qua nhanh trong vong 15 phut

D6 6n dinh cua két qua xét nghiém tdi 30 phut, khong can st dung thém bt ky dung dich
dém(chase) cho mau mau huyét thanh, huyét twong.

Str dung duoc cho tit ca cac loai mau bénh phim bao gdm: Huyét thanh, huyét twong,
mau tinh mach, mau dau ngén tay.

- Thanh phan t6i thiéu tai vach test: Khang thé don dong ¢ chudt khang HbsAg Biotinyl
va cac hat mau den dugc phu khang thé don dong ¢ chudt khang HBsAg.

100 test/ tai
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- Ham lugng: Anti-HBs antibody A1; Anti-HBs antibody A2, Anti-HBs antibody B1;
Anti-HBs antibody B2 ; Anti- HBs antibody B3 ; Khang thé trén thanh kiém soét.

- Xét nghiém phat hién dugc it nhat 14 dot bién khac nhau cia HbsAg bao gdm: P120Q,
T123A, T126N, T1268S, Q129R, Q129H, Q129L, M133H, M133L, K141E, P142S,
T143K, D144A va G145R.

- Pat tiéu chuan chit luong ISO 13485 hodc twong duong

4.17

Khay thtr xét nghi¢ém dinh tinh khang
thé khang HCV

Phét hién khang thé dic hiéu khang HCV trong miu huyét thanh, huyét twong, méu toan
phan ngudi. Puoc thiét ké dé st dung trong quan thé c6 ty 18 nhiém HCV cao hodc nhimng
ngudi c6 tién st phoi nhidm/hanh vi nhiém HCV bao gém ca phu nit mang thai.
- Hiéu suét: do nhay: 100%; DJ dac hi¢u: > 99,4% (so voi xét nghi€ém xac nhan sur dung
RT-PCR)
- Thanh phan tbi thiéu:

+ Phirc hop vang: Protein A — chat keo vang

+ Vach thtr: Khang nguyén HCV tai t6 hop (161, NS3, NS4, NS5)

+ Vach chung: Globulin mién dich dé khang ngudi
- Khéng c6 phan tng chéo véi cac mau Khang thé HBs, CMV, HIV, Giang mai, Xoin
khuan Borrelia burgdorferi, EBV, HTLV, K¥ sinh tring Toxoplasma, Chlamydia,
HBsAg, Cum, Trypanosoma cruzi I /I1
- Khong bi gy nhiéu boi cac chat: 34 chit
Dat tiéu chuan chat luong ISO 13485 hoic twong duong

100 Test/
hop

4.18

Test da day

Moi truong st dung dé kiém tra nhanh su hién dién cua Helicobacter pylori trong mau
bénh pham (mAu sinh thiét da day) v trén méi trudng nudi cay.

Thanh phan tdi thiéu: Urea, Phenol red, agar, Na;HPOs, KH.PO.4

Mirc do phat hién vi khuan: 5CFU/phan tng

Dat tiéu chuin chat lugng ISO 13485 hodc twong duong

Hop 50 dng

4.19

Thé 1ay mau hoi the

Puoc ding dé xét nghiém vi khuan Helicobacter Pylori Trong luong: 13 - 14g
Kich thude tdi thiéu: 115mm x 61lmm x 45mm x 10mm

40 thé/ hop
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Trén thé c6 chi thi mau (dung dé danh gia luong mau)
Dat tiéu chuan chat luong ISO 13485 hoic twong duong

4.20

Khay thtr xét nghi¢ém dinh tinh khang
thé khang HIV

Phat hién tit ca cac type khang thé (IgG, IgM, IgA) dic hiéu véi virus HIV-1 gdm type
phu O va HIV-2 bang sy hinh thanh 3 vach 13 rang va phan biét trong mau huyét thanh,
huyét twong va méau toan phan.
- Nhay voi IgM trong giai doan nhiém bénh sém
- D6 nhay: 100%; D6 dac hi¢u: >99,8%.
- 1 test thir bao gdm:

+ Phtrc hop vang: Khang nguyén HIV- 1 gp41, p24, HIV-2 gp36 tai t6 hop — chat keo
vang (1.0 £ 0.2 pg)

+ Vach thir 1: Khang nguyén HIV -1 tai to hop (gp41, p24) (0.625 + 0.125 pg)

+ Vach thir 2: Khang nguyén HIV -2 tai t& hop (gp36) (0.5+0.1pg)

+ Vach ching: Huyét thanh dé c6 khang thé HIV (0.75 + 0.15 pg)
- Thoi gian tra két qua: 10 — 20 phut
- Thé tich mAu str dung: huyét thanh/huyét twong: 10 uL; mau toan phan: 20uL
- Nhi¢t do bao quan: 1 — 30 °C
- Khéng c6 phan tng chéo véi cac mau thim tach mau, mau rdi loan dong mau, mau
duong tinh v6i khang thé khang HCV va miu méu phu nit mang thai.
Dat tiéu chuan chat luong ISO 13485 hoic twong duong

Hop 30 test

4.21

Khay thir xét nghiém dinh tinh
HbsAg

Phat hién dinh tinh khang nguyén HBsAg trong mau huyét thanh, huyét twong ngudi, phu
hop dé str dung trén mau phy nir mang thai.
- Hiéu suét: do nhay: 100% (Khoang tin cdy 96.2 - 100%); Do dac hi¢u: 100% (Khoang
tin cdy 97.9 - 100%)
- Thanh phan t6i thiéu:

+ Cong hop vang: chit keo vang khang HBs don dong chudt, chat keo vang lién hop
IgY ga

+ Vach thir: Hon hop khang thé don dong chudt khang HBs

Hop 30 test
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+ Vach chig: Khang thé don dong chudt khang ga IgY
- Khéng co6 phan tng chéo véi cac mau HCV, HAV, CMV, EBV, Parvovirus, HIV, VZV,
Syphilis, Rubella, HTLV va HSV.
- Khong bi gay nhidu boi 17 loai chit c6 kha nang gay nhiéu
- Pap tng céc tiéu chi chip nhan vé hiéu sut trong diéu kién tang tdc 55°C sau 20 tuan.
- Ngudng phat hién: 2 [U/ml ~ 3.86 ng/ml
- Pat tiéu chuan chit luong ISO 13485 hodc twong duong

Dinh tinh phat hién khang thé IgM khang HEV
- MAu thir: huyét thanh, huyét tuong.
- B§ nhay tuong quan: >98,1%; D¢ dac hi¢u tuong quan: > 99,2%

Khay thir bao gom:
Khay thtr xét nghi¢ém dinh tinh khang 1. Ving cong hgp c6 mau dé tia duge phu sin cong hgp vang khang nguyén HEV .
4.22 R | R R ; 21 .2 , Hop 30 test
thé IgM khang HEV (cong hop HEV) va mét cong hop khang thé kiém soat.

2. M4t mang nitrocellulose chira mot vach két qua (vach T) va mot vach chung (vach
C). Vach T dugc phu sin khang thé don dong khang IgM-nguoi va vach C dugc phu sin
khang thé kiém soat
- Pat tiéu chuan ISO 13485:2016 hoic twong duong

* Ghi chu:
- Tén hang hda, yéu cau ky thudt, quy cdch chi mang tinh tham khdo, nha thau cé thé chao twong dwong hodc tét hon.

- Yéu cau thong sé ky thudt trén la t6i thiéu, chi nham muc dich mé ta va khéng nham muc dich han ché nha thau. Bat ky thwong hiéu,
ky ma hiéu, nhan hiéu, catald ciia mét san pham cu thé, danh tir riéng (néu cd) trong bang yéu cau kj thudt chi tiét chi mang tinh tham khdo,
minh hoa cho cdc tiéu chudn chat lwong, tinh ndng ky thudt ciia hang héa, nha thau cé thé lya chon du thau hang héa cé nguon goc, xudt xit,
nha sdan xudt, thiwong hiéu, ma hiéu phit hop véi diéu kién cung cdp ciia nha thau nhung phai dam bdo yéu cdu tiéu chudn ky thudt, dic tinh kj
thudt, tinh nang sir dung “twong dwong” hodc “wu viét” hon han so véi yéu cau toi thiéu.

Noi ham “twong duong” duoc quy dinh trong yéu cau ki thuat duoc hiéu 1a:

(1) Pugc co quan cé tham quyén chimg nhdn tiong dwong tiéu chudn
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(2) Twong dwong vé mdt ky thudt, tinh ndang sir dung, tiéu chudn céng nghé

(3) Twong dwong vé chat lwong hinh dnh, d chinh xdc mau scc va géc nhin.

(4) Tuong tuong vé tinh chat co khi va thudc tinh vt ly cua vat liéu.

(5) Twong dweong vé tinh ning co ban, do tin cdy, pham vi iing dung

(6) Twong dwrong vé cong sudt; hiéu sudt, yéu cau thong sé dau vao, danh muc, @6 chinh xdc két qua dau ra.
(7) Twong dweong vé gid tri do; d chinh xdc két qua do

(8) Twong dwong vé ham lwong, nong do, tinh chdt

(9) Cdc yéu té tuwong dwong khdc

Nha thau cé thé chao hang héa dwoe néu trén hodc loai hang héa khdc nhung phdi chitng minh sw twong dwong hodc wu viét so véi hang
héa dwoc néu trén. Dé chimg minh sw twong dwong nha thau phdi cé bang so sanh chi tiét vé théng sé ky thudt, déic tinh sit dung ciing cdc tdi
liéu ky thudt kém theo dé chitng minh.

1.3. Cac yéu cau khac:

- E-HSDT dinh kém file Excel/file Word Bang so sanh dap tmg yéu cau k¥ thuat thé hién cac ndi dung dap tmg ky thuat caa E-HSDT
s0 v6i yéu cau ctia E-HSMT va tdi thiéu cac thong tin sau cua hang hoa chao thau (Nhd thau chiu trach nhiém vé tinh chinh xdc giita file
Excel/file Word va file scan nha thau cung cdp):

Yéu ciu ciia E-HSMT Pip tng ciia nha thiu Cic tiéu
So lwu | chuin Tén
S sin xulf va Mi VTYT
Danh , Hing sin xuat va hanh | dép ing dﬁ:‘:g chung| MOnE
X Thong s k¥ Hang chii s& hi . ; A .
STT| mue | yeuchuky |Quy| 2%V | Quy | Modelky (trs_;ﬁ Che e N | Xude| donvi | S8 | cia | (SO N oee | mai theo
hang héa thujt cach | 2L cich | mahigu | TS AP EMST ) i | tinh | lugng | hang | 13485, | 50" | QD 5086
thau hiru khong pl’1a1 hoa CE; (Néu co)
hﬁng san Xl.lﬁt) FDA...)
1
2
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Muc 2. Ban vé:Khong c6 ban vé
Muc 3. Kiém tra va thir nghiém
- Viéc kiém tra, thir nghiém hang hoéa trudc khi ban giao duoc tién hanh tai dia diém ban giao hang hoa.

- Chu déu tu c6 thé yéu cau Nha thau tién hanh kiém tra ngoai hop ddng nhung can thiét dé khing dinh hang hoéa d6 c6 dic tinh ky
thuat, hiéu sudt dap ing yéu ciu cua hop ddng, véi didu kién 1a cac chi phi hop 1y dé tién hanh thtr nghiém, kiém tra d6 duoc cong thém vao
gid hop dong. Truong hop thir nghiém, kiém tra lam cham tién d6 san xuat va/hodc tién do thuc hién cac nghia vy khac cia Nha thau theo
hop ddng, Chu dau tu s& xem xét didu chinh ngay giao hang, ngay hoan thanh dich vu lién quan va cac nghia vu khac bi 4nh hudng.

- Chu dau tu c6 quyén tir chdi bat ky hang hoa, bd phan hang hoa nao khong dap (mg yéu ciu trong cac budi kiém tra, thir nghiém
hoic khong phi hop véi dic tinh ki thuat theo hop dong. Nha thau phai thay thé bang hang hoa, b phan hang hoa khac hoic tién hanh nhitng
diéu chinh can thiét dé phu hop v6i cac dic tinh k¥ thuat theo hop ddng va phai chiu tat ca chi phi lién quan dén viéc thay thé hoidc diéu chinh
nay. Sau d6 Nha thau phai tién hanh kiém tra, thir nghiém lai va chiu tit ca chi phi phat sinh, dong thoi thong béo cho Chu dau tu theo quy
dinh.

- Chu dau tu s& tién hanh kiém tra giam sat, t6i thiéu theo cac ndi dung sau:

1. Kiém tra cac ching tir ciia hang hoa: (trong truong hop ban giao hang héa lan dau; nhitng lan tiép theo nha thau cé thé khéng can
cung cdp néu hang héa ban giao van thudc 16 hang héa di giao), cu thé:

+ Céac ching tir nhap khau bao gdm: T khai hai quan, Bill van tai, Packing list hang hoa, invoice: 02 ban sao ctia don vi nhap khau.

+ Gidy chung nhan xuat xtt (CO) do Phong thuong mai va cong nghiép hoic co quan c6 tham quyén cua nudc san xuat hodc nudc
xuét khau cip: 02 ban sao c6 chung thuc va dich thuat cé chimg thuc. Néu 14 nude xudt khau cap phai ghi rd nude san xuat

+ Gidy ching nhan chat luong hang hoa cia nha san xuét hodc dai 1y Gy quyén hop phap cho 16 hang giao cho bén mua (CQ) hoic
Gidy chung nhan phan tich (COA C/A): Ban gdc hodc 02 ban sao c6 ching thuc va dich thuat ¢6 ching thuc.
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+ Néu hang hoa san xuat trong nudc hodc gia cong trong nudc hodc hang thuong mai xuat x tai Viét Nam: Nha thau cung cap phiéu
xuat xuong hodc gidy ching nhan ngudn gdc xuat xur va chirng nhan chat lugng hang hda cia nha san xuat: (ban goc hodc ban sao y cong
ching).

* Poi v6i trang thiét bi y té thudc loai A, B phai c6 S6 cong bd tiéu chuan ap dung d6i véi thiét bi y té con hiéu luc do co quan ¢
thim quyén cap.

* Pbi voi trang thiét bi y té thudc loai C, D phai c6 SO luu hanh dbi véi thiét bi y té con hiéu luc do Bo Y té cap va Ban phan loai
Trang thiét bi y té.

+ Céac ching tur khac c6 lién quan...

Céc vin ban trén (néu 1a tiéng nudc ngoai) phai kém ban dich cong ching sang tiéng Viét;

2. Kiém tra tinh trang van chuyén, dong géi nguyén ven, dong bo cua hang hoa tai dia diém giao hang. Néu phat hién hu hong thi 1ap
bién ban hién truong bao cdo chu dau tu.

3. Kiém tra chat lwong va sb luong hang hoa trude khi ban giao

4. Kiém tra va ban giao cho bén sir dung: catalog, hudng din sir dung, ho so k¥ thudt, ching tir lién quan.
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