SO Y TE TINH BIEN BIEN CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN Y DUGC CO TRUYEN- Doc 1ap - Ty do - Hanh phuc
PHUC HOI CHUC NANG
S6:158 /ITM-BVYDCT-PHCN Pién Bién, ngay 09 thang 4 nam 2024

THU MOI BAO GIA
Kinh giri: Cac hing sin xuét, nha cung cip tai Viét Nam

‘ ’Bénh vién Y Dqu cd truyén— Phuc hdi chire nang t\inh bién Bién gé nhu
cau ti€p nhan bao gia d€ tham khao, xay dung gia goi thau, l1am co so t6 chuc
lva chon nha thau chQ g61 thau cung ung vat tu, héa chat, sinh pham nam
2024v4i1 ndi dung cu thé nhu sau:

I. Thong tin ciia don vi yéu ciu bao gia

1. Bon vi yéu cau bao gia: Bénh vién Y Dugc cd truyén- Phuc hdi chtc nang
tinh Dién Bién.

Pia chi: T6 13, Phuong Muong Thanh, Thanh phd Pién Bién Phu, tinh
bién Bién.

2. Thong tin lién h¢ cua ngudi chiu trach nhiém tiép nhan bao gia: Ba Dao Thi
Huyén, Khoa duqc, Bénh vién Y Duogc ¢ truyén- Phuc hf)i chtrc nang tinh Pién
Bién; bia chi: T6 13, Phuong Muodng Thanh, Thanh ph6 Dién Bién Phu, Tinh
bién Bién. SO dién thoai: 0916.893.369,email:khoaduocydctphcn@gmail.com

3. Cach thtc tiép nhan bao gia:

- Nhén truce tiép taj dia chi:Ba DPao Thi Huyén, Khoa duoc 7Bénh vién Y
Duogc co truyén- Phuc hoi ’ChL'I'C nang tinh Pién Bién; Dia chi: TQ 13, Phuong
Muong Thanh, Thanh phdé Pién Bién Phu, Tinh Dién Bién. S6 dién thoai:
0916.893.369.

- Nhan qua email: khoaduocydctphcn@gmail.com.

4. Thoi han tiép nhan bao gia: Tir 08h ngay 10 thang 4 nim 2024 dén
trede 08h ngay 20 thang 4 nam 2024

Cac béo gia nhan duoc sau thoi diém néu trén s& khong dugce xem xét.

5. Thoi han c6 hiéu luc cia bao gia: Téi thiéu 90 ngdy, ké tir ngy 20
thang 4 nam 2024.

I1. Ndi dung yéu cau bio gia:

1. Danh muc hang héa (phu luc 01).

Yéu cau thong s6 k¥ thuat quy dinh trong muc nay 1a tbi thiéu, nha thau
c6 thé chio thau nhiing hang héa co thong s6 k§ thuat twong dwong hoac tot

hon. (Bt ky thuong hiéu, ky ma hi¢u (néu co) trong tiéu chuan k¥ thuat chi tiét
1a dé minh hoa cac tiéu chuan chét luong, tinh nang k¥ thuat. Vi vay nha thau co
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thé chao cac hang hoa c6 thuong hiéu, ky ma hiéu khac nhung phai dam bam
tiéu chuén k¥ thuat, dic tinh k¥ thuét, tinh nang su dung “tuong duong” hodc

tot hon” so v&i yéu cau) Nha thau c6 quyén chao Quy cach dong goi khac,
mién sao dap tmg duoc khéi luong str dung theo moi thau.

2. Pia diém cung cip, lap dit; cac yéu ‘cau vé Van‘chuyén, cung cp hang
héa: khoa Duogc Bénh vién Y Duogc co truyén- Phuc hf)i, chtrc nang tinh DPién
Bién. DPia chi: T6 13, Phuong Muong Thanh, Thanh pho Pién Bién Phu, tinh
Dién Bién.

3. Thoi gian giao hang du kién: 12 thang.

4. Du kién vé cac diéu khoan tam tmng, thanh toan hop dong: Khéng.

5. Ho so bao gia bao gdom:

a. Bao gia theo mau Phu luc 2 dinh kém thong bao nay.

b. Cac hing san xuét, nha cung cap phai dinh kém tai liéu chtirng minh vé
tinh ning, thong s6 k¥ thuat va cac tai liéu lién quan cua vat tu, linh kién, thiét b
bao gia (Ban gidy hoic file mém gui truc tiép vé dia chi ciia bénh vién hoic
email quy dinh tai khoan 3 Muyc I — Yéu cau bao gi).

c. Truong hop ban gidy cham tré trong qua trinh van chuyen gui vé dia
chi nhén tryc tiép cua don vi quy dinh tai khoan 3 Muc I — Yéu céu bao gia. Cac
hang san xuat, nha cung cip phai c6 file mém va ban scan ciia Ho so bao gia
theo quy dinh tai diém a, b khoan 5 muc nay gui vé dia chi email ctia nguoi chiu
trach nhiém tiép nhan bao gia trudc ngay két thuc thoi han nhan bao gia quy
dinh tai khoan 4 Muc I - Yéu cau bao gia; ban gidy phai duoc gui vé Bénh vién
Y Duoc ¢6 truyén- Phuc hoi chirc ning tinh Pién Bién cham nhit sau 3 ngay
lam viéc ké tir ngay két thic tiép nhan bao gia.

Tran trong cam on su hop tac cia Quy cong ty, co quan.

Noi nhdn:
- Nhu trén;
- Ban giam ddc;
- Website BVYDCT- PHCN;
- Website SO Y té;
- Website muasamcong.mpi.gov.vn;
- Luu VT, KD.

guyén Trong Ninh



PHU LUC 02
MAU BAO GIA
hae moi bdo gid s6:158/TM-BVYDCT-PHCN ngay 09 thang 04 nam 2024 ciia Bénh vién Y Duwoc ¢é truyén- Phuc hoi chirc
nang tinh Pién Bién)
BAO GIA
Kinh giri: Bénh vién Y Dwgc co truyén- Phuc hdi chirc niing tinh Pién Bién

BENHJVIEN Z
> [Y DUGC CO TRUYE

én co so Yéu cau bao gia s6 ... /TM- BVYDCT-PHCN ngay 9 thang 4 nim 2024 ctia Bénh vién Y Dugc c6 truyén-
Phuyc hoi chirc ning tinh Pién Bién, chung t6i ... [ghi tén, dia chi cia hang san xuét, nha cung cap; trudng hop nhiéu hing san
xuat, nha cung cap cung tham gia trong mot bao gia (goi chung 1a lién danh) thi ghi 1 tén, dia chi cta cac thanh vién lién danh]
béo gia cho céc thiét bi y té nhu sau:

1. Béo gia cho céac thiét bi y té va dich vu lién quan:

Tén vat | Thong Quy | Tén | Hang/ . . | Thué
K FE. , ~ , , Chi phl . YA
teyte- | soky | Ky, ma, | cach | thwong | nwéc x £ . phi, 1& X
: A x . . . Ma <. £ So .. | chocac -* | Than
ST Sinh thuat/ | nhadn |dong| mai san Nim san | Xuat <. | Pon gia . phi Y
z s <A L £ HS £ , lwgng/Khoi dich vu £ h tién
T | pham- | thanh hiéu, goi xuat xuat sur VND i (néu
) N lwong lién quan . VND
Hoa phan | model VND o)
chat VND
1
2

Tong cong (Pa bao gom thué, phi, 1& phi)

(Guri kém theo cac tai liéu chimg minh vé tinh ning, thong s k¥ thuat va céc tai liéu lién quan cia thiét bi y té)

2. Bao gia nay c6 hiéu lyc trong vong: ... ngay [ghi cu thé s6 ngay nhung khong nhé hon 90 ngay], ké tu ngay ... thang ...
nam ... [Ghi ngay ... thadng ... ndm ... két thic nhan bao gia phu hgp vadi thong tin tai khodn 4 Muc 1 — Yéu cau bao gid]



3. Chiing t6i cam két:

- Khong dang trong qué trinh thuc hién thu tyc giai thé hodc bi thu hdi Gidy chimg nhan dang ky doanh nghiép hoic Gidy
chtng nhan ding ky ho kinh doanh hoic céc tai lidu twong dwong khac; khong thudc trudng hop mat kha ning thanh toan theo
quy dinh ctia phap luat vé doanh nghiép.

- Gia tri cia cac thiét bi y té néu trong bao gia 14 phu hop, khong vi pham quy dinh ctia phap ludt vé canh tranh, ban pha gia.

- Nhiing thong tin néu trong bao gia 1a trung thuc.

...,ngay ... thang ... nam ...
Pai dién hop phap ciia hing san xuit, nha cung cip
(Ky tén, dong dau)
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DANH MUC VAT TU, HOA CHAT, SINH PHAM
( Kém theo thi moi s6:  [TM-BVYDCT-PHCN Ngay 9/4/2024)

Tén hang hoa Yéu cau k¥ thuat

I: Vat tw

1

Bing dinh 2 dau Soi vai dan héi: Viscose va polyamide phu keo oxid kém, miéng gac
tham hut bang soi viscose, phu 16p chong dinh polyethylene, tham hut >
500 % , lwc dinh 2,2-9,4 N/cm, ¢6 ki€ém tra vi sinh. Kich thudc 2cm x
6cm

Bong thim nude Bong y té tham nudc 100% bong xo thién nhién. Bong trang, khong
mui, mém min, dai, khong bi toi va c¢6 d thdm hut rat cao. Tc do hut
nudc =< 5 gidy. Do acid va d¢ kiém: Trung tinh; Ham lugng chit béo:
Khoéng vuot qua 0.5%. Cac chét tan trong nudc:< 0,5%; Do am: < 8%:

Gac cau Gac duoc dét tir soi 100% cotton c¢6 d6 tham hut rat cao, khong c6 doc
t6, khong co tinh bot hodc Dextrin, khong cé xo mun hoa tan trong nudc
va dich phu tang. Tdc d6 hut nuée < 5 gidy. P ngdm nudc > 5g
nude/1g gac. Chét tan trong nude < 0,5%. Do pH: trung tinh. Do tring:
>+ 10%. Pat tiéu chuan ISO 9001:2015, ISO 13485:2016, FDA, GMP,
CE

Gac phau thuat 10 x 10cm x 12 San phém duoc dét tir soi 100% cotton c6 d6 tham hat rat cao, khéng cé

16p vo trung doc to. Khong chira chét gay di tmg, khong co tinh bot hodc Dextrin,
khong c6 xo mun hoa tan trong nude va dich phu tang. Tc d6 hut nude
<5 gidy. P6 ngdm nudc > 5g nude/lg gac. Pat tiéu chuén ISO
9001:2015, 1SO 13485:2016, FDA, GMP, CE

Kim céy chi cac c& Céc ¢& 0.7x57mm/ 0.7x63mm ding dé cay vao huyét dao trong co thé

Pon vi tinh

Miéng

Kg

Cai

Miéng

Céi

PHU LUC 01

S6 lwong

7.000

400

4.000

2.000

1.500
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11

12

13

Kim cham ctru cac so

Day truyén dich kim canh
budém

Sonde Foley 2 nhanh céc s6

Sonde Nelaton cac so

Day ndi bom tiém dién

Chi khong tiéu lién kim s§ 3/0

Chi tiéu khong kim cac s6

Tay dao dién

Kim chdm ciru v6 trung cac sé~ loai dung 1 lan. Cai
Kim doc thép y té khong gi, dan dién tot.
Dat tiéu chuan ISO 13485:2016

Day dgm ¢6 chiéu dai > 1500mm, ciu tao tir chit liéu nhya PVC nguyén Bo
sinh, mém déo, dai, do dan hoi cao. B phan diéu chinh dong chay, kim

xuyén nut chai san xuat tir nhya ABS nguyén sinh. Buong dém giot thé

tich > 8.5ml, c6 mang loc dich < 15um. C6 bau cao su tiép thudc. Van

thodt khi ¢o thiét ké mang loc khi vo khuan. Kim hai canh buém. Dau

n6i Luer lock ¢6 co ché xoay gitip cho viéc gan két véi kim ludn chic

chin va dé thao tac. D tiét trung. Pat ti€u chuén ISO 13485; CE hoic

tuong duong.

Sonde Foley 2 nhanh céc s6. San xuat tir cao su thién nhién, khong chira Cai
DEHP gay ung thu,trang Silicone trong long. Tiét trung bang khi EO.

Ong dai 40cm, bang cao su. Dau hé v6i 2 16 bén gitip dan luu t6i da. Pat Céi
tiéu chuan ISO 13485

Day ndi bom tiém dién. Pau nbi Luer Lock. Dy chat liéu PVC. Day dai Cai
75 cm.

Tiéu chudn 1SO 13485:2016

Chi khéng tiéu don soi tong hop Polyamide (nylon) s6 3/0 dai 75cm kim Soi
tam giac 3/8C 24. Pong goi bang gidy Tyvek. Tiéu chuan ISO
13485:2016

Chi tiéu khong kim céc sb Soi
Dai chi (CM): 150
Khéng kim

Dau 3 gidc ndi véi day dai 3m. Tay dao cu tao nhu cay viét voi mot dau Céi
dé 1ap dau dao md, trén than tay dao c6 hai nut bam twong tmg v&i hai

ché d6 cit (CUT) va cAm mau don cuc (COAG). Tiéu chuan I1SO

13485:2003. Tui 1 b.

500.000

1.500

20

20

10

20

250

10
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15

16

17

18

19

20

21

22

Phim XQ

Ong chong déng Heparin

Ong chéng dong EDETA

Ong nghiém thuy tinh
Dung dich khir khuan mirc d6

cao, tiét khuan thiét bi, dung
cuyté

Javen 12%
Gidy dién tim 3 can

Gidy in nhiét 5cm

Gidy in nhiét 5,5 cm

- Kich thudc 25x30cm, twong thich véi may in phim Drystar 5302.
- Nén PET day khoang 168 pm, phi 16p mubi bac nhay nhiét.

- Téng ham lugng bac ctia phim < 1,0 g/m?.

- Bam do quang hoc > 3.2.

- Pat céc tiéu chuan CE hodc FDA.

Chit liéu: Ong dugc 1am bang nhya y té PP, nip bang nhyra LDPE méi
100%. Hoa chat: Pugc bom hoa chit chéng dong Lithium Heparin, Kich
thude 6ng 12x75mm, c6 vach dinh mirc léy mau. Pat tiéu chuan ISO
9001:2015; 13485:2016.

Chat liéu: Ong dugc lam bang nhya y té PP, nip bang nhyra LDPE méi
100%.Hoéa chat: Puoc bom hoa chét chong dong EDTA K2, Kich thuée
6ng 12x75mm, c6 vach dinh mirc léy mau. Pat tiéu chuin ISO
9001:2015; 13485:2016.

Chat liéu thuy tinh, kich thude 1, 5 x 18cm

- Thanh phan: GGlutaraldehyde 2,55 % (w/w), hé dém pH= 5-6.

- Hiéu qua sau thoi gian ngdm t6i thiéu 10 phat.

- Vi khuan : EN 14561.

- Ném, méc : EN 14562.

- Mycobacterium (Truc khudn lao): EN 14563.

- Thoi gian d6 ra chau ngam: Téi da 30 ngay di kém test thir twong thich
vGi san pham

- Can5 lit.

Can 30 Iit

Gidy 3 cAn MC6330/16R phu hop v6i may cua bénh vién. Tiéu chuin
ISO 13485:20186.

Chiéu rong 5 cm.Tiéu chuan ISO 13485:2016.

Chiéu rong 5,5 cm. Tiéu chudn ISO 13485:2016.

Céi

Cai

Can

Lit

Cudn

Cudn

Cudn

20

7.000

12.000

2.000

11

30

30

40

40
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24

25

26

27

28

29

30

31

32

33

34

35

Giay siéu am
Dau sa

Deé ludi gb s dung mot lan

DPodng ho O-xy
Hop an toan dyng bom kim

tiém
Khi oxy trong binh

Khi oxy trong binh

Mil phau thuat v tring

Nudc cat vo trung

Miéng déan c¢b dinh day truyén

Parafin

Cbdc dung mau 3ml

Bom tiém insulin 1ml

Dung cho may si€u am Sony. Kich thuge 11em x 20m, bao quan tir 5-
30°C. bat tiéu chuan ISO .

Can 30 lit

Pugc san xuét tir gd tu nhién
Kich thudc: v)150mm X 20mm x 2mm
Dat tiéu chuan ISO 13485: 2016

Ap lyc dau vao: 15 Mpa. Ap Jile dau ra: 0,2-0 0,3 Mpa. Van an toan:
0,35+ 0,05 Mpa. Nhiét d6 toi da 1210C ap suat 0.142MPa

Caston 4 16p 2 mat can bong mang PE
Binh khi nén 40 lit

Binh khi nén 10 lit

Vai khong dét polypropylen cao cip, mau xanh dong dﬁéu, khong loang
ban, ko dinh tap chat, khong kich (mg da. Pat tiéu chuan ISO
13485:2016

Nuéc cét 1 1an. Can 5 lit.

Ldp film Polyurethane trong sudt: Chng tham nudc va vi k}luén, Quan
sat vung tiém va vung da, Thong thoang, Co gian theo chuyén dong cua
da. Pap ng ti€u chuan ISO. Kich thude 6 x 7em.

Dang sap

Ong dugc san xuat bang nhya PP chanh L)hém chat lugng cao, khong
chtra kim loai.khong c6 lap. Pat tiéu chuan ISO .

Bom tiém Insulin lién kim100IU/1ml. Pat tiéu chuén ISO 13485

Cudn

Lit

Cai

Cai
Binh
Binh

Cai

Lit

Miéng

Kg

Tui

Cai

50

250

1.000

300

10

500

500

400

200

8.000
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39

40

41

42

Kim choc do gay té tuy song
cac cd

Chi phau thuat tong hop s6
2/0, 3/0, 4/0

Vién nén khir khudn

Ao choang phau thuat

Gel dién tim

Khau trang y té 3 16p

Bang dinh
5cm x 5m

Pau kim Quinke 3 mat vat dai 3 1/2" G25 G27, sic bén
Chuoi kim trong suot, cd phan quang, giup phat hién nhanh dich nado tuy
chay ra

Chi tiéu tong hop da soi s 2/0; 3/0; 4/0 dai 75 cm, kim tron 26 mm
1/2C duoc 1am tir thép AISI 302 duge phi silicone. Chi duge cau tao boi
100% polyglycolic Acid (PGA), dugc phu Polycaprolactone va calcium
stearate. Chi duy tri dugc sirc cing trén 65% sau 2 tudn cay ghép va s&
tu tiéu hoan toan trong vong 60 dén 90 ngay. Tiét trung bang EO. Tiéu
chuan CE

Vién sui khir khuan, thanh phan 2,5g Troclosense Sodium 50% kl/kl. pH
5.0-6.5

- 1 vién ning 5g c6 thanh phan: hoat chéat Troclosense Sodium 50%
tuong duong 2.5g/vién, Apidic acid 1,2g/vién twong duong 24% trong
luong 1 vién.

- Dang vién suii tan nhanh trong nuéc, dung khir khuan bé mat, db vai,
diét vi khudn gram 4m & gram duong Hoat dong hiéu qua ké ca khi c6
sy hién dién chét hitu co,

- Pat cac tiéu chuan: 1SO13485, CFS, GMP,

Vai khong dét polypropylen cao cap. Dat tiéu chuan ISO 13485:2016

Str dung trong céc dién cuc chuin doan ky thuat s0. Khong gdy di ung,
khong gay kich tmg da, khong chtra chat dau, khong c6 chat
formaldehyde va muoi. Pac biét gel khong c6 mui hoéi, khong gay doc
hai.

Chat liéu vai khong dét Poly Propylene. Dat tiéu chuan ISO 13485

Bang vai lya dan dét taffeta, mau tréng, s6 soi 44x18/cm?. Boy rang cua
hai bén gitp x¢é dé dang. Keo Oxyd kém khong dung dung méi.

- Kich thudc: Sem x Sm.

- Pat tiéu chuan ISO 13485.

Céi

Soi

Hop

Cai

Chai

Cai

Cudn

50

30

160

20

10.000

30
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44

45

46

Bom tiémnhya 10ml

Bom tiém
nhya 1ml

Bom tiém
nhya 20ml

Bom tiém
nhya 3ml

10

- Xy lanh dung tich 10ml dugc san xuét tir nhya y t& nguyén sinh.- Kim Cai
lam bang thép khong gi, sac nhon, vat 3 canh. Pit tong c6 khia be gay aé

htty.- Bao bi c¢6 miéng gidy thoat khi EO dé thoat hét du luong khi EO

trong qué trinh tiét tring. San pham duoc tiét tring bang khi Ethylene

Oxide (E.O). - Pat tiéu chuan TCVN, CE, tiéu chuan tiét tring EN ISO

13485.

Cai
- Xy lanh dung tich 1ml dwoc san xudt tir nhwa y té nguyén sinh.
- Kim lam bang thép khong gi, sic nhon, vét 3 canh. Giodng c6 nim
bom hét hanh trinh gitip tiém hét thudc, khi va dung dich tiém khong lot
qua duoc giodng.
- Bao bi ¢6 miéng gidy thoat khi EO dé thoat hét du luong khi EO trong
qua trinh tiét tring. San pham duoc tiét tring bang khi Ethylene Oxide
(E.O).
- Pat tiéu chuan TCVN, CE, tiéu chuén tiét tring EN ISO 13485.

- Xy lanh dung tich 20ml dugc san xuat tir nhua y té nguyén sinh. Cai
- Kim lam bang thép khong gi, sic nhon, vat 3 canh. Pit tong c6 khia bé

gdy dé huy; Be mdt gioang phing.

- Bao bi c6 miéng gidy thoat khi EO dé thoat hét du lwong khi EO trong

qua trinh tiét tring. San phdm duoc tiét tring bang khi Ethylene Oxide

(E.O).

- Pat tiéu chuan TCVN, CE, tiéu chuén tiét tring EN ISO 13485.

- Xy lanh dung tich 3ml dwoc san xuat tir nhya y té nguyén sinh. Cai
- Kim lam bang thép khong gi, sic nhon, vét 3 canh. Pit tong ¢6 khia bé

gdy dé huy.

- Bao bi ¢6 miéng gidy thoat khi EO dé thoat hét du luong khi EO trong

qua trinh tiét tring. San phdm duoc tiét tring bang khi Ethylene Oxide

(E.O).

1.500

100

2.000

500
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48

49

50

51

Bom tiém
nhya Sml

Kim lay thudc céac
sO

Day cho an
cac so

Day hat
nhot

Day théoxy cac cd

11

- Xy lanh dung tich 5ml dwoc san xudt tir nhwa y té nguyén sinh.

- Kim lam bang thép khong gi, sic nhon, vat 3 canh. Pit tong c6 khia bé
gdy dé huy.

- Bao bi ¢6 miéng gidy thoat khi EO dé thoat hét du luong khi EO trong
qua trinh tiét tring. San pham duoc tiét tring bang khi Ethylene Oxide
(E.O).

Cai
- Kim tiém céc s6 18,20,23.
- Kim céu tao thép khong gi sang bong.
- Pbc kim ¢6 mau gitp phan biét c& kim va dugc gan chat voi than kim
khoéng gay ro ri, an toan khi st dung.
- San pham dugc tiét trung bang khi Ethylene Oxide E.O.
- Pat tiéu chuin CE, ISO 13485.

- Ong théng da day cac sb 5,6,8,10,12,14,16,18.

- Day dan duoc san xudt tir chit liéu nhya PVC nguyén sinh, mém, déo,
tron giam ton thwong niém mac.

- Pat tiéu chuan EN ISO 13485.

Céc s 5-6-8-10-12-14-16-18.

- Dy dan duoc san xudt tir chét liéu nhwa PVC nguyén sinh khong chira
DEHP.

- Khoé van chia nhiéu mau dé phan biét giita cac s6, c6 2 loai c6 nip va
khong nép.

- Pat tiéu chuan CE, tiéu chuan tiét tring EN ISO 13485.

Chat liéu nhya PVC y té cao cip, bao gdbm day dﬁn va gong mii.- Khéng
chira chit DEHP, dugc tiét tring bang khi EO- Ong diy mém, chdng
van x0é4n. Bé mat tron nhan.- Cac ¢&: tré so sinh, tré em va nguoi lon-
Day dén c6 chiéu dai >2 m, 1ong 6ng c6 khia chdng gap.- Pat tiéu chuin
EN 1SO 13485.

Céi

Cai

Cai

20.000

6000

20

20

20
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53

54

Day truyén
dich kim
thuong

Gang tay
kiém tra
cac co

Gang tay
tiét trung
céc so

12

- Day dan: Dai > 1550mm, dugc lam tir nhya nguyén sinh PVC trang Bo
silicon c¢6 d6 dan hoi cao, khong gy gap khi bao quan va sir dung.
Chig nhan dat khong c6 chit gay tan huyét. C6 cong tiém thude chir Y.
Pau ndi kim thiét ké khoa van dé khoa chat kim (Luer lock). Van thoat
khi (van loc khi): c6 thiét ké mang loc khuan 0.2um v6 khuan lam tir
chat liéu vai PP khong dét. Bau dém giot dung tich >8.5ml. Pudng kinh
ngoai 14.2mm - 14.5mm. Dai 45mm, c6 thanh day déu: 0.9mm. C6
mang loc dich 15pm.

-Kim: 21G x 1%,22G x 14", 23G x 114", 22x3/4 va cac ¢d khac theo
yéu cau.

- Tiét trung bang khi Ethylene Oxide (E.O)

Gang kiém tra dung trong y té cac ¢& S, M. boi
- San xuat tir cao su thién nhién, c6 phu bot chdng dinh, khong gay kich

ung da.

- Do day tdi thiéu 1 16p > 0,08mm; Chiéu dai >240mm.

- Luc kéo dut i thiéu: trude gia hoa: > 7,0N; sau gia héa: > 6,0N; Do

gidn dai toi thiéu khi dut: trude gia hoa: 650%:; sau gia hda: 500%.

Luong bot bdi tron (ndm & mit trong chiée gang): < 10mg/dm2. Ham

lwong Protein dudi 200 pg/dm?2.

- Pat tiéu chuén ISO 13485.

Ging phau thuat tiét trung cac $6 6,5; 6 7; 86 7.5. boi
- Tiéu chuén co ban: Bé day trung binh 0,15+20mm, Chiéu dai trung

binh 280mm, Chiéu rong long ban tay: Size 6,5: 83+5mm, Size 7:

89+5mm, Size 7,5: 95£5mm.

- Cuong luc khi dut: Trude khi 130 hoa: > 12,5N, Sau 1ao hoa: > 9,5N.

Do gian dut: Trude 1o hda: > 700%, Sau 1do hoa: > 550%. Lugng bot:

max 80mg/doi. Luong protein: max 200ug/dm?2.

- Tiét trang bang khi EO.

- Pat tiéu chuan ISO 13485.

500

20.000

2.000
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Tuai nude
tiéu

Con 90 do

Dung dich
rua tay
thudng quy

Dung dich
sat khuan
tay nhanh

Natri cloriddung ngoai

Tam trai

Kim canh
budém

13

San xuét tir nhya y t& PVC, khong doc hai.

- Kich ¢& 2000ml, d6 day 1.2mm, phan vach r6 rang. Cé vach dung tich
moi 100ml.

- Van xa thoat day chir T, chdng trio ngugc, dng dau vao 90cm.

Ham lugng Ethanol % V/v (do ¢ 20 ° C) > 90 % (do theo TCVN 1051-
2009) i
Can 30 lit. Pat tiéu chuan ISO 13485

Chlorhexidine Digluconate 1% (w/w) va cac chét phu gia, chat dudng da
(Glycerine, Alcohol Ethoxylates, Aloe Vera, Cocamide Diethanolamine,
Vitamin E, Cocamidopropyl Betaine, ...) vira du 100%.

Chlorhexidine Digluconate 0,5% (v/v); Ethanol 73% (v/v) va cac chét
phu gia, chat dudng da (Glycerine, Alpha- Terpineol, Alpha-
Bisabolol, Aloe Vera, Vitamin E...) vira du 100%.

Tinh chét: Dung dich trong, khong mau, khéng mui.Do trong: Dung dich
phai trong, khong tua, khong c6 xo bong hay vat la.Dinh lugng: Ham
luong Natriclorid tir 90 % - 110% so v&i ham lugng ghi trén nhan.

Bugce 1am nguyén liéu mang nylon HD, méu’tre“'mg trong, kich thudc
100cm x 130cm. San pham chira trong tai gidy dung trong y t€ c6
mau chi thi da duoc tiét trung bang khi EO-Gas. Pat tiéu chuan ISO
13485

B0 kim canh budm, cd 23G, 25G. Day din bﬁng chat liéu nhya nguyén
sinh PVC, dai >30cm, duong kinh trong 1.5mm, dudng kinh ngoai
2.5mm, khéng DEHP. Kim bang vat liéu thép khong gi, dau kim séc
nhon, vat 3 canh, khong c6 g&, c¢6 nip chup.

Chai

Chai

Chai

Chai

Cai

Céi

20

100

200

150

200

20

2.000
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Gel siéu am

Meche phau thuat

Kim ludn tinh mach ¢6 canh

Ong noi khi quan céc sb

Vong cao su tht tri

Ban chai rira tay phau thuat

14

Gel siéu am, can 5 lit. Gel trong, tan hoan toan trong nudc va dé dang

rira sach belmgqnudc thuong.
- Pat tiéu chuan: ISO 9001, ISO 13485

Kich thudc 3,5cmx 75cmx 6 16p vO trung can quang.
Dbat tiéu chuan ISO

Kim ludn tinh mach ¢ canh, c¢6 bon vach can quang trong cannuyn,
catheter chat liéu FEP-Teflon.

- Pau kim 3 mat vat (1 mat vat trén, 2 mat vat dudi), c6 dau bao vé bang
kim loai dang 10 x0 gdm 2 canh tay don bat chéo nhau, c6 mii sat bit lai

dau kim sau khi sir dung.

- Mang ki nuéc c6 16 thoat khi & chudi kim chdng méau tran ra khi thiét

lap duong truyén

- Kich ¢6:20G x 1 1/4" (1,1 x 33mm,; tde d6 chay 61 ml/ phut); 24}G X
3/4" (0,7 x 19mm; Toc do chay 22 ml/ phut); G22 (0.9 x 25 mm; toc do

chay 36ml/phut).
- Pat tiéu chuan EN ISO; CE

Nhua PVC y té cao cap, trong sudt

- Bong thé tich 16n, ap lyc thap an toan khi luu lau
- Mét Murphy min

- C6 bong chén hodc khong co bong chén

- Van ¢6 dau bom cho dng khoa luer

- Bo nbi tiéu chuan 15mm

- Pudng phan quang X-ray doc theo éng day

- Co cac c& 3Fr - 8Fr

D6 chinh xé4c twong dong véi kit thwong mai khac > 99.9%

Kich thudc 4 x 10cm, than ban chai cing, ddu 16ng mém. Pong goi
riéng 18.
Dat tiéu chuin ISO 13485.

Can

cai

cai

céi

Cai

cai

30

20

150

100

10
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Ché pham sat khudn tay phau
thuat dung trong y t¢

Gel bbitron

II: Sinh phim

1

Test phat
hién khang
thé virus
HIV

15

Chira Chlorhexidin Gluconate 4% Chai
Pam bao diét khuan va khong lam kho da, khong gay kich tng da.

Chai 500ml

Pat ISO 13485

Tub

Trong sudt, khong mau, khong mui. Tan trong nudc va dé dang rira sach
bang nudc thudng. Thanh phan chinh: Water cat, Hydroxyethyl
cellulose, glycerine, natri hydroxid, sodium benzoat.Gigi han nhiém
khuan:-Mau thu phai khong cé su hién dién cua cac vi khuén
sau:Staphylococcus aureus, Pseudomonas aeruginosa, Candida
albicans.Tong s6 nim trong 1g (ml) méu thir, nhé hon 10! (CFU/g hoic
CFU/ml).Téng sb vi sinh vat hiéu khi: < 102 (CFU/g hoac CFU/ml).

Do nhay 100% , d6 dac hiéu > 99,75%, Cho két qua nhanh trong vong Test
15 phut, D6 6n dinh ctia két qua xét nghiém t6i 60 phit ,khong can sir
dung thém bét ky dung dich dich dém(chase) cho mau mau huyét thanh,
huyét twong , Nha may san xut dat tiéu chuan chdu Au EN ISO 13485.
Séan xuét tai nudce thude G7.

- Ham lugng 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.

Nam trong khuyén cao phuong cach xét nghiém chan doan HIV qudc
gia nam 2020

100
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Te§t nhanh
chan doan
viém gan B

Test nhanh
phat hién
ma tly 4
chan

16

Do nhay 98,4% , 4 dédc hiu > 99,6%; Gidi han phat hién >=0.11U/ml. Test
Cho két qua nhanh trong vong 15 phut, Do 6n dinh ciia két qua xét
nghiém t6i 30 phut ,khong can sir dung thém bat ky dung dich dich
dém(chase) cho mau mau huyét thanh, huyét tuong. Str dung dugc cho
tat ca cac loai mau bénh pham bao gdm: Huyét thanh, huyét twong, mau
tinh mach, mau dau ngon tay ctia Nguoi.

Thanh phén tai vach test: Khang thé don dong & chudt khang HbsAg
Biotinyl va cac hat mau den dugc phu khéng thé don dong & chudt

khang HBsAg.

Ham lugng : Anti-HBs antibody Al ( 233ng/Test); Anti-HBs antibody
B1 (17 ng/Test); Anti-HBs antibody B2 ( 6 ng/Test); Anti-HBs antibody
B3 ( 6 ng/Test); Khang thé trén thanh kiém soét (17 ng/Test)

Xét nghiém phat hién duoc it nhat 14 dot bién khac nhau cia HbsAg bao
gdm: P120Q, T123A, T126N, T126S, Q129R, Q129H, Q129L, M133H,
M133L, K141E, P142S, T143K, D144A va G145R.

Chung chi xét nghiém: CE IVD; WHO PQ.

Nha may san xuat dat tiéu chuén chau Au EN ISO 13485. San xuét tai
Nhat Ban.

Test nhanh xét nghiém dinh tinh, dong thdi MOP300/MDMA 500/ Test
MET1000/THC50 trong nudc tiéu

Tiéu chuan CE; ISO 13485

Do chinh xac twong dong véi kit thuong mai khac > 99.9%

Do lap lai > 75% chinh xac & murc £+ 25% cut-off ;100% chinh xac &

muc am tinh va £+ 50% cut-off

100

7.000
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5

6

Test nhanhchan doanMorphin

Test thir nudc tiéu 11 thong sd
combostik

Test duong huyét

17

Phat hién metamphetamin trén mau nudc tiéu.Dang dipstick, thuc hién
trén mau nudc tiéu twoi . Tiéu chudn CE; ISO 13485Ngudng phat hién
1000 ng/mIDo chinh xac twong dong vai kit thuong mai khac >
99.9%D9 nhay >99% chinh xac & miic 50% trén va 50% dudi ciia nong
d6 ngudng.

Céc thong s6 do dugc: Glu (Glucose), Pro (Protein)m, pH, Bld (Blood —
mau), Ket (Ketone), Nit (Nitrite), Bil (Bilirubin), Uro (Urobilinogen),
SG (Specific Gravity), Leu(Leukocytes), AsA (Ascorbic Acid).

Pong goi: 100 test/ hop.

Phu hop véi may

III: Héa chat dung cho may Huyét hoec CX3

1

2

Dung dich pha loang

Dung dich pha v& hong cau 3
thanh phan

* Thanh phan hoa hoc:
Natri Clorua: < 1,5%
Chat dém: < 1.0%

Chét bao quan: < 0.5%
Chat 6n dinh: < 0.5%

con lai 1a nude khong 1-on

* Thanh phan hoa hoc:

Chét hoat dong bé mat: < 3.5%
Chét dém: < 1.0%

Chét bao quan: < 0.5%

Chét 6n dinh: < 0.5%

con lai 1a nuée khdng I-on

Test

Test

Test

Hop

Hop

300

12.000

500

12
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4

Dung dich rira may

Dung dich roa may dam dac

18

* Thanh phan hoa hoc:
Chit tay rira: <1%

Chat dém: < 1.0%

Chét bao quan: < 0.5%
Chat 6n dinh: < 0.5%

con lai 1a nuée khong I-on

* Thanh phan hoa hoc:
Cht tay rira: < 1%

Natri Hipoclorit: <5.0%
Natri Hydroxit: < 1,5%
Chat 6n dinh: < 0,5%

IV: Héa chit dung cho may Sinh héa PS380

1

2

3

Creatinine

Cholesterol

Dung dich rira may

* Thanh phan hoa hoc:
+ R1: Sodium Hydroxide: < 0.16 mol/l
+R2: Picric acid: < 4.0 mol/l

* Thanh phan hoa hoc:

Phenol: <2,4 g/L

Cholesterol esterase: >800U/L
Cholesterol oxidase : >250 U/L
Peroxidase: >500 U/L
4-minoantipyrine: < 0,08 g/L
PIPES (pH >6.9): <27,3 g/L

Thanh phan: Sequestering agent content (alkalimetric): < 8.5-10%.
Density (d 20°C/4°C) < 1.05 - 1.09. Free alkali (as NaOH) < 1.5-2.5%
Phosphate (PO, ) <0.002 %

Hop

Hop

Hop

12
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6

Dung dich kém chuin mirc
trung binh

Dung dich kém chuan muc cao

Glucose

19

Hoa chét kiém chuan (mirc thudng) cho cac chat: Uric Acid, Albumin,
GPT, GOT, Amylase, Total Bilirubin, Direct Bilirubin, Calcium,
Chloride, Cholesterol, HDL, LDL, Creatine, Cholinesterase, CK, CK-
MB, Alkaline Phosphate, GGT, Fructosamine, Glucose, Iron, Lactate,
LDH, Lipase, Lithium, Magnesium, Potassium, Total protein, Sodium,
Triglycerides, Urea.

Thanh phéan: chat kiém soat dong kho dua trén huyét thanh ngudi va
chtra cac thanh phan vo co clia ngudi, dong vat da dugc tinh ché, kiém
tra 4&m tinh v&i HBsAg, anti-HCV va anti HIV1+2,

Hoa chit kiém chuin (mtc cao) cho cac chat: Uric Acid, Albumin, GPT,
GOT, Amylase, Total Bilirubin, Direct Bilirubin, Calcium, Chloride,
Cholesterol, HDL, LDL, Creatine, Cholinesterase, CK, CK-MB,
Alkaline Phosphate, GGT, Fructosamine, Glucose, Iron, Lactate, LDH,
Lipase, Lithium, Magnesium, Potassium, Total protein, Sodium,
Triglycerides, Urea.

Thanh phan: chat kiém soat dong kho dua trén huyét thanh nguoi va
chtra cac thanh phan vo co clia ngudi, dong vat da duogc tinh ché, kiém
tra 4&m tinh v&i HBsAg, anti-HCV va anti HIV1+2,

* Thanh phan hoa hoc:

TRIS buffer (pH: 7,4): <27,9 g/L
Phenol: <28 mg/L
4-Aminoantipyrine: < 0,5 mg/L
Glucose Oxidaze: < 15 kU/L
Peroxidase: < 1 kU/L

Hop
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GOT

GPT

Acid uric

20

* Thanh phan hoa hoc: Hop
+R1:

TRIS (pH: 7,80): <9.7 g/L

L-Aspartate: >150 mmol/L

MDH: > 500 U/L

LDH: > 700 U/L

+ R2:

a-ketoglutarate: < 1,54 g/L

NADH: <0,12 g/L

* Thanh phan hoa hoc: Hop
+R1:

TRIS (pH: 7,80) : < 12,1 g/L

L-Alanine: > 400 mmol/L

LDH: > 1000 U/L

+ R2:

a-ketoglutarate: < 1,92 g/L

NADH: <0,12 g/L

* Thanh phan hoa hoc:+ R1:Phosphate (pH: >7.4): >4,7 g/L2-4 Hop
Dichlorophenol Sulfonate: > 0,97 g/L+ R2Peroxidase: < 600

U/LUricase: < 50 U/LAscorbate Oxidase: < 180 U/L4-Aminoantipyrine:

> 0,2 g/L- Budc song phan tich: < 520nm
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Triglycerid

Urea UV

21

* Thanh phan hoa hoc:

Good's buffer (pH: 6.3): 50 mmol/L
p-Chlorophenol: 0,25 g/L

ATP: 0.05¢g/L

Peroxidase (POD): > 400 U/L
Glycerolkinase (GK): > 400U/L
Lipoprotein lipase (LPL): > 120000 U/L
4-Aminoantipyrine: 0,02 g/L
Glycerol-3-phosphate-oxidase: > 3000 U/L

* Thanh phan hoa hoc:

+ R1:

TRIS (pH: 7,80) : <9.7 g/L
2-Oxoglutarate : < 0,87 g/L
Urease : > 70000 U/L

+R2

NADH : <0,21 g/L

GLDH : > 50000 U/L

Hop
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