3.2. Panh gia theo phwong phap dat/khong dat':
Tiéu chi tong quat duge dénh gi4 13 dat khi tht ca cic tiéu chi chi tiét co ban duge danh gi4 1a dat.
E-HSDT dugc danh gia 1a dp tmg yéu cau vé ky thuét khi c6 tht ca cac tidu chi tdng quat déu dugc d4nh gid 13 dat.

Néu bit ky mot mit hang nao thudc géi thdu c6 mot tidu chi khong dat yéu cau k¥ thuét thi E-HSDT cta nha thiu s& dugc
dénh gié la khong dat yéu cau k¥ thuat va khong duoc xem xét vé tai chinh.

Toan bd cac miit hang thudc gobi thiu phai dap tmg cac yéu ciu nhur quy dinh tai bang dudi day:

Noi dung yéu cau

Két qua dénh gia
Tén gbi thau Géi 16: 10 mit hang sinh phim, hoa chit, vat tu tuong thich véi Hé thdng nhudm tiéu ban va dan lamen 5 Khéne d
tur dong, t6i da 240 slide/gidy at ong dat

I. Yéu ciu chung

A. Tinh hop I€ ciia hang hoa

Yéu ciu chung dbi véi tit ca cac loai hang héa du thiu:

- Gidy chiing nhan dat tiéu chudn quan 1y chit lwgng con hiéu Iyc (ISO 13485:2016 hoic ISO 9001:2015
d6i v6i hang hoa khong phai 1a thiét b y té)

- Tai liéu mo ta tém tit ky thuat thiét bj y t& hotic cac hang hoa khac (tiéng Viét).

- Nhin hang héa tiéng Viét lvu hanh tai Viét Nam.

- Thong tin vé huorng dan str dung béng tiéng Viét. pap | Khong dép
1 | - Tailiduky thuat dé phuc vy viée stra chita, bao dudng thiét bi y te trir trudng hop thiét bi y té st dung mot {mg g mot
1an theo quy dlnh ctia chil s& hitu thiét bi y té& (néu o). ] ’ ‘ dly tiéu chi

- Théng tin v& co s& bao hanh, didu kién va thoi gian bao hanh, trlr truong hgp thiét bi y t€ sir dung mdt 1an theo

quy dinh ciia chi s¢ hiru thiét bj y té hoiic ¢6 tai liéu chimg minh khéng c6 ché d6 bao hanh (néu co).

- Gidy chting nhén hop chuin theo quy dinh hogc ban tiéu chuin san phim do chu s& hitu cong bé.

- Tai heu chimg minh xuét xir ciia hang hoé (di v6i cac miit hang khéng c6 gidy phép lru hanh san phim
hoic gidy phép nhap khiu).
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Yéu cau cu thé d6i voi tig loai hang héa dw thiu:
1. Pbi v6i hang hoa dy thiu 1a TTBYT:
1.1. Yéu ciu chung

- Gidy chimg nhan luu hanh ty do con hiéu luc tai thoi diém nodp hd so da duge hop phép héa lanh sy va co
ban dich cong chimg tiéng Viét.

- Gidy uy quyén ban hang ctia chi sé hitu thiét bi y té/s6 lwu hanh/nha nhap khiu (néu c6).

- C6 bang phan loai thiét bi y té. Két qua phan loai dwgc cong khai trén cbng thong tin dién tir ciia BO Y té tai
dia chi: https://imda.moh.gov.vn/web/guest/cong-khai-phan-loai-ttbyt

- Ban niém yét gia hodic gia ké khai.

1.2 Yéu ciu cu thé

1.2.1 Pbi véi thiét bi y t& loai A, B: C6 "Cong b tiéu chudn 4p dung ctia thiét bj y t& thudc loai A, B" tai dia
chi: https://imda.moh.gov.vn/web/guest/van-ban-cong-bo

1.2.2 Déi voi thiét bi y té loai C, D:

S6 ding ky lwu hanh hodc gidy phép nhép khau theo quy dinh tai Nghi dinh sb 98/2021/ND-CP ngay
08/11/2021 va Nghi dinh 07/2023/ND-CP ngay 03/3/2023 cta Chinh phii vé& quan Iy thiét b y té.

2. Péi voi hang héa duy thiu 13 cac héa chit, ché phim di¢t con tring, diét khuin dung trong linh vye
gia dung va y té, va cac héa chét theo quy dinh:

- Gidy phép luu hanh theo quy dinh con hiéu lyc dbi v6i cdc hoa chét, ché pham diét con tring, diét khudn
/dung trong linh vuc gla dung va y té theo quy dinh tai Nghi dinh 91/2016/ND-CP ngay 01/7/2016.

- G1ay phép nhap khiu hodc Gidy phép lru hanh con hiéu luc déi véi cac hoa chit thugc pham vi kinh doanh
c6 diéu kién theo quy dinh ctia Luat Hoa chét.

Luu y: Céc tai liéu dmh kém trong E-HSDT néu 13 ngdn ngir khac thi pha1 duoc dinh kém ban dich Tiéng Viét. Nha
thiu chju trach nhiém v& tinh chinh xé4c clia noi dung ban dich so vé6i ban gbc va tinh phép 1y cia tai liéu nay.
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Biéu tién dj cung cap

Hang héa dugc giao phai du sd lugng va duing cac thong tin tiéu chudn nhu da cong b trong E-HSDT.
Hang hoa dugc giao theo tung don dit hang ctia bénh vién, thdi gian <72 git ké tir nha thau nhan dugc don
hang qua e-mail, fax hodc dién thoai.

Dap | Khong dap
1 Yéu cau v& van chuyén hang héa: hang hoa dugc giao tai kho ctia Phong Vat tu - Thiét bi y té 03 co sd Bénh ing g
vién K: co s6 Quén Str, co s¢ Tam Hiép, co s¢ Tan Tridu. Hang hoa phai dugc vin chuyén theo dang didu
kién bao quén ctia nha san xuit, ddm bao an toan, phong tranh chay nd, db v&, hu héng
C. Kha niing thich ing vé dja Iy va tac déng ddi véi moi trueong
Hang héa dugc kiém tra, thir nghiém, déng géi, van chuyén, bao quan phu hgp v6i khi hau tai noi hang hoa Dap A .
1 \ . Khong dap
dugce st dung. ing tine mot
) Hang hoa dugc cung cap khong c6 anh huorng tac dong dén moi trudng hodc co anh hudng tac dong dén mdi day tié%l chi
trudng nhung c6 d& xuét bién phép giai quyét. du
1L Yéu ciu tiéu chuéin k§ thuit chi tiét
STT Pon , A .
moi | Tén hang héa Théng sb k§ thuat vi S6 lugng fl)ap Kho’ng dép
A . ung ung
thau tinh
Bluing Buffer i
1 str dung cho Bluing Buffer st dung cho may nhuém mau mo tu dong, dung lam
may nhudm buffer cho hematoxylin, chai 1000 ml nhudm dugc toi thi€u 3000 lam, Chai 60
mau mo tu dung dich khong mau, khéng mui, ap suat hoi 2.3 kPa
dbéng
ﬁggﬁ;lgsu Mountipg Medium str dung cho may nhudém mau md ty dong, c6 dd
> | dune cho ma nhat thap, kho nhanh, twong thich vGi cac dung dich c6 xylene hodc Chai 65
ng i khoéng c6 xylene. Chai 473ml dung dan dugc t6i thiéu 6000 lam, thanh
nhudm mau X
n A phan: Toluene 30-40%, xylene 10-30%
mo ty dong -
Lamen dung Kich thu6e 24 x 50 mm, khong bo goc, dung dé dan cac mau mo dac
3 | cho may khdi, mAu cét lanh, miu té bao. Pugc thiét k& vai kich thude va do day Cai | 200.000
nhudém HMMD | phit hgp dé ding dwoc trén cic dong may dan lamen tu do g
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STT : Don | | Pap | Khong da
moi | Tén hang héa Théng s6 ky thuat vi | Sélwong | =P ne dap
A , ung ung
thau tinh
Hematoxylin N
sit dung cho Hematoxylin str dyng cho may nhuém mau md tu dong, nhudm nhén
4 majy nhudm mau xanh, chai 1000 ml nhuém duogc t6i thiu 3000 lam, thanh phan: Chai 5
mau mo tu Propane-1,2-diol 10-25%, Acetic acid <10%
dong
Eosin stt dung
cho may Eosin str dyng cho may nhuém mau mo ty dong, nhudém té bao cht,
5 | nhudm mau colagen va hong cdu theo c4c mau tir hong dén cam, chai 1000 ml Chai 5
md tu dong nhudm duge ti thidu 3000 lam, dung dich mau do, khong mii, pH 7.5
(nhudm H&E)
Gié gan tiéu
ban nhudm
H&E, st dung cr L ien s A . . A XA n .
6 cho may Gia gén ti€u ban nhudm H&E, st dung cho mé&y nhudm mau moé tu dong | cai 200
nhuém miu
md ty dong
Témthuytinh | ... ., . . . e N rae
7 | dimg d& nhuém TleNu ‘tgari, c6 viing son mau 20 mm, loai thuy tinh, st dung trén M4y in Céi 650.000
X chit s0 1€n ti€u ban
mau
Khudn dic , A - ~ A 1A .
8 miu Cassette sir dung trén May in chit s6 1€n cassette Cai 500.000
N{LIC 1r£tleu Muec in ti€u ban hodc cassette, sit dung trén M4y in chik sb 1én tiéu ban A
9 | ban hodc AN ~ A 1A Cudn 144
va Mdy in chit s0 1én cassette
cassette
10 | DAu in cassette | PAu in cassette, st dung trén M4y in chit sb 18n cassette B6 6
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