SO Y TE THANH PHO PA NANG CQNG HOA XA HOI CHU NGHIA VIET NAM

BENH VIEN DA LIEU Poc l1ap - Tuw do - Hanh phiic
S6: 390 /BVDL-KD Da Nang, ngay 14 thdng09 ndam 2022
V/v moi chao gia hoa chat xét nghiém,
vat tu y té dac thu

Kinh guri: C4c don vi cung cap hang hoa

Bénh vién Da liéu Pa Nz:mg c6 nhu cau mua sim hoa chat xét nghiém, vat tu y té dac
thi &€ phuc vu cong tac kham chita bénh (Theo phu luc 1 Danh muc dinh kém). Dé c6 co s6
lap ké hoach mua sam, Bénh vién kinh moi cac don vi quan tim cung cép cac tai liéu lién
quan dén cac loai hoa chit dic thu giri vé Bénh vién Da lidu Pa Néng trude 16 gio ngay 21
thang 9 nim 2022 dé tong hop nhu sau:

1. Bang ki kinh doanh, tai liéu chirng minh du diéu kién kinh doanh céac loai vat tu y
té, hoa chit.

2. Bao gia cua hang hoa: Theo Phu luc 2 dinh kém

3. Hop dong twong tu cung cép cac loai hoa chit & cac don vi da ky trong thoi gian
12 thang gan day kém bang photo ¢6 cong chitng Quyét dinh phé duyét két qua lva chon
nha thau (néu co).

Nguoi tham dy chao gia phdi ghi 18 ho tén, dia chi, ky tén khi ndp bang chao gia.
Trong bang chao gia phai ghi rd thoi gian hiéu luc cia bao gid, thoi gian bao hanh, bao tri
va hau mii (néu cd).

Bang chao gia phai duoc bo vao phong bi, niém phong kin ¢ miéng bao dé bao mat
va tao khach quan trong viéc moi chao gia.

Bang chao gi4 phai ghi rd ndi dung ngoai bi dé tién theo doi.

Cong ty chiu trich nhiém vé tinh phap 1y cac thong tin va tai liéu cung cdp cho Bénh
vién kém theo bang bao gia.

Luu y: Danh muc hiang héa theo Phu luc 1 dinh kém cé nhiéu phan, cac don vi
quan tim c6 thé tham du theo tirng phin hoic tit ca céc phan c6 trong danh muc.

Céc tai liéu xin giri vé: Khoa dugc-Bénh vién Da lidu Pa Néng, s6 91 Diing Si Thanh
Khé, Quan Thanh Khé, thanh ph6 Pa Néng. o

R4t mong nhan duoc su hop tic ciia Quy Cong ty./. L_(fj’“,

Noi nhdn:

- Nhu trén;

- Luu: VT, KD.
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Phu luc 1 )
4 DANH MUC HOA CHAT, VAT TU Y TE
\\\,; """ ’&'(Bz’nh kém thu moi chdo gia so 390 /BVDL-KD, ngay J4  thing 9 nam 2022)

STT | Ténhobachat, vatty | Dijc tinh, thong s6 ki thuat (hodc twong duong)

I. Mua sam Héa chat, vat tw dung cho may PCR

- Muc dich: tdch chiét DNA/RNA

- Phuong phap: Tach cét Silica

- Phuong thirc: tach thia cdng

- Dung cho mau: t& bao nudi cay, vi khuan, t& bao ngudi, mau
mo...

- Thanh phan hod chat khéng chira Phenol/Chloroform

- Bo tinh sach: 1.7-2.2

- Bo hod chat day da céc loai vat tu nhu chay ghién mo,....
- Pat tiéu chuidn 1S013485

- Muc dich: Bjnh tinh Human Papillloma Virus

- Phuong phép: S&r dung Céng nghé dau dd Tagman probe
- Phuong thirc: PCR-RT

- Thanh phan hoa chat: HPV rPCR mix, Negative control,
positive control.

- Dang kit: “ready to use” (san sang st dung)

- D6 nhay 10 copies/ phan &ng

- Kiém soat chat lugng: Tich hop chirng ndi (IC) trong cling
phan trng vai gene dich dé kiém soéat am tinh gia

- Dat tiéu chuan 15013485

- Twong thich v&i mdy PCR-RT AriaMx-Agilent

- Muc dich: Binh tinh va dinh type Herpes simplex virus

- Phuong phép: S dung Céng nghé dau do Tagman probe
B6 kit dinh tinh - Phuong thire: PCR-RT

3 1.3 | va dinh type - Thanh phan hoa chat: HPV rPCR mix, Negative control,
HSV1-2 positive control.

- Loai mau: Dich co thé, huyét tuong, nuwdc tiéu, mau toan

phan (\ﬁa‘

Hda chat tach
chiét DNA/RNA

BG kit dinh tinh
HPV




STT

Tén hoa chat, vat tw

Ddc tinh, thong s6 ky thuat (hodc twong dwong)

- Kiém sodt chat lwgng: Tich hop ching néi (IC) trong cung
phan (ng vdi gene dich dé ki€ém soat am tinh gia

- Dat tiéu chuan 1S013485

- Twong thich vé&i mdy PCR-RT AriaMx-Agilent

14

BO kit dinh tinh
Neisseria
gonorrhoeae

- Muc dich: Binh tinh Neisseria gonorrhoeae

- Phuong phdap: Str dung Cong nghé dau do Tagman probe
- Phuong thirc: PCR-RT

- Thanh phdn hod chét: Neisseria gonorrhoeae rPCR mix,
Negative control, positive control.

- Loai m3u: tinh trung, dich tiét sinh duc, nudéc tiéu,

- Ki€ém soat chat lwgng: Tich hop chirng néi (IC) trong cling
phan (rng vé&i gene dich dé kiém soat am tinh gia

- Dat tiéu chuén 1S013485

- Tuong thich véi mdy PCR-RT AriaMx-Agilent

1.3

Bo kit dinh tinh
Chlamydia
trachomatis

- Muc dich: Binh tinh Chlamydia trachomatis

- Phuong phap: Sir dung Céng nghé dau do Tagman probe
- Phwong thirc: PCR-RT

- Thanh phan hoa chat: Chlamydia trachomatis rPCR mix,
Negative control, positive control.

- Loai mau: tinh trung, dich tiét sinh duc, nuwdc tiéu,

- Kiém soat chat lwgng: Tich hop chirng ndi (IC) trong cuing
phan (rng v&i gene dich dé kiém soat am tinh gia

- Dat tiéu chuan 1S013485

- Tuong thich véi mdy PCR-RT AriaMx-Agilent

1.6

Dau tip 100uL c6
loc

- Muyc dich: dung hut mau trong xét nghiém PCR

-Thé tich I1&y mau: 100 ul

-D3 duwoc tiét trung san.

-Tuong thich dugc vdi nhiéu dong pipette clia cac nha san
xuat khac nhau

-Chat liéu nhya

-Free Dnase, Rnase

-Cd loc

-Dung trong hép nhua.

1.7

Dau tip 1000uL ¢
loc

- Muc dich: dung hat mau trong xét nghiém PCR
-Thé tich |8y mau: 1000 ul

U

PR



STT

Tén héa chét, vat tw

Bac tinh, thong s& ki thuat (hodc tuong duong)

-Da duoc tiét trung sin.

-Tuong thich duoc véi nhigu dong pipette cda cic nha san
xudt khdc nhau

-Chat liéu nhya

-Free Dnase, Rnase

-Cé loc

-Bung trong hdp nhua.

Il. Mua sam Héa chat dung cho may sinh héa ty dong Sysmex BX-3010

Héa chat Pinh

- Muc dich: dinh luvgng Albumin trong huyét thanh/huyét
twong.
- Phuong phép: bo quang st dung bromocresol green.

8 2.1 | lvgng Albumin - Gidi han phat hién: 0,1-60 g/L
[M&u] - Thanh phan: R1.
- Dang hoa chat: san sang str dung
- Phi hop véi may Sinh héa ty ddéng Sysmex BX-3010
- Muc dich: dinh lwgng Bilirubin tryc ti€p trong huyét
thanh/huyét twong.
Héa chat Dinh - Phuong phap: Do quang st dung 2,4-dichloroaniline (DCA).
9 2.2 | lugng Bilirubin - Gidi han phat hién: 0,17-154pumol/I
truc ti€p [Mau] - Thanh phan: gdm R1 va R2.
- Dang hoa chat: san sang sir dung
- Phu hgp véi may Sinh héa ty ddng Sysmex BX-3010
- Muc dich: dinh lvgng Bilirubin toan phan trong huyét
thanh/huyét twong.
Hda chat Pinh - Phuong phép: Do quang st dung 2,4-dichloroaniline (DCA).
10 2.3 | lugng Bilirubin - Gidi han phat hién: 0,17-428umol/I
toan phan [Mau] | - Thanh phin: gém R1 va R2.
- Dang hod chat: san sang str dung
- Phu hop véi may Sinh héa tu dong Sysmex BX-3010
- Muc dich: dinh luvgng Creatinine trong huyét thanh/huyét
. sy i tuwong
11 24 E’Og:‘ncghgrtef;i;ri‘nhin - Phurong phap: Déng hoc khong khir khir protein (Jaffé).

(mau)

- Gidi han phat hién: 9-1326umol/I
- Thanh phan: gébm R1 va R2.
- Dang hoa chét: san sang sir dung




STT Tén hda chat, vat tw D3c tinh, thong sé ki thuit (hoic twong duong)
- C6 Barcode trén lo hod chat d& may quan Ii.
- Phu hop véi may Sinh héa ty déng Sysmex BX-3010
- Muc dich: dinh lugng Calcium trong huyét thanh/huyét
tuong
Hdéa chat Pinh - Phuong phap: Do quang, diém cudi véi Phosphonazo IIl.
12 2.5 | lugng Calcitoan |- Gidi han phat hién: 0.025-5mmol/I
phan (mau) - Thanh phan: gdm R1 va R2.
- Dang hoé chat: san sang st dung
- Phu hop véi mdy Sinh héa ty ddng Sysmex BX-3010
- Muc dich: dinh luvgng Cholesterol trong huyét thanh/huyét
tuong
Hoa chat dinh - Phuong phép: Dong hoc enzym theo CHOD-PAP
13 2.6 | lugng Cholesterol | - Gigi han phat hién: 0.026-19.4mmol/I
toan phdan [Mau] | - Thanh phan: gdm R1.
- Dang hoé chit: s&n sang st dung
- Phu hgp véi mdy Sinh héa ty déng Sysmex BX-3010
- Muc dich: dinh lvgng Gamma-glutamyltransferase trong
Héa chat Bo hoat | huyét thanh/huyét tuong
ddé GGT (Gama - Phuong phap: Dong hoc enzym theo Szasz chudn hod IFCC
14 2.7 | Glutamyl - Gigi han phat hién: 0.3-1200 U/I
Transferase) - Thanh phan: gdbm R1, R2
[M&u] - Dang hod chat: sdn sang st dung
- Phu hgp véi mdy Sinh hda ty déng Sysmex BX-3010
- Muc dich: dinh lwvgng Glucose trong huyét thanh/huyét
tuwong
Hdéa chat dinh - Phuong phap: Déng hoc enzym UV sir dung hexokinase
15 2.8 | lugng Glucose - Gidi han phat hién: 0.056-47.2 mmol/I
[M&u] - Thanh phan: gdbm R1,R2
- Dang hoa chat: sdn sang st dung
- Phi hop véi mady Sinh héa ty déng Sysmex BX-3010
- Muc dich: dinh luvgng ASAT (GOT) trong huyét thanh/huyét
Hoa chat Do hoat | twong »
16 2.9 | do AST (GOT) - Phuong phédp: Dong hoc enzym UV chuan hoa IFCC
[Ma&u] - Gigi han phat hién: 2-600 U/I

- Thanh phan: gdbm R1, R2




STT Tén hoa chat, vat tw Bac tinh, thong s6 ky thut (hodc twong duong)
- Dang hoa chat: san sang st dung
- Phu hop véi méy Sinh héa ty ddng Sysmex BX-3010
- Muc dich: dinh lugng ALT (GPT) trong huyét thanh/huyét
tuong
Héa chat Do hoat | - Phuong phép: Déng hoc enzym UV chuin hod IFCC
17 | 2.10 | d6 ALT (GPT) - Gidi han phat hién: 2-600 U/I
[M&u] - Thanh phan: gdm R1, R2
- Dang hod chat: san sang str dung
- Phu hop véi méy Sinh héa tuv dong Sysmex BX-3010
- Muc dich: dinh lugng Urea trong huyét thanh/huyét tvong
Héa chét Binh - Pf.l'u"o’ng phé,p: prng hoc enzym UV theo Urease — GLDH
18 | 2.11 | lwong Uré méu - GI(?‘I han ehat tnen: 0.167-50.0 mmol/L
[Mau] - Thanh pf)an:ﬂgon: th R2 7
- Dang hoa chat: san sang st dung
- Phu hop véi mdy Sinh héa ty ddng Sysmex BX-3010
- Muc dich: dinh lwgng Triglycerides trong huyét thanh/huyét
twong
Hda chat Dinh - Phuong phép: So mau enzym UV sty dung glycerol-3-
19 | 2.12 lwgng phosphate-oxidase
Triglycerides - Gidi han phat hién: 0.023-11.3 mmol/L
[M&u] - Thanh phan: gdbm R1
- Dang hoa chat: san sang sir dung
- Phu hop véi may Sinh héa ty déng Sysmex BX-3010
- Muc dich: dinh lugng Protein trong huyét thanh/huyét
2 i twong
::rfn;h;rtoi:eri\: - Phuong phép: Do quang theo Phuong phap biuret
201213 . & - Gigi han phét hién: 0.1-150 g/L
toan phan : S
[Mau] - Thanh ijan:Ngorr; R1,‘R2 :
- Dang hod chat: san sang st dung
- Phu hop véi may Sinh hda ty dong Sysmex BX-3010
- Muc dich: dinh lugng Uric Acid trong huyét thanh/huyét
Hda chat Pinh tuwong
21 | 2.14 | lvgng Acid Uric - Phuong phap: Do quang enzymatic st dung TOOS
[Mé&u] - Gigi han phat hién: 3.0-1190 umol/L
- Thanh phan: gém R1,R2

N



STT Tén hoa chat, vat tw D3c tinh, théng sé ky thujt (hodc twong duwong)
- Dang hod chét: sdn sang s dung
- Phu hop véi mdy Sinh héa ty déng Sysmex BX-3010
Héa chét Binh - Muc dlcfl': dinh qungfholesterol Lipoprotein mat do cao
trong huyét thanh/huyét tuong
lwvgng HDL-C 7 opa = Negrnt 2 Vo .
(High densit - Phuong phap: Ngung két mién dich va phan (tng enzymatic
3071 448 | TN SEOR - Gidi han phat hién: 0.5-3.4 mmol/L
lipoprotein A e
- Thanh phan: gém R1,R2
Cholesterol) g ;
[Méu] - Dang hod chat: san sang sr dung
- Phu hop véi méy Sinh hoa ty ddng Sysmex BX-3010
Dung dich rira - Muc dich: rira kim hut va cuvvet mdy sinh hoa ty dong
25| 218 cuvvet may sinh | - Thanh phan chinh: Oxalic acid 6.2%.
: hoa ty déng tinh | - Ti & pha lodng khi s dung: 1/200.
acid - Phu hop véi mdy Sinh hoa ty déng Sysmex BX-3010.
Dung dich rira - Muc dich: rira kim hat va cuvvet méy sinh hoda ty dong
2 | 217 cuvvet may sinh - Thanh phan chinh: Ethanol amine 8.0%.
E hoa ty dong tinh | - Ti |é pha lodng khi s& dung: 1/200
kiém - Phu hop véi mdy Sinh hoa ty ddng Sysmex BX-3010.
’ = - Muc dich: tao duong chuan cho cac thir nghiém trén may
Hoda chat tao . 2 % i R
Bt R ke sinh héa ty dong: Albumin, GOT, GPT, Glucose, Bilirubin, Ure,
25 | 2.18 2 g 5 Creatinine, Calcium, Cholesterol, GGT, Protein, Uric acid,
cac thir nghiém . ;
Woa ik Triglycerit,....
- Phu hop véi may Sinh héa ty dong Sysmex BX-3010.
- Muc dich: Kiém tra chat lugng xét nghiém sinh hoa
Héa chat noi kiém | - Noi kim mirc binh hudng cho cac thir nghiém héa sinh trén
2% | 2.19 murc Binh thudng | may sinh hoéa tu dong: Albumin, GOT, GPT, Glucose, Bilirubin,
: cho cac thir Ure, Creatinine, Calcium, Cholesterol, GGT, Protein, Uric acid,
nghiém hoa sinh | Triglycerit,....
- Phu hop véi may Sinh héa ty ddng Sysmex BX-3010.
- Muc dich: Kiém tra chat lwgng xét nghiém sinh hoa
Héa chét ngi kiém | - N&i ki€m mirc cao cho céc thir nghiém héa sinh trén may
27 | 2.20 murc Cao cho cac | sinh héa ty déng: Albumin, GOT, GPT, Glucose, Bilirubin, Ure,
: th& nghiém hoéa Creatinine, Calcium, Cholesterol, GGT, Protein, Uric acid,
sinh Triglycerit,....
- Phu hop véi may Sinh héa ty ddng Sysmex BX-3010.
28 | 2.21 | Héa chéat tao - Muc dich: tao dudng chuén cho thir nghiém HDL-




STT

Tén hoéa chat, vat tv

Dac tinh, thong sd ky thuat (hodc twong duwong)

dudng chuin cho
thir nghiém hda
sinh HDL-
Cholesterol

Cholesterol trén mdy sinh héa ty déng.
- Phu hop véi may Sinh héa ty déng Sysmex BX-3010.

11l. Mua sim

BJ Kit hda chat test

36 di nguyén gay di trng dung cho may CLA1

29 3.4

Bo kit hda chat
test 36 di nguyén
gay di ing

- Muc dich: Phat hién 36 chat gdy di (rng nhu Téng KT IgE, san
pham tir cao su, chudi, cam, gao, lta mi, hat me, d4u nanh,
dau phong, sita bo, s6 b la, long d6 trirng, long trang tring,
thit ga, thit bo, nghéu, cua, tém, ca nglr, cd thu, ca hoi,
- M3u thir: Huyét thanh

- Tiéu chuén chat luvgng: 1ISO 13485:2016

- Phi hop véi may CLA-1 HITACHI

IV. Mua sam

Héa chat, vat tw xét

nghiém cho may huyét hoc 30 thong s6 ASDS

Dung dich pha
loing mau cho

- Muc dich: pha lodng mau toan phan dé do cac thanh phan
té bao mau

- Thanh phan chinh:

+ Sodium chloride < 0.9%

30 4.1 A T hige + Potassium chloride < 0.06%
laze j + Buffer <0.3%
+ Preservative <0.1%
- Tiéu chudn chat lvgng ISO 13485:2016
- Phu hgp may Auto star diff 5
- Muc dich: do 3 thanh phan bach cau Trung tinh, lympho,
mono trong mau
piing dich A& -Thanh phan chl'nfl:
Phankati kach + Detergent <1.5%
31 4.2 % : + Buffer < 2.0%
cau MON, NEU, : >
M feana ridu + Preservative <1.5%
+ Dye < 1.0%
- Tiéu chuan chat luvgng 1ISO 13485:2016
- Phu hgp mdy Auto star diff 5
Dung dich do 2 - Muc dich: do 2 thanh phan bach cau Eosin, baso trong mau
32 I as thanh phéan bach | - Thanh phan chinh:

cau EO, BASO
trong mau

+ Detergent < 0.5%

+ Buffer <0.6%

A

Us



STT Tén héa chat, vat tuv Ddc tinh, théng sé ky thuat (hodc twong duong)
+ Preservative < 0.7%
- Tiéu chudn chat luvgong 1SO 13485:2016
- Phu hgp may Auto star diff 5
- Muc dich: do hemoglobin trong mau
Dung dich do - Thanh phan chinh:
33 o Hemoglobin + Detergent < 4.0%
trong mau toan + Buffer < 1.0%
phan - Tiéu chuén chat lugng I1ISO 13485:2016
- Phu hgp may Auto star diff 5
ks e 5 - Muc dll(‘ih: Chal/ ndi kiém tra chat lvgng cho may huyét hoc
kiém xét nghiém Iaze\5 than\t\ phaﬂ 3P S g ’ 4
34 4.5 phan tich t& b;"zno - Thanh phan: nf)l kiém murc thap, mirc trung binh, mdrc cao.
i if - Tiéu chudn chat lwvong 1SO 13485:2016
- Phu hgp may Auto star diff 5
- Muc dich: rira dau kim hat mau may huyét hoc laze 5 thanh
phan.
.~ »_ s~ | -Thanh phan chinh:
35 4.6 zc: ;:ftng’j o + Sodium hypochlorite < 8.0%
+ Sodium hydrate < 2.0%
- Tiéu chudn chat lvgng 1SO 13485:2016
- Phu hgp may Auto star diff 5
- Muc dich: Luu trit va bao quan méu toan phan dung cho xét
o & nghiém
s EDTA i - Thanh phan: chra EDTA
36 4.7 | cao sudung cho g
Fdy IRt - Cr:at IlAeu: n‘vhu'a
- Nap day: bang cao su
- Tiéu chudn chat lvgng 1SO 13485:2016
V. Mua sam Héa chat xét nghiém nhanh chan doan giang mai
Xét nghiém - Muc (fl'Ch’Z Prlét h'ién‘i(hér‘\g thé khang xoan khuan giang mai
nhanbi thes dodd o - Ngxuyen’ly: sacdky mién dgchM
Giteie v - Mau thu: Huyét thanh, huyét tuvong
37 5.1 (reiianama - Dang: khay nhu’ad
pallichiin vt - D6 nhay twong doi: >§)9.2 %
- D6 ddc hiéu twong doi: >99.4 %.
nhanh)

- Dat tiéu chuan I1SO 13485




STT |

Tén héa chat, vat tw

Pic tinh, théng s6 ky thuat (hodc twong dwong)

VI. Mua sam Héa chat dinh lwgng khang thé khang giang mai

38

6.1

RPR - Carbon

- Muc dich: Ban dinh luvgng khang thé khong déc hiéu khang
xoan khuan giang mai

- Nguyén ly: ngung két hat

- M3u thir: Huyét thanh, huyét twong

- Dang: san sang s(r dung

- DO nhay: > 86%

- DO dac hiéu: 2 98%

- Déng gbi: Thudc thlr, chirng 4m, chirng duong.

- Pat tiéu chuan ISO 13485

39

6.2

TPHA

- Muc dich: Ban dinh lwong khdng thé déc hiéu khang xoan
khuan giang mai

- Nguyén ly: ngung két hat

- MAu thir: Huyét thanh, huyét twong

- Dang: san sang st dung

- DO nhay: 2 99.6%

- D6 dac hiéu: 100%

- Ddng gobi: Dung dich pha lodng, chirng am, chirng duwong,
Control cell, test cell

- Pat tiéu chuan I1SO 13485

ViIl. M

ua sam B tach chiét huyét twong giau tiéu cau

40

7.1

B kit tach chiét
huyét twong giau
tiéu cau

- B6 dung cy 18y mau: (Bao quan & nhiét d6 phong) gbm céc
phan chinh:

+ 01 kim |8y mdu vd trung va 01 6ng rat mau

+02 8ng PRP (Ong chan khéng véi natricitrat)

+ 01 6ng chtra dung dich PRP téi tao hon dich

+ Ong tiém, kim tiém

- Cac dung cu déu vé trung, san pham khong chira pyrogen,
khéng chira Biphenol A, Khong chira Diethyl Phtalat va khong
san xuat vdi cao su ty nhién.

- Dat tiéu chuan I1SO 13485:2016

s



: Phu luc 2
Miu Bio gia Héa chat, vt twy té

(Pinh kém thu moi chao gid sé /BVDL-KD, ngay thang  nam 2022)
[Thong tin cong ty...]
Ngay .... Thang .... Nam 2022
BANG BAO GIA

Kinh giri: Bénh vién Da liéu Pa Ning
Cong ty ...... han hanh giri @n Quy Bénh vién bang bao gia cu thé nhu sau:

Phéan i = Ky hi¢u/ Ma i 7 i

STT | ohbm | Joohos | TOOMNG | oyl kpehagf | - wimghtar | e/ | Quy | Bumyl | oo, 0 | CMEE
TT14 chat, vat tw mai Chiing loai Nuwoéc sx | cach tinh khai
1

Don gia trén da bao gom VAT va cac chi phi van chuyén

Thong tin khac: (giao hang, thanh toadn, hiéu luc, ...)



