SO Y TE THANH PHO DA NANG CONG HOA XA HOI CHU NGHiA VIET NAM

BENH VIEN DA LIEU Doc 14p - Ty do - Hanh phic
Sé: 377 /BVDL-KD Da Nang, ngay 03 thingll nam 2021
V/v moi cha‘lq gia vat tu y té,
héa chat dic tha
THU MOI CHAO GIA

Kinh giri: C4c don vj cung ce“'lp vattuy té, héa chét dac thu

Bénh vién Da liéu Da Ning c6 nhu ciu mua sém vat tu y té, hoa chét dic thy dé phuc
vu cong tdc kham chita bénh (Theo phu lyc 1 Danh muc dinh kém). Pé ¢6 co s¢ 1ap ké
hoach mua sém, Bénh vién kinh méi cac don Vi quan tim cung cép cdc tai liéu lién quan dén
cac loai vat tu, hoa chit dic thu giri v& Bénh vién Da li€u Da Ning truéc 16 gio ngay 12
thang 11 nim 2021 ¢é téng hop nhu sau:

1. Péng ki kinh doanh, tai liéu chirng minh du didy kién kinh doanh c4c loai vat tu y
té, héa chét.

2. Béo gia cua hang hoa:

2.1. Néu hang hoa 1a trang thiét bj y té, chao gia theo Phu luc 2 dinh kém.

2.2. Néu hang hoa 1a héa chét dic thu, khong phii Ia trang thiét bj y té, chao gia theo
Phy luc 3 dinh kém

3. Hop dc“mg tuong tu cung cép cac loai vat tu y té, hoa chét & cac don vi da ky trong
thoi gian 12 thang gén déy kém bang photo cé cdng ching Quyét dinh phé duyét két qua Iya
chon nha thiu (néu o).

Nguéi tham dy chao gia phai ghi 15 ho tén, dia chi, ky tén khi ndp bang chao gia.
Trong bing chao gia phai ghi 5 thoi gian hiéu lyc cia béo gia, thoi gian bao hanh, bao tri
va hiu mii (néu co).

Bang chao gi4 phai duoc bo vao phong bi, niém phong kin & miéng bao dé bao mat
va tao khdch quan trong viéc moi chao gia.

Béng chao gia phai ghi rd néi dung ngoai bi dé tién theo d5i.

Cong ty chju trach nhiém vé tinh phép ly cac thong tin va tai liéu cung cép cho Bénh
vién kém theo bang béo gi. :

Luu y: Danh muc hang héa theo Phuy lyc 1 dinh kém c6 nhiéu phén, cic don vi
quan tim cé thé tham dy theo tirng phan hoic tit ca cdc phin cé trong danh muc.

Céc tdi liéu xin giri vé: Khoa dugc-Bénh vién Da lidu Pa Néng, 6 91 Diing Si Thanh
Khé, Quén Thanh Khé, thinh phd Da Ning.

Rét mong nhan dugc su hop téc cia Quy Cong ty. Us

Noi nhén:

- Nhu trén;

- Ban gidm ddc (dé bao céo0);
- Luu: VT, KD.
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Phu luc 1: Danh muc hang héa

(Dinh kém thur moi chao gid s6 : $+F ngay 03 thang A4 nam 2021)
Da nang, ngay O 3 thang (/A ndm 2021
t< R ,\
Nhém \1»)?“\ -3 f‘, ;
theo S
a 'Y a X . .
Stt :l:/’;:z:; e 'y";;“ e Thong sb KT v cc tiéu chuin T | Shimgny | SHM
TT-BYT
(Néu c6)
L Phin 1: Héa chit xét nghi¢m va thiét bj diing cho may sinh héa ty dgng Sysmex BX-3010
Phuong phap do: So mau bing BCG
Thanh phén hoa chét:
- Citrat buffer
- Bromocresol green
. Hoa chét Dinh lugng |S6 lwgng thubc thir: 01 = i
Albumin [Mau] D0 tuyén tinh dén 60 g/1
Dang: héa chit long.
Quy cach: Thudc thir sin sang dé sir dung, dugc dong trong lo c6 thé bd vao khay hoa chét, c6 barcode dé quén li héa chat.
Tiéu chuin chét lwong: ISO 13485 hoac ISO 9001
Phii hop véi may Sinh héa ty dong Sysmex BX-3010.
Phuong phap do: so mau bing 2,4-dichloroaniline (DCA)
Thanh phén héa chét:
- R1: EDTA-Na2, NaCl, Sulfamic acid
- R2: 2,4-Dichlorophenyl-diazonium salt, HCI,
Hoa chit Dinh lugng [EDTA-Na2
2 Bilirubin tryc tiép  |S6 lwong thubc thir: 02 ml 278|
[Mau] D6 tuyén tinh dén150 pmol/L
Dang: héa chét ong.
Quy cach: Thudc thir sin sang dé sir dung, dugc dong trong lo c6 thé b vao khay héa chét, c6 barcode dé quan li hoa chit.
Tiéu chudn chét lugng: ISO 13485 hodc ISO 9001
Phit hop véi may Sinh héa ti dong Sysmex BX-3010.
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Stt

Nhém
theo
thong tw
14/2020/
TT-BYT
(Néu c6)

Tén vit tw, héa chit
yté

Théng sb KT va céc tiéu chudn

bVT

S6 lrgng

Ghi chi

Hoa chit Dinh lwgng
Bilirubin toan phin
[Mau]

Phuong phap do: so mau bing 2 4-dichloroaniline (DCA)

Thanh phin héa chit:

- R1: Phosphate buffer, NaCl

- R2: 2,4-Dichlorophenyl-diazonium salt, HCI,

S lwgng thubc thir: 02

D tuyén tinh dén 500 pmol/L

Dang: héa chit long.

Quy cach: Thubc thir sin sang dé sir dung, dugc dong trong lo ¢6 thé bd vao khay hoa chit, cé barcode dé quan li héa chat.
Tiéu chuin chit lugng: ISO 13485 hoac ISO 9001

Phu hgp véi may Sinh héa ty dong Sysmex BX-3010.

268

Hoa chit Dinh lugng
Creatinin (méu)

Phuong phap do: Kiém tra dong hoc khong khir protein theo phuong phap Jaffé
Thanh phén héa chét:

- R1: Sodium hydroxide

- R2: Picric acid

S6 lugng thubc thir: 02

Do tuyén tinh dén 1000 pmol/L

Dang: héa chit long.

Quy cach: Thubc thir sin sang dé sir dung, dwgc dong trong lo c6 thé bé vao khay hoa chét, c6 barcode dé quan li héa chit.

Tiéu chuén chit lugng: ISO 13485 hodc ISO 9001
Phu hop véi may Sinh héa ty dong Sysmex BX-3010.

2941
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Stt

Nhém

theo
théng tw
14/2020/
TT-BYT,
(Néu c6)

Tén vt tr, héa chit
y té

Théng sb KT va céc tiéu chuin

bPVT

S6 lwgng

Ghi chi

Hoa chét Dinh lwgng
Calci toan phin
[Méu]

Phuong phap do: so mau bing Phosphonazol I1I

Thanh phén héa chét:

- R1: Malonic acid buffer, Phosphonazo I1I

- R2: Malonic acid, Chelating agent

S6 lugng thudc thir: 02

D6 tuyén tinh dén 6 mmol/L

Dang: héa chét long.

Quy céch: Thubc thir sin sing dé sir dung, dirge dong trong lo ¢6 thé bd vao khay héa chét, c6 barcode dé quan li héa chit.
Tiéu chuén chit lugng: ISO 13485 hoic ISO 9001

Phu hop véi may Sinh héa ty dong Sysmex BX-3010.

335

Héa chit Dinh lwgng
Cholesterol toan phin
(mdu)

Phuong phép do: so mau enzym CHOD-PAP

Thanh phén héa chét:

Good's buffer, Phenol, 4-Aminoantipyrine, Cholesterol esterase, Cholesterol oxidase,Peroxidas
S6 lugng thubc thir: 01

D§ tuyén tinh dén 19 mmol/I

Dang: héa chit l6ng.

Quy cach: Thubc thir sin sang dé sir dung, dugc déng trong lo c6 thé bo vao khay héa chét, c6 barcode dé quan li héa chét.

Tiéu chuén chit lugng: ISO 13485 hoic ISO 9001
Phu hgp véi may Sinh héa tw dong Sysmex BX-3010.

507
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Stt

Nhém

theo
théng tw
14/2020/
TT-BYT
(Néu cé)

Tén vit tir, héa chit
y té

Thong sé KT va cac tiéu chuin

bVT

S6 lwgng

Ghi cha

Héa chét Do hoat d§
GGT (Gama Glutamyl
Transferase) [Mau]

Phuong phap do: dong hoc IFCC

Thanh phén héa chét:

- R1: TRIS pH 8.28, Glycylglycine

- R2: L-Gamma-glutamyl-3-carboxy- pH 6.00,

4-nitroanilide

S lwgng thubc thir: 02

Do tuyén tinh dén 1000 U/L

Dang: héa chét long. g
Quy cich: Thubc thir sin sang dé sir dung, dugc déng trong lo c6 thé bo vao khay ha chét, c6 barcode dé quan i hoa chat.
Tiéu chun chit lugng: ISO 13485 hoic ISO 9001

Phil hop v&i may Sinh héa tw dong Sysmex BX-3010.

3.107

Héa chit Dinh lugng
Glucose [Mau]

Phuong phap do: dong hoc enzym bing hexokinase
Thanh phin héa chit:

- R1: TRIS buffer pH 7.8, Mg2+ 4 mmol/L, ATP,
NAD. .

- R2: Mg2+, Hexokinase

S6 lugng thudc thir: 02

D6 tuyén tinh dén 30 mmol/l

Dang: héa chét long.

Quy cich: Thubc thir sin sing dé sir dung, dugc déng trong lo c6 thé bd vao khay héa chét, c6 barcode dé quan li héa chit.

Tiéu chufn cht lwgng: ISO 13485 hoac ISO 9001
Phii hop véi may Sinh héa ty dong Sysmex BX-3010.

1.724
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Stt

Nhém
theo

14/2020/

(Néu c6)

théng tw

TT-BYT

y té

Tén vit tr, héa chit

Théng sb KT va cac tiéu chuin

DVT

S§ lwgng

Ghi cha

AST (GOT) [Mau]

Hoa chét Po hoat do

Phuong phap do: dong hoc IFCC

Thanh phén héa cht:

- R1: TRIS pH 7.65, L-Aspartate, MDH, LDH

- R2: 2-Oxoglutarate, NADH, Pyridoxal-5-Phosphate FS

Sé lugng thudc thir: 02

Do tuyén tinh dén 600 U/L

Dang: héa chét Iong. 2
Quy céch: Thudc thir sin sang dé sir dung, dugc dong trong lo c6 thé bo vao khay héa chét, c6 barcode dé quan li hoa chat.
Tiéu chufn chit lugng: ISO 13485 hodc ISO 9001

Phu hop véi may Sinh héa ty dong Sysmex BX-3010.

5.429]

10

ALT (GPT) [Méu]

Héa chit Do hoat do

Phuong phép do: dong hoc IFCC

Thanh phan héa chit:

- R1: TRIS pH 7.65,L-Alanine, MDH, LDH

- R2: 2-Oxoglutarate, NADH, Pyridoxal-5-Phosphate FS

S6 lugng thude thir: 02

Dj tuyén tinh dén 600 U/L

Dang: héa chit long. . ~
Quy céch: Thubc thir sin sang dé sir dung, dwgc dong trong lo c6 thé bd vao khay hoa chit, c6 barcode dé quan li héa chat.
Tiéu chuin chét lugng: ISO 13485 hodc ISO 9001

Phu hop v&i may Sinh héa ty dong Sysmex BX-3010

bo tuyén tinh dén 600 U/L

5.429

11

Uré méau [Mau]

Héa chit Dinh Iugng

Phuong phap do: dong hoc enzym Urease — GLDH
Thanh phin héa chét:

- R1: TRIS, 2-Oxoglutarate, ADP, Urease, GLDH
- R2: NADH

S lugng thudc thir: 02

D9 tuyén tinh dén 50 mmol/L

Dang: héa chit long.

Quy cach: Thubc thir sin sang dé sir dung, dwoc dong trong lo c6 thé bo vio khay héa chat, c6 barcode dé quan li hoa chat.

2930

Tiéu chufn chit lwong: ISO 13485 hoac ISO 9001
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Nhém
theo
Stt ;';?;:ﬁ e 'y"t’é'““ chit Thong sb KT va céc tiéu chudn pvr.| Shiwug | FHoM
TT-BYT
(Néu c6)
Phuong phap do: so mau enzym GPO
Thanh phén héa chét:
Good's buffer,4-Chlorophenol , 4-Aminoantipyrine, Glycerol-3-phosphate-oxidase, Lipoprotein lipase,Peroxidas
o, S6 lwong thudc thir: 01
12 T':’g"l °$:f[‘;‘,;‘é$°“g D0 tuyén tinh dén 12 mmol/l ml 507
4 Dang: héa chét long.
Quy céch: Thubc thir sin sing dé sir dung, dugc dong trong lo c6 thé bé vao khay hoa chit, c barcode dé quan li héa chét.
Tiéu chuin chét lugng: ISO 13485 hoac ISO 9001
Phu hgp véi may Sinh héa tu dong Sysmex BX-3010.
Phuong phap do: so mau theo PP Biuret
Thanh phén héa chat:
Good's buffer,4-Chlorophenol , 4-Aminoantipyrine, Glycerol-3-phosphate-oxidase, Lipoprotein lipase,Peroxidas
Hoa chit Dinh lugng |S6 lugng thubc thir: 01
13 Protein toan phin  |D9 tuyén tinh dén 12 mmol/l ml 335
[Mau] Dang: hoa chét long.
Quy céch: Thubc thir sin sing dé sir dung, dwgc dong trong lo c6 thé bé vao khay héa chét, c6 barcode dé quan 1i héa chat.
Tiéu chuén chét lugng: ISO 13485 hoac ISO 9001
Phu hop véi may Sinh héa ty dong Sysmex BX-3010.
Dung dich rira may |Quy céch: 500mi x 1
14 |sé 3 sinh héa tu dong |Phir hop véi may Sinh héa ty dong Sysmex BX-3010. Tiéu chuin chit lugng: ISO 13485 hogc ISO 9001 ml 2.000;
Sysmex BX-3010
Dung dich rira ma
15 Isé9 sng: héa tur déig Quy o S‘OOmI x.l ; ml 2.000
Sysmex BX-3010 Phu hop véi may Sinh hoa tu dgng Sysmex BX-3010. Tiéu chuén chét lwgng: ISO 13485 hoiic ISO 9001
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Nhém
theo Chi ché
théng tw| Tén vit twr, héa chit e o o o 2 pvT | S&1 Ziie
) hi 0 “")'ﬂg
Stt 14/2020/ vl Théng so KT va cac tiéu chuan
TT-BYT
(Néu ¢é)
: A 2 Tao dudng chuin cho céc thir nghiém trén may sinh hda ti dong: Albumin, GOT, GPT, Glucose, Bilirubin, Ure, Creatinine, Calcium,
Héa chat tao duong : Ak 2 i
i cholesterol, GGT, Protein, Uric acid, Triglycerit,.... il 7
16 chuén cho céc thir 3 SrEae &
it Saa sk Phu hgp véi méay Sinh héa tr dong Sysmex BX-3010.
g Tiéu chuln chit lugng: ISO 13485 hoac ISO 9001
Héachz‘nnél klém AP = i % e s o P . S . ilirubin, Ure, C tinine.
g Ndi kiém mirc binh hudng cho céc thir nghiém héa sinh trén may sinh héa tur ddng: Albumin, GOT, GPT, Glucose, Bilirubin, Ure, Creatinine,
mirc Binh thuong cho : : S : 7 ml 120
17 che 1 aghites hoa Calcium, cholesterol, GGT, Protein, Uric acid, Triglycerit,....
ity g Phii hop véi may Sinh héa ty dong Sysmex BX-3010. Tiéu chuén chit lugng: ISO 13485 hodc ISO 9001
Hoa chit ndi kiém  [Ngi kiém mirc cao cho cac thir nghiém hoa sinh trén may sinh héa tw dong: Albumin, GOT, GPT, Glucose, Bilirubin, Ure, Creatinine, Calcium,
18 mirc Cao cho cac thir |cholesterol, GGT, Protein, Uric acid, Triglycerit,.... wl ha
nghiém hoa sinh Phil hgp véi may Sinh héa ty dong Sysmex BX-3010. Tiéu chuéin chét lugng: ISO 13485 hoic ISO 9001
Phuong phap do: dong hoc enzym dung TOOS
Thanh phin héa chit:
- R1: Phosphate buffer, TOOS, Ascorbate oxidase
- Héa chét Dinh — -s z{f: Phosdl:uhz‘t:et:::ﬁ(')e;, 4-Aminoantipyrine, K4[Fe(CN)6], Peroxidase, Uricase. o yid
Acid Uric [Mau] s :

D§ tuyén tinh dén 1200 mmol/L

Dang: héa chét long.
Quy céch: Thubc thir sin sang dé sir dung, dugc déng trong lo c6 thé bd vao khay hoa chét, co barcode dé quan li hoa chat.

Tiéu chuin chét lugng: ISO 13485 hoic ISO 9001
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Nhém
theo Gkl cnd
thdng tu| Tén vit tw, héa chit £ oo s e pvr | sé1 e
: t huan 0 lwgng
Stt 1412020/ vt Théng s0 KT va céc tiéu chua
TT-BYT
(Néu cé)
Phuong phap do: dong hoc enzym
Thanh phén héa chit:
- R1: Good’s buffer, 4-Aminoantipyrine, Peroxidase, Ascorbate oxidase L )
Hoa chét Dinh lugng |- R2:Cholesterol esterase, Cholesterol oxidase, N-Ethyl-N-(2-hydroxy-3-sulfopropyl)- 3,5-dimethoxy-4-fluoroaniline, sodium salt
20 HDL-C (High density |S5 lugng thubc thir: 02 ml 457
|lipoprotein D tuyén tinh dén 1200 mmol/L
Cholesterol) [Mau]  |Dang: héa chit long. . .
Quy cach: Thubc thir séin sing dé sir dung, dugc déng trong lo c6 thé bé vao khay hoa chét, c6 barcode dé quan li héa chat.
Tiéu chuin chét lugng: ISO 13485 hoic ISO 9001
Phu hop véi mav Sinh héa tir done Svsmex BX-3010
Hoa chiét tao duong |Tao dudng chuén cho cic thir nghiém HDL-Cholesterol trén may sinh héa tw dong.
2 chuén cho thir nghiém|Phu hop véi may Sinh héa tw dong Sysmex BX-3010. ml 6
|héa sinh HDL- Tiéu chudn chét lugng: ISO 13485 hodc ISO 9001
Cholesterol
Béng dén halogen Béng ¢'1én halogen
22 ta0 ngudn sing cho |3 C4ch: 1pes in ché o hoac ISO 9001 > .
Y §i may Sinh hé i - . Ti t : ISO 13485 hodc
méy sinh héa t ddng Phii hgp v&i may Sinh héa tw dong Sysmex BX-3010. Ti€u chuan chat lugng 03
IL Phén 2: B§ Kit héa chit test 36 dj nguyén giy dj img ding cho miy CLA1 - Hitachi
Phat hién 36 chit gay dj img: Téng KT IgE, san phim tir cao su, chudi, cam, gao, lia mi, hat mé, déu nanh, diu phong, sita bd, 56 ¢4 la, long a6
B{ kit hoa chét test |trimg, long triing trimg, thit ga, thit bo, nghéu, cua, tém, cé ngir, c4 thu, cé hdi, ..... Theo panel Optigen Asean. MAu thir: Huyét thanh .
1 36 di nguyén gy di | Thanh phén: 20 Pettes phan img; Dung dich rira: 1 lo 50ml;Khang thé Ig E: 1 lo 16ml;Héa chét phat quang AB: 1 lo 8ml ;Héa chét phat quang Kit 30
mg CD: 1 lo 8ml;Nit su géin diu pettes: 44 cai;Tiéu chuén chat lugng: ISO 13485:2016

Diing cho may CLA-1 HITACHI

IIL Phin 3: Héa chit xét nghi¢m va thiét bj ding cho méy huyét hoc 30 thong s§ ASD5
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Nhém
theo b1 Ghi cha
thong twr| Tén vt tur, héa chit oo ol A cac tiéu chuln e o
Stt 1412020/ yih Théong so KT va ca
TT-BYT
(Néu c6)
Thanh phén chinh:
Sodium chloride < 0.9% -
Dung dich pha lodng |Potassium chloride < 0.06% Thiwg 16
1 méu cho may huyét [Buffer <0.3% i
hoc laze Preservative <0.1%
Tiéu chuan chét lugng ISO 13485:2016
Phii hgp may Auto star diff 5
Thanh phin chinh:
0,
Dung dich do 3 thant Detergent < :.5 % Chai
han Buffer <2.0% 13
) phén bach ciu MON, é . (1L)
Preservative < 1.5%
NEU, LYM trong Dye < 1.0%
- Tiéu chuin chét lugng ISO 13485:2016
Phu hgp may Auto star diff 5
Thanh phén chinh:
; Detergent < 0.5% Chai
, l:znng dich cgo 2 thanh Buffer <0.6% (500mL) :
e s N Preservative < 0.7%
BASO tro s
- MU Lrigu chudn chit hwong ISO 13485:2016
R Phu hgp may Auto star diff 5
Thanh phén chinh:
Dung dich do cac Detergent <4.0% o =
4 thanh phan huyét hoe [Buffer < 1.0% g
trong mau Tiéu chufin chit lugng ISO 13485:2016
Phii hgp may Auto star diff 5
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Page 10

Nhém
Ses i Ghi chil
a a £
Stt thiag tx) Tl vit m"hé' chit Thong s KT va céc tiéu chuén VT bt
14/2020/ y te
TT-BYT
(Néu ¢é)
Thanh phin chinh: ,
5 Mau chuén 5 thanh |Healthy mammal blood (pig), preservatives and cell stabilizers. Tuyp 6
phin Tiéu chuan chat lugng ISO 13485:2016
Phu hop may Auto star diff 5
Thanh phén chinh:
... |Sodium hypochlorite < 8.0% Lo 4
6 h’;:’i‘%:é' rira dau ki ium hydrate < 2.0% s
Tiéu chudn chét lugng ISO 13485:2016
Phu hgp may Auto star diff 5
7 s?l;gl.lfgl):;\t :;[;cao Hoa chit xét nghiém Ong EDTA nip cao su Ong 10.000
huyét hoc Tiéu chuén chit lugng ISO 13485:2016

IV. Phéin 4: Héa chét xét nghi¢m diing cho miy PCR
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Nhém
theo
Stt ;';?;:2:;: s 'y"t’é"“' chie Thong s6 KT va céc tiéu chudn vy | Shiegug | ChHM
TT-BYT
(Néu c6)
1. Yéu céu chung:
a. Sinh phAm m&i 100%, sén xuit nam 2021, han sir dung 12 thang ké tir ngy san xuét.
b. Nha sin xuét phai c6 ISO13485 hop phap tai Viét Nam
¢. C6 sb luu hanh trang thiét bj chin doén in vitro chinh thitc cia B§ Y té con hiéu lyc.
2. Yéu clu cu hinh
+ Tht ca cac thanh phin phan img real_x005f_x005f x005f x0002_time PCR (véi kit PCR).
+ Tube chay phan irng twong thich v&i may real-time PCR
gz i A + Chimg &m, ching duong
1 gzz ‘:‘t';p"e“‘:?“\’,“m 3. Chi tiéu ky thudt Test 500
|

a. Muc dich: Dinh type HPV

b. Kit dugc pha ché & dang “ready to use” (sin sang sir dung), c6 thé sir dung ngay ma khong cn phai thyc hién thém bt ky cong doan pha ché
ndo, giiip tranh sai st va ting toc xét nghiém.

¢. Tich hop chimg ndi (IC) trong cung phan img véi gene dich dé kiém soat am tinh gia.

d. Kit dinh genotype c6 sin phim PCR < 200bp

e. Chuong trinh real-time PCR giéng kit phat hién cac tac nhin khac dé chay nhiéu kit ciing liic.

f. Thoi gian phét hién trén may real-time PCR: < 90 phut.

g. Thich hop bi thiéu véi cac hé thdng real-time PCR AriaMX
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Stt

Nhém
theo
théng tuw
14/2020/
TT-BYT
(Néu c6)

Tén vit tw, héa chit
y té

Thong sb KT va cAc tiéu chuén

bVT

S6 lwgng

Ghi cha

BG kit dinh tinh va
dinh type HSV1-2

1. Yéu ciu chung:

a. Sinh phim mdi 100%, san xuét nim 2021, han sir dung 12 thang ké tir ngay san xult.

b. Nha san xuét phai c6 [ISO13485 hop phap tai Viét Nam

¢. C6 sb luu hanh trang thiét bj chdn dodn in vitro chinh thicc cia B3 Y té con hiéu lyc.

2. Yéu cu cu hinh

+ Tt ca cac thanh phén phan (mg real_x005f x005f_x005f_x0002_time PCR (v&i kit PCR)
+ Tube chay phén img tuong thich vdi may real-time PCR

+ Chirng 4m, chimg duong

3. Chi ti€u k¥ thuét

c. Tich hgp chimg ndi (IC) trong cing phan img véi gene dich dé kiém soat 4m tinh gia.

e. Chuong trinh real-time PCR giéng kit phat hién céc tic nhin khac dé chay nhiéu kit cung lic.
f. Thoi gian phat hién trén may real-time PCR: < 90 phat.
g. Thich hop tdi thiéu véi cic hé thong real-time PCR AriaMX

d. Kit dinh lugng c6 sin phim PCR < 100bp. Kit dinh tinh, dinh genotype c6 san phdm PCR < 200bp.

Test

48

B9 kit dinh tinh dong
thoi Chlamydia
trachomatis va
(Neisseria
gonorrhoeae

1. Yéu cau chung:

a. Sinh phdm mi 100%, san xudt nam 2021, han sir dung 12 thang ké tir ngdy san xudt.

b. Nha san xuét phai co [ISO13485 hop phap tai Viét Nam

2. Yéu ciu cdu hinh

+ Tt ca céc thanh phin phan img real_x005f x005f_x005f x0002_time PCR (véi kit PCR)
+ Tube chay phén img tuong thich v&i may real-time PCR

+ Chirng 4m, chimg duong

3. Chi tiéu k¥ thuat

c. Tich hop chimg ndi (IC) trong cing phan {mg véi gene dich dé kiém soat Am tinh gia.

e. Chuong trinh real-time PCR gidng kit phat hién cac tac nhin khac dé chay nhiéu kit cing lic.
f. Thoi gian phat hién trén may real-time PCR: < 90 phit.

d. Kit dinh lwgng c6 sin phim PCR < 100bp. Kit dinh tinh, dinh genotype cé sin phim PCR < 200bp.

Test

120
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Nhém
theo
a a £ . -
Stt ;';‘;’;‘gz'("; ik 'y"t’é"“ o Théng s& KT va céc tiéu chudn pvT | Sburgng | CMichd
TT-BYT
(Néu cd)
1. Yéu ciu chung:
a. Sinh phim méi 100%, san xuét nam 2021, han sir dung 12 thang ké tir ngay san xut.
b. Nha san xuét phai c6 [ISO13485 hop phép tai Viét Nam
2. Yéu chu cu hinh gom:
+Vit tu va céc thanh phan phan img Reverse Dot Blot.
~ ) ~ A ) I3 A Y . A ~

4 B3 hoa chit ming lai ;Kchz;ltg,etu:; ::;!tl bat ky hoa chat va vét tu khac (trir dau con). Test 7
a. Muc dich: Pinh genotype HPV bing k§ thuat Reverse Dot Blot.
b. Kit dugc pha ché & dang “ready to use” (sin sang sir dung), c6 thé sir dung ngay ma khong cén phai thuc hi¢n thém bét ky
cong doan pha ché no, giup tranh sai st va tang tdc xét nghiém.
¢. Quy trinh don gian. Thoi gian < 5 gid.
d. Phat hién > 24 genotype.
1. Yéu ciu chung
a. Sinh phdm mdi 100%, san xuét nam 2021, han sir dung 12 thang ké tir ngay san xut.

[b. C6 15013485 hop phap tai Viét Nam
2. Yéu cu ciu hinh
B{ sinh phim , gom:
" il +T4m bong v6 trung, tube va dung dich luu miu.

. Tam bong vO trung | o psne ding thém bét ky héa chét va vt t khac (trir diu con). b -
3. Chi tiéu k§ thut
a. Muc dich: Sir dung &y miu dich phét, mu, nhiy, ngody hong.
b. Kit dugc pha ché & dang “ready to use” (sin sang sir dung), c6 thé sir dung ngay ma khong can phai thuc hi¢n thém bét ky cdng doan pha ché
néo, giiip tranh sai s6t va ting toc xét nghiém.
c. Sir dung dugc vdi tt ca kit tich DNA/RNA.

4 Thé tich lay mau: 10 ul
‘E‘i‘; tt'r';l::‘:é‘t“ e Khong chira céc thanh phin DNase, RNase, DNA va irc ché PCR.
6 ighilon sinh hoc phita Lam bang nhuya Polyethylene ty trong cao (HDPE) Cai 240
P Tuong thich dugc véi nhiéu dong pipette cua cic nha san xuft khic nhau
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Nhém
theo
thong tir| Tén vit tw, héa chit e T z £ Ghi chi
Stt 14/2020/ yté Théng so KT va cac tiéu chuan PvVT So lwgng
TT-BYT
(Néu cé)
§ o Thé tich lay mau: 100 ul
d?l:“ ‘t'r'(’”:o?(‘eff o6 10¢ 1y hong chira céc thanh phin DNase, RNase, DNA va irc ché PCR.
7 hig'm sirg\h hoc phan [F2™ bing nhya Polyethylene ty trong cao (HDPE) Cii 960
ﬂ:’g' " i Tuong thich dugc vdi nhiéu dong pipette clia cac nha san xuét khac nhau
Thé tich 12y méu: 200 ul
~ . 2 A P A
Piu tip 2004L ¢6 loc Khong chu".n cécltl}anh phan PNise, RNaie, DNAxva uc cheé PCR.
o i widd Cé vach chia thé tich — thuén tién cho viéc lﬁy mau.
$ |nhiém sinh hoc phan |22 419 Khstrime. . o
n‘f . e Lam bing nhya Polyethylene ty trong cao (HDPE)
Tuong thich dugc véi nhiéu dong pipette ciia cac nha san xuéit khac nhau
Thé tich liy mu: 1000 ul
3 Khong chira céc thanh phin DNase, RNase, DNA va irc ché PCR.
lm: :::’ lt(:o(’:"i‘é‘:‘s Vach chia thé tich 100, 500 va 1000 pl
9 n(:hi' gsi Y hg hin Lam bing nhya Polyethylene ty trong cao (HDPE) Cai .1.920]
s o ¢ PR3N 53 dwoc khir tring sin.

Tuong thich dugc voi nhiéu dong pipette cuia cic nha san xuét khic nhau
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Stt

Nhém
theo
thong tw
14/2020/
TT-BYT
(Néu cé)

Tén vit tw, héa chit
y té

Théng sb KT va cac tiéu chudn

bVvVT

S6 lwgng

Ghi cha

Hoa chit tach chiét
DNA

1. Yéu chu chung: C6 ISO13485 hop phép tai Viét Nam

2. Yéu clu cAu hinh

+ Sir dung tach DNA tir cac loai miu.

b. Kit duoc pha ché & dang “ready to use” (sin sang sir dung), c6 thé sir dung ngay ma khdng cén phai thc hién thém bAt ky cong doan pha ché
ndo, giup tranh sai sot va ting tbc xét nghiém.

c. Dung héa chét ¢é tia DNA, khong dung Phenol.

d. Tua phai c6 mau (xanh, dé...) dé quan sat dugc

e. Kit co quy trinh tich chiét gidng véi tic nhan RNA. Do dé c6 thé thyc hién chung céc tac nhén trong 1 lin. DNA sau tach chiét thuc hién
PCR, real-time PCR ngay ma khong cén pha lodng.

f. Quy trinh don gian. Thoi gian < 45 phut.

g. MAu dam, mii sau thudn nhét khong & qua dém, c6 thé tich DNA ngay

Test

720

V. Phin

5: Héa chit xét nghi¢ém chin doin giang mai

Xét nghiém nhanh
chin doan Giang mai
(Treponema pallidum
test nhanh)

Mau thir: Huyét thanh, huyét tuong

Thanh phén: .

Cong hop vang: Khang nguyén tai tb hgp treponema pallidum (R47, R17, R15) - keo vang: 1.0 £0.2 pg;
Vach thir: Khang nguyén tai td hgp treponema pallidum (R47, R17, R15): 1.0 £0.2 pg;

Vach chirg: chit bat giir vang: 1.5+ 0.3 pg.

Dang: khay nhya.

Khay thir dn dinh it nhét 6 tuin sau khi m tii nhom.

Do nhay tuong dbi: >99.2 %P6 dic hiéu twong ddi: >99.4 %.Dat tiéu chuéin ISO 13485; CFS, GMP
Gigi han phat hién: 1.0 s/CO

Doéng goi: 1 test trong 1 bi nhdm

Test

VL Phin 6: Ddu kim diing cho k¥ thujt lin kim

Péu kim (Plastic
Needling Pads)

Chét liéu nhyra. DAu kim hinh chép nén cho phép tao cic ranh d su tir 0,1-0,5mm.Khdng giy chiy méu khi sir dung.Déng géi trong bao vé
khuén. Phu hop diing cho may da kim Multineedling Pro
Pat tiéu chuin ISO 13485:2016

300
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Page 16

Nhém
theo
thong tu| Tén vt tw, héa chit O 2 z P Ghi chi
Stt 14/2020/ y té Thong so KT va céc tiéu chuan bVT So lrgng
TT-BYT
(Néu cd)
Phén 7: B kit tich chiét huyét twong giau tiéu ciu
Pat tiéu chuin ISO 13485:2016, EN ISO 14971:2012, EN ISO 15223-1:2012...
Bo dung cu liy mau: (Bao quan & nhiét d§ phong) gom:
01 gihy huong dén sir dung
01 kim ldy méu vo tring va 01 dng rat mau
1 B kit PRP 02 4ng PRP HD tubes éng chan khong vé tring dung tich 10 ml bao gdm 01 ml chét chéng dong mau trong mdi dng Bo 200
01 éng PRP HD Re- Suspenion ube Sng dung dung dich chiét tich
02 éng tiém : 1 ng Sml , 1 bng 1 ml
M&i bd c6 thém 03 kim tiém: 1 kim buém dai, 1 kim 21 G, 1 kim30 G
VIIL Phén 8: Héa chit peel
| Dung dich lam sach sau lam sach 16 chén l6ng, lam sach ba nhon
Dung dich lam sach |_Cé s6 CBMP con hiéu luc
1 » P S A £: 5 £: . ) il i 1 ml 1.000
sdu _ C6 giay uy quyen phan phdi san phim cuia nha phéan phdi hodc nha san xuéit ddi vi cic hang hoa nhap khau
| Pam bao han dung con it nhat [a 06 thing
_ Dung dich lam sach, ting tinh hiéu qua trong diéu tri myun bing peel da
Dung dich tang tinh | Cé s6 CBMP con hiéu luc
2 ning didu tri choda |_C6 gidy iy quyén phan phdi sin phdm cua nha phan phdi hodc nha san xuét ddi véi cac hang héa nhdp khiu ml 375
mun | Pam bao han dung con it nhit 1a 06 thang dbi
|_Sén phdm mit na hd trg lam giam viém, sang da, ngén ngira mun trong diéu trj myn béng phuong phap peel da.
| C6 s6 CBMP con hiéu luc
3 Miit na diéu tri mun |_C6 gidly iy quyén phan phéi sin phdm ciia nha phan phdi hoic nha san xuét ddi véi cac hang hoa nhap khiu ml 375

| Dam béo han dung con it nhét 13 06 thing
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Page 17

Nhém
theo
thong tw| Tén vit t, héa chét £ s : £ Ghi chi
Stt 14/2020/ y té Théng so KT va céc ti€u chuan DVT | So lugng
TT-BYT
(Néu cé)
Dung dich peel da chuyén siu dé diéu tri mun, gidm tinh trang ting tiét ba nhom
Dun dich dibu i |- C6 3 CBMP con hiéu lye
4 . Ehul - sZu ' || 6 giky ity quyén phan phéi san phidm ciia nha phan phdi hoac nha san xuht dbi véi cac hang héa nhip khiu ml 400
- | Dam bao han diing con it nhét 1a 06 théng
| Dung dich peel da chuyén siu trong diéu tri hd trg tré hoa da, lam sang da
3 Dung dich diéu trj tré] _ C6 s6 CBMP con hiéu lyc " -
hoa da chuyénsiu | Co gidy ity quyén phin phéi sin phim ciia nha phan phdi hoc nha sn xudt dbi vi cic hang hoa nhap khiu
| Dam bao han dung con it nhét 1a 06 thang
| Kem lam ting d6 4m, ting d5k dan hdi cho da, hd trg diéu tri cho da ngay sau sir dung dung dich peel chuyén sau
| C6 s6 CBMP con hiéu luc
6 Kem lam ting 49 4m |_C6 gidy dy quyén phan phéi sin phim ciia nha phan phdi hoic nha sin xuét dbi véi céc hang hoa nhip khiu Gam 1.500
| Dam bao han diing con it nhat la 06 thing
| Dung dich peel chuyén sau danh cho diéu tri da nam, ting sic t5.
Pk ik A | C6 56 CBMP con hiéu lyc
7 i Shul I ' |6 gidy ity quyén phan phéi sin phidm ciia nha phan phdi hodc nha san xult ddi véi cac hang héa nhap khiu ml 425
Y | Pam bao han diing con it nhét 1a 06 thang
| Mat na dudng sang da, ngan ngira lao hoa da, hd trg phuc hoi da ngay sau peel diéu tri
: | C6 s6 CBMP con hiéu luc
8 ;\:ﬁt " dubog vieg | Co gidy ty quyén phin phdi san phdm ciia nha phan phdi hodic nha san xult dbi véi cac hang hoa nhap khéu gam 750
| Dam bao han diing con it nhét 14 06 thang
| Kem chong niang SPF 30 hé trg chong ndng, bao vé da dudi tac dong cua tia UV
| C6 s6 CBMP con hiéu luc
9 Kem chdng néng | Co gidly iy quyén phin phdi san phim cita nha phén phdi hodic nha san xult dbi véi cic hang héa nhap khéu ml 500

| Dém bao han dung con it nhat la 06 thing

IX. Phin 9: Céc loai miit na cao su lanh, dung djch va kem didu trj da liéu
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Page 18

Stt

Nhém
theo
thong tuw
14/2020/
TT-BYT
(Néu cd)

Tén vt tur, héa chit
y té

Théng sb KT va céc tiéu chun

bvT

S6 lrgng

Ghi chi

Mit na cao su lanh trj
mun

_San phim mit na dudng da danh cho da mun, giip cung cép d6 4m cho da

| C6 tac dung kiém sodt chét nhon, khang khudn, giai doc. C6 chira Enzyme gitip diy manh sy trao ddi chat ciia té bao. Khdng gy kich img , tot
cho lan da ndi mun hoic sung viém. Lam m¢ céc vét tham nam do mun giy ra

| C6 s6 CBMP con hiéu lyc

| C6 gily ity quyén phan phdi san phim ciia nha phan phéi hoac nha sin xuit ddi véi cac hang héa nhap khiu

| Pam bao han diing con it nhét la 06 thang

Gam

160.000

Jnﬁm

Mt na cao su lanh trj}

| San phAm mit na gitip 1am tring, chéng nhan da va lam mé vét nam

| Tang cudng 49 4m cho da,bo vé da chéng lai sw mét nude, kiém soét tbt hién tugng thé rap da; Tang cudng tuén hoan, lru thong mau, ngan
ngira nép nhin, tan nhang va lam tring da hiéu qua

| C6 s6 CBMP con hiu lyc

| Co gidy iy quyén phén phbi san phim ciia nha phén phéi hodc nha san xult ddi vi cac hang héa nhap khéu

| Dém bao han dung con it nhit 1 06 thang doi

Gam

90.000]

Dung dich dc trj
|nam

| San phim gitp lam tring da va [am m& vét ndm.

| C6 sb CBMP con hiéu lyc

| C6 giky ity quyén phan phéi san phim ciia nha phin phéi hoic nha san xuat ddi véi cac hing héa nhap khiu
| Pam béo han ding con it nhat [a 06 thang

3.000]

Dung dich HA
(Hyaluronic )

Sé&n phim gitp cung cip d6 4m, cho da ludn sang min. San pham ding boi ngoai da

| C6 s6 CBMP con hiéu luc

| C6 gily tiy quyén phan phdi sin phim cua nha phan phdi hodc nha san xuét ddi véi céc hang hoa nhap khiu
| DPam bao han dung con it nhat 1 06 thing

10.000
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Page 19

Nhém
theo
thang tur| Tén vt tw, héa chit 2 > < Ghi chi
Stt |, 42020/ y té Théng sb KT va cac tiéu chuén PVT | S6lwong
TT-BYT
(Néu cé)
| C6 s& CBMP con hiéu luc
. .. . | Cé giky ity quyén phan phéi san phdm ctia nha phan phdi hoic nha san xuét ddi véi cac hang hoa nhap khu
2 Kem tay t& bdo chet |™ by b han diing con it nhét 1a 06 thing s 35800
X. Phén 10: Cic loai sira, nuwréc rira mit
[ Stra rira mat cham sc da dju nhe, gitp lam sach bui ban trén da, mang lai lan da min mang va sach s&
/ ’ | C6 s6 CBMP con hiéu lyc
1 linﬁ:’s:nm '::‘ diunhe |” 4 gify dy quyén phan phéi sin phim ciia nha phan phéi hoic nha san xult d8i véi cic hang héa nhip khiu G 2100
& |~ Pam bao han diing con it nhét I3 06 thang
| Rira mat, giup lam sach bui ban bam trén da mat, ddng thoi lam giam tinh trang mun trén da mit, mang lai lan da min mang va sach s&.
: : | C6 sb CBMP cén hiéu luc
2 dGac[lnr:a i dhoh chey | C6 giy ity quyén phan phéi san phdm cia nha phan phdi hoic nha san xuét ddi véi cac hang hoa nhap khiu ml 10.000
" | Dam béo han diing con it nhit 1 06 thing
| Gitp lam sach siu va chim soc da, giir 46 4m can béng tu nhién cia da, mang lai lan da min mang va mém mai, dang cho da nhay cam
sk ne s oo B 6 s6 CBMP con hiéu lyc
3 B s afn | C6 giky ity quyén phan phdi sin phim ciia nha phan phdi hodic nha san xudt dbi véi cic hang hoa nhap khiu ml 8.000
Y | Dam béo han diing con it nhit 2 06 thing
[ Tay trang dung cho da nhay cam
4 | Cé sb CBMP con hiéu lyc
4 cNh:icat::at;a:;gmdanh | C6 gidy ity quyén phin phéi san phim ciia nha phan phdi hoic nha san xuét ddi véi céc hang hoa nhép khiu ml 6.000

| Pam béo han ding con it nhat a 06 thing
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Nhém
theo
thong tw| Tén vit tir, héa chit __ oA 2 % Ghi chii
Stt 14/2020/ y té Théng so KT va cac tiéu chuan bVT So lrgng
TT-BYT
(Néu cé)
| Kem chdng néing danh kiém soat nhon SPF 50
= | C6 s6 CBMP con hiéu luc
5 5'(()"'“ chong nang SPF|™ ¢ /% iy quyén phin phdi sin phim cia nha phan phéi hodc nha sin xult dbi véi céc hang hoa nhap khiu ml 1.000
| Pam béo han ding con it nhét la 06 thing
XL Phin 11: Cic loai héa chit chuyén khoa Da liéu khic
— Lam sach sau giup loar bote bao da chet
pleatlal oo L OR 56 CBMP con hiéu lyc
) 3 % !l sibsdda S0 gidy iy quyén phan phdi san phim ciia nha phan phdi hoac nha san xuét dbi véi cac hang héa nhap khiu Chai -
R - | Pam bao han diing cén it nhit 1 06 thang 500 ml ,
& té bao simg
_Nudc tay trang giup lam sach da
i . |_C6 s6 CBMP con hiéu lyc
2 n':“‘;ct:”; “"l"‘g div 1™ 0 giky ity quyén phan phéi san phim ciia nha phan phéi hosic nha san xult dbi véi cac hang héa nhp khéu ml 1,000
o £ | Dim bao han diing con it nht 1a 06 thang
|_Kem lam sach da
Thy té bao chét sinh | _C6 s6 CBMP con hiéu luc
3 hoc Enzym peeling  |_ C6 gidy tty quyén phan phéi sin phim ciia nha phan phdi hodc nha san xult dbi véi cac hang hoa nhap khiu Gam 500
powder | Dam bao han ding con it nhét la 06 thing
_San pham dudng sang da
Tinh chdt lim md | C6 s6 CBMP con hiéu luc
4 nam hd trg lam tring |_ C6 giy ty quyén phan phéi sin phim ciia nha phan phdi hoac nha san xuét dbi vai cac hang hoa nhap khiu ml 450
da | Dam bio han ding con it nhat a 06 thing
|_San phim dudng da, giiip phuc hdi da yéu, hoic tdn thuong
Huyét thanh gitp | C6 s6 CBMP con hiéu lyc
5 phuc hdi da yéu hodic |_ C6 gidy iy quyén phan phdi san phim ciia nha phan phéi hodc nha san xuat dbi véi cac hang héa nhap khiu ml 300
tdn thuong | Pam bao han diing con it nhat 1 06 thang
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Nhém
theo
théng tw| Tén vit tw, hoa chit : % o, BB Ghi chi
Sut | eneae v té Théng sé KT va céc tiéu chun DVT | S6 lwgmg
TT-BYT
(Néu c6)
San pham rira mat dudng da phi hop cho da thuong va hon hogp
2 n | C6 s6 CBMP con hiéu lyc
6 t:uu:nmf/;“:;;%(:\? | C6 gidy ty quyén phan phdi sin phdm ciia nha phan phéi hodc nha san xuét ddi véi cac hang hoa nhap khau ml 500
g i | Pam béo han dung con it nht 1a 06 thing
| Gel phuc hdi va giam kich img cho da sau thu thuat
+. | C6 s6 CBMP con hiéu lyc
7 d'i‘;z‘l:gt::f; l‘l’_ht‘“ BOi 1™ 6 giky ity quyén phan phéi san phim ciia nha phan phéi hodc nha san xult dbi véi cic hang hoa nhap khiu ml 500
5 | Pam bao han diing con it nhét 1a 06 thang
Nudc cin bing cho |_C6 sé CBMP con hiéu lyc
8 da thutmg va da hdn |_Cé gidy ty quyén phan phdi san phim cia nha phan phdi hoac nha san xuit ddi véi céc hang héa nhap khiu ml 500

hgp

| Pam béo han dung con it nhét 1a 06 thing

Tong cong: 70 mit hang
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7'/ BENH VIEN \ THONG TIN CHAO GIA HOA CHAT PAC THU
{\ \ ... ..z [(/Dinh kém thu moi chao gid so6 33% /BVDL-KD, ngay ¢3 _thdng AA nam 2021)

it V Hang héa
el

Pon X .

So 5 . = Ghi

Stt | Tén hang héa vi 5 Nim | Nwéc | Hang i :
tinh lrgng | Tén thlf(mg san san san Théng sd ky thuit va cac tiéu chuin D(.r’n Tlt?nh chi

mai £ £ £ gia tien
xuat | xuat | xuat
) 2 A ) ©) 7 1 & @ | 10 19

Tong cong: khoan
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[ Lo, ) Phu luc 2
i/ BENH VIEN o 3 DRIRES . :
\ [ ) THONG TIN CHAO GIA THIET BI Y TE
7\ DALIEU /. ) (Dinh kém thu moi chao gid s6 31% /BVDL-KD, ngay 0% thdng A\ ndm 2021)
N R Hang héa
i * |~
[ ———— ’
Trang thiét bi y té
dia H Gia co b
A %, | Dom £ ng op i4 cong licu kv -
se¢ | Yemthiet | ©O7 | SO | Ching | Nim | Nwge |Hang [ o .. | kY Gidly | ddng | botrén | . . tfm:ty Ghi
bi/hang héa | . ° |luong | |ogaj sin | sin | san o 2 hép | trin cbn - L | cha
tinh ; : : T | gia | tién Phin | Phan |P'°P[ "TUN8 € |k thuat va| dinh
(model)| xuat | xuat | xuat hanh/| . , lru | thau |thong tin 5t ke
.z |loai nhém | i o cac tiéu cm
Giay hanh | (khong | cia B Y chun
phép tuw do | qua 12 té
nhap thang) | (DMEC)
khéu
) & G) 6) ©) 7 | @ | ©® |19 |d)|dy) | d3 \d9) | 15 (16) 17) (18) |19

Téng cong: khodn

Ghi chi: Nha thdu dién ddy di thong tin tai cdc cot (néu c6), giri kém tai li¢u tham chiéu, anh chup man hinh (c¢t 16) dé chieng minh.




