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

Muc 1. Yéu ciu vé k¥ thuét
1.1. Gi6i thiéu chung vé du toan mua sim, géi thiu:
- Chii d4u tu: Bénh vién da khoa Hoai Duc

- Tén ké hoach lua chon nha thiu: Mua sim vat tu, hoa chit, sinh phém y té nam
2026 cua Bénh vién da khoa Hoai Buc

- Tén go6i thau: Goi thau s6 03: Test vi sinh va sinh pham y té nam 2026

- Tém tit cong viée chinh cua géi thau: Lya chon nha thau cung cip hang hoa
- Gia g6i thau: 1.732.217.234 VND

- Nguédn vén: Ngudn thu kham chira bénh cua don vi

- Thoi gian t6 chire Iya chon nha thau: 90 ngay

- Thoi gian bét dau t6 chuc lya chon nha thau: Quy IV nam 2025

- Hinh thirc lra chon nha thau: D4u thau rong rai (lwa chon nha thau qua mang)
- Phuong thirc lwa chon nha thau: 01 giai doan — 01 tii hd so

- Loai hop dong: Tron goi

- Thoi gian thyc hién goi thau: 365 ngay

1.2. Yéu cau vé k¥ thuat

1.2.1. Yéu ciu vé k¥ thuit chung

- Hang hoa méi 100% duogc phép Iuu hanh theo quy dinh phap luat hién hanh, c6 xuit
XU 10 rang, hop phap.

- Han sir dung hang hoa (Theo céng bé ciia nha san xudt): > 24 thang d6i véi hang
hoa co han sir dung > 36 thang; > 12 thang d6i véi cac hang héa c6 han st dung tir 18 dén
36 thang; > 06 thang d6i voi hang héa c6 han st dung < 18 thang. Déi 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 tmg véi
cac yéu cau k¥ thut, 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 duogc trén cac thiét bi hién c6 dang sir dung va yéu cau chuyén
mon cta Chu dau tu.

1.2.2. Tai liéu chitng minh tinh dap g ciia nha thiu dé kinh doanh hang héa
1a thiét bi y té:
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- E-HSDT c6 gidy phép ban hang, gidy ty quyén ban hang cta nha san xuat hoidc cta
dai 1y phan phéi hoic gidy chirng nhan 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 trong
duong, cu thé:

+ Thiét bi y té san xuat trong nudc: Ban gdc hodc ban sao ¢ ching thyec.

+ Thiét bi y té nhap khau: Ban da duoc hop phép hoa lanh sy hodc ban sao co
ching thyc cua ban da duoc hop phéap hoéa lanh su.

- Hb so cong bd du diéu kién mua ban trang thiét bi y té hodc Ho so cong bd du diéu
kién san xudt trang thiét bi y t& chimg minh nha thau dap Gng yéu cau du diéu kién mua
ban/san xuét trang thiét bi y té theo quy dinh tai Nghi dinh s 98/2021/ND-CP ngay
08/11/2021.

- Ban phén loai thiét bj y té.

- S6 luu hanh cia trang thiét bi y té:

+ S cong bd tiéu chuan ap dung d6i vé6i thiét bi y té thudc loai A, B;
+ S gidy chimg nhan dang ky luu hanh dbi voi thiét bi y té thudc loai C, D.

1.2.3. Yéu cau vé ky thuat:

- E-HSDT c6 Bang so sanh dap tng yéu ciu ky thé hién cu thé cac thong sb ki thuat
ctia hang héa chao thau so voi yéu cau k¥ thuat va tai liéu ching minh su phit hop cua cac
thong ) ky thuat da chao do, co thé 1a: hd so, giéy to, ban v¢, catalogue, tai liéu k¥ thuat
chtrng nhan vé dic tinh, thong ) k¥ thuat tiéu chuin chét luong. .. thé hién cu thé, chi tiét
cac thong sb k¥ thuat cta hang hoa chao thau dap tng yéu cau ki thuat sau day (Truong
hop tai lidu chirg minh la cdc tdi liéu nuwée ngodi cé: con déu, chit ky, chire danh trén gidy
10, tai liéu dé thi phai c6 Hop phdp héa lanh sw theo quy dinh tai Nghi dinh s6 111/2011/NP-
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

MOoi truong thach ding dé phan lap
va nudi cdy vi khuan.

- Pia thach d6 sin chita moi trudng sir dung dé nuoi cdy va thir tinh chit tan mau cta cac
loai vi sinh vét kho tinh va khong khoé tinh, khong chira cac chat phu gia hay chét bao quan.
Dia 90mm.

- Bao gbi bang mang ban tham Cellophane c6 tinh ning chdng 4m giup dam bao chit luong
trong qua trinh bao quan, dé dang phan huy bao vé méi truong. Pap tmg: "Yéu cdu kiém
sodt chdt lwong t6i thiéu cho nha san xudt doi véi méi trieong nudi cdy doé san”, theo tiéu
chuén ctia CLSI hodc twong duong

- Thanh phan tbi thiéu: Special peptone, Starch, Sodium chloride, Defibrinated Sheep
blood, Agar, pH: 7.3£0.2 ¢ 25°C

Hop 10 dia

MOoi truong thach ding dé phan lap
va nudi cdy vi khuan.

- Pia thach d6 sin c6 bd sung céac chét kich thich ting truong duoc sir dung dé nudi ciy cac
loai vi sinh vat kho moc vi du la: Neisseria spp. va Haemophilus, khong chira cac chat phy
gia hay chat bao quan. Dia 90mm.

- Bao goi bang mang ban tham Cellophane c6 tinh ning chéng am giup dam bao chét lwong
trong qua trinh bao quan, dé dang phan huy bao vé méi truong. Pap tmg: "Yéu cdu kiém
sodt chdt lwong t6i thiéu cho nha san xudt doi véi méi trieong nudi cdy doé san”, theo tiéu
chuén ctia CLSI hoic twong duong

- Thanh phan t4i thiéu: Special peptone, Starch, Sodium chloride, Defibrinated sheep blood,
Agar, Multivitox (bao gém Vitamin B2, L-glutamine, Adenine, Guanine, p-
Aminobenzoic acid, L-cystine, NAD (Coenzyme 1), Cocarboxylase, Ferric nitrate,
Thiamine, Cysteine hydrochloride), pH: 7.3 £ 0.2 ¢ 25°C

Hop 10 dia

Maéi trudng thach ding dé phan lap
va nudi cdy vi khuan.

- Pia thach d6 s&n mau tréng duc chira moéi truong tao mau duge st dung dé dinh danh so
b va phan biét tt ca cac vi sinh vat chinh 1a nguyén nhan gay nén bénh nhiém tring duong
tiét niéu (UTI). Pia 90mm.

- Bao g6i bang mang ban thidm Cellophane c6 tinh nang chdng 4m gitp dam bao chat lwong
trong qua trinh bao quan, dé dang phan huy bao vé mdi trudng.

Hop 10 dia
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- Thanh phan t6i thiéu: Peptone, Chromogenic mix, tryptophane, Agar, pH: 6.8 £0.2 & 25°C

Moi truong thach ding dé phan lap
va nudi cay nim

- Pia thach d6 sin chira méi truong co pH thip thuong ding dé nudi cdy va phéan biét cac
loai ndm khac nhau, nAm mdc, nim men. Pia 90mm.

- Bao g6i bang mang ban thim Cellophane c6 tinh ning chéng 4m giup dam bao chét
lugng trong qua trinh bao quan, dé dang phan huy bao vé moi trudng.

- Thanh phan t6i thiéu: Mycological peptone, Glucose (dextrose), Agar, pH: 5.6

+0.2 625°C

Hop 10 dia

Moéi truong thach dung dé lam
khang sinh d6

- Bia thach d6 sn duoc sir dung dé kiém tra tinh nhay cam khang sinh cta vi sinh vat khong
kho6 moc. Pia 90mm.

- Bao g6i bang mang ban thdm Cellophane c6 tinh nang chdng am gitp dam bao chat lwong
trong qua trinh bao quan, dé dang phan huy bao vé mdi trudng.

- Thanh phﬁn tdi thiéu: Acid Digest of Casein, Beef Extract, Starch, Agar, Sodium chloride;
pH: 7.3+£0.2 ¢ 25°C

Hop 10 dia

Moi trudong van chuyén lién cau B

- Ong diia nhya kém tim bong vo tring chira 3ml moi truong thach dung duge cai tién dé
kéo dai thoi gian van chuyén cac mau bénh phém, dic biét 13 mau bénh phém cho sang loc
lién cau B.

- Thanh phan t4i thiéu: Charcoal pharmaceutical, Sodium chloride, Sodium hydrogen
phosphate, Potassium dihydrogen phosphate, Potassium chloride, Sodium thioglycollate,
Calcium chloride, Magnesium chloride, Agar, pH 7.2 + 0.2 ¢ 25°C

Hop 50 tai

MOoi truong thach ding dé phan lap
va nudi cay vi khuén.

- Pia thach d6 sin mau xam nhat chtra moi truong tao mau chon loc dugc str dung dé phan
1ap va phan biét Streptococcus nhom B. Dia 90mm.

- Bao gobi bang mang ban tham Cellophane c6 tinh ning chéng am giup dam bao chat
lugng trong qua trinh bao quan, dé dang phan huy bao vé moi trudng.

- Thanh phan t6i thiéu: Peptone and yeast extract, Salts, Chromogenic mix, Growth factors
mix, Selective mix, Agar; pH: 7.3+0.2 & 25°C;

hop/10 dia

Mbi truong long tang sinh cho vi
sinh vat

- Ong nhua chtra 5ml méi truong dang 16ng c6 khang sinh dung dé ting sinh chon loc cho
lién cau, dic biét 1a lién cdu nhom B (GBS)

10 6ng/ hop
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- Thanh phén tdi thiéu: Infusion from 450 g fat-free minced meat, Tryptone, Glucose,
Sodium bicarbonate, Sodium chloride, Disodium phosphate, Nalidixic acid, Colistin
sulfate, pH: 7.8+0.2 ¢ 25°C

Dung dich nhu¢m

- B6 nhudm Gram dung dé thuc hién xét nghiém nhudm soi.

- Bao gém 04 dung dich thudc nhudm thanh phan 1a Crystal Violet chai 250ml, Lugol chai
250ml, Decolor (alcohol-acetone) chai 250ml va Safranin chai 250ml.

- Bao quan: Nhi¢t do phong thi nghiém

B0 4 chai
250ml

10

Thé dinh danh vi khudn Gram 4m

- Thé dinh danh Gram am str dung v6i may VITEK 2 dé dinh danh truc khuin Gram am
1én men va khong 1én men

- Thé gém 47 thir nghiém sinh héa

- Pat tiéu chuan ISO

Hop 20 thé

11

Thé dinh danh vi khuin Gram
duong

- Thé dinh danh Gram duong sur dung v&i may VITEK 2 dé dinh danh cac vi sinh vat Gram
duong

- Thé gdm 43 thir nghiém sinh hoa

- Pat tiéu chuan ISO

Hop 20 the

12

Thé  dinh
Haemophilus

danh  Neisseria-

- Th¢ dinh danh Neisseria-Haemophilus sir dung véi may VITEK 2 dé dinh danh vi khuan
kho6 moc

- Thé gom 30 thir nghiém sinh hoa

- Pat tiéu chuan ISO

Hop 20 the

13

Thé dinh danh vi khuan ky khi

- Thé dinh danh vi khudn ky khi va Corynebacteria str dung v6i may VITEK 2 dé dinh danh
vi sinh vat ky khi va céac loai Corynebacterium

- Thé gdm 36 thir nghiém sinh hoa

- Pat tiéu chuan ISO

Hop 20 thé

14

Thé 1am khang sinh d6 vi khuann
Gram am

- Thé 1am khang sinh &6 Gram 4m dung véi may VITEK 2
- Mbi thé chita cac khang sinh chon loc & cac néng d06 khac nhau, duoc séy kho v6i1 moi
truong nudi cay vi sinh

Hop 20 thé
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- Pat tiéu chuan ISO

Thé l1am khang sinh dd vi khudn

- Thé lam khéng sinh d6 Gram duong dung v6i may VITEK 2
- Mbi thé chira cac khang sinh chon loc & cac néng do khac nhau, dugc séy kho véi moi

15 Coa . Hop 20 thé
Gram duong truong nudi cay vi sinh P ©
- Pat tiéu chuan ISO
- Thé lam khéang sinh d6 Streptococcus ding voi may VITEK 2
16 Thé lam khang sinh dd vi khuan |- MJi thé chira cac khang sinh chon loc & cac néng d6 khac nhau, duoc séy kho v6i1 moi Hop 20 the
Lién cau truong nudi cay vi sinh P
- Dat tiéu chuén ISO
Ong tuyp 12x75 mm pha huyén|- Ong nghiém bing nhya trong (polystyrene) 12 mm x 75 mm ding mdt lan sir dung véi| 2000 Ong/
17 : . 2 , A
dich vi khuan may VITEK 2 Hop
18 |Paucén 0,5 - 250uL -Pau c6n 0,5 - 250uL Hop 96 cai
19  |Pau con 100 - 1000 pL - Péau ¢on 100 - 1000 uL Hop 96 cai
20 |The dinh danh ndm men - :Fhé dinh dan}l nim men st dung v61 may VITEK 2 dé dinh danh niAm men va céc vi sinh Hop 20 the
vat trong ty nam men
- Thé 1am khéng sinh d6 ndm dung véi may VITEK 2
21 |Thé lam khang sinh d 3 ndm - Méi théfhl’fa c:fic 'khéng nam chon loc & céac néng d06 khac nhau, duoc séy kho6 v61 moi Hop 20 the
trudng nudi cay vi sinh
- Pat tiéu chuan ISO
Nuéde mubi 0.45% dé pha huyén
” dich vi khuan cho méu xét nghiém | Nudc mudi 0.45% dung v6i may VITEK 2, pH: 4.5 - 7, dat tiéu chuan CE-IVD (in vitro| Hop 20 chai x
dung cho may dinh danh vi khudn|diagnostic) 500 ml
va lam khang sinh d6 Vitek
) ) _ h . A.t \ h,th.,\ kh A h.,{ kh ‘k-kh,t‘ t.,\ kh A \ A tx
23 |Chai cy mau hiéu khi Chai mo6i truong phat hién vi khuan hiéu khi va ki khi tuy tién (vi khuan va nam men) tur 30 ml/chai

mau va dich vo khuan cua co thé
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- CAu tao bang polycarbonate, nip mau xanh

- Chtra 30ml méi truong va > 1.6g hat polyme hap phu

- Thanh phan tdi thiéu: t6 hop peptones/biological extracts (>1.85% w/v), anticoagulant
(>0.083% w/v), vitamins va amino acids (>0.00145% w/v) ngudn carbon (>0.45% w/v),
trace elements (>0.0005% w/v) va amino acid phirc hop va cac chét carbohydrate trong
nudc tinh khiét. Cac chai chira khi trudng Na, Oz, va CO», trong chan khong.

- Co6 kha nang trung hoa cac khang sinh: penicillins, glycylcyclines, polyenes, macrolides,
triazoles,  echinocandins, cefazolin, cefoxitin, ceftaroline, aminoglycosides,
fluoroquinolones, lincosamides, glycopeptides, va oxazolidinones

- Pat tiéu chudn chét lugng ISO 9001, ISO 13485, CE-IVD, FDA My

24

Chai cdy mau ky khi

- Chai mdi truong phat hién vi sinh vat ky khi va ky khi tuy tién tor mau va cac dich vo
khuén khac cta co thé.

- CAu tao bang polycarbonate nip mau cam

- Chtra 40ml mdi trudng va > 1.6g hat polyme hap phu

- Thanh phan tdi thiéu: to hop peptones/biological extracts (>1.85% w/v), anticoagulant
(>0.083% w/v), vitamins va amino acids (>0.00145% w/v), ngudn cacbon (>0.45% w/v),
trace elements (>0.0005% w/v) va acid amin phtrc hgp khéac va co chat carbonhydrate trong
nudc tinh khiét. Cac chai chira khi trudng Na, va COs trong diéu kién chan khong.

- C6 kha ndng trung hoa cac khang sinh: imipenem, meropenem, oxacillin, glycylcyclines,
macrolides, cefoxitin, ceftaroline, aminoglycosides, fluoroquinolones, lincosamides,
ketolides, va glycopeptides

- Pat tiéu chudn chét luong ISO 9001, ISO 13485, CE-IVD, FDA My

40 ml / chai

25

Test chan doan Helicobacter Pylori

- ()ng nhua co nép kin chtra 0,3ml moi truong thach dung dé kiém tra nhanh sy hién dién
ctia Helicobacter pylori trong mau bénh phdm hoc trén méi truong nudi ciy.

- Poc két qua tir 2-30 phit.

- Thanh phan t6i thiéu: Urea 40% (ml) 50 ml, Phenol red 0.04 g, Agar 4.0 g, Na2HPO4
0.05 g, KH2PO4 0.1 g, pH 6.8 + 0.2 ¢ 25°C.

Hop 50 tét
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Test phat hién dinh tinh khang

- Phat hién dinh tinh khang nguyén RSV c¢6 trong tim bong ty hau hodc dich rira / dich hit
ty hau tir bénh nhan c6 triéu chirng nhiém tring dudng hé hp do vi rit.

- Cung cip bao gébm chtng 4m, chimg duong

- Pong goi timg test trong tai nhom riéng biét, co goi hiit am cho timg test

- Do nhay: > 92.45%; Do dic hiéu: > 98.44% so véi RT-PCR danh gia trén 181 mau bénh
pham

26| houyén RSV _ P chinh xac 100% déi véi RSV A va RSV B Hop 25 test
- Gi6i han phat hién: 1.78 x 10°4 TCID50/ml d6i véi RSV A va 1.35 x 1073 TCID50/ml
v6i RSV B.
- Khong co6 phan tng gay nhiéu voi Ibuprofen, Acetaminophen, Hemoglobin, Bilirubin,
Ciprofloxacin, Promethazine
Tiéu chuan chét lugng ISO 13485; CE; IVD; EU FSC; OECD
- Phat hién nhiém cum tir mau tim béng mii, tim bong ty hau hodc mau hut/rira dich ty
hau, x4c dinh sy ton tai ctia vi rat cam typ A va typ B.
- Po6 nhay 1am sang: > 93.05% so v6i PCR danh gia trén 454 mau 1am sang
- Po6 nhay 1am sang: > 99.52% so v6i PCR danh gia trén 454 mau 1am sang
- Giéi han phat hién: 2.50 x 10°3 TCID5S0/mL v6i Cam A (HINI),
1.55 x 10”3 TCID50/mL véi Caim A (H3N2); 1.30 x 1073 TCID50/mL véi Caim B (bai
Loan).
27 | Test phat hién nhiém ciim - Cung cap kém chimg am, chimg duong Hop 25 test

- Chiing hoang dan khong c6 anh huong dén két qua xét nghiém.

- Phat hién cac chung: 19 type phu HIN1 bao gdm HIN1pdm; 15 type phu H3N2; H2N2;
H3NS8; HSN1; HSN3; H7N3; H7N9;

- Phat hi¢én 17 type phu virus Cim B.

- Khong c6 phan tmg chéo v4i 61 mau vi sinh vat.

- Thanh phan chinh: trén mang: T1 cap: mAb anti-influenza B; T2 cap: mAb anti-
influenza A; C_cap: mAb anti-Chicken IgY; BDém vang: T1 det: mAb anti-influenza B-
gold; T2 det: mAb anti-influenza A-gold; C_det: Chicken IgY-gold
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Tiéu chuan chét lugng ISO 13485; CE; IVD; EU FSC; OECD

Test phat hién cac khang nguyén

- Phét hién cac khang nguyén NS1 cua vi rit Dengue trong huyét thanh, huyét trong hoic
miu mau toan phan nguoi

- B§ nhay tuong quan: > 92,42 % (183/198) so v6i RT-PCR

- B ddc hi¢u twong quan: > 98,7% (222/225) so voi RT-PCR

- B9 chinh xac 100%

- G161 han phéat hién (Déi voi Den-1, 2, 3, 4) 1a: 3,9 ng/ml

- C6 thé phat hién duoc tit ca 4 type Dengue bao gdbm: Dengue type I, II, III, IV

28 . - Khong phan ung chéo voi Flavivirus, Bénh s6t rét, CMV, EBV, Varicella zoster virus, Hop 25 test
NSI1 cua vi rat Dengue )
Parvovirus B19
- Khéng co6 phan tng gay nhiéu véi EDTA, Heparin, Sodium citrate, Hemoglobin, Human
Albumin, Ribavirin, Doxycycline hydrate, Aspirin, Ciprofloxacin, Quinine, Ibuprofen,
Acetaminophen.
- Chung hoang dan, mau m& mau va mau c6 chira yéu t6 dang thap khong anh huéng dén
két qua xét nghiém
Tiéu chuén chét luong ISO 13485; CE; IVD; EU FSC, FSC Uc; OECD
- Phét hién dinh tinh va phan biét cac khang thé IgM/IgG chéng lai vi rat sét xuat huyét
trong huyét thanh, huyét twong hodc mau mau toan phan ngudi
- P9 nhay twong quan: > 97.4 % (ddi voi Dengue IgM); > 97.2% (ddi v6i Dengue IgG) so
v6i ELISA, danh gia trén tong s 437 miu 1am sang
Test phat hién dinh tinh va phan|- D¢ dac hi€u tuong quan: > 96.6% (ddi véi Dengue IgM); > 96.2% (dbi voi Dengue IgG)
29 |biét cac khang thé IgM/IgG chéng |so v6i ELISA, danh gia trén tong s6 437 miu 1am sang Hop 25 test

lai vi rat sot xuat huyét

- B9 chinh xac 100%

- G161 han phat hién 3,9 ug/ml véi Dengue IgM/1gG

- C6 thé phat hién duoc tit ca 4 type Dengue bao gdbm: Dengue type I, II, III, IV

- Khong phan ung chéo voi Flavivirus, Bénh s6t rét, CMV, EBV, Varicella zoster virus,
Parvovirus B19
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- Khay thtr duoc déng gbi timg tai riéng 1&, co goi hut am. Bo kit cung cip bao gom khay
thir xét nghiém, dung dich dém, 6ng léy mau dung 1 lan.
- Tiéu chuan chat lugng ISO 13485; CE; IVD; EU FSC, FSC Uc; OECD

30

Test xét nghiém mién dich sic ky
nhanh dé phat hién dinh tinh khang
thé khang giang mai

- Xét nghiém mién dich sic ky nhanh dé phat hién dinh tinh khang thé khang giang mai tir
huyét thanh, huyét twong hodc mau toan phan ngudi.

- D6 nhay: 100% (56/56), do dac hi€u > 99.1% (443/447) so voi TPHA

- Khong phan tmg chéo voi HBV, HIV-1, HCV

- Bdo quan: 2-40 d6 C

- Vach thir phu Syphilis tai t6 hop p17; Vach ching: khang thé don dong khang Syphilis
pl7

- Pat tiéu chudn ISO 13485, CE-IVD; OECD

Hop 25 test

31

Test phat hi¢n dinh tinh tat ca céac
khang thé dic hiéu v6i HIV-1 bao
gém nhom phu O va HIV-2

- Phat hién dinh tinh tit ca cac khang thé ddc hiéu v6i HIV-1 bao gdm nhom phy O va HIV-
2 trong mau huyét thanh, huyét twong hodc mau toan phan mao mach va tinh mach nguoi.
- Do nhay 100% (200/200), d6 didc hiéu 100% (1750/1750) dbi véi HIV-1 va HIV-2

- Bo xét nghiém bao gdm khay thir (trong timg tai riéng 1¢), 6ng mao dan, dung moi xét
nghiém, kim chich, bong con

- Thanh phan chinh: Vach thir T1: protein tai to hop gp41 cua HIV-1 va HIV-1 phan nhom
O; Vach tht T2: gp36 cua HIV-2

- Bdo quan: 2-40 d6 C

- Nam trong danh sich WHO PQ

- Pat ISO 13485; OECD

Hop 25 test

32

Test phat hién dinh tinh cac khang
thé dic hi¢u dbi véi HCV

- Phat hién dinh tinh cic khang thé dic hiéu ddi véi HCV trong huyét thanh, huyét twong
hodc mau toan phan nguoi.

- Bg nhay: 100%, Bg dac hiéu: >97.67%%

- Khong bi anh hudng boi: méau toan phan ciia phu nit mang thai

- Bdo quan: 2-40 d6 C

- Nam trong danh saich WHO PQ

Hop 25 test
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- Kit thir 6n dinh 13 tudn ¢ nhiét do 55+1°C

- Thanh phan chinh: Vach thi: Khang thé don dong khang IgG; Dém lién hop: Khang
nguyén HCV NS3/NS4/NS5/15i tai t6 hop - keo vang

- C6 thé phat hién khang thé khang HCV genotype5

- Dat ISO 13485; OECD

33

Test phat hién dinh tinh khang thé
IgM khéang HAV

- Phat hién dinh tinh khang thé IgM khang HAV trong mau huyét thanh, huyét twong hoic
mau toan phan

- D6 nhay: 100%; B¢ dac hi¢u: > 98,04%

- Bdo quan: 2-40°C

- Kit thir 6n dinh 3 thang & nhiét do 60+£1°C

- Han sir dung: 24 thang ké tir ngay san xuat

- Vach thir: Khang thé don dong khang IgM nguoi

- bat ISO 13485, CE-IVD; OECD

Hop 25 test

34

Test phat hién dinh tinh khéang
nguyén bé mit virus viém gan B(
HBsAg)

- Phét hién dinh tinh khang nguyén bé mat virus viém gan B( HBsAg) c6 mit trong huyét
thanh, huyét trong hodc mau toan phan. Khong can dung dich dém (lo Buffer).

- D0 nhay: 100% (43/43), do dac hiéu: 100% (162/162) so véi CLIA. On dinh 8 tuan tai 55
+/-10C .

- B0 chinh xac 100%.

- Bao quan: 2-40d6 C

- Khong phéan tng chéo voi: HIV, HCV

- Khong c6 phan tng gy nhiéu voi: méau toan phan ciia phu nit mang thai,mau c6 nong do
protein phan tng C tang cao.

-Thanh phan chinh: Vach thir: khang thé don dong khang HBs; Vach chimg: khang thé don
dong khang IgY-ga

Ham luong:

- Gi6i han phat hién: phat hién duoc HBsAg tir ndng do6 0.01562 pg/ml
- Dat ISO 13485; OECD

Hop 25 test
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35

Test phat hién dinh tinh khang
nguyén nucleocapsid dic hiéu d6i
véi SARS- CoV-2

- Phat hién dinh tinh khang nguyén nucleocapsid dic hiéu ddi véi SARS- CoV-2 trong mau
tam bong ty hau

- Vach thtr pht khang thé don dong chudt khang SARS-CoV-2

- Béo quan: 2-40 d¢ C

- Gi6i han phat hién: tir 3.12x1072.2 TCID50/ml

- b6 nhay: > 84.97% (130/153, 95%CI 78.3-90.23%) so véi RT-PCR

- b6 dac hicu: > 98.94% (1490/1506, 95%CI 98.28-99.39%) so v6i RT- PCR

- Phan loai D.

Ném trong danh sach sir dung khan cap cia WHO.

- Dat ISO 13485. CE-IVD; OECD

Hop 25 test
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Test phat hién khang nguyén
Rotavirus nhom A

- Phat hién khang nguyén Rotavirus nhom A trong mau phan ctia ngudi.

- Do nhay: 100%; Bd dac hi€¢u: 100% so véi PCR va ELISA; danh gia trén 238 mau 1am
sang

- B9 chinh xac 100%, d¢ tai lap 100%

- Gi6i han phat hién Rotavirus nhom A xip xi 2 x 1076 ~ 1.15 x 1076 PFU/ml

- Khéng phat hién trén mau tring

- Vach hién thi mau tim trén mang cta khay thir chua sir dung s& bién mat sau khi str dung
- Pong goi ting test trong tui nhom riéng biét, c6 goi hut am cho ting test

- Chung hoang dan khéng anh huong dén két qua xét nghiém. Khong bi nhiéu boi cac mau
mo mau, tan huyét, BSA, Mucin, Mau toan phﬁn.

Tiéu chuan chét lugng ISO 13485; CE; IVD; EU FSC; OECD

Hop 25 test
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Test phat hi¢n dinh tinh

Hemoglobin (hHb) nguoi

- Phat hién dinh tinh Hemoglobin (hHb) ngudi trong mau phan.

- Gia tri cut-off 1a 50ng/ml (5,1 ug hHb / g phan) d6i véi hemoglobin ngudi.

- D6 nhay 1am sang > 99%, d¢ dac hi¢u 1am sang > 80%.

Vach ching c6 mau xanh va vach thu néu xuét hién s& c6 mau do.

- Khong c6 phan tng chéo véi mot sb tic nhan thinh thoang cé trong miu phan:
Hemoglobin bo va lgn, Transferrin bo va nguoi, Lactoferrin bo, Calprotectin nguoi,

Hop 20 test
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Lactoferrin nguoi, Transferrin nguoi. Khong c6 sy gdy nhidu nao véi bat ky loai thuc
pham nao (Vitamin C, bong cai xanh, ca rdt,...)

38

Que test duong mau mao mach
(Que thir dudng huyét dung voi
may do duong huyét c4 nhan U-
RIGHT TD 4279)

- Pat tiéu chuan 1SO13485

- Str dung men que thir GDH-FAD cong 2 tin hi¢u di¢n. Xac dinh HCT béng tin hiéu dién
xoay chiéu (AC) va do luong Glucose bang tin hiéu dién 1 chiéu DC

- Khong bi anh hudng bdi duong maltose,glactose

- Bo duoc 4 loai mau khac nhau: mao mach, dong mach va mau mao mach got chan tré so
sinh (méu tré so sinh).

- Khoang do: 0,5-38,9 mmol/L (10-700mg/dL)

- Lwong mau mau: 1uL

- Béi twong str dung (HCT) 0-70%

- Thoi gian thir 5 gidy

- Bdo quan ¢ nhiét do thuong (4°C-40°C)

LO 50 tét

39

Que thir nudc tiéu 10 thong sd

- Céc chi sb do: Gluscose, Bilirubin, Ketone, pH, Blood, Protein, Nitrite, Urobilinogen,
LeukoCyte, SG.
- Dai do ctia cac chi so:
Protein: 15-30mg/dL albumin
Blood: 0.015-0.062mg/dL
hemoglobin LeukoCyte: 5-15
Nitrite: 0.06-0.1mg/dL
nitrite ion Glucose: 75-125mg/dL
Ketone: 5-10mg/dL
acetoacetic acid pH: 4.6- 8.0
SG: 1.001-1.035
Bilirubin: 0.4-0.8mg/dL
Urobilinogen: 0.2EU/dL
Xuat xir: G7

Hop 100 tét
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- Pat tiéu chuan ISO 13485:2016

- Dinh tinh tryc tiép phat hién khang nguyén Chlamydia tracchomatis

- MAu pham: Dich ¢6 tir cung nir gidi, dich niéu dao, nudc tiéu nam gidi
- Ngudng phat hién: 5x1074 IFU/ml

- D6 nhay: 93,58% d¢ dac hi¢u: 99,08%, do chinh xéac: 100%

- Thanh phan kit thr:

40 |Test Clamydia 1. Cong hop khang thé don dong khang Chlamydia (Chlamydia McAb conjugate): 10| Hop 25 test
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 trng chéo véi: Streptococcus, Herpes sinplex virus, Mycoplasma hominis.....
- Phat hién dinh tinh khang nguyén bé mat virus viém gan B( HBsAg) c6 mit trong huyét
thanh, huyét twong hodc mau toan phan. Khong can dung dich dém (lo Buffer).
- D¢ nhay: 100% (43/43), do dac hi¢u: 100% (162/162) so vdi CLIA.
- On dinh 8 tuan tai 55 +/-10C .
- B9 chinh x4c 100%.
- Béo quan: 2-40 d6 C
41 | Test HBeAg - Khong phéan tng chéo voi: HIV, HCV Hop 25 test

- Khong c6 phan tng gy nhiéu voi: mau toan phan ciia phu nit mang thai,mau c6 nong do
protein phan tng C tang cao.

-Thanh phan chinh: Vach thir: khang thé don dong khang HBs; Vach chimg: khang thé don
dong khang IgY-ga

Ham luong:

- Gi6i han phat hién: phat hién dugc HBsAg tir ndng d6 0.01562 pg/ml

- Pat ISO 13485
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Test nhanh phat hién 5 chat ma tiy qua mau thir nudc tiéu v6i ngudng cut-off:
- Morphin (MOP): 300ng/ml

Test thae nhanh phat hién|- Amphetamine (AMP): 500ng/ml

42 | Amphetamin, Marijuana, Morphin, |- Can sa (THC): 50ng/ml Hop 25 test
Codein, Heroin - Codeine (COD): 300ng/ml
- Heroin (HER): 10ng/ml
Dat tiéu chuan ISO 13485

* 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 chdt lwong, tinh ning ky thudt ciia hang héa, nha thau cé thé lya chon du thau hang héa cé nguon goc, xudt xit,
nha san xudt, thuwong 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) Puge co quan c6 tham quyén chimg nhdn tiong dwong tiéu chudn

(2) Twong dwong vé mdt ky thudt, tinh nang sir dung, tiéu chudn céng nghé

(3) Twong dweong vé chat lwong hinh dnh, dg chinh xdc mau sdc va goc nhin.

(4) Twong twong vé tinh chat co khi va thudc tinh vdt Iy cia vit liéu.

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

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

(8) Twong dweong vé ham lwong, nong do, tinh chdt
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(9) Cdc yéu té tuong dwong khdc

Nha thau cé thé chdo hang héa dwoe néu trén hodc loai hang héa khdc nhung phdi chirng minh s twong dwong hodc wu viét so véi hang
héa dwoc néu trén. Pé chirng 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¥ thuét thé hién cac ndi dung dap Gng ky thuat cia E-HSDT
s0 v6i yéu cau ctia E-HSMT va tdi thiéu cac thong tin sau cua hang hoa chao thau (Nha 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 Dip tng ciia nha thiu Cic tiéu
S6 lwu | chuin Tén
x . Ae o Ma VTYT
Danh . Hang sin xuat va hanh | dap tng dﬁ::g chung thuwong
A Thong so ky Hang chi sé hi . . - .
STT muyc Yéu cau ky Quy th?lgtg csl(:ﬁoy Quy | Model/ky (trlj;)l';gl chu s ch:lsl& Xuat | don vi So cua aso theo 5086 | ™ theo
hang hoa thuit cach A cach ma hiéu . g Ag’p .. X tinh | lwong hang | 13485; (néu co) Qb 5086
thau hiru khong phai héa CE; (Néu co)
hing san xuit) FDA...)
1
2
3
n

Muc 2. Ban vé:Khong c6 ban vé
Muc 3. Kiém tra va thir nghi¢ém
- Viéc kiém tra, thir nghiém hang hoa trudce khi ban giao dugce tién hanh tai dia diém ban giao hang hoa.

- Chu dau tu c6 thé yéu cau Nha thau tién hanh kiém tra ngoai hgp dong nhung can thiét dé khang dinh hang héa d6 c6 dic tinh ky
thuat, hiéu sudt dap ing yéu ciu cta hop ddng, v6i diéu kién 1a cac chi phi hop 1y dé tién hanh thir nghiém, kiém tra d6 dugc cong thém vao
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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 cé quyén tir chdi bat ky hang hoa, bd phan hang hoa nao khong dap (mg yéu ciu trong cac budi kiém tra, thir nghiém
hoac khong phu hop véi dic tinh ky thuat theo hgp dong. Nha thau phai thay thé bang hang hoa, bo phan hang hoa khéc hodc tién hanh nhiing
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 cia 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:

+ Céc 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 c6 chimg thuc. Néu 1 nude xudt khau cap phai ghi rd nude san xuat

+ Gidy ching nhan chat luong hang hoa cua 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 gbc hodc 02 ban sao ¢ ching thuc va dich thuat ¢6 ching thuc.

+ Néu hang héa san xuét trong nuée hodc gia cong trong nude hodc hang thwong mai xuat xt tai Viét Nam: Nha thau cung cap phiéu
xudt xuong hodc gidy chimg nhan ngudn gbc xut x&t va chirng nhan chét lwvong hang hoa cta nha san xuat: (ban gbc hodc ban sao y cong
ching).

* P6i v6i thiét bi y té thudc loai A, B phai c6 Sb cong bb tiéu chuan ap dung dbi véi thiét bi y té con hiéu luc do co quan c6 thim
quyén cip.

* P6i voi thiét bi y té thudc loai C, D phai ¢6 S6 luu hanh d6i véi thiét bi y t& con hiéu luc do BO Y té cap va Ban phén loai thiét bi y
té.

+ Cac chung tir khéc c6 lién quan...
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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 héa tai dia diém giao hang. Néu phat hién hu hong thi 1ap
bién ban hién truong bao cao 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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