Phin 2. YEU CAU VE KY THUAT

Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k§ thuét

1.1. Gi6i thiéu chung vé du toian mua siam, géi thau:

- Chu dau tu: Bénh vién da khoa My btic

- Tén ké hoach lya chon nha thau: Mua sim vt tu y té, hoa chét xét nghiém, test
thtr, sinh phém nam 2026 cua Bénh vién da khoa My Dtic

- Tén goi thau: Goi thau sb 01: Vat tu y té

- Tém tat cong viée chinh cta goi thiu: Gom 10 phan, cu thé:

STT | Mai phin/1o Tén phan/ld tl‘?lilz ;‘(’)“(c‘f;‘]l;)
1 | PP2600001120 |Phan 1: Bang, gac, vat li¢u cam mau, diéu trj vét thuong 519.070.000
2 | PP2600001121 |Phan 2: Bong, dung dich sat khuan, dung dich rira vét thuong 507.758.500
3 | PP2600001122 | Phén 3: Cac loai bom, kim tiém 1.546.813.400
4 PP2600001123 P{l?m 4: Day truyén, day dan, éng thong, dan luu, chac néi, 1.061.837.400

gang tay
5 | PP2600001124 |Phan 5: Vit tu y té sir dung trong chén doan, diéu tri khac 216.421.000
6 | PP2600001125 | Phén 6: Chi khau 558.605.280
7 | PP2600001126 |Phan 7: Vat tu dung trong xét nghiém, chan doan hinh dnh 1.440.662.000
8 PP2600001127 |Phéan 8: Vit tu, y cu dung trong phuc hdi chire nang 332.970.000
9 | PP2600001128 | Phan 9: Vat tu, thiét biy cu 745.177.320
10 | PP2600001129 |Phan 10: Vat tu ngoai khoa 3.417.992.150

- Gia go6i thau: 10.347.307.050 VND

- Ngudn vén: Ngudn kinh phi ty chu cta don vi

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

- Thoi gian bit dau t6 chirc lra chon nha thau: Quy 1/2026

- Hinh thirc lira chon nha thau: D4u thau rong rai trong nudc qua mang

- Phuong thtrc lya chon nha thau: Mot giai doan, mdt tui hd so

- Loai hop ddng: Theo don gia ¢b dinh

- Thoi gian thuc hién g6i thau: 365 ngay

- Ty chon mua thém: Khong vuot qua 30% sd luong

1.2. Yéu ciu vé k¥ thuat
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1.2.1. Yéu ciu vé k¥ thuit chung
- Hang hoa méi 100%, nguyén dai nguyén kién, khong bi v, hong, bién dang hoic
c6 bat loi trong qua trinh st dung, dugc bao quan, van chuyén theo dung tiéu chuan ctia nha
san xuét va duoc phép luu hanh theo quy dinh phép luat hién hanh, c6 xuét x& rd rang, hop
phap.
- Han str dung hang hoa (Theo céng bé ciia nha san xudt):
+ Téi thiéu 06 thang ddi v6i hang hoa c6 han dung tir 02 ndm trd [én
+ Téi thiéu 03 thang ddi v6i hang hoa c6 han dung tir 01 dén 02 nam
+ Téi thiéu ' han dung ddi v6i hang hoa c6 han dung dudi 01 nim
+ Dbi voi hang hoa khong c6 han str dung phai san xuat tir nim 2024 trd vé sau.

- Hang hoa c6 thé co quy cach dong goi khac so v6i yéu cau ciia E-HSMT nhung dam
bao téng khéi luong hang héa bang hodc 16n hon so véi khdi lwong yéu cau va dap tmg véi
cac yéu cau k¥ thuat, 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 ctia 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:

- E-HSDT c6 gidy phép ban hang, gidy iy quyén ban hang ciia nha san xuat hoic clia
dai 1y phan phéi hodc gidy chirng nhin quan hé dbi tac hodc gidy cam két hd tro ki thuat,
bao hanh cta nha san xudt hodc cta dai Iy phan phdi hodc tai liéu khac c6 gid tri twong
duong, cu thé:

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

+ Thiét bi y té nhap khau: Ban da dugc hop phap hoa lanh sy hodc ban sao co
chung thyc ctuia ban da dugc hop phép hoa lanh su.

- Ho so cong bd du diéu kién mua ban thiét bi y té hodc Ho so cong bd du diéu kién
san xudt thiét bi y té chirmg minh nha thau dap tng yéu cau du diéu kién mua ban/san xuat
thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021.

- Ban phén loai thiét bi y té.
- S Iuu hanh cua thiét bi y té:

+ 86 cong b tiéu chudn ap dung ddi véi thiét bi y té thudc loai A, B;

+ 86 gidy chimg nhan diang ky lwu hanh dbi voi thiét b y té thudc loai C, D.
1.2.3. Yéu cau vé ky thuit chi tiét:

- E-HSDT c6 Bang so sanh dap Gmg yéu cau k thé hién cu thé cac thong sb k¥ thuat
ctia hang héa chao thau so voi yéu cau ky thuat va tai liéu chirg minh sy phit hop cua cac
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thong s ki thuat dd chao do, co thé 13: hd so, gidy td, ban v&, catalogue, tai lidu k¥ thuat
ching nhan vé dic tinh, thong s6 ky thuat tiéu chuan chat luong... thé hién cu thé, chi tiét
cac thong sb ky thuat cua hang hoa chao thau dap tng yéu cau k¥ thuat sau day (Truong
hop tai liéu chirg minh la cdc tai 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

Yéu ciu k§ thuit tbi thiéu

STT | t Danh hang hé ach 3 z .
L8 Al mue hing hod Quy cdc (Nha thiu ¢6 thé chio twong dwong hodc 6t hon)
phan/16
I |PP2600001120: Phén 1: Bang, gac, vat liéu cAm mau, diéu trj vét thuwong

1.1

Béng dinh lya Scm x 5m

Hop 1 cudn

Thanh phan t5i thidu: Vai lya Taffeta tréng, sgi cellulose acetate ( 100%)

- Keo hdn hop tdi thiéu gém: Zinc oxide, Zinc dibutyl dithiocarbamate, SIS copolymer, Lanolin stellux AIPF,
Titanium dioxide, Styrenic Block Copolymers, diu khoang tréing+ Ester pentaerythritol nhya thong.

- Kich thude Sem x Sm

- Pat tiéu chuan CE - EU, CFS hoic twong dwong

1.2

Béng gac Sem x 2,5m

20 cudn/ goi

Dét tir soi 100% cotton c6 do thim hut cao, khong ¢ doc td, khong chira chét gay di g, khong c6 tinh bot hodc
Dextrin, khong c6 xo mun hoa tan trong nude va dich phu tang. Téc d6 hit nude < 5 gidy.
Do ngdm nudce > Sgr nude/lgr gac.

Chat tan trong nudc <0.5%.

D6 pH: trung tinh.

D6 trang: > 80% +/- 10%.

Mubi kim loai: khong qua ham lugng cho phép.

Ham lugng chét béo: khong vuot qua 0,5%.

Puoc dong goi bang 2 16p, mot 16p bang PE, mot 16p bang gidy.

Kich thudc: S5cm x 2,5m

- Pat tiéu chuan ISO 9001:2015; ISO 13485:2016; FDA; CE hoic tuong duong

1.3

Béang bt b6 7,5cm x 2,7m

12 cudn/thi.

Lam béng soi vai cotton va thach cao voi mat do soi vai theo chiéu doc la: 9 soi/ cm, chiéu ngang la 6 sgi/cm.
Mau: tring. Tiét tring.

Thoi gian dong ciing cta hang hoa > 2 phut va <15 phut.

Kich thuéc: Chiéu rong: 7,5cm.

Chiéu dai: 2.7m.

Pat tiéu chuin ISO 13485:2016 hoic twong duong.

1.4

Bong 16t b6 bot 10 cm x 2,7m

TaGi 5 cuén

Thanh phan 100% polyeste, mau tring khong xi1, khong tham nude.
Kich thude 10cmx 2,7m.
Dat tiéu chuin ISO 13485:2016 hodc twong duwong.

1.5

Botbo 15cm x 2,7m

G61 12 cudn,
thung 120
cudn

Lam béng soi vai cotton va thach cao voi mat do soi vai theo chiéu doc la: 9 soi/ cm, chiéu ngang la 6 sgi/cm.
Mau tring. Tiét trang.
Thoi gian dong cig ctia hang hoa > 2 phit va <15 phut
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Chiéu rong: 15cm.
Chiéu dai: 2.7m.
Dat tiéu chuin ISO 13485:2016 hodc twong duwong.

1.6

Botbo 10 cmx 2.7 m

G61 12 cudn,
thung 120
cuon

Lam béng soi vai cotton va thach cao voi mat do soi vai theo chiéu doc la: 9 soi/ cm, chiéu ngang la 6 sgi/cm.
Mau: tring. Tiét tring.

Thoi gian dong cig ctia hang hoa > 2 phit va <15 phut

Kich thudc: Chiéu rong: 10cm. Chiéu dai: 2.7m.

Pat tiéu chuan ISO 13485:2016 hoic twong duong.

1.7

Gac than nhan tao

30 miéng/ goi

Kich thudc: 3,5¢cm x 4,5¢cm x 80 16p.

Dét tir soi 100% cotton c6 dd thdm hat cao.

Trong lugng 25-27 g/m?,

Tay tring bang oxy gia, khong c6 doc t6.

Khong chira chat gay di tmg, khong co tinh bot hodc Dextrin, khong c¢6 xo mun hoa tan trong nude va dich phi
tang.

Téc do hit nude < 5 gidy.

b6 ngém nudce: 12,3gr nude/1gr gac.

Chit tan trong nuéc: 0,105%.

Do am: 4,62%.

Tro sulfate: 0,05%

D6 pH: trung tinh.

Mubi kim loai: khong phat hién.

Ham lugng chit béo: 0,032%.

Do tring: 84.3%.

Tiét trang bang khi EO.Gas hoic tuong duong.

Dong gbi bang 2 16p, mot 16p bang PE, mot 16p biang bao bi gidy co mau chi thi tiét tring ding trong y té.
Pat tiéu chuén ISO 9001 :2015; ISO 13485:2016; FDA; CE hoac tuong duong

1.8

Gac hat

1000 mét/
kién

Dét tir sgi 100% cotton c6 d0 thAm hut cao.

Khé > 0,75m, <0,8, chi c6 sgi bong, 100% cotton, khdng c6 soi khac.
Mdi cm? ¢6 10 soi doc, 8 soi ngang.

Gioi han tap chét : Clorid < 0,01%; Sulfat : < 0,02%; Calci < 0,06%;
Tro: khong qua 0,3%

Chét béo va chit nhya hoa tan trong ether < 0,3%

Giam khéi lwong do siy kho < 8,5%
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Pat tiéu chuén I1SO 13485; FDA; CE hoac tuong duong

Lam tir vai khong dét tham hat nhanh.

Vai dang ludi co 1, chét liéu mém min, c6 mau tre“ing déng nhét.

« Khong muii, khong c6 bui ban, so soi la, khong dinh tap chat. Khong c6 doc t6, khong chira chat gy di ung,
khong c6 tinh bot hodc Dextrin, khong c6 xo mun hoa tan trong nude va dich phu tang.

« Téc d6 hut nude < 5 gidy. DO ngdm nude > Sgr nude/lgr gac.

« P9 4m: 5-6.5%. Ham lugng chét béo: khong vuot qua 0,5%

9 1.9 Gac phau thuat khong dét 10 miéng/ goi | D6 pH: trung tinh. Do tring: >=80% +/- 10%,
« Mudi kim loai: khong qua ham lwong cho phép.
* Kich thude: 7,5cm x 7,5¢cm x 6 16p vo trung,
« Pong goi bang 2 16p, mot 16p bang PE, mot 16p bang bao bi gidy c6 mau chi thi tiét tring ding trong y té.
« Tiét trang bang khi EO.Gas hoic tuong duong.
Pat tiéu chuén ISO 9001 :2015; ISO 13485:2016;1SO 11135:2014; FDA; CE hoac tuong duong
Soi vai dan héi, viscose 70%, polyamide 30%, do bén kéo 14.5kg/12mm + 500g. Phu keo Acrylic 140mg khong
100 miéng/ chita latex, ¢ dinh 520g/12mm + 30g an toan cho moi loai da. Gac 20mm x 10mm thdm hat tot, mém, c¢6 16p
10 1.10 |Bang keo ca nhan hop méng PE (po!yethylene) khoéng dinh vao vét thuong. Tam benzalkonium chloride c6 hiéu qué khur trung va diét
’ khuan. C6 kiém tra vi sinh.
Pat tiéu chuan ISO 13485, FDA, CFS hoic twrong dwong
Chét liéu PVC (Polyvinyl clorua) mau da hinh tron, d6 bén kéo 2.0kg/12mm = 50g. Phu keo Acrylic 30mg khong
’ 100 mi éng y chtra latex, d6 dinh §20g/ 121¥1m i‘ 30g an toan cho moi loai da. ’ 7
11 1.11  |Miéng dan tron hop Gac 9mm x 9mm tham hut tot, mém, co6 16p mang PE (polyethylen?) khong fiinh vao vét thuong, tam
i benzalkonium chloride 0.034mg c6 hié¢u qua khtr trung va diét khuan. Co6 kiém tra vi sinh.
Dat tiéu chuan ISO 13485, FDA, CFS hoic tuong duong
II |PP2600001121: Phin 2: Bong, dung dich sit khuén, dung dich rira vét thwong
Thanh phan t5i thiéu: 80%w/v Ethanol + 7.2% w/v Isopropanol + 0.5% w/v Chlorhexidine gluconate, chat bao
v¢, dudng da, huong ligu.
12 2.1 Dung dich rira tay nhanh Chai 1000ml | Co tac dung diét 99,99% cac vi sinh vat dugc thur nghiém gém S.aureus, P. acruginosa, Shigella, M.tubeculosis,
Bacillus subtilis va nim C. albicans sau 30 gidy tiép xuc.
Pat tiéu chuin ISO 13485 hoic twong duong
Thanh phan t5i thidu: Sodium lauryl ether sunphate, Coconut fatty acid, Diethanol Amide; Cocamido propyl
13 2.2 Dung dich xa phong Chai 500ml | betain, chét bao quan, dudng da, huong li¢u.

Loai bo hau hét cac vi sinh vét giy bénh sau 30 gidy tiép xtic.
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Pat tiéu chuin ISO 13485 hoic twong duong

Lam tir 100% bong tu nhién.

Bong trang, khong muii, khong 1an tap chit, khong doc t6 va khong khong gay di ung.
Téc do hit nude < 5 gidy.

D6 acid va d6 kiém: Trung tinh.

14 2. Bong thi ¢ Ti 1 k .
3 |Bong tham nuge X8 Ham luong chét béo < 0.5%.
Céc chat tan trong nudc < 0.5%.
Do am 8% + 0.5%.
Pat tiéu chuan ISO 13485 hoic twong duong
Séan xuét tir 100% bong xo thién nhién, c6 do thdm hat cao
Bong duoc cat thanh miéng nho kich thude 2cm x 2cm dong déu vé kich thude va trong luong.
Téc @6 hit nude: Thoi gian chim < 5 gidy.
. Do am: < 8%
1 24 |Bb at 2x2 Oi ; - 5
> ong cat =x GO1 500gram | b cid va o kidm: Trung tinh
Ham lugng chit béo: Khong vuot qué 0.5%.
Dong kin trong bao PE in ddy dii thong tin vé san pham.
Pat tiéu chuén ISO 9001 :2015; ISO 13485:2016 hoac twong duong
100 ai)/ 3 . . .

16 2.5 Tam bong q;zi(cal) Que nhya, Pau que dugc quan bong chac chan.

17 2.6 |Con70dd Can 301lit |Cdn 70 do.

18 2.7 |Con96 dd Can 301lit |Cdn 96 do.
- Thanh phén t6i thiéu: Glutaraldehyde 2%, ti dugc va nudc tinh khiét vira da. PH 5-7
- Diét duoc tht ca céc loai vi khuén gram am, gram duong, cc loai vi sinh vat Staphylococcus aureus,
Mycobacterium bovis, Salmonella choleraesuits, Pseudomonas aeruginosa,... cac loai virut c6 vd boc va khong

19 )3 Dung dich khir khuén dung cu Can 5 lit ¢6 vo boc (HIV-1, Coronavirus, Cytomegalovirus, Herpes simplex Type 1,2, Influenza Virus, Poliovirus Type 1,

) Glutaraldehyde 2% Vaccinia, Rhinovirus Type 42, Coxsackievirus Type B-3, Adenovirus Type 2...). Diét dugc cac loai ndm, bao tir.

- Dung dich pha sin khong can hoat hoa hodc pha loang trudc khi sir dung. Ngam khir khudn 5 pht, tai sir dung
> 28 ngay, dung dich str dung dugc > 75 ngay sau khi mé nip. C6 que thir kém theo.
- Pat tiéu chuan ISO 13485:2016, ISO 9001:2015 hodc tuong duong

20 5o |Dung dichkhi khuén muc do Can3.gly |- Thanh phan i thiéu: Ortho-phthalaldehyde 0,60%, c thé tai xi Iy thii cong 1én dén 30 ngay.

cao

- Hiéu qua diét khuan, diét nam, diét virus, diét truc khudn lao < 05 phut.
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- Khéng chira chét hoat dong bé mat

- Tuong thich cac vat liéu nhu: kim loai, nhwa, chat dan hdi, chit keo dinh
- C6 que thtr kém theo

- Pat tiéu chuidn FDA hoéc CE hodc trong duong

- Xuat xi: G7

Dung dich nuéc muoi rira vét

Thanh phan t5i thiéu: NaCl 0,9%.

21 2.10 500ml/ chai . :
thuong v chat Pat tiéu chuan: ISO 9001 hoic twong duong
Thanh phan t5i thidu: Dung dich tay rira dung cu enzyme: Protease Subtilisin 5.0%, Lipase 0.2%, Amylase
Dune dich tiv rita hoat tinh 0.15%, Mannanase 0.05%, Cellulase 0.05%, Ta dugc: Sodium borate, Sodium hydrogen phosphate,
22 2.11 £d Y ’ Chai 1 1it | Benzotriazole, Fatty alcohol alkoxylate, C9-11 Ethoxylate , EDTA, Acid citric, Triethanolamine , Huong li€u va
enzyme protease 0,5% o X
nudc tinh khiét.
Pat tiéu chuan ISO 13485:2016, ISO 9001:2015 hoic twong duong
. . Bo6t Chloramin B chira Natri N-chlorobenzensulfonamide, clor hoat tinh 25% w/w.
23 | 212 |Cloramin B Tailke | b ¢ tieu chuin ISO 13485:2016 hoge twong duong
Thanh phan tdi thiéu: Axit Nitric (1— ~5%); axit Phosphoric (15— ~30%), chat hoat dong bé mat
Néng d6 sur dung: 10-20% voi lam sach tha cong va 5-20% voi lam sach ty dong; néng d6 ngam thy dong hoa:
24 2.13 | Dung dich tay gi sét Chai 11it (2%
pH cua dung dich 1% trong nuéc: 2.2-2.3
Pat tiéu chuin ISO 13485:2016 hodc twong duwong
III |PP2600001122: Phin 3: CAc loai bom, kim tiém
Bom tiém nhwa lién kim, 1ml, ¢& kim 25G, 26G
)5 31 Bom tiém 1ml Hop 100 '(;al Vé xyla’nh 1a1:n. bing n}.n;ra ?P, th?n l‘qm bangAtheI‘) khong gi, khong bi oxy hoa.
x 42h/ kién |Pugc dong gobi riéng biét tig cai va duogc ti¢t trung
Dat tiéu chuin ISO 13485:2016 hodc twong duwong.
i . Hop 100 cai x | Bom tiém chuyén dung dé tiém Insulin. Pugc dong goi riéng biét timg ci va dugc tiét tring
2 2 Bom tiém Insulin 1ml .
61 3 ot trem st tm 30h/kién | Dat tiéu chudn ISO 13485:2016 hogc tuong duong.
Bom tiém nhya lién kim, 3ml, ¢& kim 23G, 25G.
7 313 Bom tiém 3ml Hop 100 Cai | V6 xylanh 1am bang nhya PP y t€, than kim bang thép khong gi, khong bi oxy hoa.

x 30h/ kién

Puoc dong goi riéng biét tirng cai va duogc tiét trung
Pat tiéu chuan ISO 13485:2016 hoic twong duong.
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Hop 100 cai

Bom tiém nhya lién kim, 5ml, ¢& kim 23G, 25G.
V6 xylanh lam bang nhya PP y té, than kim bing thép khong gi, khong bi oxy hoa.

2 4  |Bom tié 1
81 3 om tiém 5 m x 20h/ kién |Puoc déng goi riéng biét timg cai va duoc tiét trung.
Dat tiéu chuin ISO 13485:2016 hodc twong duwong.
Bom tiém nhya lién kim, 10ml, ¢& kim 23G, 25G.
29 35 Bom tiém 10 ml Hop 100.(A:a1 Yo xylra%nh‘ lam bar.lAg nh‘L_ra PP y té, than kim bang thép khong gi, khong bi oxy hoa. Pugc dong goéi riéng bict
x 12h/kién |ting cai va duoc tiét trung.
Pat tiéu chuan ISO 13485:2016 hoic twong duong.
Bom tiém nhua lién kim, 20ml, ¢& kim 23G, dau kim vat 3 canh.
30 36 |Bom tiem 20 ml Hop 50 ial Yo xylra.nh‘ lam baI.lAg nh‘ua PP y te, than kim bang thép khong gi, khong bi oxy hoa. Pugc dong goi riéng biét
x 16h/kién |ting cai va duogc tiét trung
Pat tiéu chuin ISO 13485:2016 hoic twong duong.
Hop 25 cii V6 xylanh lam bang nhya PP y té, than kim bang thép khong gi, khong bi oxy hoa.
31 3.7 Bom tiém 50 ml N IZh /ién Puoc dong goi riéng biét tirng cai va dugc tiét trung.
i Dat tiéu chuin ISO 13485:2016 hodc twong duwong.
. Hop 25 cai | Bom cho dn 50 ml, déc xi lanh to ldp vira ddy cho an va c6 nip day.
2 . B h 1 : . :
3 38 |Bomcho dn 50 m x 16h/kién |Pat tidu chudn ISO 13485:2016 hoic twong duong.
Théan kim 1am bang thép khong gi, khong bi oxy hoa.
33 39 Kim buém 01 cai/ tui | Pugc dong gobi riéng bi¢t ting cai va dugc tiét trung.
Dat tiéu chuin ISO 13485:2016 hodc twong duwong.
o Hop 100 cdi x | 1an kim lam bang thép khong gi, khong bi oxy héa.
34 3.10 |Kim lay thudc, lay mau 100h/ kién Puoc dong goi riéng biét timg cai va dugc tiét trung.
i Dat tiéu chuin ISO 13485:2016 hodc twong duwong.
- C6 dau bao vé bang kim loai dang 10 xo gdm 2 canh tay don bt chéo nhau
- Pau kim 3 mit vat (1 mat vat trén va 2 mat vat dudi tao d6 bén tbi da va vét kim ddm mau lanh)
- Cathether nhya C6 4 dudng can quang ngam. vét liéu FEP-Teflon.
. . - Mang ki nuéc chong méu tran ra khi thiét 1ap dudng truyé
35 | 3.1 |Kim ludn finh mach céc sb Hop 50 cai ang ki nuge chong méu tran ra khi thiét 1ap dudng truyén

- Co ché trao mau 2 lan gitp xac nhan lay ven thanh cong

- Kim ludn c6 canh, ¢6 cira. Téc d6 chay 61ml/phut, 3660 ml/gio.
- Buong kinh va d¢ dai catheter: 1.1mm x 33mm.

- Thé tich mdi: 0,100 ml
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- Khoang céch tu dau mat vat kim sit dén dAu catheter <Imm dam bao luc tac dong, giam dau, tranh toe, gay gép
déu catheter
- Pat tiéu chuén I1SO 13485:2016; CE - MDR

36

3.12

Kim ludn tinh mach so sinh

Hop 50 céi

- C6 dau bao vé bang kim loai dang 10 xo gdm 2 canh tay don bt chéo nhau

- Pau kim 3 mit vat (1 mat vat trén va 2 mat vat dudi tao d6 bén tbi da va vét kim ddm mau lanh)

- Cathether nhya C6 4 dudng can quang ngam. vét liéu FEP-Teflon.

- Mang ki nudc chdng mau tran ra khi thiét 1ap duong truyén.

- Kim ludn ¢6 canh, khong cira, toc do chay 22ml/phut. Puong kinh va d6 dai catheter: < 0.7mm x19mm
- Khoang céch tu dau mit vat kim sat dén dau catheter <Imm dam bao lyc tac dong, giam dau.

- Pat tiéu chuan ISO 13485, CE - MDR, FDA hoic twong duong
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3.13

Kim tiém sir dung 1 1an 25G
X 5/8

Hop 100 cai x
100h/ kién

Kim tiém sir dung 1 1an 25G X 5/8.

Théan kim 1am bang thép khong gi, khong bi oxy hoa.
Puoc dong goi riéng biét tirng cai va dugc tiét trung.
Dat tiéu chuin ISO 13485:2016 hodc twong duwong.

38

3.14

Kim tiém str dung 1 14n 25G
X1

Hop 100 céi x
100h/ kién

Kim tiém sir dung 1 1an 25G X 1.

Thén kim lam bang thép khong gi, khong bi oxy hoa.
Puoc dong goi riéng biét timg cai va dugc tiét trung.
Dat tiéu chuin ISO 13485:2016 hodc twong duwong.

39

3.15

Kim gy té dam rdi

Hop 25 cai

Kim G22 dai 50mm, cach dién, than kim c6 chia vach.

Chudi kim trong subt, c6 nhiéu ranh d& cdm khi chich, c6 day ndi dé bom thube.
Xuét xt: G7.

Pat tiéu chuin ISO 13485:2016 hoic twong duong.
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3.16

Kim choc do gdy té tuy séng
cac cd

Hop 25 céi

Kim gay t€ tay séng dau c6 3 mat vat sic.

Chudi kim trong sudt, c6 thiét ké lang kinh pha 1¢ phan quang gitip phat hién nhanh dich nio tiy chay ra.
Dai 88mm, mau sic cac ¢& kim khac nhau.

Pat tiéu chuin ISO 13485:2016 hoic twong duong.
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3.17

Bo bong bom truyén dich
dung mot 1an da toe d6 co
PCA

01 Bo/tai

- Dung tich 275ml

- Co chuc nang PCA

- B6 loc hat c6 thé thao roi: Kich thude 16 3um

- Ong truyén dich chdng xoén c6 tiét dién tam giac.
-Tiét tring bang EO
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- Do chinh xac ¢ diéu kién tiéu chuén: £15%

- Cung cép t6i thiéu céc loai c6 cac Tbe do truyén lién tuc, gém co:
+2,4, 6,8 ml/h (diéu chinh)
+5, 7,13, 15 ml/h (diéu chinh)

- Dong PCA: 2 ml/ lan/ 15 phut

- Khong chtra latex va khong chua DEHP

- Pat tiéu chuan ISO 13485:2016 hodc tuong duong

v

PP2600001123: Phéan 4: Day truyén, di

y din, dng thong, din lwu, chac ndi, ging tay

42

4.1

Day truyén dich

Tai 25 b,
thiing 500 bd

Thanh phan t5i thiéu: Nép bao vé bang nhya PE.

Kim chai c6 thong khi bang nhya ABS, kich thuéc 28mm = 1mm, OD 5.6mm + Imm.
C6 ctra hut khi mau xanh bang nhya PVC.

Béu nho giot dai 4.5cm thé tich 6ml bang nhya PVC.

Mang loc dich béng nhya ABS + nylon 6.6, duong kinh 16 loc 15um.

Bong flash khong c6 cao su.

éng day béng nhua PVC chéng van xoén, ID 2.75mm + 0.05mm, OD 3.8mm =+ 0.05mm, dai 160cm.

Téng chiéu dai 180cm.

Ap suét chéng 10 1i 50KPA, d6 bén kéo 20N trong 15 gidy.

Kim 21Gx1.5 in, chét liéu thép khong gi, cling, bong, nhon, cit vat 3 canh, khong cé go.
Dau ndi luer slip nhya PP.

Tiét tring bang EO gas hoic twong duong

Khong doc t6, khong gay sot, khong DEHP.

Dat tiéu chuan ISO 13485:2016, CE hoic tuong duong
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4.2

Day truyén mau

Tai 15 bo,
thiing 300 bo

Dau cam nhya cimg c¢6 mang loc khi, kich thudc 15 loc 3,0um day 4.7-10.0mils.

Khoa ham ABS.

Ong day chét liéu PVC S1000 dai 1500mm.

Bau loc dai 8.7cm trong suét, ¢6 2 ngan, mang loc ngan trén co6 18 loc kich thude 200 micron.
Kim 18Gx1 1/2 .

44

43

Day thé oxy ngudi 16n - tré
em

Tui 1 cai,
thung 100 cai

Chat liéu PVCy té cao cép, éng day mém, chéng van xoén, bé mat tron nhén. Dai 2 mét.
Tiét tring bang khi Ethylene.

Dau thd mém, 2 dng thing dua vao miii.

Dat tiéu chuin ISO 13485:2016 hodc twong duwong.

45

44

Canuyn mayo

Hop 50 céi

Lam tir nhya cimg PE, khong c6 doc t6, va khong gay kich img.
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C6 cac & tir 4.0 dén 12.0 cm.

Diu canuyn c6 mau sic khac nhau giup phén bi¢t cac co.
Puoc tiét trung bang khi EO hoic twong duong.

Dat tiéu chuin ISO 13485:2016 hodc twong duwong.

46

4.5

Day hut nhét cac co

tai 1 cai,
thung 600 cai

Chat liéu PVC y té cao cép, dau ndi co thé diéu khién bang ngén tay.

Ong nhya mém dai 50 cm, dau cudi dng tron nhin c6 2 16 khong dbi xtmg dé tang hidu qua may hut.

Céc sb khac nhau c6 mau co ndi khac nhau tir 5Fr - 18Fr.

Kich thuée dai 50cm, duong kinh OD céc ¢& 5, 6, 8, 10, 12, 14, 16, 18FG lan lugt nhu sau: 1.68, 1.98, 2.65,
3.35,4.00, 4.65, 5.35, 6.00mm; ID lan luot 1a: 0.80, 1.05, 1.50, 2.00, 2.45, 2.95, 3.40, 3.90mm.

Nhuya déu néi va dng ndi 1a nhya y t& khong doc td, loai hat mém vira, d cimg Shore A tir 75-85 tiy kich c&;
Chat héa déo 1a DINP, khong c6 DBP, BBP hoic DEHP.

ba tiét trung.

Pat tiéu chuén I1SO 13485:2016, CE hoac tuong duong.
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4.6

Day nbi dai bom 150cm

Tai 1 céi

Chat liéu PVC y té trong subt, khong doc td.

Kich thudce I.D 1.0mm, O.D 2.0mm.

Chiéu dai cac ¢& 150cm.

D tiét tring, khong gay sot.

Pat tiéu chuén 1SO 13485:2016 , EC hoac tuong duong.
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4.7

Day oxy hai dau

01 so1/ tai

Chat liéu nhwa PVC y té nguyén sinh khong chira DEHP.

Thanh trong 10ng 6ng day co6 hinh sao tréng tic nghén khi oxy khi bi dé bep hay giy gap.
Hai dau day dugc gén phéu.

Day c6 chiéu dai 2000mm mém mai nhén bong.

Dat tiéu chuan ISO 13458 va ISO 9001 hodc tuong dwong
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4.8

Kho4 ba chac c¢6 day ndi

Hop 40 cai

Khoa 3 duong pht hop véi cac yéu ciu can thiét ciia cac tiéu chuan MDD 93/42/EEC.
C6 2 16 thong trong va 1 16 thong ngoai.

C6 van bam khi dumg chinh xac tai mdi vi tri dé dam bao do chinh xac.

Quay 360 d6. C6 nip, c6 vo va khoa xoay.

Khi nén: 1én té1 0.6kgt/ 15 gidy

Khi hydro tinh: 1én t6i 1.5kgf/5 phut

Khdi lugng khoang khong chét: <0.1ml

M5 men xoén: <0.15N.m.

Ty 1€ dong chay: >198ml/min.
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Kém day ndi dai 25¢cm hodc 10cm, chéng lipid, kich thudc O.D 2,6mm. Tiét trung.
Pat tiéu chuén I1SO 13485:2016, EC hoac tuong duong.

50

4.9

Khoa ba chac khong day

Hop 50 cai

Khoéa 3 dudng phu hop véi cac yéu cau can thiét ctia cac tiéu chuan MDD 93/42/EEC.
C6 2 16 thong trong va 1 16 thong ngoai.

C6 van bam khi dung chinh xéc tai mdi vi tri dé dam bao d0 chinh xac.
Quay 360 do.

C6 nap, c¢6 vo va khoa xoay.

Khi nén: 1én téi 0.6kgf/ 15 gidy

Khi hydro tinh: 1én t&i 1.5kgf/5 phut

Khéi lwong khoang khong chét: <0.1ml

Mb men xodn: <0.15N.m.

Ty 1€ dong chady: >198ml/min.

Tiét trang, khong gay sot.

Pat tiéu chuén I1SO 13485:2016, EC hoac tuong duong.
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4.10

Ong noi khi quan

Hop 10 cai,
thung 100 cai

Chat liéu nhya PVC, khéng bong hodc c6 bong.

Piau ndi tiéu chuin 15mm Semi-seated, dudng md tia X chay doc chiéu dai éng.

Mit Murphy tron nhén.

Khoéng c6 cao su, khong c6 PHT.

Loai c6 bong: bong c6 dung lugng cao dd nén the‘ip, d6 day bong tur 0,08- 0,1 lmm, kha nang chiu ap luc 6
kPa/15s, bong lai: ddu bom khoa luer c6 valve.

C6 cac s6 tir 2,5 dén 8.0.

Loai khong bong co cac ¢ tir 2,5 dén 6.0.

Tiét tring dung mot lan.

Pat tiéu chuén ISO 13485:2016 , EC hoac tuong duong..
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4.11

Sonde Foley 2 chac cac s6

Hop 10 cai,
Thung 200 cai

Nguyén liéu: Cao su khong doc t6 dwoc trang silicon.

Kich thudc dau tip ngan: 15-24mm giam kich thich bang quang, d6 md cua long dng bén trong cho phép theo ddi
su thoat nudc cua 6ng thong.

Céc sb 12-28Fr co chiéu dai tong thé: 400mm, chiéu dai phéu: 40mm, dung tich bong chén: 30ml.

Van mém.

Céc sb tré em tir 6-10 Fr ¢6 chiéu dai tong thé: 280mm, chiéu dai phéu: 40mm, dung tich bong chén: 3ml-5ml,
van mém, ¢6 que tham chét liéu Polyamide duong kinh 0.55-0.65mm, dai 310mm.

Tiét tring bang chiéu xa Gamma.

Dong gbi 2 16p chéc chén.
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Pat tiéu chuén I1SO 13485:2016, EC hoac tuong duong.

Nguyén liéu: Cao su khong doc t6 dwoc trang silicon.

Céu tao 3 nhanh.

Téc d dong chay cao dé tdi da hoa kha nang tudi, thoat nude.

D06 mo cua long dng bén trong cho phép theo ddi su thoat nudc cua dng thong.

53 | 412 |Sonde Foley 3 chac céc s6 ng 10 céi,’. Kich thudc d.’?l}l tip ’ngén: %1—24mm giam kich thich bang quang, chiéu dai tong thé: 400mm, chiéu dai phéu:
Thung 200 cai | 40mm, dung tich bong chén: 30ml.
Van clng.
Tiét tring bang chiéu xa Gamma.
Dong gbi 2 16p chéc chén.
Dat tiéu chuan ISO 13485:2016 , CE hoic twong duong.
Bao gom 1 dng nhya ndi dang phéu.
Pau xa min va tron dé dé dang dua vao.
C6 4 mit bén khong dbi dién nhau dé ting luu lwong chét long.
Tt du xa ¢6 cac vach 45, 55, 65, 75cm.
Ong ¢6 dau ndi phdu bang chat liéu nhya c6 d6 dan hdi phit hop, pht hop véi mot bom cho an ¢& 16n hodc ngudn
Tai 1 cai, | , e , . ,
54 4.13 |Sonde da day cac c& . > . | M6t nap dugc gan vao dau noi pheu d€ ngan chat gy 6 nhiém xam nhép vao ong.
thung 300 cai A e £
Chiéu dai ong 125cm.
Kich thudc duong kinh OD cac ¢o 8, 10, 12, 14, 16, 18 FG 1an luot nhu sau: 2,67; 3,33; 4,00; 4,67; 5,33;
6,00mm. ID lan luot 1a: 1,5; 2,0; 2,4; 2,95; 3,4; 3,9 mm.
Nhuya d4u ndi va dng ndi 1a nhya y t& khong doc td, loai hat mém vira, dd cimg Shore A tir 75-85 tiy kich ¢
Chét hoa déo 1a DINP, khong c6 DBP, BBP hoic DEHP.
Dat tiéu chuin ISO 13485:2016 hodc twong duwong.
Chat liéu nhwa PVC y té, 6ng ddy mém déo.
55 4.14 | Sonde dan luu silicon cac c& 100 céi/hop |Puong kinh trong 5.0mm hodc 7.0mm, dudng kinh ngoai: 7.0mm hoédc 10mm, chiéu dai 396mm.
Puoc tiét trung bang EO hoic tuong duong..
Kim din dudng sic bén
56 415 Catheter tinh mach trung tam Hop 10 bo Day kim loai dan duong mém déo, tranh van xoén, dau chir J giam tdn thuong khi ludn

1 nong

C6 kim nong bang nhya
Catheter bang cht liéu polyurethan duong kinh ngoai 6F, chiéu dai 20cm, 1 nong, kich ¢& nong G14
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Téc d dong chay 80 ml/min
C6 day cap dé dinh vi dau catheter bang song ECG. Xuit xtr: G7

57

4.16

Catheter tinh mach trung tm
2 nong

Hop 10 bd

Kim dan dudng chir V sdc bén, c6 valve ngan chan méu trao ngugc va tranh téc mach do khi

Day kim loai dan duong mém déo, tranh van xoén, dau chir J giam tdn thuong khi 1u6n, chiéu dai 50cm, dudng
kinh 0.89mm

C6 dao md va kim nong bang nhya

Catheter bang chat liéu polyurethan duong kinh ngoai 7F, chiéu dai 20cm, 2 nong, kich ¢& nong G16, G16
Dau ndi catheter covalve 2 chidu Safsite, tranh nhiém khuin

Téc d6 dong chay :55/45 (ml/min)

C6 day cap dé dinh vi dau catheter bang song ECG.

Xuét xtt: G7
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4.17

Sau may tho

Tai 1 cai

Nguyén liéu khong chira cao su.

Dau ndi tidu chuan 22F-15F. C6 thé co gidn dugc.
Dau ndi goc 90 d6, xoay 360 do. Co cong hut dich.
Dat tiéu chuin ISO 13485:2016 hodc twong duwong.
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4.18

Gang kham

Hop 50 doi

Ging tay cao su y té, 6 bot, khong vo triung.

Chat liéu: Cao su ty nhién.

Vién ¢6 tay : Vién cudn.

Bé& Mat: Nham tai ddu ngén tay : Do day ( thanh ging don : Ngén tay : Tdi thiéu 0.08mm, 1ong ban tay : toi thiéu
0.08mm . Bot du: Tdi da 10mg/dm2.

Do bén kéo: Trude khi 1o hoa: Tdi thiéu 18MPa. Sau ldo hoa: Téi thiéu 14MPa.

Ham lugn Protein: Téi da 200pg/dm?2.

% d0 gian dai: Trudc khi 130 hoa : THi thiéu 650%. Sau khi ldo héa : Tdi thiéu 500%
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4.19

Gang kham khong bot

50 doi/ hop

Nguyén liéu: Mu kem (latex) ly tdm tu nhién.

Ham lugng d0 bot: < 2mg / gang tay

Nong d¢ Protein : Protein tach chiét trong nude: < 50ug/dm2 or hodc thap hon lugng cong bd nay
Mau séc: Mau cao su tu nhién

bac tinh: Dung dugc cé hai tay, cd tay dugc se Vién, bé mat gang tay tron hodc vung ban tay nham
Pat tiéu chuin ISO 13485 hoic twong duong
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4.20

Gang tay dai san

1 doi/ Tai

Sén xudt tir tatex cao su thién nhién, mau tréng tu nhién cta cao su , c6 phu bdt chéng dinh.
Tay trai, tay phai riéng biét.
Tiét trang bang khi E.O hoic twong duwong.
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Dat tiéu chuin ISO 13485 hoic tuong duong.

62

4.21

Gang ti¢t trung

50 d6i/ hop

Nguyén liéu: Mu kem (latex) ly tdm ty nhién.

C6 phi bot chdng dinh

Chiéu dai: Size 6%: 280mm+5mm; Size 7; 7% va 8: 282mm+7mm

Chiéu rong: Size 6%5: 83mm+5Smm; Size 7: 89mm+7mm; Size 7%2: 95mm + Smm;
* B§ day mét 16p: 0,15mm

Cuong luc kéo dit t6i thiéu: Trude ldo hoa> 12N

Pugc tiét tring bang khi E.O

Ham lugng protein chiét suat < 200pg/ ging tay

« Pat tiéu chuan: ISO 13485 hoic twong duong

PP2600001124: Phin 5: Vit tw y té sir dung trong chin doan, diéu tri khac

63

5.1

B¢ gay té ngoai mang cung

10 bo/ hop

Kim diu cong 18G.

Bom tiém giam khang luc LOR (Loss Of Resistance).

Catheter bang polyamid, dai 1000mm, c6 dudng can quang ngam.
DPau nbi catheter dang ne“ip bat.

Mang lgc véi kich thuée 15 loc 0.2 micron.

Bom tiém 20ml, bom tiém 3ml va 3 kim tiém.

Pat tiéu chuin ISO 13485 hoic twong duong

Xuét xir: Pong Nam A

64

52

Tui Camera

1 cai/ goi

Vat liéu 100% nylon, Day cotton. Mau tréng trong.
Thanh phan t5i thidu:

+ T1i nylon c6 day budc 9x14 cm: 01 cai

+ Ong nylon ¢6 day budc 2 ly, fi 18 x230cm: 01céi
Tiét tring bang khi EO hogc twong duong.
Pat tiéu chuan ISO 13485 hoic twong duong
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53

Bing keo chi thi nhiét hap wét

Tai 1 cuén

- Bing keo chi thi nhiét véi vach myuc chuyén mau gitip xéc dinh goi dung cu da qua tiép xic véi qua trinh tiét
khuén hay chua.

- Kich thuéc 24mm x 55m.

- Vach chi thi s& chuyén mau sau khi qua tiét khuin va giit nguyén mau trong vong 6 thang.

- Thanh phan t6i thiéu: Gidy crepe bdo hoa 40-50%, chét két dinh 10-20%, Acrylic Polymer 2-5%, muc chi thi
hoi nudce 0,5-2%.
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- Pat tiéu chuan ISO 13485 hoic twong duong
- Xuét xtr: G7.

66

54

Bing keo chi thi nhiét siy kho

Tuai 1 cudn

Do day: 0.14 mm, Luc dinh trén thép: 7N/25 mm, D¢ kéo dan: 107N/25 mm,
Thong s6 "dat" khi chi thi chuyén sang mau nau.
Pat tiéu chuin ISO 13485 hoic twong duong
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55

Mi giéy y té

1 cai/ goi

Chét liéu: Vai khong dét polypropylen

Mau xanh ddng déu, khong loang béan, ko dinh tap chit. Khong doc t, khong kich tng da
Do co gidn tot.

Tiét tring bang khi EO hogc twong duong.

Pat tiéu chuan ISO 13485 hoic twong duong
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5.6

Nudc cat 1 lan

Can 5 lit hoac
Can 10 lit

Nudc cét 1 1an. Pat tiéu chuan ISO 13485 hoic twrong duong
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5.7

Nudc cat 2 lan

Can 5 lit hoac
Can 10 lit

Nudc cat 2 lﬁn, tiét trung. Pat tiéu chuén ISO 13485 hodc twong duong
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5.8

Khau trang y té

1 cai/ goi

- CAu tao khau trang gdm: 3 16p, c6 day chun moc tai va nep miii bing nhya hodc kém boc nhya:
+ L&p ngoai: 16p vai khong dét khong hut nude hoac tuong duong.
+ Lép gitra: Lop gidy vi loc khang khuan hoic twong duong
+ Lép trong cung: Lop vai khong dét khong hiit nude hodc twong duong.

Tiét trang bang khi E.O hoic twong duong

Pat tiéu chuin ISO 13485 hoic twong duong
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59

Khau trang phiu thuat

1 cai/ goi

Khéu trang 3 16p, tiét trang, c6 day budc. Pat tiéu chuan ISO 13485 hodc twong dwong
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5.10

Ong m¢ khi quan

1 cai/ thi

- Ong mé khi quan céc sd.

- Khai mé khi quan véi thiét ké co bong trong (12 vong bit co thé phdng xep) c6 thé thao rdi dé 1am sach, tranh
nghet tic dom.

- Pat tiéu chuan ISO 13485 hoic twong duong
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5.11

Mask thé khi dung céc c&

100 cai/ thung

Lam tir nhya PVC an toan, khong géy kich tng, bé mat mém mai, min mang, trong subt

- C6 dung cu chtra thubc. Day dan chinh c6 chidu dai 2m

- Mit na c6 day deo. Bau dung thudc tir 2ml -> 6ml. Téc d6 phun suwong tir 0.60ml -> 0.70ml/phit. Giot phun
suong tir 0.010ml -> 0.014ml/giot

- Bao gdbm mit na, cdc thude khi dung, éng oxy (1a day ndi oxy), thit lung dan hoi, nhom flake va két ndi.
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- GOm céc size: S,M, L, XL
- Pat tiéu chuan ISO 13485 hoic twong duong
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5.12

Mask tho oxy nguoi 16n - tré
em

100 cai/ thung

Lam tir nhya PVC nguyén sinh an toan déo, mém, trong sudt

- Mit na oxy gdm mit na thé oxy ¢ kep mili ¢6 thé didu chinh va déy thun deo, day c6 chidu dai 2m, éng day
chéng vin xoén

- Tbc d6 dong chay cho mit na don gian 1a tir 4-8L/min

- Tiét trang bang khi EO hodc twrong dwong

- GOm céc size: S, M, L, XL

- Pat tiéu chuan ISO 13485 hoic tuvong duong
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5.13

Tui dung nudce ticu

1 cai/ tii

Lam tir nhiya PVC. Thé tich 2000ml. Van x4 mot chiéu chit T. Dam bao khong ro ri. Day dan dai khoang 90cm.
Tiét trung khi EO.
Pat tiéu chuan ISO 13485 hoic twong duong
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5.14

D¢ ludi gb

100 cai/ hop

Lam tir gb tu nhién, séy khé, hai dau bo tron, nhin bong.

Mdi que duoc dong vao mot bao mang nilon va duoc tiét tring bang khi EO hodc twong dwong
Kinh thudc 150mm x 20mm x 2mm.

Pat tiéu chuin ISO 13485 hoic twong duong
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5.15

Mo vit nhya

1 cai/ thi

Lam bang nhya nguyén sinh dat tiéu chudn.

- Gom hai phan dugc nbi v6i nhau boi cac khop va ¢ khoa
- Do cimg cao, tron, nhin khong gy ton thuong niém mac.
- Tiét trang bang khi EO hodc trong dwong.

Pat tiéu chuin ISO 13485 hoic twong duong
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5.16

Bao cao su

1 cai/ goi

Chat liéu: cao su thién nhién, mau sdc trong mo

Kich thuédc: dai 170mm (+5%), rdng 52mm (£5%); Do day: 0,065mm (£10%)
Thé tich va ap sut no:

- Trudc 1o hoa:

+ Thé tich nd: > 18 lit

+ Ap sudt nd: > 1,0 kPa

- Sau lao hoa ¢ 70°C (£5%) trong 168 gio + 2 gio:

+ Thé tich nd: > 18 lit

+ Ap sudt nd: > 1,0 kPa

Str dung chit boi tron silicone c6 d6 nhét 350cst (£5%) v6i ham lugng 420mg (£5%)
Pat tiéu chuin ISO 13485 hoic twong duong
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5.17

Mask thanh quan céc co

1 cai/ goi

Puoc lam béng 100% cao su silicon, PVC, cép y té trong suét, v0 hai va khong doc hai

Céc size: s6 1,2, 3, 4

V1

PP2600001125: Phin 6: Chi khau

80

6.1

Chi Catgut s6 1

Hop 24 soi

Chi tan cham ty nhién Catgut s6 1, dai > 75 cm, kim tron 1/2¢, dai 40mm.
Kim thép 302 phu silicon XtraCoat, miii kim UltraGlyde hodc twong duong.
Chi 1am tir soi collagen thién nhién tinh khiét, phtt mudi Chrom hoic tuong dwong.

Pong goi béng gidy tiét trung 80gsm (100 micron) do bén cao, ngén khuén hiéu qua.

Pat tiéu chuan CE va ISO 13485 hoic tuong duong.
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6.2

Chi Catgut s6 4/0

Hop 24 soi

Chi tan cham ty nhién Catgut s6 4/0, dai >75 cm, kim tron 1/2¢, dai 26 mm.
Kim thép 302 pha silicon XtraCoat, miii kim UltraGlyde hoac twong duong.
Chi l1am tir s¢i collagen thién nhién tinh khiét, phtt mudi Chrom hodc tuong dwong.

Dong gbi bang gidy tiét tring 80gsm (100 micron) d bén cao, ngin khuan hi¢u qua.

Pat tiéu chuan CE va ISO 13485 hoic tuong duong.
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6.3

Chi Nylon s6 2/0

Hop 24 soi

Chi khong tan tong hgp Nylon sb 2/0, dai > 75 cm, kim tam giac 3/8c, dai 26 mm.
Chét liéu: Polyamide 6-6.6 hodc tuong duong.
Kim thép 302 phu silicon XtraCoat, miii vudt nhon UltraGlyde hoic twong duong.

Pong goi béng gidy tiét trung 80gsm (100 micron) do bén cao, ngén khuén hiéu qua.

Tiét trung bang khi EO. Pat tiéu chudn CE va ISO 13485 hodc turong dwong.
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6.4

Chi Nylon s6 3/0

Hop 24 soi

Chi khong tan tong hop Nylon sb 3/0, dai > 75 cm, kim tam giac 3/8c, dai 26 mm.
Chét liéu: Polyamide 6-6.6 hodc twrong duong
Kim thép 302 phu silicon XtraCoat, mili vudt nhon UltraGlyde hoic tuong duong.

Pong goi béng gidy tiét trung 80gsm (100 micron) do bén cao, ngan khuén hiéu qua.

Tiét trang bang khi EO hogc twong duong.
Pat tiéu chuan CE va ISO 13485 hoic tuong duong.
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6.5

Chi Nylon sb 4/0

Hop 24 soi

Chi khong tan tong hgp Nylon sb 4/0, dai > 75 cm, kim tam giac 3/8c, dai 18 mm.
Chét liéu: Polyamide 6-6.6 hodc tuong duong.

Kim thép 302 phu silicon XtraCoat, miii vudt nhon UltraGlyde hoic twong duong hodc tuong duong.
Dong gbi bang gidy tiét trang 80gsm (100 micron) dd bén cao, ngan khuan hi¢u qua hodc twong dwong.

Tiét trung bang khi EO hogc twong duong.
Pat tiéu chuan CE va ISO 13485 hoic tuong duong.

85

6.6

Chi Nylon s6 5/0

Hop 24 soi

Chi khong tan tong hgp Nylon sb 5/0, dai > 75 cm, kim tam giac 3/8c, dai 16 mm.
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Chét liéu: Polyamide 6-6.6 hoic twrong duong.

Kim thép 302 phu silicon XtraCoat, miii vudt nhon UltraGlyde hodc tuong duong.
Pong goi béng gidy tiét trung 80gsm (100 micron) do bén cao, ngan khuén hiéu qua.
Tiét trang bang khi EO hogc twong duong.

Pat tiéu chuan CE va ISO 13485 hoic tuong duong.
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6.7

Chi Nylon sb 6/0

Hop 12 soi

Chi khéng tan tong hop Nylon sb 6/0, dai > 75 cm, kim tam giac 3/8c, dai 13 mm.

Chét liéu: Polyamide 6-6.6 hodc tuong duong.

Kim thép 302 phu silicon XtraCoat, miii vudt nhon UltraGlyde hoic twong duong hodc tuong duong.
Dong gbi bang gidy tiét tring 80gsm (100 micron) d bén cao, ngan khuan hi¢u qua hodc twong dwong.
Tiét tring bang khi EO hogc twong duong.

Pat tiéu chuan CE va ISO 13485 hoic tuong duong.
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6.8

Chi Nylon sb 7/0

Hop 12 soi

Chi khong tan tong hgp Nylon sb 7/0, dai > 75 cm, kim tam giac 3/8c, dai 13 mm.

Chét liéu: Polyamide 6-6.6 hodc turong duong.

Kim thép 302 phu silicon XtraCoat, miii vudt nhon UltraGlyde hodc tuong duong hodc twong duong.
Pong goi béng gidy tiét trung 80gsm (100 micron) do bén cao, ngan khuén hiéu qua hoic tuong duong.
Tiét trang bang khi EO hogc twong duong.

Pat tiéu chuan CE va ISO 13485 hoic tuong duong.
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6.9

Chi Nylon sb 10/0

Hop 12 soi

Chi khéng tan tong hop Nylon sb 10/0, dai > 30 cm, 2 kim hinh thang 3/8c, dai 6 mm.

Chét liéu: Polyamide 6-6.6 hoic twrong duong.

Kim thép 302 phu silicon XtraCoat, miii vudt nhon UltraGlyde hoic twong duong hodc tuong duong.
Dong gbi bang gidy tiét triang 80gsm (100 micron) dd bén cao, ngan khuan hi¢u qua hodc twong dwong.
Tiét tring bang khi EO hogc twong duong.

Pat tiéu chuan CE va ISO 13485 hoic tuong duong.
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6.10

Chi tiéu téng hop Polyglactin
91056 1

Hop 12 soi

Chi tan tong hop da sgi Polyglactin 910 s6 1.

Thanh phan t5i thiéu: 90% Glycolide va 10% L - Lactide, c6 phi Poly (glycolide - co - lactide) va Calcium
stearate ti 1¢ (30:70).

Soi dai > 90, kim tron 1/2¢, dai 40 mm.

Kim thép 302 phu silicon XtraCoat, miii kim UltraGlyde hodc twong duong.

Giir vét khau tt trong vong 30 ngay, duy tri stic cang 75% sau 2 tudn - 50% sau 3 tuan, do tan 56 - 70 ngay, tiét
trung EO hodc tuong duong.

Dat tiéu chuan CE va ISO 13485 hoic tuong duong.

160




90

6.11

Chi tiéu téng hop Polyglactin
910 s6 2/0

Hop 12 soi

Chi tan téng hop da soi Polyglactin 910 sé 2/0.

Thanh phan t5i thiéu: 90% Glycolide va 10% L - Lactide, c6 phu Poly (glycolide - co - lactide) va Calcium
stearate ti 1€ (30:70).

Soi dai > 75 cm, kim tron 1/2¢, dai 26 mm.

Kim thép 302 pha silicon XtraCoat, miii kim UltraGlyde hoac twong duong.

Giir vét khau tt trong vong 30 ngay, duy tri strc cang 75% sau 2 tuan - 50% sau 3 tudn, do tan 56 - 70 ngay, tiét
trung EO hodc tuong duong.

Pat tiéu chuan CE va ISO 13485 hoic tuong duong.
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6.12

Chi tiéu tong hop Polyglactin
910 56 3/0

Hop 12 soi

Chi tan tong hop da sgi Polyglactin 910 s6 3/0. Thanh phan tdi thiéu: 90% Glycolide va 10% L - Lactide, c6 phu
Poly (glycolide - co - lactide) va Calcium stearate ti 1€ (30:70).

Soi dai > 75 cm, kim tron 1/2¢, dai 26 mm.

Kim thép 302 phu silicon XtraCoat, miii kim UltraGlyde hodc twong duong.

Giir vét khau tt trong vong 30 ngay, duy tri stic cang 75% sau 2 tudn - 50% sau 3 tuan, do tan 56 - 70 ngay, tiét
trung EO hodc tuong duong.

Pat tiéu chuan CE va ISO 13485 hoic tuong duong.
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6.13

Chi tiéu téng hop Polyglactin
910 s6 4/0

Hop 12 soi

Chi tan tong hop da sgi Polyglactin 910 s6 4/0. Thanh phan ti thiéu: 90% Glycolide va 10% L - Lactide, c6 phu
Poly (glycolide - co - lactide) va Calcium stearate ti 1€ (30:70).

Soi dai > 75 cm, kim tron 1/2¢, dai 20 mm.

Kim thép 302 pha silicon XtraCoat, miii kim UltraGlyde hoac twong duong.

Giir vét khau tot trong vong 30 ngay, duy tri strc cang 75% sau 2 tuan - 50% sau 3 tudn, do tan 56 - 70 ngay, tiét
trung EO hodc tuong duong.

Pat tiéu chuan CE va ISO 13485 hoic tuong duong.
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6.14

Chi tiéu tong hop Polyglactin
910 s6 5/0

Hop 12 soi

Chi tan tong hop da sgi Polyglactin 910 s6 5/0. Thanh phan tdi thiéu: 90% Glycolide va 10% L - Lactide, c6 phu
Poly (glycolide - co - lactide) va Calcium stearate ti 1€ (30:70).

Soi dai > 75 cm, kim tron 1/2¢, dai 17 mm.

Kim thép 302 phu silicon XtraCoat, miii kim UltraGlyde hodc twong duong.

Giir vét khau tt trong vong 30 ngay, duy tri stic cang 75% sau 2 tudn - 50% sau 3 tuan, d6 tan 56 - 70 ngay, tiét
trung EO hodc tuong duong.

Pat tiéu chuin CE va ISO 13485 hodc twong duong.
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6.15

Chi tiéu tong hop Polyglactin
910 s6 6/0

Hop 12 soi

Chi tan tong hop da sgi Polyglactin 910 s6 6/0. Thanh phan ti thiéu: 90% Glycolide va 10% L - Lactide, c6 phu
Poly (glycolide - co - lactide) va Calcium stearate ti 1€ (30:70).
Soi dai > 45 cm, kim tron 1/2¢, dai 13 mm.
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Kim thép 302 phu silicon XtraCoat, miii kim UltraGlyde hodc twong duong.

Giir vét khau tt trong vong 30 ngay, duy tri stic cang 75% sau 2 tudn - 50% sau 3 tuan, d6 tan 56 - 70 ngay, tiét
trung EO hodc twong duong.

Pat tiéu chuan CE va ISO 13485 hoic tuong duong.
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6.16

Chi tiéu tong hop Polyglactin
910 s6 7/0

Hop 12 soi

Chi tan tong hop da sgi Polyglactin 910 s6 7/0. Thanh phan ti thiéu: 90% Glycolide va 10% L - Lactide, c¢6 phu
Poly (glycolide - co - lactide) va Calcium stearate ti 1€ (30:70).

Soi dai > 30 cm, 2 kim hinh thang 3/8c, dai 6 mm.

Kim thép 302 pha silicon XtraCoat, miii kim UltraGlyde hoac twong duong.

Giir vét khau tt trong vong 30 ngay, duy tri strc cing 75% sau 2 tuan - 50% sau 3 tudn, do tan 56 - 70 ngay, tiét
trung EO. Pat tiéu chuan CE va ISO 13485.
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6.17

Chi khong tiéu tong hop
polypropylene 2/0

Hop 12 soi

Chi khong tan tong hgp Polypropylene s6 2/0. S¢i dai > 90 cm, 2 kim tron dau cit 1/2¢, dai 26 mm.
Kim thép 302 phu silicon XtraCoat, miii kim UltraGlyde hodc twong duong.

Dong gbi bang gidy tiét tring 80gsm (100 micron) d bén cao, ngin khuan hi¢u qua.

Pat tiéu chuan CE va ISO 13485 hoic tuong duong.
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6.18

Chi khéng tiéu tong hop
polypropylene 3/0

Hop 12 soi

Chi khong tan téng hop Polypropylene s6 3/0. Soi dai > 90 cm, 2 kim tron 1/2¢, dai 26 mm. Kim thép 302 phu
silicon XtraCoat, miii kim UltraGlyde hoac tuong duong.

Pong goi béng gidy tiét trung 80gsm (100 micron) do bén cao, ngan khuén hiéu qua.

Pat tiéu chuan CE va ISO 13485 hoic tuong duong.

v

Phén 7: Vit tu ding trong xét nghiém,

chan doan hinh anh
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7.1

Phim X quang 8x10 inch

Hop 150 to

Phim X-quang laser kich thude 20x25 cm dung cho mdy in phim laser Drypix.
Mat d6 quang toi da: 3.3. Do day cta 16p nén phim: 170pum.

Hinh anh t6i da > 500ppi hodc dpi voi may tuong thich.

Xuét xi: G7.

Pat tiéu chuin ISO 13485:2016 hoic twong duong.
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7.2

Phim X quang 10x12 inch

Hop 150 t&

Phim X-quang laser kich thudc 25x30 cm dung cho méy in phim laser Drypix.
Mat do quang t6i da: 3.3. Do day cua 16p nén phim: 170pum.

Hinh anh téi da > 500ppi hodc dpi v6i may twong thich.

Xuat xtr: G7.

Pat tiéu chuin ISO 13485:2016 hoic twong duong.
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7.3

Phim X quang 14x17 inch

Hop 100 to

Phim X-quang laser kich thudc 35x43 cm dung cho may in phim laser Drypix.
Mat do quang t6i da: 3.3. Do day cua 16p nén phim: 170pum.
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Hinh anh t6i da > 500ppi hodc dpi voi may tuong thich.
Xuét xtr: G7.
Dat tiéu chuin ISO 13485:2016 hodc twong duwong.
X N \ < \ A~ \ -, 4 ‘a A <
101 74 Gel sicu 4m Can 5 lit Gel trong suot, khong mau hodc mau xanh, khong mui; pH 6,5 +0,75. Pat tiéu chuan ISO 13485 hoac tuong
duong
" . 1A Miéng dan dang Foam bén, dinh chit 6n dinh, d& dang dan vao ciing nhu théo ra, khong lam dnh huong dén da
b tim th nh
102 75 n}fli cye tim theo doi b Ti30 cai | bénh nhan. Kich truée: hinh tron, duong kinh 50mm.
Dat tiéu chuin ISO 13485:2016 hodc twong duwong.
103 | 76 |Givdientim6can(TOmm |l oh thuee: 110mm x 140mm x 200sh, Pat tiéu chudn 1SO 13485 hoge tong duong
x 140mm x 200sh)
Gidy dién tim 6 can (145 .
04| 77 | ;agm)wn im 6 can (145mm |50y ion | Kich thude 145x30 (mm x m). Pat tiéu chuin ISO 13485 hodic tuong duong
105 7.8 | Gidy in anh A4 Tai 1 tap | Gidy in anh mau c& A4, mit bong muyc wét
106 7.9 Giy in ma vach Goi 1 cudn | Ding cho may in mé vach. Kich thudc tem ngang 53mm x cao 22mm. Chiéu dai cudn 50m.
107 7.10 Giéy in Monitor san khoa Tai 1 tap Kich thudc: 152mm x 150mm x 200sh, (dang tap). Pat tiéu chudn 1SO 13485 hodc trong duong
108 7.11 Giéy in nhiét c& 80mm G611 cudn | Kich thude 80 mm x 20 m. Pat ti€éu chudn ISO 13485 hodc trong duong
109 7.12 Giéy in nhiét c& 58mm G611 cudn | Kich thude 58mm x 30m. Pat ti€éu chuin ISO 13485 hodc twong duong
110 | 7.13 |Gidy in siéu am den tring Goi 1 cudén | Dang cudn, Kich thuée 110mm x 20m. Pat tiéu chuin ISO 13485 hoic twong duong
11 714 | Bo nhuém Gram B4 4 x 100ml B gom 4 chai moi chai 100ml: Crysral violet, Lugol, Saframin, Alcohol. Pat tiéu chuan ISO 13485 hoac tuong
duong
112 7.15 | Cup dung QC sinh hda 500 cai/ tai | Puoc lam béng nhua PS (Polystyrene), khong chira kim loai, thé tich 2,5-3ml.
13 716 | Diucon vang 1000 ci/ thi Chat liéu HhLEa, mau vang, dung dé gan vao pipet hut mau bénh pham. Thé tich mau hit 200 pl. Dat tiéu chuan
ISO 9001 hoac tuong duong
114 717 | Biu con xanh 500 cai/ thi Chat liéu HhLEa, mau xanh, dung dé gan vao pipet hut mau bénh pham. Thé tich mau hat 1000 pl. Pat tiéu chuan
ISO 9001 hoac tuong duong
115 | 7.8 | Ong chéng dong heparin 100 éng/ khay il;: g‘[l(lii(;; gl 2x75(mm) Nép mau den. Thé tich vira dii khang dong cho 2ml méau. Pat tiéu chuan ISO 13485 hoic
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Kich thudce 12x75(mm). Nép mau xanh 14 cay. Thé tich vira dii khang dong cho 2ml méau. Pat tiéu chuan ISO

11 1 Ong chéng dong Natricitrat | 100 6ng/ kh
6 7.19 | Ong chong dong Natricitra 00 ong/ khay 13485 hogc twong duong
117 720 | Ong nghiém ndp do co hat 100 éng/ khay Chat liéu flhl,l’a y té PP, niép bé“mg nhya LDPE. Kich thudc 6ng 12x75mm, nhidn mau do. Pat tiéu chuén ISO
13485 hoac twong duong
éng duogc lam béng nhua y t& PP, nip béng nhya LDPE mai 100%
Ong nghi¢ém EDTA nép cao < Nép cao su boc nhya LDPE.
11 21 1 kh .
8 ! su 00 Ong/khay Kich thuéc ong 12x75mm, nhdn mau xanh duong.
Pat tiéu chuan ISO 13485 hoic trong duong
. L. A éng nhya dung nudc tiéu co nép chét liéu éng nhya Sml.
119 7.22  |Ong nh Sml 100 ong/ kh . :
1§ v co nap >m O8I | Bat tidu chudn ISO 13485 hodc twong duong
. o o X éng nhya dung nuéc tiéu co nép chit liéu éng nhya 10ml.
120 7.23 | Ong nghiém nudc tiéu c6 nap | 100 ong/ khay Pat tiéu chuan ISO 13485 hoic fuong duong
Chét ligu kinh Soda véi, kich thuéc khoang 25.4 x 76.2 mm (+ 0.5mm), do day 1.0 - 1.2 mm, trong sudt, bé mit
121 7.24 | Lam kinh Hop 72 chiéc | phing, khéng méc.
Pat tiéu chuan ISO 9001 hoic twong duong
122 7.25 |DPuong Glucose Tai 500gam | Thanh phéan glucose, quy cach: 500 gam
Chét liéu can nhua, dau bong, chidu dai 150mm, ¢ khic bé & vi tri 80mm.
123 7.26 | Que tam bong, vo trung 100 cai/ tai | Tiét tring bang EO hodc tuong duong.
Pat tiéu chuan ISO 9001 hoic twong duwong
. ... | Chét liéu nhua y t& LDPE, mém mai, c6 vach chia tir 0.5ml.
124 7:27 | Pipet nhya 3ml 500 cdi/ tai Chiéu dai 160mm, dung tich ldy mau 3ml.
VIII | PP2600001127: Phin 8: Vit tw, y cu ding trong phuc héi chirc niing
Than kim 1am tir chét lidu thép y & khong gi, ddc kim dugc cudn bang thép, mili kim khong ¢ go rap.
125 8.1 Kim cham ciru s6 0.3x25mm | Hop 100 cai | Kich thude: 0.3x25mm.
Pat tiéu chuan ISO 13485 hoic twong duong
Than kim 1am tir chét lidu thép y & khong gi, ddc kim dugc cudn bang thép, mili kim khong ¢ go rap.
126 8.2 Kim cham ctru s6 0.3x40mm | Hop 100 cai | Kich thude: 0.3x40mm.
Dat tiéu chuan ISO 13485 hoic twong duong
127 8.3 Kim cham ctru s6 0.3x50mm | Hop 100 cai | Than kim lam tir cht liéu thép y té khong gi, déc kim duoc cudn bang thép, mii kim khong co go rap.
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Kich thudce: 0.3x50mm.
Pat tiéu chuén ISO 13485 hodc twong duong

Than kim dugc lam béng sgi thép y té khong gi, dde kim duoc cudn bé“mg thép, cac vong quén tron déu, khong cé
128 8.4 |Kim diy chi Hop 100 cai | go rap, phan miii kim dugc thiét ké dau bang.
Pat tiéu chuén ISO 13485 hodc twong duong

Dau parafin long khong mau, trong suét, khong mui, khéng vi va la chét long dudi dang dﬁu, ¢6 thé dugc hoa tan

129 | 85 |Da fi Can 10 lit .
au paratin an ! trong ether, chloroform, xang va benzen nhung khong thé hoa tan trong nudc va ethanol

- Chu hinh:

+ Than may chinh: 01 chiéc

+ Day ndi dién cuc dau ra: 06 day

+ T4m dién cuc dan: 06 miéng

+ Kep kim loai dién cuc: 06 cap

+ Sach HDSD: 01 cudn
- Thong s6 ki thuat:

1. Tan s6 xung: 1 Hz-99 Hz, v6i do sai s§ <+ 20%.

2. D6 rong xung: 160 ps—240 ps, voi d6 sai s6 < +20%.

3. Dang song déu ra:

* Séng lién tuc: song lién tuc & tan sb cai dat;

« Séng ngit quing: song lién tuc & tin sb cai dat trong 7 gidy, khong co song trong 5 gidy, c6 do léch <+ 10%.
* Song thua: séng phan tan 7s, song tap trung 5s, c6 d6 1éch <+ 10%.

4. Gia tri hiéu dung trung binh RMS cutia dong dién déu ra tdi da cua may < 10 mA.

5. Pau ra ctia may khong duge c6 bat ky thanh phan DC nao.

6. Téng ning lugng xung trong 0,1 gidy bat ky khong duge vuot qua 5 mJ.

7. Sau khi dAu ra ciia may dugc ndi véi kim dién cyc, dau ra khong dugce vuot qua gii han quy dinh & muc 4),
5) va 6).

8. Thoi gian diéu tri khong duoc sai 1éch so véi gia tri cai dat 1on hon + 10%.

9. Sb kénh xung dau ra: >06 kénh dau ra

10. Dam béo rang mdi kénh diu ra c6 thé duoc khoi dong va dung riéng biét cling nhu dugc diéu chinh riéng
biét vé cuong d6 dau ra. Khong co cach nao dé diéu chinh dong bo cudong do dau ra cia 2 kénh diu ra trg 1én.

11. Cudng d6 dau ra khong bi nhiu boi cac kénh dau ra khac. Khi cac kénh dau ra khac dugc khoi dong hodc
dimg, cudng do dau ra khong duoc thay ddi <+ 10% hodc song diu ra bi bién dang rd rang

12. Trong truong hop kénh déu ra bi doan mach hodc hé mach véi gia tri hi€u dung trung binh RMS dong
dién dau ra tir | mA trd 18n, may s& cit dau ra cia tat ca cac kénh va tao ra 4m bao va dén bao. May khong dugc

130 8.6 | May dién cham Hop 1 cai
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tu dong tiép tuc dau ra sau khi loai bé tinh trang 16i ngén mach hodc ho mach. Sau khi khoi dong thu cong, may
khong dugc phat ra bit ky ning lugng nao trir bién d6 dau ra bo diéu khién dugc dat trude & muc t6i thiéu.

13. Kep kim di¢n cuc phai vira khit v6i cac kim cham ctu dugc liét ké trong hudng dan sir dung; Sau khi kep
kim loai dién cuc dugc ndi véi kim cham ciru, tic dung mot luc 0,5N 1én dau néi kep kim loai dién cuc hodc day
dan dién cuc doc theo hudng bét lgi nhét trong 5 gidy s& khong lam kep kim loai dién cuc bi 1ong hodc bong ra .

14. Sau khi cac dau nbi day kep kim loai dién cuc duoc két ndi voi cac kim cham ciru duoc liét ké trong
huéng dan st dung, tong trg khang DC khong duge 16n hon 5Q.

15. Trd khang cach dién cuia cach dién day dan dién cuc khong duoc nhé hon 10 MQ.

16. Tong khdi lwgng ciia mot dau ndi kim dién cuc don va day dan dién cuc dai 150 mm (bao gom cé bd
chuyén dbi, néu c6) duoc ndi véi né khong duge 16n hon 3 g.

17. Sau khi tac dung luc kéo 20N vao ca hai dau cua day ndi dién cuc trong 1 phut va tha ra, day dan dién cuc
phai c6 d6 bén kéo < 1% va khong quan sat thay vét nut va dut day dan .

18. Dién ap ngudn: B chuyén ddi AC/DC 220V~ 50Hz Ngudn dién bén trong: 9V

19. Cong suat ddu vao: 0,8VA ddi véi DC 9V; 4,5VA cho b chuyén d6i AC/DC

20. Tré khang tai dinh muc cua may:

a) 500 Q dbi véi dién cuc dang dan

b) 250 Q dbi vai dién cuc dang kim.

131

8.7

My dién xung trung tan

Hop 1 cai

- C4u hinh:

+ May chinh: 01 chiéc

+ Day nguon: 01 day

+ Tém dién cyc: 02 doi

+ Ti nhung: 01 d6i

+ Day dai: 01 bd

+ Cau chi: 02 chiée

+ Hudng dan sir dung: 01 quyén
- Thong s6 k§ thuét:

1. Cong sut: 60VA;

2. bién ap: 220V+22V, 50Hz+1Hz;

3.Thoi gian diéu tri cia mdi phac d6 1a 20 phut va 30 phut. Khi hét thoi gian didu tri, s& c6 am thanh nhic nho
va dimg dau ra. Dung sai thoi gian 1a £1 pht.

4 Man hinh hién thi: LED;

5.DAu ra: Tan sb trung tan mdt kénh cdng vaoi dau ra dién nhiét;

6.T4n sb song trung tan 1a 2kHz ~ 10kHz va dung sai tin s§ don 1a £10%;

7. Tan sb diéu bién 1a 0 ~ 150Hz va dung sai tin s6 don 1a = 10% hodc + 1Hz, tiy theo gié tri nao 16n hon;
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8. Dang song trung tin: S6ng vudng hai chidu, dang song bién diéu bao gdm séng hinh sin, soéng vudng, song
tam giac, song ham $6 mii, séng rang cua, séong nhon va sdng cd bién do béng nhau Ché do diéu bién: Lién tuc,
khong lién tuc, chuyén dbi tan sb, didu bién day dic va xen k&;

9. b6 rong xung: 50us~250us, dung sai +10%;

10. Pham vi diéu ché song trung tan: 0%, 25%, 50%, 75%, 100%, dung sai +5%.;

11. C6 35 phéc db didu tri ¢ dinh, dugc cac bac si vat 1y tri lidu bién soan theo cac bénh khac nhau, béac si co
thé ding dé tham khao;

12. Dong dién dau ra trung tan: Dudi tai 500Q, dong dién dau ra ciia mdi kénh khong qua 100mA. Cudng do
déu ra co thé diéu chinh tir 0 dén 99 cép do;

13. D6 6n dinh dong dién dau ra: Téc do thay ddi dong dién ddu ra dudi cac tai khac nhau khong 16n hon
10%;

14. Dién &p cyc dai dau ra trung tan: Khi duogc do trong diéu ki€n mach hd, dién ap cuc dai diu ra trung tn
khong vuot qua 500V;

15. Hoat dong: Khi dau ra duoc dat & gia tri tdi da, chay dau ra mo trong 10 phut roi lam ngén mach trong 5
phut va thiét bi trj liéu s& hoat dong binh thuong.

132 8.8 Day dién cuc may dién xung Tuai 1 cai Day dién cuc dung cho may dién xung
133 8.9 | Day may dién cham Tailcai | Dung cho may c6 kim cham ctru ¢6 déu ndi kep kim dang ham ca su, cach dién bang plastic, 151 bang sgi dong
134 | 8.10 |Bong dén hong ngoai Hop 1 cai | Cong suit: 220V/50Hz - 250W

Dau vao (Input): 100-240VAC 50/ 60Hz-0,5A

1 11 4y dién cha Hop 1 cdi |
3] 8 Sac méy dién cham OP 24 Bau ra (Output): 9V-500mA

IX |Phén 9: Vit tw, thiét biy cu

136 9.1 B6 dat ndi khi quan ngudi l6n 1 bo/tai Co6 4 lu6i dao cac ¢ khac nhau. Dat tiéu chuén ISO 13485 hodc tuong duong.

Bo dat noi khi quan danh cho tré gdm tdi thidu: can pin loai tiéu, ludi thing s6 00, ludi thing sb 0, Ludi thing sb

1 2 B6 dit ndi khi quan nhi 1 b6/ hod . . .
319 0 dat ndi khi quan nhi BOTROP 1) "o dume. Vat licu i thiéu 1 thép khong gi. Pat tiéu chudn ISO 13485 hodc trong dong.
- Binh chtra lam bé“mg thuy tinh, chiu dugc ap lyc va nhiét do cao
- M4y gdm 2 binh chtra vé6i dung tich 16n 2.500ml
138 93 May hit dich I cai/ Thing - C6 bg loc dugce lap gitra binh dich va may chinh

- Str dung xylanh khong dau
- D& dang di chuyén nhd vao banh xe
Dat tiéu chuan ISO 13485 hoic twong dwong.

167



Téc @6 phun khi: 0,4 ml/ phut.
Dung lugng ce thube: 7 ml

1 4 |May khi 1 cai/hd .
39 ? dy khi dung cdi/hop Kich thuéc hat phun khoang 3pm MMDA

Dat tiéu chuin ISO 13485 hoic twong duong.

140 9.5 Boéng dén ndi khi quan 1 céi/thi | Bong dén dung cho dén dat ndi khi quan
Nhiét 4m ké hinh tron, duong kinh 20cm.

. . Gia tri vach chia: nhiét d6: 20 d6 C; d6 am: 5%.
. hiét am ké 1 cai/ ho C T A

4l 9.6 | Nhictam ke CATROP |t oang do nhiét do: -20 d6 C dén 40 do C.
Khoang do d6 am: 10% dén 90%.

142 9.7 Bao do huyét 4p may monitor 1 cai/thi | Bao + rudt cao su huyét ap loai 2 éng. Bao vai day, bén chic, rudt huyét ap bang cao su mém c6 2 dng hoi.
Chat li¢u: inox 304

143 9.8 Hop dung bong con 10 cai/ tui | Kich thude: duong kinh 7,5cm; cao Scm
Pat tiéu chuan ISO 9001, ISO 13485, ISO 14971, CE hoic twong duong.
Chét lidu: inox 304

144 9.9 | Hop hip bong 1 cai/ hgp |Kich thude: duong kinh 26¢cm; cao 13,5cm
Pat tiéu chuan ISO 9001, ISO 13485, ISO 14971, CE hoic twong duong.

A, zo0 A b N Loai do bép tay

145 | 9.10 E;lyeitl 4p dong ho nguilon, | s 1Dy chinh xdc: Huyét ap: < +3 mm He;

Dat tiéu chuan ISO 13485 hoic twong dwong.
. a2 N - s Kéo thang dau nhon, 1am tir thép khong gi chat lugng cao ding trong y té.

146 9.11 |Kéo thang dau nhon céac c& 1 cai/tai Pat tiéu chuan ISO 13485 hogc twong duong,
Chét lidu: inox 304

147 9.12  |Khay chit nhat Inox 1 cai/ thi Kich thudc: dai 40cm, rong 30cm, cao 2cm
Pat tiéu chuén I1SO 9001, ISO 13485, ISO 14971, CE hodc tuong duong.

148 9.13 | Khay inox qua dau nong 10 cai/ tai | Khay inox 304, dung tich khoang 300ml
Chét lidu: inox 304

149 9.14 |Khay inox qua dau sau 10 cai/ tai | Kich thudce: dai 25¢m, rdng 11,5cm, cao 3,5cm

Pat tiéu chuén I1SO 9001, ISO 13485, ISO 14971, CE hodc tuong duong.
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Kim sinh thiét da day ding

Bo kim sinh thiét da day, dai trang bao gdm ngang miéng va tam 16t khong thdm, tim 16t kich thudc 35x45 co

150 9.15 mét 1in 1 cai/tai day duong kinh kim 1.8+0.5mm, 2.3 £0.5mm, dai 1600 mm,1800 mm, 2300mm.
i Pat tiéu chuén ISO 13485 hodc twong duong.
151 9.16 | Nhiét k s thily ngin 12 céi/hop Nhiét ke beAmg thuy tinh, cé cdt thuy ngan, dau do tiép nhiét. Phan hién thi nhi¢t do: Tur 35-42 d¢ C, khoéang chia
vach 0,1 d6 C.
1. Céu hinh k¥ thuat: Thiét bi: 1 chiéc
2. Théng sb ky thuat:
- Dai do nhigt do: <-30 °C dén > +50 °C
152 9.17 |Nhiét ké tu dong Hop 1 cai - D6 chia nhé nhit: < 1°C
- D6 chinh xac: <+£1°C
- Vit lidu tbi thiéu bang: Nhua
- Xuit xt: G7
. A Lam tir thép khong gi, day 6ng nghe 1am tir cao su mém.
1531 918 | Ong nghe FedV/hop | b ticu chudn ISO 13485 hodc trong duong.
) Kich thudc 750mm x 490mm x1040mm,;
154 9.19 |Xetiémi 3ta 1 cai/thu . ) ’ . x 3 3
¢ tiem mox > tang cavthung Nguyén li€u: 100% inox SUS 201 bong dep, khong bi nhiém tur, cd d6 bén co hoc cao; 3 tang, c6 x0, cd banh xe
Khung xe: Hgp kim nhom
Bénh xe: 4 banh 16p dic PVC (Banh trude 6 inch, didu hudng xoay 360 d6, banh sau 20 inch)
Ghé ngdi: vai caro
2 a . Tai trong: > 120kg
1 2 X énh nh 1 cai/tht i
33 9.20 ¢ ddy benh nhan cdi/thing Tuya tay: Boc da Simili hoac twong duong
Vi tri dé chan: Nhom, c6 thé gép 1én
C6 phanh tay cho ngudi ddy
Xe dé dang gap gon dé bao quan va mang theo
B¢ day dié ) h s ;
156 | 921 |B0dayditncyc(dingcho 1 Bo/tai | Dung cho méy dién tim 6 cin Nihon Kohden, gdm 10 day dién cuc va 10 dién cuc dan
may dién tim 6 can)
157 9.22 | Canuyn ngdm mi¢ng 1 cai/géi | Ngam miéng dung trong ndi soi gdy mé, phu hgp vai day may ndi soi Olympus
1sg | 023 |Kep phau tich (c6 miu, khong | oai/gi | LAm tir thép khong i ding trong y té, dai khoang 16-20cm.
' mAu) Pat tiéu chuan ISO 13485 hoic twong duong
159 9.24 |Pdng hd oxy 1 cai/hdp | BO bao gdm ddng hd + binh 1am 4m + dng thé oxy
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B diéu chinh luu luong kém

- Ap suit tiéu chuan: 4,0 £ 0,5 kgf/cm?
- Luu luong: 0-15 lit/ phat

1 2 : 1 bd/ HO ; . .
601 925 | inh 1am &m Oxy BOTHOP | 55 m (6370 C): 25% & mite t5i thidu. 10mg/L
- Ap suit van an toan 58.6 kPa (twong duong 0.6 kg/cm?)
R e Pau day do SpO2 (sensor) cac c& (ngudi 16n, tré em).
161 2 D 2 1 t \
6 9:26 dy sensor SpO cdi/ tui Tuong thich v6i cac loai méy monitor theo ddi bénh nhan (bao gom Nihonkonden)

162 | 9.27 |Chébi co day noi soi 1 cai/tai | Dung vé sinh éng ndi soi
Gom:
- 1 bop bong béng PVC: (1500m14+200ml) cho ngudi 16n hoac (550m1+£200m1) cho tré em va (280m1£100ml)

Ambu bép béne newdi 16n cho so sinh. 1 Mat na theo size twong Gng
163 | 928 |MTPUDPOPDONENE ” | cai/hop |- 01 Tai tron khi Oxy 2000m! cho ngudi 16n hode 1600ml cho tré em va so sinh.
Tré em ~ x
- 1 Day dan Oxy 200cm.
C6 van diéu chinh.
Dat tiéu chuan ISO 13485 hodc twong duong
o I ... | Chét liéu thép khong gi, tiét trung bang tia Gamma hodc tuong duong.
164 9.29 | Ludi dao md céc so 100 cai/ hop Pat tiéu chuan ISO 13485 hoge trong duong
R .2 x s Chét liéu: inox 304
165 9:30 | Hop dung dung cy tiéu phau I cditai Kich thudc: dai 23cm, rong 16,5cm, cao 2cm
, Ké hau thuat ddu nhon dai 16cm, lam tir thép khong gi chét I ing tr té.

166 931 |Kéo cong diu nhon | cai/tai éo c.:f)ng p Kau uat dau Qfl dai 16cm, lam tir thép khong gi chat lugng cao dung trong y té
Pat tiéu chuan ISO 13485 hodc twong duong

167 9.32 | Bong dén cuc tim Bong dén cuc tim dai 60cm.
Thia nao tir cung déc.

168 9.33 | Thia nao budng tir cung dic Chat li¢u thép khong gi.
Pat tiéu chuin ISO 13485 hoic twong duong
Thia nao tir cung rong.

169 | 9.34 |Thia nao budng tir cung rdng Chat liéu thép khong gi.
Pat tiéu chuin ISO 13485 hoic twong duong

170 9.35 |Bom Karman 1 van Dung trong san khoa

Pat tiéu chuin ISO 13485 hoic twong duong
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Ong hut ding cho bom

171 9.36 Karman 1 van Ong s0 4,5,6. Bugc tiét trung, dong goi riéng bi¢t Phu hop voi bom hut thai 1 van
Dung trong san khoa
172 . Bom K 2 \
72| 937 | Bom Karman 2 van Pat tidu chuin ISO 13485 hodc tuong duong
. Ong s6 4,5,6,7,8,9,10,12.
Ong hit dung cho bom NESO LA LS T
173 9.38 Puoc tiét trung, dong goi riéng biét.
Karman 2 van . fe , .
Phu hop véi bom hut thai 2 van
Van kénh sinh thiét day soi d o o . ‘
174 9.39 ‘an eI.1 ?1n et ady soca 10 cai/ goéi | Van sinh thiet twong thich voi hé thong Olympus
day, dai trang
Ovan tuyp nép dau soi da day, i Dung trong phuong phap cit hot dudi niém mac qua ndi soi ESD, duong kinh ngoai tir 11.4mm dén 15mm, c6 16
175 9.40 . 10 cai/ hop . PR s A ree o ad 1. X .
dai trang bén, chat liéu mém, chiéu dai tir dau cuoi 6ng soi: 4mm.
176 9.41 |Day cap may di¢n ndo Tai 1 cadi | Day cap dién ndo cho may dién ndo Neurowerk
177 9.42 | Pin bom tiém dién hop 1 céai Pin dung cho bom tiém di¢n ARGUS
178 9.43 Ca’p C}Tyel.l dai hinh anh cho Tai 1 cai Ghi hinh may si€u am, ndi soi vao may tinh
may noi soi TMH
179 9.44 | Gia treo may monitor Tai 1 cai | Gia treo may monitor gén tudng kém gio, 1am tir inox
180 9.45 | Gia dé binh oxy Tai 1 cai | Chat liéu inox, c6 banh xe dung chd luu dong binh 6 xy 10 lit
181 9.46 |Ban chai rira tay phau thuat Tai 1 cai | Ban chai dung dé vé sinh tay trude khi phau thuat.
. Chat ligu: inox 304
182 4 Hop hap tron i Hop 1 cai ’
8 47 Op hap tron mnox op L cal Kich thuéc: duong kinh 35,5cm, cao 20cm
183 948 | Thing ngam dung cu Cidex Hop 1 cii Khay chuyén dung ngam dung cu dé lam sach hoic khir khudn mirc d6 cao, kich thuéce khoang 740 x 220 x
136mm
B0 dng cat 6t u xo tién ligt . . L .
184 9.49 tuQ grtllg catdotuxoitien e Hop 1 cai | Dién cyc cat dot hinh vong, hinh con lan (hinh qua bong) hoac hinh miii nhon.
y
R ... | Day hat dich phau thuat. Dai ti thiéu 1.5m.
1 . Day hut dich sil Tai 1 ca T :
851 9:50 | Day hit dich silicon U2 Pat tiéu chudn ISO 13485 hodc twong duong
186 9.51 |Filter may tho Tai 1 cai | Khanang loc khudn 99% - 99,99%.
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Pat tiéu chuin ISO 13485 hoic twong duong

Filter loc khi cho may hut dich.

1 .52 |Filt ay hut dich Tai 1 cai .
87| 952 |Filter miy hut dic UL Pat tiéu chudn ISO 13485 hodc twong duong
188 9.53 Da.}; m?y thd silicon dung Tai 1 b6 Bc;> dgyy thd l‘aang S‘1.l1c’0n dung cho may gay mé.
nhiéu lan C& tré em va nguoi 16n
2 aen . . Tay dao mé dién don cuc dung 1 lan.
1 54T 0 Tai 1 ca . j
891 9:54 | Tay dao mo dién don cyc UL CA T pat tiéu chudn ISO 13485 hodc twong duong
2 aen N . . Tay dao mé dién ludng cuc.
1 . T 0 1 Tai 1 ca . i
901 955 |Tay dao mo dién ludg cyc U CA T Bat tiéu chudn ISO 13485 hodc twong duong
191 | 9.56 |Bongdénmd Hop 1 cai | Bong dén hién vi ding cho dén mo.
192 9.57 XAe da,y inox y & 2 tang 6 1 Cai Xe day tiém thudc 2 tang c6 hoc ngan kéo bang inox
hoc kéo
193 | 9.58 |Sensor mortor cam bién gidy Cai Dung cho méy dién tim ECG- 1250K
Kich thuéc bén ngoai (L x W x H): t6i da 49 x 30 x 10,5 mm
Chi thi dong bang FREEZE- Kich thuéc cuaA’ 'man hinh: t6i da 10x10mm
194 9.59 TAG Trong lugng: t6i da 12g
Diéu kién bao quan: <4°C dén >50°C
Nhiét d¢ hoat dong: <-20°C dén >55°C
195 9.60 ﬁi};isteozs(o;gsﬁgzlén;? Y Pau do SpO2 (sensor) may Monitor model Fazzini (ngudi 16n)
Day sensor SpO2 may N , . .. N
196 9.61 Monitor (tré em ) bau do SpO2 (sensor) may Monitor model Fazzini (nguoi tré)
197 9.62 |Coc truyén Coc truyén dich inox 201 c6 tang chinh chiéu cao khoang tir 115cm dén 190cm, loai 5 chan, 4 moc treo.
Bao gom tdi thiéu: 1 day tho 2 bay.
198 | 9.63 |Day may thd ding mot lan Chét liéu: nhya PP
Dat tiéu chuan ISO 13485 hoic twong duong
199 | 9.64 |Kéo citchi Tai 1 cai | Chét liéu lam bang thép khong gi, d4u til hodc nhon.
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Thép khong gi.

2 . 2 § ]
00} 965 |Cindaoso3 - Pat tiéu chuin ISO 13485:2016 hoic tuong duong
- Kiéu dang: dién cyc cau (Bridge)
B4 num di¢n cuc may dién o - Chét liéu bac, khong bi gi sét
201 . ; 1 t .
O 1 966 1 a0 dd BO/tT | 6 dm bong, rét ém khong gay dau cho bénh nhan
- C6 ranh dé ¢ dinh bang nén ludi.
202 9.67 |Thanh nhi¢t may dién tim Thanh nhiét may dién tim dung cho may dién tim ECG-1250K
A a4 s Hinh oval, duong kinh 10-15-25-30mm.
2 . Dbau dot pol 4i/ 10
03| 968 | Daudotpolyp CAI/tL | b ome kinh 2,3mm : dai 1600/1800/2300mm. Pudng kinh kénh day soi 2,8mm
204 | 9.69 |Kim tiém cdm méu Kim chich cAm mau duong kinh 2,3mm, chiéu dai: 160cm; 180cm
. , e éng bom thudc can quang 2 nong 200ml. Chiu ap luc cao 350 psi. Nap thudc béng 6ng hut.
2 . B xilanh th 3 : 2 ,
05| 970 |Boxilanh can quang S0bo/thing | b g e6i gdm 2 bom tiém, 2 dng hit, 1 day néi chéng xodn dai 180cm luer lock
206 9.71 |Panh kep kéo ludi 1 céi/tai | Thép khong gi
207 9.72 | Panh cong khong miu 20cm 1 céi/tai | Thép khong gi
208 9.73 | Panh cong khong miu 25cm 1 céi/tai | Thép khong gi
209 9.74  |Parabop bé 10cm 1 céi/tai | Thép khong gi
Kéo phau tich dau ti . A
210 9.75 metzenbaum- fino 1 cai/tai | Thép khong gi
211 9.76 |Céandaosb 11 1 céi/tai | Thép khong gi
212 9.77 |Panh m¢& khi quan 1 céi/tai | Thép khong gi
213 9.78 Ca?/ thf)ng ’nonig ong dat ndi | cai/ i C‘ay th?ng n.ong d'c%t nQAl khlA quan ca‘u.: O 6,10;14F r.
khi quan cac c& Lam bang kim loai nhém, dng ngoai tron nhan
214 9.79 | Panh cong khong mau 16cm 1 cai/tai | Thép khong gi
Ho hau thuat .
215 | o9go |Hopdungdungcuphauthudt ) L |1 a bing inox khong gi, kich thude 20x30x5
c6 khod
216 9.81 | Mi dién ndo 1 cai/ thi Chét liéu bé“mg silicon mém, co gian, gitt chat dién cuc dién ndo.
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Quai cai c6 thé diéu chinh kich ¢.
Céc nut cd dinh c6 thé dich chuyén vi tri thi thu gon hodc néi rong non.

217

9.82

May do nong do con

1 cai/ hop

Thang do: 0.00 dén 2.000 mg/l BrAC.

Cam bién: Cam bién Cell Nhién li¢u.

Chi bao: Anh sang LED (Mau d6 cho Khéng va xanh cho Dat) qua: 1 tiéng pip; Thap: Tiéng pip ngén lap lai;
Cao: Hbi pip dai.

Thoi gian khoi dong: 10s.

Thoi gian phan tich: 2s.

Nhiét d¢ lam viéc: -05°C ~ 55°C.

Nhiét d¢ Iuu trit: -10°C ~ 60°C.

Tu dong ngat ngudn: 30 dén 900s.

Thoi gian hién thi: 1 dén 9s

218

9.83

Cut ndi ciia bao do huyét ap

Cay/ tai

Duing cho bao do huyét 4p may monitor

PP2600001129: Phian 10: Vit tw ngoai khoa

219

10.1

Nep khoa than xuong don

Chat li¢u thép khong gi

Nep day 3.0mm, rong 10mm; khoang cach 16 14mm va 11mm
- C6 4 cd tlr 6 -> 9 10 trai/ phai; dai tir 70->112mm

Dung vit khéa duong kinh 3.5mm

- Pat chét luong ISO 13485 va EC hoic tuong duong

220

10.2

Nep khéa moc dau ngoai
xuong don

Chat liéu thép khong gi

- Nep day 3.0mm; rong 15.8mm va 9.8mm; khodng céch 16 11.7mm
- CO 4 b tir 4- 7 15 trai / phai; dai tir 63mm dén 97mm

Dung vit khoa dudng kinh 3.5mm

- Pat chat lwong ISO 13485 va EC hoic tuong duong

221

10.3

Nep khoa diu trén xuong
canh tay

Chat li¢u thép khong gi

Nep day 3.0mm; dau nep rong 20.6mm va than nep rong 12.3mm; khoang cach 16 nep 12mm; C6 6 ¢ tir 3 - 8 15;
chiéu dai tir 61.1-121,1mm.

Dau nep c6 4 15 bt vit

Dung vit khoa duong kinh 3.5mm

Pat chét luong ISO 13485 va EC hoac tuong duong
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- Nep day 2.5mm; réng: 10.0mm; khoang cach 15 nep: 12mm;

229 | 104 |Nepkhoa than xwong canh - S6 13 trén than nep: tir 4 dén 12 13; dai tir 54mm-150mm
7 ltay - Pdng bo vai vit
- Pat chét luong ISO 13485 va EC; chét liéu thép khong gi hodc twong duong
- Nep day 3mm; rong: 10mm; khoang cach 16 nep 12mm;
3 | 105 | Nepkhéa mét xich hai xuong - S6 13 trén than nep: 4 dén 12 15; dai tir 48mm dén 144mm
’ cing tay - Dung vit khoa duong kinh 3.5mm
- Pat chat lwong ISO 13485 va EC; chét liéu thép khong gi hodc tuong duong
- Nep day 1.5mm; rong: 10.0mm; khoang cach 16 nep: 12.0mm.
24 10.6 Nep khoa long méang xuong - $6 16 trén than nep: tir 4 dén 12 15; dai tir 54 dén 150mm
’ quay - Pong bg v6i vit ciing hang san xuat
- Pat chat lwong ISO 13485 va EC; chét lidu thép khong gi hodc tuong duong
Nep day 2.0mm; dau nep rong 25.6mm va than nep rong 9.1mm; khoang cach 16 nep 8mm
3 . C6 5 ¢ tir 3 - 718 trai / phai; chiéu dai tir 54-86mm
Nep khoa chit T dau dud
225 | 107 legn Ojac o danduot Diing vit khoa dudng kinh 2.7/3.5mm
g quay Piu nep ¢6 8 1 bt vit
Pat chét lugng ISO 13485 va EC; chét liéu thép khong gi hodc twong duong
Nep dét bin neén xtrone ban Day 1.3 mm; nep rong 4.6mm; dai 24.6mm; chét liéu hop kim Titan, Ti6Al4V theo tiéu chuén ISO 5832-3
226 | 108 | 'é’n g g ASTM F136. ding két hop déng bo vai: vit khéa mi vit hinh sao @ 2.0mm
& Pat chét luong ISO 13485, EC hodc twong duong
Nep dét bin neén xtrone ban Day 1.3 mm; nep rong 4.6mm; dai 36.6mm; cht liéu hop kim Titan, Ti6Al4V theo tiéu chuan ISO 5832-3
227 | 109 | 'é’n g g ASTM F136; diing két hop ddng b voi: vit khoa mii vit hinh sa0 @ 1.5mm.
& Pat chét luong ISO 13485, EC hodc twong duong
Rong 18.6mm; day 5.6mm; 6 15 ddu nep; S6 16 trén than nep tir 4 15 dén 13,15 10 trai phai; chidu dai nep tir
139mm dén 337mm; chét li¢u hop kim Titan, Ti6Al4V theo tiéu chuan ISO 5832-3 ASTM F136; ding két hop
228 | 10.10 |Nep khoa ddu trén xuong dui dong bo vai: vit khoa mil vit hinh sao @5.0mm; vit cimg mii vit hinh luc gidc @4.5mm va vit khoa x6p @5.0 mm;
vit khéa rong 1ong @5.0 mm.
Dat chit luong ISO 13485, EC hodc twong dwong.
1. Dinh noi tily rdng nong xwong dui dai (trai/ phai)
229 10.11 |Pinh ndi tiy xwong dui 01 bo/goi | * Chét liéu titanium. Dat tiéu chuan I1SO, CE hodc twong duong

* C6 2 bén trdi - phai
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* Pudng kinh tr 9mm-13mm nhdy bac Imm

* Chiéu dai tir 340mm-420mm nhay bac 20mm

* Dung cho vit khoa 4.5mm

2. Vit khoa tai tao dinh néi tuy duong kinh 6,4 mm:
* Chét liéu Titanium, Dat tiéu chun ISO 13485, CE hoic tuong duong
* Chiéu dai: Tir 65mm - 120mm nhay bac Smm

* Puong kinh mii vit: 8,0mm

* Puong kinh 16i vit: 5,0mm

* Budc ren than vit: 1,25mm

* Sir dung dau t6 vit luc gidc 5,0mm

3. Vit khoéa dinh 4,5/5,0:

* Chét liéu Titanium, Pat tiéu chudn ISO 13485, CE hoic tuong duong
* Chiéu dai: Ttr 20mm - 75mm nhay bac Smm

* Pudng kinh than vit: 4,5mm

* Puong kinh mil vit: 7,0mm

* Puong kinh 16i vit: 3,5mm

* Budc ren than vit: 1,25mm

* Sir dung dau to vit luc giac 3,5mm

4. Vit nap dinh xuong dui dai:

* Chat ligu titanium

* Pat tiéu chuén ISO, CE hoac tuong duong

230

10.12

Nep khoa than xuong dui

- Nep day 5.0mm; rong 16.0mm; khoang cach 15 nep: 16mm
- S6 13 trén than nep: tir 4 dén 18 13; dai tir 71mm-295mm

- Pdng bo v6i vit cing hing san xudt

- Chét liéu thép khong gi

- Pat chét luong ISO 13485 va EC hoac tuong duong;
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10.13

Nep khoa dau dudi xuong dui

Piu nep day 3.2mm va than nep day Smm; dau nep rong 33.2mm va than nep rong 16.3mm; khoang cach 16 nep
20mm;

- C6 5 cd tir 5-13 16 trai/ phai; dai tir 156.4-316.4mm

Dau nep c6 7 15 bit vit.

Dung vit duong kinh 4.5/5.0mm

- Chat liéu thép khong gi

- Pat chat lwong ISO 13485 va EC hoic tuong duong;
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232

10.14

Nep khoa diu trén xuong
chay mam chay ngoai

Piu nep day 3.2mm va than nep day 4mm; than nep rong 16.2mm va dau nep rong 22.5mm; khoang cach 16 nep
20mm;

-C6 5 ¢cdtir 5 - 13 16 trai/ phai; dai tir 143.3-303.3mm

Dau nep c6 6 15 bt vit

Dung vit duong kinh 4.5/5.0mm

- Chat liéu thép khong gi

- Pat chat lwong ISO 13485 va EC hoic tuong duong;
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10.15

DPinh ndi tiy xuong chay

01 bo/gsi

1. Dinh noi tily rdng nong xwong chay

* Chét liéu titanium. Dat tiéu chuan ISO, CE hoic twong duong
* Puong kinh tr §mm-11mm nhay bac Imm

* Chiéu dai tir 270mm-420mm nhay bac 15mm

2. Vit khoa dinh ndi tuy 4,5/5,0:

* Chét liéu Titanium, Pat tiéu chudn ISO 13485, CE hoic twong duong
* Chiéu dai: Ttr 20mm - 75mm nhay bac Smm

* Pudng kinh than vit: 4,5mm

* Pudng kinh mi vit: 7,0mm

* Puong kinh 16i vit: 3,5mm

* Budc ren than vit: 1,25mm

* Stir dung dau to vit luc gidc 3,5mm

3. Vit np dinh xwong chay:

* Chét liéu titanium

* Pat tiéu chuin ISO, CE hodc tuong duong
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10.16

Nep khoa dau dudi xwong
chay

Dau nep day 2.2mm va than nep day 3.0mm; than nep rong 11.5mm va dau nep rong 22.4mm; khoang cich 16
nep 12mm;

- C6 5 ¢cd tir 6-14 16 trai/ phai; dai tir 137.9-233.9mm

Dau nep ¢6 9 15

Dung vit khoéa dk 3.5mm

- Chét liéu thép khong gi

- Pat chat lwong ISO 13485 va EC hoic tuong duong;
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10.17

Pinh Kirchner cac c&

- Puong kinh tir 0.5mm-5.0mm

- Hai dau nhon

- Chat liéu thép khong gi

- Pat chat lwong ISO 13485 va EC hoic tuong duong;
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* Chét liéu: Polypropylene, kich thudc 15x15cm

* Kich thude 16: 1,2*0,9mm, duong kinh s¢i 0,15mm
* Trong lugng: 57(g/m?)

* P9 bén: 750 kPa

236 | 10.18 |Ludithoat vi ben 15x15cm Cai/Tai | * Lyc cang: warp/275N,weft/250N
*Po day: 0.5mm
* Trong sudt, mém mai, chic chén.
* Tiéu chudn chét lugng ISO 13485,CE hoic twong dwong
*Xuit xtr: OECD
* Chét liéu: Polypropylene, kich thudc 10x15cm
* Kich thude 16: 1,2*0,9mm, duong kinh sgi 0,15mm
* Trong lugng: 57(g/m2)
* P9 bén: 750 kPa
237 10.19 | Ludi thoat vi ben 10x15cm Cai/ Tai * Luc cang: warp/275N,weft/250N
*Po day: 0.5mm
* Trong suét, mém mai, chéc chén.
* Tiéu chudn chét lugng ISO 13485,CE hoic twong dwong
*Xuit xtr: OECD
- Gom: 1 1o bdt cAm mau 3g + voi bom chit T 8cm
- Dung dé cam méu va tao 16p chéng bam dinh
- Chét liéu bdt cdm mau: polysacharide thyc vat.
- C¢ tinh siéu ai nudc, ty 1€ nudc ha“ip thy: 0.5g bot/50 ml nude khir ion.
238 10.20 Vit lidu cAm méu tu tiéu dang 1 kit/goi; |- Do pH 5.5-7.5 o ‘,
bot S5kit/ hop |- DY bam dinh mang lién ket toi thiéu 115g
- Ti€u hoan toan sau vai ngay béng enzyme amylase
- Tiét trung béng chiéu xa
- Tiéu chuin chat luong ISO 13485, CE hoac tuong duong
- Xuat xtr: G7
230 | 1007 |Vatlicu cAm mau ty tiéu | miéng/ goi Vit liéu cam méau dang ludi mém ty ‘tiéu,rbéng soi Rayon cellulose oxi héa tai t6 hop, dudng kinh ddng nhat
cellulose 20um, trong lugng 6.2 mg/cm2, nguon goc thuc vat, kich thudc khoang 10 x 20cm, tu tiéu sau 7 - 14 ngay
240 | 1022 |Hemolock Vigeai | S kepmach méulam thr polymer.

Pat tiéu chuan ISO 13485 hoic twong duong

178




Gom: sonde JJ + que dy + kep

éng thong: chét liéu carbonthane, vach chi thi mau den
Que diy mau do, dai 40-100cm

Chi & du xa; chét liéu Nylon

Kep mau xanh

241 | 10.23 | Sonde JJ Long life CATG | ioh o5 3Fr, 4Fr, 4,6FR, 4,7FR, 5Fr: 6F: 7Fr; 8Fr, dai 12-30cm ;
*Hai ddu md, co kha nang chdng xoin; can quang tét, vach chi thi sic nét
*Tiét tring bang EO
* Tiéu chuin chét lugng ISO 13485, CE hodc tuong duong
*Xuét xi: OECD
* Sonde JJ gdom:
- Ong thong: chit liéu Aliphatic polyurethane (PU): Tecoflex, mau tring, vach chi thi mau den
- Que day: chét lidu polypropylen (PP), mau do, dai 40-100cm
- Chi Nylon ¢ dau duéi
. - Kep chat li¢u Polycarbonatel, mau xanh
242\ 1024 [SondeJJ 4 Fr 1 cai/edi * Kich cd: 4Fr dai 12-26cm twong ung cac cd. Pudng kinh ngoai tir 1.25 — 1.35mm; Puodng kinh trong tir: 0.60-
0.65mm
* Hai diu m&, c6 kha nang chdng xoin; can quang tbt, vach chi thi do sau
* Tiéu chuin chét lugng ISO 13485, CE hodc tuong duong
*Xuit xtr: OECD
* Sonde JJ gdom:
- Ong thong: chét lidu Aliphatic polyurethane (PU): Tecoflex, mau trang, vach chi thi mau den
- Que déy: chét liéu polypropylen (PP), mau do, dai 40-100cm
- Chi Nylon ¢ dau duéi
. - Kep chat li¢u Polycarbonatel, mau xanh
243 1025 | Sonde JJ 5 Fr 1 cai/edi * Kich cd: 5Fr dai 16-28cm tuong tng cac c¢d. Puong kinh ngoai tir 1.60-1.70 mm; Pudng kinh trong tr: 1.10-
1.15 mm tuong tng cac cd ;
* Hai dau ma, c6 kha nang chéng xoén; can quang tét, vach chi thi d6 sau
* Tiéu chuan chét lugng ISO 13485, CE hodc tuong duong
*Xuit xtr: OECD
* Sonde JJ gdom:
244 | 10.26 |SondeJJ 6 Fr 1 cai/tai - Ong thong: chét lidu Aliphatic polyurethane (PU): Tecoflex, mau trang, vach chi thi mau den

- Que day: chét liéu polypropylen (PP), mau do, dai 40-100cm
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- Chi Nylon ¢ dau duéi

- Kep chét liéu Polycarbonatel, mau xanh

* Kich cd: 6Fr dai 16 - 30cm tuong ting cac cd. Pudng kinh ngoai tir 1.90 - 2.00 mm; Pudng kinh trong tur: 1.35
- 1.40 mm

* Hai diu mo, c6 kha nang chdng xoin; can quang tbt, vach chi thi do sau

* Tiéu chudn chét lugng ISO 13485, CE hodc tuong duong

*Xuit xtr: OECD

245

10.27

Sonde JJ 7 Fr

1 cai/tai

* Sonde JJ gdom:

- Ong thong: chét lidu Aliphatic polyurethane (PU): Tecoflex, mau trang, vach chi thi mau den

- Que déy: chét liéu polypropylen (PP), mau do, dai 40-100cm

- Chi Nylon ¢ dau duéi

- Kep chét liéu Polycarbonatel, mau xanh

* Kich cd: 7Fr dai 12 - 30cm tuong ting cac cd. BPuong kinh ngoai tr 2.20-2.30 mm; Puodng kinh trong tir: 1.55-
1.60 mm

* Hai dau mo, ¢ kha nang chéng xoén; can quang tét, vach chi thi d6 sau

* Tiéu chudn chat luong ISO 13485, CE hodc twong duong

*Xuét xir: OECD

246

10.28

Guidewire

Piu thé“ing hodc dauJ cb dinh

Chat li¢u day dan thép khong gi pha PTFE
Chiéu dai 150cm

Cac size

247

10.29

Ro bét soi

1 cai/tai

*Chat li¢u Nitinol

*Céc cd: 1,9FR, 2,2FR, 3FR, 4FR, 5 FR, chiéu dai: 90/110/120cm (+ 1 cm)

* Ong v6 Sheath chit liéu PEEK / PTFE (Teflon), Day ro chét liéu nitinol, Tay cam chit liéu ABS (Acrylonitrile
Butadiene Styrene)

*Tiét trang bang EO hodc trong dwong.

*Tay cAm 3 ngon, loai kéo truot, c6 thé thao doi

*Tiéu chudn chat lugng: ISO 13485, CE hodc tuong dwong

248

10.30

Khép hang toan phan

1 bo/hop

1. Chudi khép (Stem)

- Chét lidu hop kim Titan TiAl6V4, phun phu titan xdp plasma ( TPS). Kich thuéc hat tir 75-350 micron va do
xép khoang 30%, ngéan chén su di chuyén cua dich 16ng va cac manh vun, han ché hién tugng ti€u xuong.

- Than hinh ném ¢ dinh tuyét voi va giam dau hiéu qua
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- Goc cb than 135 d6. Pau chudi dang Taper 12/ 14 (5°42'30")

- Kich ¢& chudi ¢6 12 ¢&: tir 6.25mm dén 20mm (mSi size tdng 1.25mm) dai twong tmg 135;140;145;150;155mm
2. Chém xuong dui (Modular head)

- Chét lidu: Cobalt-Chrome (CoCr) - tiéu chudn DIN EN ISO 5832-4;

- Puong kinh dau (head): dk 22mm: ¢6 dai (0; £3.5; +7; +10.5); size: S, M, L, XL, XXL;

dk 26, 28, 32, 36mm: ¢b dai (0; £3.5; +7; +10.5; +14; +17.5)mm; size S, M, L, XL, XXL, XXXL, XXXXL; cbd
dau 12/ 14

3. O cbi (Acetabular Press-fit Shell)

- Chat liéu hop kim Titan TiAl6V4 - C6 3 16p phu dé Iya chon: Plasma TPS/Hydroxyapatite/ TPS+HA

- Kich ¢& tir 38mm dén 82mm; mdi ¢& ting 2mm.

- Trén 6 cbi 6 5 15 dé bt vit 6 cbi, Pugc thiét ké véi goc vanh 15°

-Dbo xép khoang 30%, kich thudc dd nham 75-350 micron, d§ day 500 micron

'4. Lot b cbi (Inlay):

- chat liéu vat liéu cao phan tir Ultra high polyetylen (UHMWPE) - tiéu chuin DIN EN ISO 5834-2; c6 go chéng
truot 10 d6 va 20 d9, High wall.

- Buong kinh trong: 22, 26, 28, 32, 36 mm;

- Kich co (size): 20, 21, 22,23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35.

5. Vit 6 cbi: chat lidu hop kim titanium TiAl6V4 - tiéu chuan DIN EN ISO 5832-3, gin 6 cbi v6i xuong, dudong
kinh 6.5mm; dai tir 25mm dén 50mm; mdi budc ting Smm

- Hang hoa dugc tiét trung bang tia Gamma 25kGy hodc trong dwong.

- Pat tiéu chudn I1SO 13485; CE hodc tuong duong

Xuét xi: G7

1. Chu6i khép (Stem)

- Chét liéu hop kim Titan TiAl6V4, phun phu titan xdp plasma ( TPS). Kich thuéc hat tir 75-350 micron va do
xép khoang 30%, ngéan chén su di chuyén cua dich 16ng va cac manh vun, han ché hién tugng ti€u xuong.

- Than hinh ném c6 dinh tuyét voi va gidm dau hiéu qua

- Goc ¢6 than 135 d6. Pau chudi dang Taper 12/ 14 (5°42'30")

- Kich ¢& chuéi ¢6 12 ¢&: tir 6.25mm dén 20mm (mdi size ting 1.25mm) dai twong tmg 135;140;145;150;155mm
2. Chom xuong dui (Modular head)

- Chét ligu: Cobalt-Chrome (CoCr) - tiéu chuan DIN EN ISO 5832-4;

- Puong kinh dau (head): dk 22mm: ¢6 dai (0; £3.5; +7; +10.5); size: S, M, L, XL, XXL;

dk 26, 28, 32, 36mm: b dai (0; £3.5; +7; +10.5; +14; +17.5)mm; size S, M, L, XL, XXL, XXXL, XXXXL; cd
ddu 12/ 14

3. Pau Bipolar

249 | 10.31 |Khép hang ban phan 1 bo/hop
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- Bén ngoai thép khong gi c6 ham lugng Nito cao (HNSS)- tiéu chuin DIN EN ISO 5832-9; bén trong vét liéu
cao phan tir Ultra high polyetylen (UHMWPE) - tiéu chuén DIN EN ISO 5834-2

- Puong kinh trong: 22; 28mm

- Pudng kinh ngoai: 3 ¢& tir 38-> 42mm g véi dk trong 22; 9 ¢& tir 44->60mm tng véi dk trong 28 (mdi c&
tang 2mm)

- Hang hoa dugc tiét tring bang tia Gamma 25kGy hodc tuong dwong.

- Pat tiéu chuan ISO 13485; CE hoic twong dwong

Xuit xtt: G7

Nep cb cimg. Gom 2 manh riéng biét duoc gin voi nhau boi bing nham dinh, san pham c6 nhimg 16 nho gitp
thoang khi khi st dung.

250 10.32 |Nep cd 1 céi/ tai Cic ¢&: XXS. XS, S. M, L
Pat tiéu chuin ISO 13485 hoic twong duong
. . ... |Nep chong xoay ngén. C6 dinh, 6n dinh khép cd chan sau chan thuong, sau mo.
251 10. ho 1 cai/ tu j A j i
3 0-33 | Nep chong xoay ngan CAI/tAL | b ¢ tieu chudn ISO 13485 hogc twong duong
£ .. ... .. | Nep chdng xoay dai cho cac truong hop can giir thang chan, chdng co du gdi.
252 | 10.34 h 1 t A
3 0-34 | Nep chong xoay dai CAI/tAL | b ¢ tieu chudn ISO 13485 hogc twong duong
Nep canh tay dé So ciru, ¢b dinh giy xuong, bong gan khu vuc 1/3 dudi xwong canh tay, xuong cing tay va khép
, ... |khuyu tay. Cé dinh sau md xwong, kh6p chi trén, sau chin xuong, 6n dinh khép khuyu tay.
253 10.35 |Nep canh tay 1 cai/ tai Cic ¢&: XXS, XS, S, M. L, XL. XXL
Pat tiéu chuin ISO 13485 hoic twong duong
Nep cé“ing tay dung trong So ctru chén thuong xuong khép, co vung céng tay, cb tay.
HS tro cb dinh sau gy déu dudi xuong quay, xuong try, gdy potocol. Gy xuong ban tay it di 1éch. Liét than
254 10.36 | Nep céng tay 1 cai/tai  |kinh quay, ri ban tay (khong dudi duoc cb ban tay).

Cacco: S, M, L
Dat tiéu chuan ISO 13485 hodc twong duong

* Ghi chu:
- Tén hang héa, yéu cau ky thudt, quy cdch chi mang tinh tham khéo, 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,
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minh hoa cho cdc tiéu chuan chat luong, tinh nang ky thudt cua hang hoa, nha thau co thé lya chon dy thau hang hoa co nguon goc, xudt xu,
nha san xuat, thwong hiéu, ma hiéu phu hop voi diéu kién cung cap cua nha thau nhung phai dam bao yéu cau tieu chuan ky thudt, dac tinh ky
thudt, tinh nang sur dung “twong dwong” hodc “wu viét” hon han so voi yéu cau toi thiéu.

Noi ham “twong dwong” 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 ndang sir dung, tiéu chudn céng nghé

(3) Twong dwong vé chat lwong hinh dnh, d chinh xdc mau scc va goc nhin.

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

(5) Twong dweong vé tinh ndng co ban, do tin c¢dy, pham vi ting dung

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

(8) Twong dweong vé ham lwong, nong do, tinh chdt

(9) Cdc yéu té tuwong dwong khdc

Nha thau cé thé chao hang héa dwoe néu trén hodc loai hang héa khdc nhung phdi chitng minh sw twong dwong hodc wu viét so véi hang
héa dwoc néu trén. Dé chirmg 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
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 cu k¥ thuét thé hién cac ndi dung dap Gng k¥ thut 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):

Danh Yéu ciu ciia E-HSMT Dap &ng cia nha thiu S6 Iwu | Cac tiéu | Ma VTYT Tén
STT | 2 |
muyc Yéuchuky | Quy | Thongséky | Quy |Model/ky | Hangsin xudtva |Xuit| donvi | S6 | hamh | chuin |dungchung| thwong
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hang héa

thuat

cach

thuat chao
thiu

cach

ma hiéu

Hang chi sé¢ hiru
(trwong hop chi sé&
hitu khong phai
hing san xuit)

X

tinh

lugng

cua
hang
hoa

dap tng
dso

13485;
CE;

FDA...)

theo 5086
(néu co)

mai theo
QDb 5086
(Néu co)

Muc 2. Ban vé:Khong c6 ban vé

Muc 3. Kiém tra va thir nghiém

- Viéc kiém tra, thir nghiém hang hoa trudce khi ban giao dugce tién hanh tai dia diém ban giao hang hoa.

- Chi 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 cua hop ddng, véi didu kién 1a cac chi phi hop Iy dé tién hanh thtr nghiém, kiém tra d6 dugc cong thém vao
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 diéu chinh ngay giao hang, ngay hoan thanh dich vu lién quan va cac nghia vu khac bi anh huong.

- 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 ky thuat theo hop dong. Nha thau phai thay thé bang hang hoa, bd phan hang hoa khac hoic tién hanh nhitng

diéu chinh can thiét dé phu hop véi cac dic tinh k¥ thuat theo hop dong 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 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 giadm sat, t61 thi€u 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 thuéc 16 hang héa da giao), cu thé:
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+ 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.

+ Giay chuing nhan xuat x (CO) do Phong thuong mai va cong nghi€p hodc co quan c6 tham quyén ctia nudc sadn xuat hodc nudc
xuat khau cap: 02 ban sao c6 chirng thuc va dich thuat c6 chung thuc. Néu la nudc xuat 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 ¢ chimg thuc va dich thuat ¢6 ching thuc.

+ Néu hang hoa san xuat trong nudc hodc gia cong trong nudc hodc hang thuong mai xuat x tai Viét Nam: Nha thau cung cap phiéu
xuat xuong hodc gidy ching nhan ngudn gdc xuat xur va chirng nhan chat lugng hang hda ctia nha san xuat: (ban goc hodc ban sao y cong
ching).

* Poi v6i thiét bi y té thudc loai A, B phai c6 S6 cong bd tiéu chuan 4p dung d6i véi thiét bi y té con hiéu lyc do co quan c6 thim
quyén cép.

* Poi véi thiét bi y té thudc loai C, D phai c6 SO luu hanh dbi vai thiét bi y t& con hiéu luc do Bd Y té cAp va Ban phén loai Thiét bi
y té.

+ 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, déng 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 s6 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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