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 goi thau: Goi thau s 02: Hoa chét dung chung nam 2026

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

- Gia g6i thau: 290.426.627 VND

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

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

- Thoi gian bat dau t6 chirc lwa chon nha thau: Quy IV nim 2025, Quy I nam 2026
- 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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Yéu cau Ky thuit tdi thiéu

STT Danh hang hoa \ . . Ach
At Myc hang hoa (Nha thiu cé thé chao twong dwong hodc tét hon) Quy cac
1 |Cdn 70 o Ham luong con khong dudi 70% Can 20 lit
XA , , -Xit bdi tron dung cu, ddc biét cac dung cu c6 ban 18, dung cu phau thuat
Dau boi tron danh bong t :
2 A’au o1 trom dan bong tong v, _ Thanh phan t6i thiéu: Pparaffinum liquidum dung trong thuc pham va dugc 0,4 lit/binh
te 2 z A ~ . , ’ 5
pham, chat dién hoat khong ion, khi propan / butan héa léng
3 |Déu parafin Dau parafin tinh khiét 100% Can 5 lit
4 | Déu parafin Dau parafin tinh khiét 100%, dung trong lo 5ml vo trung Lo 5ml
- Dung dich danh tan gi sat, st dung trong bon rira hodc mdy rira sdng siéu 4m
5 Dung dich danh tan gi va dung|- Thanh phan téi thiéu: Chét hoat dong bé miat khong ion < 5% ,phosphates > 30% | lit/chai
cuyté - pH: 1.8-0.9 (nudc khir khoang, 20 °C, dung dich 1-10% ( 10- 100ml/L))
- Bg nhot: < 50 Pa s ((trong dung dich dam dac, 20 °C)
Dung dich khtr khuin phun|Dung dich khir khuin phun swong chtta H>O» (hydrogen peroxide) 5% va Ion bac ,
6 A  pia 2 Can 5 lit
suong (Ag) 50ppm. Hi¢u qua diét khuan cao >99,99%
7 |Dung dich rira tay phau thuat | Dung dich rira tay phau thuat chira Chlorhexidine Digluconate 4% Can 5 lit
Dung dich ngam tay rira dung cu y té hoat tinh enzyme, thanh phan tdi thiéu:
. P t btilisin 0,5%, hié 4 nhanh 1 phut, it bot, pH trung tinh: 7.8-8.8 o
8 |Dung dich sat khuan Cidezym pr(z easeAsu 1;181r.1 \ ° 1¢quua nA atl Sa}l phiut, 1 oL b he Hi Chai 1 lit
ngan khong dé lai ton luu, khong gay an mon dung cu
- Pat céc tiéu chuan : ISO, CFS
- Thanh phén t4i thiéu: < 5% chat hoat dong bé miat khong ion va anion, ¢ chir
9 Dung dich tay rira lam sach dung| Enzymes (protease) 1 lit/chai

cu y té hoat tinh enzyme

PH dung dich: 10,4-10,8 ( 2-10ml/l, dwa vao nudc khir ion, 20 d§ C) BJ nhét: <10
mPa s ( dung dich dac, 20 °C)
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- Dung dich Enzyme tinh kiém tay rira dung cu y té.
Str dung dugc trong bdn ngdm, may rira khir khudn va may rira song siéu 4m

10

buong Glucose khan

Dang tinh thé bot, mau tréng

11

Fucidin nhuom san khoa

Hoa chit str dung trong quy trinh nhudém quan sat vi sinh vat, vi nkhuaarn khang
axit tir mau nudi cdy hodc mau bénh pham.

- Thanh phén tdi thiéu: Carbon fuchsin (0,3%), Ethanol, Phenol, nudc deion.

- Bdo quan: Nhiét do phong thi nghiém (15-25 d6 C)

Chai 250ml

12

formaldehyde.

Dung dich formaldehyde.

Chai 1000ml

13

Gel K-Y

Gel bdi tron merufa lube hoa tan duoc trong nudce, ding phd bién trong bi tron
am dao, kham phu khoa, thut rira am dao, ndi soi tryc trang, dai
trang

Hop 1 tuyp

14

Gel siéu am

Gel dung trong siéu am. Mau xanh hoac khong mau

Can 5 lit

15

Gidy dinh nhém mau

Thanh phén tdi thiéu:

+ O anti A chira dung dich dém photphat va khang thé don dong Anti A IgM
dong Birma-1 (Hiéu gia > 1:32)

+ O anti B chira dung dich dém photphat va khang thé don dong Anti B IgM
dong LB-2 (Hi¢u gia > 1:32)

+ O control ¢6 chtra dung dich dém photphat.
- Thiét ké 2 test nam ngang canh nhau, thuén tié€n khi viét thong tin, khong cham
vao hoa chét trén the, co ngdn ngir Tiéng Viét.
- Bdo quan 5 - 37 36 C, chiu dugc nhiét dg 1én to1 65 do C trong khoang 6 tuan.
- Tiéu chuén chét lugng: ISO, FDA

200 test/ tai

16

Javen

Thanh phan ti thiéu: NaOCl1 10-12%
Dang 16ng, c6 mau vang nhat.

Can 30 lit
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17

Kém oxid

Hoa chat k&m oxit (ZnO) tinh khiét dat trén 99%

Lo 500¢g

18

Nudc ct tiét tring

Nudc duge trung cat 2 1an; da tiét tring

Can 5 lit

19

Dung dich con sat khuan rira tay

Thanh phan tdi thiéu:
+ Ethanol 80%
+ Isopropanol 7.2%
+ Chlorhexidine gluconat 0.5%

Chai 1 lit

20

Dung dich rtra tay trung tinh

Thanh phén t6i thiéu: Nudc cit, Sodium lauryl ether sulphate, Sodium C14-17
alkyl sulfonate, Coconut fatty acid diethanol amide, Cocamido
propyl betain, Glycerin...

Chai 1 lit

21

Steranios 2%

Thanh phén 2% Glutaraldehyde, pH=6 khur khuan muc do cao dung cu ngi soi va
cac dung cu khong chiu nhiét.

Can 5 lit

22

Voi soda

Ché pham héa hoc ¢6 thanh phan chinh 12 hdn hop canxi Hydroxit (Ca(OH)2) va
natri Hydroxit (NaOH).

Can 4,5kg

23

Anti D-1gG

Khang thé don dong c6 dan xudt tir té bao dong lai (CCS) Anti-D BS225 1,0ml.
Hi¢u gida > 1:128. Do dac hiéu 100%.

DG chinh xac 100%.

Béo quan tur 2-8 do C.

Pat tiéu chuan ISO 13485

Lo 10ml

24

Dung dich AHG-Anti Human
Globulin

Huyét thanh chan doan Spectrum Anti-Human Globulin dé phat hién in- vitro ciia
16p phu khang thé & hong ciu ngudi.

Béao quan tur 2-8 do C.

Dat tiéu chuan ISO 13485

Lo 10ml
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25

Dung dich dém LISS

Thanh phan tdi thiéu: Dung dich dém LISS
Pat tiéu chuian ISO13485:2016

Lo 10ml

26

Huyét thanh mau Anti A

La cac thudc thir c6 sdn din xuat tir viéc nudi cdy té bao chudt lai. Anti- A khang
thé don dong dan xuét tir té bao dong lai (CCS) A500100 1,0ml.

Hiéu gia > 1:256. Do dic hiéu 100%.

D0 chinh xac 100%.

Bdo quan tir 2-8 dg C.

Pat tiéu chuan ISO 13485

Lo 10ml

27

Huyét thanh mau Anti AB

La cac thudc thir c6 sdn dan xudt tir viéc nudi cdy té bao chudt lai. Anti- AB khang
thé don dong dan xuét tir té bao dong lai (CCS) A-5E10; B- 2D7 1,0ml. Hiéu gia
> 1:256. Do dac hi¢u 100%. BJ chinh xac 100%.

Bao quan tr 2-8 do C. ISO 13485

Lo 10ml

28

Huyét thanh mau Anti B

La cac thudc thir c6 sdn dan xuat tir viéc nudi ciy té bao chudt lai. Anti- B khang
thé don dong dan xuét tir té bao dong lai (CCS) B501100 1,0ml.

Hiéu gid > 1:256.

Do dic hiéu 100%.

D0 chinh xac 100%. Bao quan tur 2-8 do C.

Pat tiéu chuan ISO 13485

Lo 10ml

29

Huyét thanh miu Anti D- don
dong

Khang thé don dong c6 dan xuit tir té bao dong lai (CCS) Anti-D BS225 1,0ml.
Hiéu gia > 1:128.

Do dic hiu 100%.

DG chinh xac 100%.

Béo quan tur 2-8 do C.

Pat tiéu chuan ISO 13485

Lo 10ml
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Hop 2 1o; 1o

30 |Que test Cidex Kiém tra néng do tdi thiéu co6 tac dung (MEC) cua dung dich CIDEX OPA. 15 que

Lo thuy tinh ¢ nip vin chit chu 1 mdi trudng.
31 Thu’Indol 0 uy mn conapvanc atc u’a3m moi I'lIO’l’lg Hf)p 1010

Dung dé thuc hién thu nghiém sinh hoéa sinh urease, sinh indol va di dong

Pia gidy dinh danh vi khuan Chta trong lo ndp nhom c6 gan nit cao su day chit,
32 | Tht Oxidase c6 chat chéng am. Lo 20 dia
Thuc hi¢n thr nghi¢m Oxidase.

Thudc thtr ding thuc hién thir nghiém phat hién Catalase.

33 | Thu catal A A
U Catalasc Dat tiéu chuan chat lugng 1SO 13485

Chai 100ml

* 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 thuwong hiéu,
ky md hiéu, nhan hiéu, catald ciia mét san pham cu thé, danh tir riéng (néu cé) 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 dir thau hang héa cé nguon goc, xudt xit,
nha sdan xudt, thuwong hiéu, ma hiéu phit hop véi diéu kién cung cdp ciia nha thau nhung phai dam bdo yéu cdu tiéu chuan ky thudt, dic tinh kj
thudt, tinh nang sir dung “twong dwong” hodc “wu viét” hon han so véi yéu cau toi thiéu.

Nbi ham “twong dwong” duoc quy dinh trong yéu cau ki thuat duoc hiéu 1a:
(1) Puge co quan cé tham quyén chimg nhdn tirong dwong tiéu chudn

(2) Twong dwong vé mdt ky thudt, tinh ndng sir dung, tiéu chudn céng nghé
(3) Twong dwong vé chat lwong hinh dnh, d chinh xdc mau scc va goc nhin.
(4) Tuong tuong vé tinh chat co khi va thudc tinh vt ly cua vat liéu.

(5) Twong dwong vé tinh nang co ban, do tin cdy, pham vi ting dung
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(6) Twong dieong vé cong sudt; hiéu sudt, yéu cau théng 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

(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 thong sé ky thudt, ddc tinh sik dung ciing cdc tai
lidu ky thudt kém theo dé chirng 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 k§ 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
~ - Aeoon Ma VTYT
Danh . Hang sin xuat va hanh | dap tng dﬁ::g chung thuwong
R Thé 0 ky Hang chi sé hi . . - .
STT muyc Yéu cau ky Quy th?lgtg csl(:ﬁoy Quy | Model/ky (trsgﬁ chu s ch::& Xuat | don vi So cua aso theo 5086 | ™ theo
hang héa thuit cach A cich | ma hi¢u . g Ag’p Y. X tinh | lwgng | hang | 13485; (néu co) Qb 5086
thau hiru khong phal hoa CE; (Néll C(’))
hing san xuit) FDA...)
1
2
3
n

Muc 2. Bian vé:Khong c6 ban vé
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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 suat dap ung yéu cu ctia hgp dong, véi diéu kién 1a cac chi phi hop 1y dé tién hanh thir nghiém, kiém tra d6 duoc cong thém vio
gia hop déng. Truong hop thur nghi€ém, kiém tra 1am cham tién d6 san xuit va/hodc tién do thuc hién cac nghia vu khac cua Nha thau theo
hop dong, Chi dau tu s& xem xét didu chinh ngdy giao hang, ngay hoan thanh dich vu lién quan va cac nghia vu khéac bi anh huéng.

- Chu dau tu c6 quyén tir chdi bat ky hang hoa, bd phan hang héa nao khong dap tng yéu cau trong cac budi kiém tra, thir nghiém
hoic khong phu hop véi dic tinh k§ thuét theo hop ddng. Nha thau phai thay thé bang hang hoa, bd phan hang hoa khac hoic tién hanh nhitng
diéu chinh can thiét dé pht hop véi cac ddc tinh ky thuat theo hgp dong va phai chiu tat ca chi phi lién quan dén viéc thay thé hodc diéu chinh
nay. Sau d6 Nha thau phai tién hanh kiém tra, thir nghiém lai va chiju tat ca chi phi phat sinh, dong thoi thong bao cho Chu dau tu theo quy
dinh.

- Chu dau tu s& tién hanh kiém tra giam sat, tdi 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 da giao), cu thé:

+ Céc chimg tir nhip khiu bao gdm: T khai hai quan, Bill vén tai, Packing list hang hoa, invoice: 02 ban sao ctia don vi nhap khau.

+ Gidy chung nhan xuit xtt (CO) do Phong thuong mai va cong nghiép hodc co quan c6 tham quyén cua nude san xuat hodc nudce
xuét khau cép: 02 ban sao c6 chung thyc va dich thuét c6 chiing thuc. Néu 1a nude xuat khau cép phai ghi rd nudc san Xuét

+ Gidy chung 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 hoa san xuét trong nude hodc gia cong trong nude hodc hang thwong mai xuat xt tai Viét Nam: Nha thau cung cip phiéu
xudt xuong hodc gidy chimg nhan ngudn gbc xuit x&t va chirng nhan chét lwong hang hoa cua nha san xuat: (ban gc hodc ban sao y cong
ching).
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* Poi v6i thiét bi y té thudc loai A, B phai c6 S cong bd tiéu chuan 4p dung d6i véi thiét bi y té con hiéu lyc do co quan c6 thim
quyén cép.

* Poi voi thiét bi y té thudc loai C, D phai ¢6 S6 luu hanh d6i véi thiét bi y té con hiéu luc do B Y té cap va Ban phan loai thiét bi y

te.

+ 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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