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XA HOI Pic 1ap — Tw do — Hanh phiic
BENH VIEN CHINH HINH VA
PHUC HOI CHU'C NANG HA NOI
S6: 34 /CV-BVCHPHCNHN Ha Ngi, ngay iithéngé/'» ndam 2024

V/v mai tham gia chao gia vt tie y té ndm 2024

Kinh gri: Cac don vi/ nha cung cép

Hién nay, Bénh vién Chinh hinh va Phuc hoi chirc nc’mg Ha No¢i truc thugc
B¢ Lao dong — Thuong binh va Xa ho1 dang co nhu cau mua sim vat tu y té
ndm 2024 dé phuc vu cong tdc chuyén moén. Dé c6 cin cir ‘xdy dung gia ké

hoach cho goi thau kinh moi Quy cong ty, don vi, nha cung cap c6 du nang luc,
kha nang cung cap chdo gi4 danh muc vét tur y té nim 2024 ctia Bénh vién Chinh

hinh va Phuc hdi chitc ning Ha Noi nhu sau:

1. Vit tuy té (Chi tiét tai Phu luc I kém theo)

2. Ho so chao gia (Theo mau tai Phu luc II kém theo).

Luu y khi ngp bao gia:

~ - Don vl tham gia chao gia phai ghi rd tén cong ty, dia chi, ki tén va

dong dau khi ndp bang chao gia

- Bang chao gia phai dwoc bd vao phong bi niém phong dé dam béo
bdo mét, tao khach quan, minh bach trong viéc moi chao gia.

Hinh thirc nép ban chao gia: Ban giéy + file mém
- Ban gidy: Giri v& Bénh vién Chinh hinh va Phuc hdi chic ning Ha
No6i — Ngo Hoa Binh 4, Minh Khai, Hai Ba Trung, Ha Néi.
- File mém: Gri vé dja chi: havu.dhyd@gmail.com
- Han giri bao gia: 17h ngay2Y thing &4 nim 2024

Bénh vién Chinh hinh va Phyc hoi chirc nang Ha Nbi kinh moi Quy cong
ty, nha cung cap gui bao gia trong thoi gian va dia dlem nhu trén. Sau thoi glan
trén, néu Quy cong ty, nha cung cap khoéng phan ho6i, Bénh vién ching t61 xem

xét 1a Quy cong ty khong tham gia.
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BO LAODO! ERUONG BINH VA XA HOI
BENH VIEN CHINF J:IINHN 17 C HOI CHUC NANG HA NOI

Py HOI CHUC NANG! ™ ‘ )
PHU(B/‘!:NDAN UC VAT TU Y TE XIN BAO GIA
(Keém theo Thu moi chao-gidNabre amm 2024 cua Gidm doc bénh vién neay A4 thang nam 2024

" =
Tén hang héa Thong so ky thuit

P .1y n Chi khéng tan tong hop don s¢i Polyamid 6/66, s6 1/0. s6 1/0, dai 75cm, kim DS30 phu
Chi Phau thuit khong o - i ¥ ‘e e 2
2 sillicone, d6ng géi 02 16p 14 nhdém bén trong, vé nhua bén ngodi. Tiéu chuin FDA; CE;ISO
tan tong hop 1/0
Hodc tuong duong.

Chi khdng tan tong hop don sei Polyamid 6/66, s6 2/0, ddi 75cm, kim tam gi4c, 3/8 vong tron
Chi Phiu thudt khéng |DS 24mm, cong nghe kim Easyslide, 1am bing thép khong gi AISI 300 series (304) phu silicon.
tan tong hop 2/0 Luc cang kéo nut thit 31.39N. Déng go1 true txep 2 16p: 1a nhom bén trong, vé nhya bén ngoai.
Tiéu chuian FDA; CE:ISO Hoic tuong duong
Chi khéng tan tong hgp don s¢i Polyamid
6/66, s6 3/0, dai 75cm, kim tam giac, 3/8 vong tron DS 24mm, cong nghé kim Easyslide, lam
bing thép khéng gi AISI 300 series (304) phti silicon. Lyc cang kéo niit thit 15.05N. Péng goi
truc tiép 2 16p: 14 nhom bén trong, v6 nhya bén ngoai - Direct Depense Packaging (DDP). Tiéu

chuian FDA, CE, ISO hoic turong duong
Chi khéng tan tong hop don sgi Polyamid 6/66, s6 4/0, dai 75cm, kim tam giac, 3/8 vong tron

Chi Phau thuat khéng
tan tong hop 3/0

Chi Phau thuit khong
tan tong hop 4/0 Luc cing kéo nit thit 9.81N. Déng g6i truc tiép 2 16p: 14 nhém bén trong, vo nhya bén ngoai.

Tiéu chuin FDA; CE; ISO Hodc tuong duong

———

Chi khong tan tong hop don sgi Polyamid 6/66, so 5/0, dai 75cm, kim tam gidc, 3/8 vong tron
Chi Phiu thuit khong DS 16mm, cong ngh¢ kim Easyslide, 1am béng thép khong gi AISI 300 series (304) phu silicon.

tan téng hop 5/0 Lyc cing kéo nut thit 6.67N. Déng géi truc tlep 2 16p: 14 nhém bén trong, vo nhua bén ngoai -
Direct Depense Packaging (DDP). Tiéu chuin FDA, EC, ISO hoic tuong duong hodc tuong

= ___duong hodc tuong duong

DS 19mm, céng nghg kim Easyslide, 1am bang thép khong gi AISI 300 series (304) phu silicon.
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216
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Tén hang héa Théng s6 ky thujt lu' -

Chi tan tong hgp da sgi Polyglactin 910 4o bao poly (glycolide-co-l-lactid 30/70) + CaSt, s6 1,
chi dai 90 cm, kim trdn than day, 1/2 vdng tron dai 40mm, lam bing thép khong gi AISI 300

Chi soi bén ti€u chim series (304)‘ theo tiéu chuin ASTM f899-20 cho dung cu pl}ﬁu thuit va dugc danh béng dé dat
' d$ nham b€ mit <0,4 Ra, phu silicon. Lyc cing kéo nit that 66.30N. Stc cang kéo giam 40 -

50% sau 21 ngdy, tan hoan toan sau 56 dén 70 ngdy. Péng gbi bao bén ngoai 12 mang film
Polyester-Polyethyleneterephtalate, chi dugc quin quanh khung nhya HDPE gitp giam hiéu
ing nh¢ chi. Tiéu chuin FDA, EC, ISO.

Chi tan tong hop da s¢i Polyglactin 910 40 bao poly (glycolide-co-I-lactid 30/70) + CaSt, s
2/0, chi dai 70 cm, kim tron 1/2 vong tron dai 26mm, 1am bang thép khong gi AISI 300 series
o (304) theo tiéu chuin ASTM f899-20 cho dung cu phiu thuit va dugc danh bong dé dat do
Chi sgi1 bén ti€u cham ' A o ., . n 2, .1 n o : ; "
nham b€ mat <0,4 Ra, phu silicon giap tang hi€u suat thdm nhép va gidm su kéo xé md. Luc 36

ciang kéo nut thit 38.84N. Sirc cing kéo giam 40 - 50% sau 21 ngdy, tan hoan toan sau 56 dén
70 ngay. Dong gb1 bao bén ngoai 1a mang film Polyester-Polyethyleneterephtalate, chi dugc
quan quanh khung nhya HDPE gitp gidm hiéu tmg nhé chi. Tiéu chuidn FDA, EC, ISO.

Chi tan tong hgp da s¢i Polyglactin 910 4o bao poly (glycolide-co-I-lactid 30/70) + CaSt, sb
3/0, chi dai 70 cm, kim trén 1/2 vong trdn dai 26mm, lam bang thép khong gi AISI 300 series
° A b4 3 h ~ A « ‘ , A ~
Chi soi bén tiéu chim (304) tl:eo }leu chuan AS’TI\.'I.f‘899 20 cho duxlg cu I‘)hauﬂthuatﬁva duqc danh b(')ng fi_e cfat do
nham bé mat <0,4 Ra, phu silicon gitip ting hi€u suat tham nhép va giam sy kéo xé mé. Luc 216

cing kéo nut thit 22.04N. Strc cing kéo giam 40 - 50% sau 21 ngay, tan hoan toan sau 56 dén
70 ngay Déng gbi bao bén ngoai 1a mang film Polyester-Polyethyleneterephtalate chi dugc
quin quanh khung nhya HDPE giup giam hiéu g nhé chi.Tiéu chuan FDA, EC, ISO.

Chi tan tong hop da soi Polyglactin 910 4o bao poly (glycolide-co-I-lactid 30/70) + CaSt, s6
4/0, chi dai 70 cm, kim tron 1/2 vong tron dai 22mm, 1am bing thép khéng gi AISI 300 series
(304) theo tiéu chuin ASTM f899-20 cho dung cu phau thuit va dugc dinh béng dé dat dd
nham bé mit <0,4 Ra, pht silicon gitip ting hiéu suat thim nhép va giam su kéo xé md. Luc 216
cang kéo nut thit 15.43N. Strc cang kéo giam 50% sau 21 ngay, tan hoan toan sau 56 dén 70
ngdy. Déng gbi bao bén ngoai 1a mang film Polyester-Polyethyleneterephtalate, chi dugc quan
quanh khung nhya HDPE gitp gidm hiéu img nhé chi. Tiéu chuidn FDA, EC, ISO.
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Chi tan tong hop da sqi Polyglactin 910 4o bao poly (glycollde-co-l lactid 30/70) + CaSt, sb
5/0, chi dai 70 cm, kim tron 1/2 vong tron dai 17mm, 1am bing thép khong gi AISI 300 series
(304) theo tiéu chuan ASTM f899-20 cho dung cu phiu thuit va dugc danh béng dé dat do
nhdm bé mit <0,4 Ra, phu silicon gitip ting hiéu suit tham nhép va gidm su kéo xé md. Luc
cing kéo nit thit 10.04N. Sirc cing kéo gidm 40 - 50% sau 21 ngay, tan hoan toan sau 56 dén
70 ngay. Dong goi bao bén ngoai 1a mang film Polyester-Polyethyleneterephtalate, chi dugc
quén quanh khung nhua HDPE gitip gidm hiéu tmg nhé chi. Tiéu chudn FDA, EC, ISO.

Chi sgi bén tiéu chim

5/0 36

\
Cai ;

Goi 20

Dao sic. Chit liéu thép khéng gi, tiét tring bang tia Gamma. Cac s6 10, 11, 12,15, 20,’21, 22.
Céc ranh doc ludi dao twong thich véi moi loai cdn dao mé tiéu chuén fitment s6 3 vasd 4 ... do
bat ky cong ty nio san xuit. Péng g6i 1x100 c4i/hop. TC ISO 13485:2016.

11 |Lu&i dao md

San pham dugc san xuét tir 100% bong xo thién nhién, c6 d6 thim hit cao. Bong dang vién
Fi20, ddng déu vé kich thudc va trong lugng. Toc dd hut nude: Thoi gian chim < 5 gidy. Po
am: < 8%; D6 acid va do kiém: Trung tinh; Ham luong chit béo: Khong vuot qua 0.5%. Pugc
déng kin trong bao PE in day dii thong tin vé san pham. Quy cach: Géi 500g.

Pat tiéu chuin ISO 9001:2015; ISO 13485:2016; Chimng nhan dang ky FDA Hoa Ky; CE, GMP

Bong gon vién y té tiét

12

trung

Gac dugc dét tir sgi 100% cotton c6 d6 tham hut rit cao. Trong luqng 25-27 g/m2. Tay tréng
bing oxy gia, khong c6 doc t6, da dugc gijt sach. Khong chira chat giy di ung, khong c6 tinh
bdt hodc Dextrin, khdng cé xo min hoa tan trong nudc va dich phu tang. Tbc d6 hit nudec =<5
glay P ngdm nuéc >=5gr nudc/lgr gac. Chit tan trong nuoc <0.5%. Do pH: trung tinh. PJ
tring: >=80% +/- 10%. Mubi kim loai: khong qua ham lugng cho phép. Ham lugng chit béo:
khong vugt qua 0,5%. Pat tiéu chuin Dugc dién Viét Nam III. Pat tiéu chuin ISO 9001 :2015;
ISO 13485:2016; Chirng nhén ding ky FDA Hoa Ky; CE, cGMP- FDA.

13 |Gac x6
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Kich thuéc: 10cm x 10cm x 8 16p. Gac dugc dét tir sgi 100% cotton c¢6 dd tham hit rat cao.
Trong lugng 25-27 g/m2. T4y tring bing oxy gia, khoéng c6 ddc t6, da dugc giat sach. Khéng
chira chat gay di img, khong c6 tinh bdt hodc Dextrin, khong c¢6 xo mun hoa tan trong nudc va

Gac phau thuét tiét dich phu tang. Téc d6 hit nude =< 5 giay. P9 ngam nudc >=5gr nudc/1gr gac. Chit tan trong
14 |tring 10cm x 10cm x nudc <0.5%. DY pH: trung tinh. P9 trang: >=80% +/- 10%. Mubi kim loai: khong qui ham
8 l6p lugng cho phép. Ham lugng chat béo: khéng vurgt qué 0,5%. Pat tiéu chuin Dugc dién Viét

Nam III. Tiét tring bang khi EO.Gas.Pugc déng géi bing 2 16p, mét 16p bing PE, mét 16p
bing bao bi gidy c6 mau chi thi tiét tring ding trong y té. Pat tiéu chuan ISO 9001:2015; ISO
13485:2016; Ching nhin ding ky FDA Hoa Ky; CE, cGMP- FDA.

Kich thuéc: 30cm x 40cm x 8 16p. Gac dugce dét tir sgi 100% cotton cé d6 thAm hiit rat cao.
Trong lugng 25-27 g/m2. Tay tring bing oxy gia, khong cé doc td, d3 duge giit sach. Khong
chira chat gdy di ing, khong c6 tinh bt hodc Dextrin, khong cd xo miin hoa tan trong nude va

Gac PT miéng tiét dich phu tang. Toc d hit nudc =< 5 gidy. P ngdm nudc >=5 gr nudc/1gr gac. Chat tan trong
15 |tring 30cm x 40cm x 8 | nuéc <0.5%. PO pH: trung tinh. D6 tring: >=80% +/- 10%. Mudi kim loai: khong qua ham 50
6p lugng cho phép. Ham lugng chit béo: khéng vuot qua 0,5%. Pat tiéu chuan Dugc dién Viét
Nam III. Tiét tring bing khi EO.Gas.Pugc déng géi bang 2 16p, mot 16p bang PE, mot 16p
bing bao bi gidy c6 mau chi thi tiét tring ding trong y té. Pat tiéu chuin ISO 9001:2015; ISO
13485:2016; Chirng nhén ding ky FDA Hoa Ky; CE, cGMP- FDA.
San pham dang cufn kich thuéc 0.1m x 4m, dugc lam tir s¢i polyester va sgi cao su (hozc hop
, chit tuong tur). Sgi manh, mém, dan héi tt. Dung dé bing ép cAm mau hoic c¢b dinh cac khép
| y ’ ’ o .
16 finnf K. s 1S xuong, bong gén... « Bing mau trang dén trang nga, khong lan cac sgi khac va céc tap chat Cudn 300
ctg, vai mém min, cé do dan héi cao. Biang thoang mat, dé chiu. C6 méc cai bang nhdom dé cb
dinh bang.
Bing keo Iya Nén Taffeta tréng, 100 % sqi cellulose acetate danh thanh cudn, trong lugng 80
Bine dish vii Sem x +/- 3 g/m?, mau tring, dan dét 44.0 x 19.5 soi/cm. Lép keo Oxide kém khéng dung dung méi.
17 Sm —T Chat phu nén trong lugng khoi phi 50 - 60 g/m?, lyc dinh 1.8 - 5.5 N/cm. Kich thudc chi€u Cudn 120

rong (cm) + 0.15 cm, chiéu dai + 2 %/ - 0%. Medical device 92825.
Dat tiéu chuan ISO13485:2016 & EN ISO 13485:2016
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Géng tay dugc sin xuat tir nguyén liéu cao su tr nhién. Gé’mg c6 phu bit chong dinh (thémh
phan chinh 1a bt ngd bién tinh, loai c6 thé duge dich co thé hap thu dat tiéu chuin dugc dién
My "USP") Tiéu chuin ISO 9001:2015; ISO 13485:2016
a. Kich thuéc : Chiéu dai: Size 6%: 275mm+5mm; Size 7; 72 va 8: 282mm+7mm;

- Chiéu rong long ban tay: Size 6%2: 83mm+5mm; Size 7: 89mm+5mm; Size 7V%: 95mm+5mm;
- Chiéu day tdi thiéu 1 16p cho cac ¢6: min 0.15mm-+0,20mm
b. Cudng luc va ¢ gidn dai kéo dirt: Trude gia hda: 13.5N. Sau gia héa: 10.5N. - Luc kéo tdi
da tai 4§ gian dai 300% trude khi gia héa nhanh: Max2,0N. - D6 gian dirt t6i thiéu: Trudce gia
héa: 750%. Sau gia h6éa: min 600%.

c. Do kin nuéc (16 thung): Mirc kiém tra G-I, AQL 1.5
d. Trong lugng trung binh: g/d6i va dung sai £0,2g. C& 61/2:16,5g; 7,0:18,5g; 71/2: 20,5g;
8,0:23¢g
e. Luong bot bdi tron mit trong chiéc ging: 80mg+20mg

Ging tay phau thujt
tiét trung

Giang tay kham khoéng | San xuat tir cao su thién nhién, cé phu bot chong dinh, khong gay kich img da, c6 c& S va M.
bot Thuén cho ca tay trai va tay phai, dai>240mm, dat tiéu chuin ISO 13485

20 (Miiy té

21

Va1 khéng dét polypropylen cao cap
Mau xanh df‘mg déu, khéng loang ban, ko dinh tap chét.
Khong kich Urng da
2.9g —3.8g/ 1céi
Pé co gidn tot. Tiét trung bing khi EO.Gas. Dat tiéu chuin ISO 9001:2015; ISO 13485, chirng
nhan GMP

Khau trang 4 lOp bao gom Lép ngoai va 16p trong cung: lam tir 3 16p vai khong dét PP

(PolyprOpylene) chéng thim hut c6 dinh lrgng tir 30gsm tro 1én. Lép gitra 1a 1 16p vi loc khéang
Khau trang y té 4 16p khuan Meltblown Nonwoven Fabric c6 d3 loc khuin cao dén 99 9%, c6 dinh luong tir 25gsm

khong tiét tring try 1én. San pham cé hxc;u suat loc d6i véi swong dau & ché do thdi khi 30 L/min, khéng nho
hon 90%, tr& lyc hé hap khong 16m hon 9 mmH2O Khau trang : da duqc kiém dinh dat tiéu
chuan TCVN 8389-1:2010 Khiu trang y té thong thudng. Dat tiéu chudn ISO 13485:2016.

A A o Aag DO’D V!.
Thong so ky thuat tinh S
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Bom tiém sir dung mot l1an loai 1ml/cc, kim cac c@ theo ti€u chuin nha san xuit |
. Vit liéu dbc kim, ndp ddy dau kim tir nhyra PP nguyén sinh ding trong y t€, Than kim Iam tir :
o . : e SR TCI 200

22 |Bom tiém lml thép khong gi. Bom tiém dugc déng gb1 trong ta1 PE, ti€t trung bang khi E.O .

Pat tiéu chuin ISO 9001; ISO 13485; GMP-FDA; TCVN.
Bom ti€m st dung mot 1an loai Sml/cc, kim cac c¢& theo ti€u chuan nha san xuat
L Vit liéu d6c kim, ndp day dau kim tir nhua PP nguyén sinh ding trong y t€, Thin kim lam tir &
23 |Bom tiém 5 ml thép khong gi. Bom tiém dugc déng géi trong tii PE, tiét tring bang khi E.O " i
Pat tiéu chuin ISO 9001; ISO 13485; GMP-FDA; TCVN.
Bom ti€ém s dung mét 1an loai 10ml/cc, kim céc c& theo ti€u chuian nha san xuat
.. Vit liéu ddc kim, nép day diu kim tir nhura PP nguyén sinh dung trong y té, Than kim 1am tir .

24 |Bom tim ol thép khong gi. Bom tiém dugc déng goi trong tii PE, tiét tring bing khi E.O — e
Bom tiém 20ml Cai
PRKLISENN S, thép khong gi. Bom tiém dugc déng g6i trong tii PE, tiét tring bing khi E.O )
Pat tiéu chuin ISO 9001; ISO 13485; GMP-FDA; TCVN.

Pat tiéu chuan ISO 9001; ISO 13485; GMP-FDA; TCVN.
e £ Hop 100 cai. Kim sédc lam tir thép khong gi hodc trong duong; Poc kim bang nhya. Tiét tring i
2 s oo bing khi EO. Khong gy sot, khong doc té. Cai 2.000
W/

Bom ti€m st dung mot 1an loai 20ml/cc, kim cac c& theo ti€u chuan nha san xuat
Vit liéu d6c kim, nip diy diu kim tir nhya PP nguyén sinh ding trong y té, Than kim 1am tir
thép khéng gi. Bom tiém dugc d6ng goi trong tii PE, tiét tring bang khi E.O
Pat tiéu chuin ISO 9001; ISO 13485; GMP-FDA; TCVN.
Bom ti€m sir dung mot 1an loai S0ml/cc, kim céc ¢@ theo ti€u chuan nha san xuat
Vit liéu doc kim, nip diy dau kim tir nhyra PP nguyén sinh dung trong y t€, Than kim 1am tir
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- C6 d4u bao vé bang kim loai dang 16 xo gom 2 cdnh tay don bat chéo nhau
- C6 véch ngiin chong m4u trdo ngugc, sir dung nhidu lin
- D4u kim v4t 3 mit (Tao d bén téi wru)
- Cathether nhya C6 4 dwdng cidn quang ngam. vit liéu PUR
‘ - Mang ki nudc chéng mé4u tran ra khi thiét 1ap dudng truyén
Kim ludn fiah ki o5 | * Kim luén c6 canh, khong cira, téc d¢ chay 22ml/phit, téc d6 khi bom ap luc cao 1én tdi 2,5- e

28 Sml/s

- Duong kinh va d¢ dai catheter: 0.7mm x 19mm
- C6 ching nhén EN ISO 13485:2016
- Chirng nhén EC
-ISO 10555
- Baing sang ché : 1-0016123 (Cuc S& hiru tri tué Viét Nam)

canh, cO ctra

- > nhian 510k cua FDA
G25 - G27; Pau kim véi thiét ké dau vat sic 3 mjt vat, sac bén. Thiét ké chudi kim cai tién giip

kiém soé4t qua trinh choc do gy té tity sdng tot hon: Chudi kim trong subt, thiét ké lang kinh
pha 1€ phan quang, gitip phat hién nhanh va dé dang dich ndo
tu

Kim céc c&: 0.3x25mm; 0.3x30mm; 0.3x40mm; 0.3x50mm; 0.3x60mm. Than kim lam bang
thép y té khong gi cao cép, kim thing, tron, déo, khong c6 dd nham bé mit, miii kim duge tyr
dong danh bong bing may, sic bén, khong giy dau.
- Tay cAm kim dugc cudn bang thép khong gi y té cao cip, lién két giira than kim va dau kim Ci 60.000
dugc cb dinh chic chin, déc kim tron déu va sat nhau, khong sic canh va mau ddng déu.

29 |Kim choc do tity séng

30 |Kim chim ciu cac sb

- Kim dugc déng géi vo trung, ding mot lan.
- Pat tiéu chuan chit lugng I1SO, CE

Thﬁpg 400 bd.Tiét trung bing khi EO. Day dai 175c¢m, dk 3,8-4,1mm, nguyén liéu PVC y té
cao cap chong vin xodn. Kim 21G sic, Iml = 20 giot. Bau dém giot thé tich 10ml/Scm, c¢6 phin
loc, c6 cira thoat khi. Béng cao su dan hdi tot khong bi chay dich khi tiém.

Day ga rd cao su Puoc lam bang cao su tir nhién kich thudc 6-7cmx100cm
B g

7

Day truyén dich

3 (U8 .
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Tén hang hoa Théng s6 k¥ thuat

Khéa 3 dudng phi hgp v6i cic yéu cdu can thiét cia cac tiéu chuidn MDD 93/42/EEC va ISO
9001.C6 2 16 thong trong va 1 15 thong ngoai. C6 van bam khi dirmg chinh x4c tai mdi vj tri dé
dim bao 4o chinh x4c.Quay 360 d6.C6 nip, cb vd va khoda xoay. Khi nén: 1én téi 0.6kgf/ 15 gidy
Khi hydro tinh: 1€n té1 1.5kgf/5 phut
Khéi Iugng khoang khéng chét: <0.1ml
M6 men xodn: <0.15N.m. Ty 1¢ dong chay: >198ml/min. Tiét tring, khong giy s6t. Pat TC ISO
13485:2016, TC EC.

Khoa ba chac c6 day
noi

33 Cai 100

Dugc lam tir nhya PVC cao cap, véi bong c6 dung lugng cao dd nén thap, béng 141, van c6 dau
bom cho khoa luer, diu néi tiéu chuin 15mm, dudng mo tia X chay doc chiéu dai éng. Cé céc
cd: tir 2.5 — 8.0. Pat TC ISO 13485:2016 , TC EC.
Sonde da day gobm b phan dau n61 hinh phéu va 6ng day nhya mém dai 125 cm. Pau ddy mém
va tron, c6 4 16 khong ddi ximg dé ting luu lugng din luvu. Trén thin dng c6é danh dau chia vach
d45cm, 55cm, 65cm va 75cm. Ong ndi hinh phéu dugc 1am tir nguyén liéu nhura co gidn dugrc,
chdng vin xoin, khép véi xilanh ding dé thut rira hoZic hut dich. C6 nip diy chéng nhiém vio
dudmng 6ng. Cac s6 tir 8-18 Fr. Pong gbi 1x300 cai/thung. P tiét tring. Tiéu chuin ISO
13485:2016 , CE.
Chat li€u cao su tir nhi€n phu silicon. C6 cac ¢ 12-26Fr/ch. Chiéu dai 390+ 10mm. The t ich
béng chén: 30cc. Péng gbi 10 cai/hdp. Cé que thong nong. Cé chat siéu bdi tron gitip giam
dau va kich tmng niéu dao cho Bénh nhin. Van mém. TC ISO 13485:2016

Chat liéu PVC y té cao ce’i, dau nd1 cb the di€u khién bang ngén tay. Ong nhya mém dai 50 cm,
dau cudi 6ng tron nhén c6 2 15 khong ddi xing dé ting hiéu qua may huat. Cac sb khac nhau c6
mau co noi khac nhau tir 5Fr - 18Fr. Thiét ké dau ndi sao cho c6 hay khéng cé diéu khién bing

Sonde polay
ngén tay van hat dugc. P tiét tring. Péng géi 1x600 cai/thung. Tiéu chuin ISO 13485:2016,

Ong hut nhét
CE.

Bé.ng b6 bét kich K'lch Ehuéc 15 cm x3.65m. Thanh phan: B§ thach c.:ac?, Bt lién gac, 101 nhyra, V.O la giay bac' -

Ca 50

Ong dit noi khi quan

Cai 30

Cai 50

50

§ : 0 0 - A Afe _ A A A ~
thuoc T, g chdéng am, gac:100% cotton. D§ tinh klllllrt cacl)é(’l)‘hlérgl4g81§n dong két: 2 - 4'. Pat tiéu chuan chat
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Tén hang héa Théng so k§ thuit
tinh Iwone

AL 1g Kich thu'éc 15 cm x 4,6m. Thanh phan: B thach cao, B4t lién gac, 15i nhya, v6 1a glay bac
Béang b6 bot kich
hitotl5 e x-4E60cH chong Am, gac:100% cotton. D§ tinh khiét cao. Thoi gian dong két: 2 - 4. Pat tiéu chuin chit Cudn 1.080

luong ISO 13485
Kich thuéc 10cm x 2,7m. Thanh phan 100% 14 s¢i tir nhién (cotton) , tao cam gi4c dé chiu, an
1 Cudn | 200

toan d6i véi viing xuong duge c6 dinh, d& dang khi thao bot. Pat tiéu chuin chit lugng ISO
'

13485
Dung dich sat khuan Ethanol 80%, Isopropanol 7.2%, Chlorhexidine gluconat 0.5%, chat bao vé, dudng da va

Kich thu¢cl5cm x 2,7m. Thanh phan 100% 14 s¢i tu nhién (cotton) , tao cam giac dé chiu, an
tay nhanh 500ml huong li€u; Chuyén sir dung d€ khir khuan tay trong y t€ va gia dung. Cha1
Mintic vkt Dung dich chira 4%w/w Chlorhexidine gluconate, Sodium lauryl ether sunphate, Sodium lauryl
. . 4 Benzene Sulfonate, Coconut fatty acid, Diethanol Amide; Cocamido propyl betain, chat bao vé, | Chai

Bong 16t b6 bot kich
thudc 10 cm x 270cm

Bong 16t bot
15cmx2,7m

13485
Tai PVC, thé tich 2000ml c6 chia vach, v6 trung. Dam béo kin khong ro ri. Van kéo day. Kich
thude tii: chiéu dai 248 + Smm, chiéu rong 175mm= 5mm, day 2 16p > 0.22mm. Kich thuéc

ong ddy: dai 900 + 20mm, dudng kinh ngoai 6 + 0.5mm, dudng kinh trong >3.5mm. C4c méi
ndi chiu dugc luc 40N trong 15s tinh. C6 van chéng trao ngugc. Dat TC ISO 13485:2016, EC

Tui dung nudc tiéu

Dung dich chira 1% w/w Chlorhexidine gluconate, Sodium lauryl ether sunphate, Sodium lauryl
Benzene Sulfonate, Coconut fatty acid, Diethanol Amide; Cocamido propyl betain, chit bao Vé,
dudng da, huong liéu.

Dung dich rira tay
thuong quy 500ml

toan doi v6i viing xuong dugc ¢ dinh, d& dang khi théo bot. Pat tiéu chuin chét lugng ISO
Microshield 4%/500ml

* A

dudng da, huong liéu.

Chit liéu mén’g Nylon ‘I~(ich thuée: 100 x 130cm Mau sic déng déu, c6 do trong,bong bé mit,
c6 do clrng nhat dinh, dé gap nép. Khong dinh bui ban, tap chat, ko rch thing, ko kich img da.
s iilon 1ncl 3 | TrQr.1g lu:qmg (g/cai): 34’g.— 35g/m2 (:!f ] g? T.l?t tr‘t‘mg bf’mg‘khi EO..Gas ; Cii 200
- Dong go1: 1 cai/ gbi. Pugc déng goi trong bao bi gidy tiét tring c6 mau chi thj dung trong y té

- Dat tiéu chuan ISO 9001:2015; ISO 13485:2016; Chirmg nhan CE Chau Au; Thyc hanh san
xuat t6t GMP
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47 |Gen siéu am 51

Hop dung vit sic nhon

Vong deo tay bénh

49

50

S

52

nhan

Tui dung rac thai

Chi thi nhiét

Que thir nuére tiéu
Multistix 10SG

Gel sir dung trong siéu 4m, mau xanh hoic mau tring trong (khéng mau), phu hop véi tan so6
siéu 4m dang sir dung, Khong c6 formaldehyde, V6 khuin, khong phét hién vi khuan
Staphyloccus, Pseudomonas aeruginosa, Tong s6 vi sinh vat hiéu khi <100 CFU/g, tong s nam
<10 CFU/g. Khéng giy man cam hoc rat da, gel trong, tan hoan toan trong nuéc, d6 PH trong

Chat li¢u PVC. C6 cdc mau: xanh, hong. C6 chd ghi thong tin bénh nhan. Cé duc 16 (12,14,16) .
Co cac ¢ 16in, 10in, 11in, 12in. Cé loai ding cho tré so sinh, ngudi 16n hoic me va con. Péng
o001 100 cai/hdp hodc 50 cap/hop. Pat TC ISO 13485:2016, EC.

Chat li¢u: nhya HDPE, nhya PE. Mau sic: xanh,vang, den. Kich thudc: > 40cm x 60cm, ¢

- Céc chi s6 do: Gluscose, Bilirubin, Ketone, pH, Blood, Protein, Nitrite, Urobilinogen,

N4

thy

khoang 6.5-7.5.
Pat tiéu chuin ISO 13485.

day rat budc

cuon/thung

Leukocyte, SG.

- Dai do cta céc chi sb:
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

10

.A r r' 4 .'
miéng dan (ID band) co tac dung kich hoat kié

Hop y té dung vit sac nhon du'qc san xuat bang Chat liéu: Giay Duplex khang thung. Mau sac:
Mau Vang Y té€. Kich thuéc: 150 x 120 x 270mm. Dung tich:5L

Dap tng ti€u chuan ISO 9001, ISO,11140-1; Thong so6 "dat" kh1 chi thi chuyén sang mau nau
den véi nhiét do 121+ 30C trong thoi gian 3 - 10 phit hoic nhiét d§ 134+ 30C trong thoi gian
30 gidy - 2 phut; Luc dinh: 8 N/25mm; Khong chira chi; Kich c¢&: 19mm x 5S0m; QCDG: 48

Hop 2

P\'\ i,
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Tén hang héa ' ~ Thong s6 ky thuit

* Lo nhya PS trang trong, c6 nhin mau tring, ndp mau (46, tring....), dung tich 55ml.
* Kich thuéc : chiéu cao 60mm, dudng kinh 35mm.
* Sir dung nhya y té trung tinh, tinh khiét 100% khong phan ng véi héa chét, bénh phidm bén
trong.
* Pat tiéu chuin ISO 13485:2016

Céc dung nuéc tiéu

nghiém sinh héa déc biét 1a NH3 va dinh luwgng Alcool trong mau.
* Pat tiéu chudn ISO 13485:2016

* Ong nghiém nhya PP, kich thuéc 13x75mm , dung tich t6i da 6ml + 0.1ml, nap nhya LDPE
xanh duorng
* Héa chit bén trong 13 EDTA K2 hodc K3 véi nong do tiéu chuan dé giir cac té bio trong mau
nhét 1a tiéu c4u luén & trang thai tich roi tdi da tir 6 - 8 g10.
* Diing trong xét nghiém huyét hoc (cong thirc mau va xét nghiém HbAlc..).
* Hoa chat bén trong dung khang déng cho 1ml hodc 2ml méu véi vach lay miu 1ml hoic 2ml
Ong nghiém EDTA trén nhan 608-
* Chiu dugc luc quay ly tdm gia toc 3.000 vong/phit trong thoi gian tir 5 phut (c6 phiéu kiém
nghiém x4c nhén cua don vi kiém ching).
* Pat tiéu chuan ISO 13485:2016.
* Phén loai A, c6 phiéu tiép nhén ciia S§ Y té , c6 phiéu tiép nhan du diéu kién san xuét
TIBYT
* Phan nh6ém 5 ( theo TT14/2020/TT-BYT

11

* Ong nghiém nhya PP, kich thuéc 13x75mm, dung tich t6i da 6ml + 0.1ml ,ndp nhya LDPE
mau den.
* Bén trong 12 chét khang dong Heparin Lithium, Chju dugc luc quay ly tim gia tdc 3.000
vong/phiit trong thdi gian 5 phit (c6 phiéu kiém nghiém x4c nhén ciia don vi kiém chimg).
4 |Ong nghiém Heparin | * Héa chat bén trong dung khéng déng cho 1ml hogic 2ml mau véi vach ldy miu 1ml ho#ic 2ml 300
trén nhan ong.
* Dung xét nghiém Ion d6 Na+, K+, Ca2+, Cl-... trir Li+. Ngoai ra con str dung cho céac xét

Do'n
tmh

300
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-
Phim XQ 35x35cm La loai phim uét, kich thudc 35x35cm, c6 d§ nhay cao, chup nét, chinh xac, ISO 13485,CE Hop -
Phim XQ 30 x 40cm La loai phim udt, kich thudc 30x40cm, c6 d§ nhay cao, chup nét, chinh xac, ISO 13485,CE Hop -

Tén hang héa Thong so6 ky thuat

Test phat hxe;n dinh tinh tAt ca cic khang thé dic hiéu véi HIV-1 bao gom nhém phyu O va HIV-
2 trong mau huyét thanh, huyet turong hodic méau toan phﬁn mao mach va tinh mach ngudi.
- P$ nhay: 99.78% v6i mau huyét trong, 99.84% v6i mau huyét thanh, 99.01% v6i mau mau
toan phén tinh mach 100% véi mau méu toan phan mao mach
- Bg dic hleu 100% vé6i miu huyét trong va méu toan phén, 99.92% véi mau huyét thanh.
Thanh phan chinh: Vach thir T1: protein tai to hgp gp41 cia HIV-1, gp41 cia HIV-1 phén
56 |Test thu HIV nhém O; Vach thir T2: gp36 ciia HIV-2; Vach chimg: khing thé don dong khang IgY ga; Pém
li€én hop: cong hop gp41 cia HIV-1 keo vang/gp41 cia HIV-1 phin nhém O keo vang; gp36
cua HIV-2 keo vang,
‘ Bao quan: 2-400C
Nam trong danh sich WHO PQ. Gi6i han phat hién: Khéng thé khang HIV-1:11.88 (S/CO) &
d6 pha loang 27-12 , khang thé khang HIV-2:102.6 S/CO & % pha lodng 2”-10, khang thé
khidng HIV-1 nhém phu O: 154.5S/CO & @9 pha loang 2°-7

Phit hién dinh tinh khang nguyén bé mit cta vi rit viém gan B (HBsAg) c¢6 mit trong huyét
thanh, huyét trong hoiic méau toan phan. - Do nhay tuong d6i: 100%, Po dic hiéu tuong doi:

Test thr HBsAg Test

100%, @9 chinh xac 100% so v&i CLIA - Gigi han phat hi¢n: phat hién dugc HBsAg chung
ADR va chiing AYW tir nong d6 0.01562 pg/ml, va chiing ADW tir nong 6 0.03125 pg/ml

8 |Phim XQ 24x30cm La loai phim uét, kich thudc 24 x30cm, ¢6 dd nhay cao, chup nét, chinh xac,ISO 13485

N

Thudc rira phim AT e v .
. 5
Xquang (hién hinh + Nudc rira phim hién ham hinh. 1 b§ gobm 1 hién + 1 ham

ham hinh

Chét 16ng cb dic dugc déng trong chai nhira va pha theo hudng dén sir dung clia nha san xuat.
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La céc thubc thir c6 sin din xuit tir viéc nubi ciy té bao chudt lai.
- Anti-A khéng thé don dong d4n xuit tir té bao dong lai (CCS) A500100 1,0ml. ISO-13485
62 |Bo dinh nhém m4u - Anti-AB khéng thé don dong din xuét tir té bao dong lai (CCS) A-5E10; B-2D7 1,0ml. ISO- 1
13485
-Anti-B khang thé don dong din xuét tir té bao dong lai (CCS) B501100 1,0ml. ISO-13485

ol Tong so khodn: 62 khodn m_
N 3
| VA ; ﬁ/
NANG

13
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(Phu luc 2)

Tén Cang ty: © 0 000000000000000000000000000000000000000000OGS I
BAO GIA HANG HOA
| | Pon vi tinh: VNP
STT Hing sin o "
Tén hang héa (theo | Tén thuwong mai xuit muc du cich| P on gi
(theo g hoa ( - g.. ; Nwbe sin PRI Jomyeke ﬁf,l b | S81wgng | (43 c6 VAT |Ghi cha
Phu luc 1) cuii va cac phi)

Nha thau dién day du thong tln va gui cac gidy to lién quan (neu cd) tai cac cit

Gia chao l1a don gié da bao gom da bao gorn thué, phi, 1¢ phi (neu c6), chi phi van chuyen ..va cdc loai chi phi khéc lién quan
B0 £18.¢0 Ien Iue: ..o

Dai dién hop phap cia Cong ty
(KY, ghi rd chirc danh, ho tén va déng diu)
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