PAI HOC Y DUGC TPHCM CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN PAI HQC Y DUQC Poc lap - Tu do - Hanh phic

§6: ..1977./BVDHYD-VTTB Thénh phé H6 Chi Minh, ngay 25 thang 4. nam 2026
V/v mdoi chao gia

Kinh giri: Quy nha cung cép

Bénh vién Dai hoc Y Dugc Thanh pho Hb Chi Minh kinh méi céc don vi ¢ du
ning luc va kinh nghiém cung cép héa chét, vat tw xét nghi¢ém theo yéu ciu duéi day
vui 1ong giri hd so chao gia cho Bénh vién theo ndi dung cu thé nhu sau:

1. Tén du toan: Cung cip héa chét, vat tu xét nghiém cho Khoa Vi sinh nim
2026 _lan 2.

2. Pham vi cung cép: chi tiét theo phu luc dinh kém.

3. Thoi gian cung cép hang héa, dich vu: 18 thing ké tir ngay hop ddng c6 hiéu
luc.

4. Loai hop ddng: Hop ddng theo don gia cb dinh.

5. Pja diém thuc hién: Bénh vién Pai hoc Y Dugc thanh phd Hd Chi Minh.

6. Hiéu luc ciia hd so chao gia: tdi thiéu 12 thang.

7. Yéu chu vé gig’l chao: gia chao da bao g@m cac loai thué, phi, I¢ phi theo luat
dinh, chi phi van chuyén, giao hang va cac yéu cau khac ctia Chu dau tu.

8. Thoi gian nhan hd so chao gia: truée 11, gid, ngayQ9.../3.../2026.

9. Quy dinh vé tiép nhan hd so chao gia:

- Guri bdo gié online tai dia chi: https://bvdaihoc.com.vn/dau-thau/thong-bao-
moi-chao-gia > chon Théng bao moi chao gia cua du toan nay > chon “Gui chao gia
ctia nha thau”.

.- Gui ban gidy co ky tén, dong ddu vé dia chi sau déy: Phong Vit tu thiét bi,
Téng 4, I§hu A, Bénh vién Pai hoc Y Dugc Th'énh‘ pho HO Chi Minh — Co sé 1, s6
s0 215 Hong Bang, Phuong Chg Ldn, thanh phé H6 Chi Minh.

Ngudi lién hé: Nguyén Vin Diing S6 dién thoai: 028 3952 5942

10. Yéu céu khac:

Hb so chao gia ctia nha thiu bao gbm cac tai lidu sau:

+ Thu chao gia, bang béo gia cia nha thiu (c6 ky tén, dong diu);

+Hop ddng triing thau con hiéu lyc dbi véi cac mat hang da tring thau tai cac co
50y té (néu co);

+ Tai li€u k¥ thuét cua hang hoa.

Tréan trong./.
Noi nhén: TUQ. GIAM POC

-Nhuteén; TRUGNG PHONG VAT TU THIET BI
- Giam doc (d€ béo céo); o~

- Don vj Quan ly D4u thau (dé dang tin);

- Luu: VT, VTTB (B11-144-nvdung) (01).

BM: CVDTOl(l) /\‘V



PHU LUC PHAM VI CUNG CAP VA YEU CAU KY THUAT

(Dinh kém Céng vén sé 197/BVDHYD-VTTB, ngay 25 thang4 nam 2026)

Stt

Tén danh muc

Pic tinh ky thust

Pon vj tinh

S6 lrong

Yéu ciu vé
thiét bj hd trg
sir dung héa
chit (néu co)

Pia gidy tim
khéng sinh,
Ceftazidime/Clav
ulanic acid
30/10pg

Pia gidy tim khang sinh, xdc dinh tinh khéng khang sinh cta vi khuén
Khéng sinh: Ceftazidime/Clavulanic acid

Nbng d6: 30/10pg

Poéng gdbi trong 5ng: 50-100 dia khang sinh xép chdng trong mdi dng,
kém hé théng 16 xo gitip c¢b dinh khang sinh khi sir dung,

Tiéu chun/Chi tiéu chét lugng: C6 tdi thiéu 1 trong céc tiéu
chudn/chi tiéu chét lugng sau:

* Tiéu chudn chit lugng FDA 510(k) (FDA Cleared) hojic FDA PMA
(Pre-market Approval).

* Gidy Xéc nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cling véi Gidy chimg
nhan xuét khdu (CFG) do FDA cip c6 liét ké ma hang dy thiu (chi 4p
dung déi véi phén loai rii ro thip/Class I thugc nhém mién trir 510k).
* Tiéu chuén CE tuén thu Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén duogc cip bdi Té chirc chimg nhan (Notified Body) ddi
v6i phan loai rii ro B, C, D; hoic Tuyén bb vé sy phit hop
(Declaration of Conformity - DoC) déi véi phén loai rui ro A.

* Gidy chimg nhan phé duyét (Approval) hogc Chimg nhén luu hanh
(Certification) cia BS Y té, Lao dgng va Phtic lgi Nhat Ban (MHLW)
hoic Co quan Dugc phim va Thiét bj Y té Nhit Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do By Y té
Canada (Health Canada) c4p.

* Gidy chimg nhan ARTG do Co quan Quan ly San phim Trj liéu
(TGA) Uc cép.

Pia

16.000

Pia gidy tim
khang sinh,
Cefotaxim/Clavul
anic acid 30/10pg

Dia gidy tim khéng sinh, xac dinh tinh khing khéng sinh cta vi khuin
Khéng sinh: Cefotaxim/Clavulanic acid

Néng do: 30/10pg

Poéng gbi trong bng: 50-100 dia khang sinh xép chdng trong mdi dng,
kém hé théng 16 xo gitip cé dinh khéng sinh khi sir dung,

Tiéu chudn/Chi tiéu chit lugng: C6 t4i thidu 1 trong céc tiéu
chuén/chi tiéu chit lugng sau:

* Tjéu chuén chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xéc nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cuing véi Gidy chimg
nhan xuét khiu (CFG) do FDA cp c6 liét ké ma hang dy thdu (chi ap
dung d8i véi phén loai rui ro thip/Class I thugc nhém mién trir 510k).
* Tiéu chudn CE tuan thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhan dugc cip bai T chirc chimg nhin (Notified Body) d6i
v6i phén loai rai ro B, C, D; hoic Tuyén bb vé sy phii hop
(Declaration of Conformity - DoC) di véi phén loai rii ro A.

* Gidy chimg nhan phé duyét (Approval) hogc Chimg nhén luru hanh
(Certification) ctia BO Y té, Lao dong va Phuc lgi Nhat Ban (MHLW)
hogic Co quan Dugc phim va Thiét bj Y té Nhit Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quan ly San phim Trj liéu
(TGA) Uc cép.

18.500




Stt

Tén danh muc

Dic tinh ky thuét

Don vj tinh

S6 lwgng

Yéu clu vé
thiét bj hd trg
st dung héa
chit (néu c6)

Pia gidy tm
khéng sinh,
Cefotaxim 30pg

Pia gidy tdm khang sinh, x4c dinh tinh khéng khdng sinh ctia vi khuin
Khiéng sinh: Cefotaxim

Ndng dé: 30ug

Déng géi trong ng: 50-100 dia khéng sinh xép chdng trong mé&i éng,
kém hé thdng 16 xo gitip cd dinh khang sinh khi sir dung,

Tiéu chuin/Chi tiéu chit lugng: C6 t6i thidu 1 trong céc tidu
chudn/chi tiéu chit lugng sau:

* Tiéu chuén chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gifly X4c nhan diing ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) ciing v6i Gidy chimg
nhan xuét khiu (CFG) do FDA cfp c6 liét k& ma hang dy thau (chi 4p
dung d6i v&i phan loai rii ro thip/Class I thudc nhém mién trir 510k).
* Tiéu chuin CE tuén thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhan duoc cip bai Td chirc chimg nhan (Notified Body) déi
v6i phén loai rii ro B, C, D; hogic Tuyén b vé sy phu hop
(Declaration of Conformity - DoC) déi véi phan loai rii ro A.

* Giy chimg nhén phé duyét (Approval) hodic Chimg nhan luu hanh
(Certification) ctia Bd Y té, Lao dong va Phiic lgi Nhat Ban (MHLW)
hogic Co quan Dugc phim va Thiét bi Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y t& (Medical Device License) do B Y té
Canada (Health Canada) cép.

* Gidy chimg nhin ARTG do Co quan Quan ly San phim Tri liéu
(TGA) Uc cép.

Pia

17.500

Dia gify tim
khéng sinh,
Ceftazidime 30pg

Pia gidy tAm khéng sinh, xéc dinh tinh khang khéng sinh cia vi khuin
Khéng sinh: Ceftazidime

Néng do: 30pg

Poéng goi trong éng: 50-100 dia khang sinh xép chéng trong mdi éng,
kém heé théng 16 xo gitp cb dinh khang sinh khi sir dung,

Tiéu chuén/Chi tiéu chit lugng: C6 t5i thiéu 1 trong céc tiéu
chuén/chi tiéu cht lugng sau:

* Tiéu chudn chét lugng FDA 510(k) (FDA Cleared) hojic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan dang ky co s va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cung véi Gidy chimg
nhan xuét khéu (CFG) do FDA cép c6 liét ké ma hang dy thu (chi 4p
dung déi v6i phan loai rii ro thdp/Class I thugc nhém mién trir 510k).
* Tiéu chuin CE tuén thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip béi T4 chirc chimg nhin (Notified Body) dbi
v6i phén loai rii ro B, C, D; hodc Tuyén b v& sur phi hop
(Declaration of Conformity - DoC) ddi véi phan loai rti ro A.

* Gidy chimg nhan phé duyét (Approval) hojc Chimg nhan luu hanh
{Certification) cia B§ Y té, Lao ddng va Phic lgi Nhat Ban (MHL W)
hogc Co quan Dugc phidm va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) chp.

* Gilly chimg nhan ARTG do Co quan Quén ly San phim Trj liéu
(TGA) Uc cép.

Pia

18.500




Stt

Tén danh muc

Pijc tinh ky thuat

Pon vi tinh

Sb lugng

Yéu chu vé
thiét bi hd trg
st dung héa
chit (néu cé)

Dia gidy tAm
khéng sinh,
Cefoxitin 30pg

Dia giy tdm khang sinh, xéc dinh tinh khang khéng sinh ciia vi khuén
Khang sinh: Cefoxitin

Nong do: 30ug

Doéng goi trong dng: 50-100 dia khang sinh xép chdng trong mdi bng,
kém hé théng 16 xo gitip cé dinh khéng sinh khi sir dung,

Tiéu chudn/Chi tiéu chét lugng: C6 téi thiéu 1 trong céc tiéu
chuén/chi tiéu chit lugng sau:

* Tiéu chuin chét lugng FDA 510(k) (FDA Cleared) hosic FDA PMA
(Pre-market Approval).

* Gidy Xéc nhdn dang ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cling v6i Gidy chimg
nhan xuét khiu (CFG) do FDA cp c6 liét ké ma hang dy thu (chi 4p
dung déi v6i phan loai rii ro thip/Class I thudc nhém mién trir 510k).
* Tiéu chudn CE tuén thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cép boi Té chirc chimg nhén (Notified Body) ddi
véi phén loai rai ro B, C, D; ho#ic Tuyén bb vé& sur phii hgp
(Declaration of Conformity - DoC) di véi phén loai rii ro A.

* Gidy chimg nhén phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification) cia B3 Y té, Lao dong va Phiic lgi Nhat Ban (MHLW)
hogic Co quan Dugc phim va Thiét bj Y té Nhit Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B Y té
Canada (Health Canada) cip.

* Gidy chimg nhan ARTG do Co quan Quén ly San pham Trj ligu
(TGA) Uc cép.

Pia

17.500

Dia gidy tim
khéng sinh,
Ceftriaxone 30ug

Dia gidy tdm khéng sinh, xdc dinh tinh khéng khang sinh cta vi khuén
Khidng sinh: Ceftriaxone

Nong d4: 30pg

Péng gbi trong dng: 50-100 dia khang sinh xép chdng trong mdi ng,
kém hé théng 16 xo gitip cb dinh khang sinh khi sir dung,

Tiéu chudn/Chi tiéu chét lugng: C6 téi thidu 1 trong céc tiéu
chuén/chi tiéu chét lugng sau:

* Tiéu chuin chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cung véi Gidy chimg
nhén xudt khiu (CFG) do FDA cp c6 liét ké ma hang dy thau (chi ap
dung déi véi phén loai rui ro thip/Class I thuéc nhém mién trir 510k).
* Tiéu chuin CE tuan thi Quy dinh [IVDR (EU) 2017/746: Gidy
chimg nhan dugc cip boi Té chirc chimg nhan (Notified Body) déi
véi phén loai riii ro B, C, D; hoc Tuyén bd vé sy phit hgp
(Declaration of Conformity - DoC) déi véi phan loai riii ro A.

* Gidy chimg nhan phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification) cia B Y té, Lao ddng va Phuc lgi Nhat Ban (MHLW)
ho#c Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do Bd Y té
Canada (Health Canada) cip.

* Gidy chimg nhan ARTG do Co quan Quan Iy San phim Trj liéu
(TGA) Uc cp.

Pia

12.200




Stt

Tén danh muc

Pic tinh ky thuit

Pon vj tinh

S6 lwgng

Yéu chu vé
thiét bj hd trg
st dung héa
chit (néu c6)

Pia gidy tim
khang sinh,
Meropenem 10ug

Dfa gidy tAm khang sinh, x4c dinh tinh khang khang sinh ciia vi khun
Khéng sinh: Meropenem

Nong db: 10pg

Péng gbi trong dng: 50-100 dia khéng sinh xép chdng trong méi éng,
kém hé théng 16 xo gitip cé dinh khéng sinh khi sir dung,

Tiéu chuén/Chi tiéu chit lugng: C6 i thiéu 1 trong cic tiéu
chuén/chi tiéu chit luong sau:

* Tidu chuén chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan diing ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cling véi Gidy chimg
nhan xuit khiu (CFG) do FDA cép c6 liét k& ma hang dy thiu (chi 4p
dung déi véi phan loai ri ro thip/Class I thuéc nhém mién trir 510k).
* Tiéu chuin CE tuén thi Quy djnh IVDR (EU) 2017/746: Gidy
chimg nhan dugc cip bai Té chirc chimg nhan (Notified Body) dbi
véi phén loai rii ro B, C, D; hodc Tuyén b vé sir phit hgp
(Declaration of Conformity - DoC) ddi véi phan loai rii ro A.

* Gidy chimg nhan phé duyét (Approval) hojc Chimg nhan luu hanh
(Certification) cia B3 Y té, Lao ddng va Phic loi Nhat Ban (MHLW)
hogc Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y t& (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quan Iy San phém Tri liéu
(TGA) Uc cép.

Pia

14.000

Pia gidy tim
khéng sinh,
Amikacin 30ug

Pfa gidy tm khdng sinh, x4c dinh tinh khéng khéng sinh cia vi khuén
Khang sinh: Amikacin

Néng do: 30pg

Pong goi trong 6ng: 50-100 dia khang sinh xép chdng trong mbi éng,
kém hé théng 10 xo gitip cb dinh khéng sinh khi sir dung,

Tiéu chudn/Chi tiéu chit lugng: C6 tdi thiéu 1 trong céc tiéu
chuén/chi tiéu chit lugng sau:

* Tiéu chuén chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xé4c nhan ding ky co s va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cting v6i Gidy chimg
nhan xu4t khéu (CFG) do FDA cép c6 liét k& ma hang dy thau (chi 4p
dung dbi véi phén loai rii ro thdp/Class I thugc nhém mién trir 510k).
* Tiéu chuén CE tuan tha Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip béi Té chirc chimg nhan (Notified Body) dbi
v6i phén loai riii ro B, C, D; hoic Tuyén b vé s phit hgp
(Declaration of Conformity - DoC) ddi v&i phén loai rii ro A.

* Giy chimg nhén phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification) cia B6 Y té, Lao déng va Phic lgi Nhat Ban (MHLW)
hoiic Co quan Dugc phim va Thiét bj Y t& Nhat Ban (PMDA).

* Gihy phép thiét bj y té (Medical Device License) do B) Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quan ly San phfim Trj liéu
(TGA) Uc clp.

Pia

13.000




Stt

Tén danh myc

Pic tinh ky thuat

Pon vi tinh

S6 lwgng

Yéu chu vé
thiét bj hd trg
st dung héa
chit (néu c6)

Dia gidy tdm
khéng sinh,
Levofloxacin Spg

Dia gidy tim khang sinh, xac dinh tinh khang khéng sinh ciia vi khuén
Khiéng sinh: Levofloxacin

Néng dd: Sug

Poéng gdi trong 8ng: 50-100 dia khang sinh xép chdng trong m3i bng,
kém hé théng 16 xo gitip cb dinh khéng sinh khi sir dung,

Tiéu chuin/Chi tiéu chit lugng: C6 téi thiéu 1 trong céc ticu
chuén/chi tiéu chét lugng sau:

* Tiéu chudn chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhén diing ky co s& v liét ké thiét bj (FDA
Establishment Registration and Device Listing) cung véi Gidy chimg
nhan xuét khdu (CFG) do FDA cip c6 liét ké ma hang du thau (chi 4p
dung déi v6i phan loai rii ro thip/Class I thuéc nhém mién trir 510k).
* Tjéu chuén CE tuin thi Quy dinh IVDR (EU) 2017/746: Gidy
ching nhan dugc cip boi Té chirc chimg nhin (Notified Body) dbi
véi phén loai rii ro B, C, D; hodic Tuyén b6 vé sy phu hop
(Declaration of Conformity - DoC) d6i v6i phan loai i ro A.

* Gidy chimg nhan phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification)cia By Y té, Lao ddng va Phiic l¢i Nhat Ban (MHLW)
hogic Co quan Dugc phdm va Thiét bj Y t& Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B4 Y té
Canada (Health Canada) c4p.

* Gidy chimg nhan ARTG do Co quan Quan Iy San phdm Trj liu
(TGA) Uc cép.

Pia

17.000

10

Dia gidy tdm
khéng sinh,
Ciprofloxacin Spg

Pia gidy tim khéng sinh, xic dinh tinh khéng khang sinh cia vi khuén
Khang sinh: Ciprofloxacin

Néng do: Sug

Péng géi trong bng: 50-100 dia khang sinh xép chéng trong mdi éng,
kém hé théng 16 xo gitp cb dinh khéng sinh khi sir dung,

Tiéu chudn/Chi tiéu chét lugng: C6 t4i thiéu 1 trong céc tiéu
chudn/chi tidu chit luong sau:

* Tiéu chuén chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidly Xdc nhan dang ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) ciing véi Gidy chimg
nhén xuét khiu (CFG) do FDA cip c6 liét ké ma hang dy thau (chi 4p
dung d8i véi phan loai rii ro thip/Class I thugc nhém mién trir 510k).
* Tiéu chuén CE tuén thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhan duge cip boi T chirc chimg nhan (Notified Body) dbi
véi phén loai rai ro B, C, D; hodc Tuyén bd vé sy phit hgp
{(Declaration of Conformity - DoC) déi véi phén loai rui ro A.

* Gidy chimg nhan phé duyét (Approval) hoc Chimg nhén luu hanh
(Certification) cia Bo Y té, Lao dong va Phic lgi Nhat Ban (MHLW)
hoic Co quan Dugc phém va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B Y té
Canada (Health Canada) cip.

* Gidy ching nhian ARTG do Co quan Quan Iy San phim Tri liéu
(TGA) Uc cép.

Pia

12.500




Stt

Tén danh muc

Diic tinh ky thuit

Pon vj tinh

S6 lwgng

Yéu ciu vé
thiét bj hd trg
st dung héa
chit (néu c6)

Pia gidy tim
khang sinh,
Cefepime 30ug

Pia giéy tdm khang sinh, xac dinh tinh khing khang sinh cta vi khuin
Khéng sinh: Cefepime

Néng dé: 30ug

Doéng géi trong éng: 50-100 dia khéng sinh xép chdng trong mbi éng,
kém hé théng 10 xo gitp cb dinh khang sinh khi sir dung,

Tiéu chudn/Chi tiéu chét lugng: C6 tdi thiéu 1 trong cc tiéu
chuén/chi tiéu chat lugng sau:

* Tiéu chudn chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) ciing v&i Gidy chimg
nhan xuét khiu (CFG) do FDA cép c6 liét ké ma hang dy thu (chi 4p
dung déi v&i phan loai rii ro thp/Class I thudc nhém mién trir 510k).
* Tiéu chudn CE tuin tha Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip bai T chirc chimg nhén (Notified Body) dbi
véi phan loai rii ro B, C, D; hoic Tuyén bé vé sy phit hop
(Declaration of Conformity - DoC) dbi v6i phén loai rii ro A,

* Gidy chimg nhén phé duyét (Approval) hojc Chimg nhan luu hanh
(Certification) cia B Y té, Lao dong va Phic lgi Nhat Ban (MHLW)
hogc Co quan Dugc phim va Thiét b Y té Nhit Ban (PMDA).

* Giy phép thiét bj y t& (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhian ARTG do Co quan Quén Iy San phim Trj liéu
(TGA) Uc cép.

Dia

13.500

12

Pia gidy tim
khéng sinh,
Gentamicin 10pg

Pia gidy tim khéng sinh, xéc dinh tinh khang khéng sinh cua vi khuén
Khang sinh: Gentamicin

Nong do: 10ug

Péng géi trong ng: 50-100 dia khang sinh xép chdng trong mdi dng,
kém hé théng 10 xo gitp cb dinh khéng sinh khi sir dung,

Tiéu chuén/Chi tiéu chit lwgng: C6 t5i thiéu 1 trong céc tiéu
chudn/chi tiéu cht lugng sau:

* Tiéu chuén chit lugng FDA 510(k) (FDA Cleared) hojc FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cuing véi Gidy chimg
nhan xuét khiu (CFG) do FDA cép c6 liét ké ma hang dy thiu (chi 4p
dung dbi véi phén loai i ro thip/Class I thuc nhém mién trir 510k).
* Tiéu chudn CE tuan thi Quy dinh IVDR (EU) 2017/746: Gidy
ching nhén dugc cip béi T4 chirc chimg nhan (Notified Body) abi
v&i phén loai rai ro B, C, D; hodc Tuyén bb vé su phii hgp
(Declaration of Conformity - DoC) déi véi phan loai rui ro A.

* Gidy chimg nhdn phé duyét (Approval) hoic Chimg nhan luu hanh
(Certification) cha Bo Y té, Lao ddng va Phuc lgi Nhat Ban (MHLW)
hodic Co quan Dugc phim va Thiét b Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quan ly San phim Trj liéu
(TGA) Uc ciép.

Pia

12.000
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13

Pfa gidy tm
khéng sinh,
Ertapenem 10pug

Pia gidy tim khéng sinh, xdc dinh tinh khang khéng sinh cia vi khuin
Khang sinh: Ertapenem

Nong d6: 10ug

Déng goi trong dng: 50-100 dia khang sinh xép chdng trong mi dng,
kém hé théng 16 xo gitip ¢ dinh khéng sinh khi sir dung,

Tiéu chudn/Chi tiéu chét lugng: C6 tdi thiéu 1 trong céc tiéu
chuén/chi tiéu chét lugng sau:

* Tjéu chuén chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xéc nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cing véi Gidy chimg
nhén xuét khiu (CFG) do FDA cip c6 liét ké ma hang dy thau (chi ap
dung déi véi phan loai rii ro thdp/Class I thuc nhém mién trir 510k).
* Tjéu chudn CE tuén thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén duogc clp boi T4 chirc chimg nhan (Notified Body) dbi
véi phén loai rdi ro B, C, D; hojic Tuyén bd vé su phit hgp
(Declaration of Conformity - DoC) ddi véi phan loai riii ro A.

* Gidy chimg nhan phé duyét (Approval) hoiic Chimg nhén luu hanh
(Certification) cia B§ Y té, Lao dong va Phiic lgi Nhat Ban (MHLW)
hogc Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) cAp.

* Gidy chimg nhan ARTG do Co quan Quan ly San phém Trj liéu
(TGA) Uc cép.

Pia

12.000

Pia gidy tm
khéng sinh,
Imipenem 10pug

Pia gidy tim khang sinh, xac dinh tinh khing khéng sinh cuia vi khuén
Khang sinh: Imipenem

Néng do: 10pg

Déng gbi trong bng: 50-100 dia khang sinh xép chéng trong m3i dng,
kém hé théng 16 xo gitip cb dinh khang sinh khi sir dyng,

Tiéu chudn/Chi tiéu chét lugng: C6 téi thiéu 1 trong cic tiéu
chuin/chi tiéu chit luong sau:

* Tjiéu chuén chit lugng FDA 510(k) (FDA Cleared) hoiic FDA PMA
(Pre-market Approval).

* Gidly Xéc nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cung véi Gidy chimg
nhén xut khiu (CFG) do FDA cip c6 liét ké ma hang dy thiu (chi 4p
dung di véi phén loai riii ro thip/Class I thudc nhém mién trir 510k).
* Tiéu chuin CE tuan thu Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhan dugc cip bai Té chirc chimg nhin (Notified Body) dbi
véi phén loai rii ro B, C, D; hodc Tuyén bb vé sy phit hgp
(Declaration of Conformity - DoC) dbi v6i phan loai rii ro A.

* Gidy chimg nhan phé duyét (Approval) hoic Chimg nhan luu hanh
(Certification) caa B0 Y té, Lao déng va Phiic lgi Nhdt Ban (MHLW)
hogic Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidly phép thiét b y té (Medical Device License) do B§ Y té
Canada (Health Canada) c4p.

* Gidy chimg nhan ARTG do Co quan Quan ly Sén phim Trj liéu
(TGA) Uc cép.

15.500
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Pia gidy tAm
khang sinh,
Linezolid 30pg

Pia gidy tdm khéng sinh, x4c dinh tinh khéng khéng sinh cta vi khuin
Khing sinh: Linezolid

Nong dé: 30ug

Doéng gbi trong ng: 50-100 dia khéng sinh x&p chdng trong m&i éng,
kém hé théng 1 xo gitip cé dinh khang sinh khi sir dung,

Tiéu chuin/Chi tiéu chét hrgng: C6 tdi thiéu 1 trong céc tiéu
chudn/chi tiéu chit lugng sau:

* Tiéu chuén chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gifly X4c nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) ciing véi Gidy chimg
nhén xuét khiu (CFG) do FDA cép c6 liét ké ma hang dy thiu (chi 4p
dung d6i v&i phan loai rii ro thip/Class I thudc nhém mién trir 510k).
* Tiéu chuin CE tuan thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhan dwoc cip boi Té chirc chimg nhan (Notified Body) dbi
véi phén loai rii ro B, C, D; hogc Tuyén bd vé sur phu hop
(Declaration of Conformity - DoC) d6i v6i phan loai riii ro A.

* Giy chimg nhén phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification)cua By Y té, Lao dong va Phiic 1¢i Nhat Ban (MHLW)
hojc Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B6 Y té
Canada (Health Canada) cp.

* Gidy chimg nhin ARTG do Co quan Quan ly San phim Tri liéu
(TGA) Uc cip.

6.000

16

Pia gidy tim
khang sinh,
Piperacillin/tazob
actam 100/10pg

Pia gidy tAm khéng sinh, xdc dinh tinh khéng khéng sinh cua vi khuin
Khang sinh: Piperacillin/tazobactam

Nbng do: 100/10ug

Péng géi trong ng: 50-100 dia khang sinh xép chdng trong m&i bng,
kém hé théng 16 xo gitip cb dinh khéng sinh khi sir dung,

Tiéu chudn/Chi tidu chit lugng: C6 tbi thiéu 1 trong céc tiéu
chuén/chi tiéu chit lugng sau:

* Tiéu chuéin chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cuing véi Gidy ching
nhén xuét khiu (CFG) do FDA cép c6 liét ké ma hang dy thau (chi dp
dung ddi véi phan loai rii ro thdp/Class I thuc nhém mién trir 510k).
* Tiéu chuén CE tuan thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhan dugc cip boi T4 chirc chimg nhin (Notified Body) dbi
v&i phén loai rdi ro B, C, D; hodc Tuyén bé v& sy phu hop
(Declaration of Conformity - DoC) di v6i phén loai rii ro A.

* Gidy chimg nhan phé duyét (Approval) hojc Chimg nhan luu hanh
(Certification)cta By Y té, Lao dong va Phuc lgi Nhat Ban (MHLW)
hogc Co quan Dugc phdm va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y t& (Medical Device License) do B Y té
Canada (Health Canada) cép.

* Gidy chimg nhin ARTG do Co quan Quén ly San phim Trj liéu
(TGA) Uc cép.

Pbia

15.000
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Dia giéy tAm
khéng sinh,
Doxycycline 30ug

Pia gidy tim khang sinh, xéc dinh tinh khéng khéng sinh cia vi khudn
Khéng sinh: Doxycycline

Ndng d6: 30ug

Pong goi trong dng: 50-100 dia khang sinh xép chdng trong mi bng,
kém hé théng 1 xo gitip cb dinh khang sinh khi sir dung,

Tiéu chuin/Chi tiéu chat lugng: C6 tdi thiéu 1 trong céc tiéu
chudn/chi tiéu chét lugng sau:

* Tiéu chuin chit lugng FDA 5 lO(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xéc nhan ding ky co s va liét ké thiét bj (FDA
Establlshment Registration and Device Listing) cling voi Gidy chimg
nhén xuét khiu (CFG) do FDA cﬁp 6 liét ké mi hang du thau (chi 4p
dung dbi v6i phén loai rii ro thdp/Class I thugc nhém mién trir S10Kk).
* Tiéu chuin CE tuan tha Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip bai Té chirc chimg nhéan (Notified Body) dbi
v&i phén logi rai ro B, C, D; hodc Tuyén b6 vé sy phu hop
(Declaration of Conformity - DoC) d6i voi phén loai rui ro A.

* Gidy chimg nhan phé duyét (Approval) hogc Chimg nhén luu hanh
(Certification) ciaB§ Y té, Lao dong va Phiic lgi Nhat Ban (MHLW)
hogic Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét b y té (Medical Device License) do B§ Y té
Canada (Health Canada) cip.

* Gidy chimg nhan ARTG do Co quan Quan ly San phim Trj ligu
(TGA) Uc clp.

Pia

4.200

18

Pia gidy tm
khéng sinh,
Penicillin G 10
units

Pia gidy tim khéng sinh, x4c dinh tinh khang khang sinh cua vi khuén
Khang sinh: Penicillin G

Nong do: 10 units

Déng gbi trong dng: 50-100 dia khang sinh xép chdng trong mdi ng,
kém hé théng 16 xo gitip cb dinh khang sinh khi sir dung,

Tiéu chudn/Chi tiéu chit lugng: Co tdi thiéu 1 trong céc tiéu
chuén/chi tiéu chit lugng sau:

* Tiéu chuén chit lugng FDA 510(k) (FDA Cleared) hojc FDA PMA
(Pre-market Approval).

* Gidy Xéc nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cing v6i Gidy chimng
nhan xuit khdu (CFG) do FDA cip c6 liét ké ma hang dy thiu (chi 4p
dung déi vé6i phén loai rui ro thdp/Class I thugc nhém mién trir 510k).
* Tiéu chuén CE tudn thu Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cép boi T chirc chimg nhan (Notified Body) dbi
véi phén loai rii ro B, C, D; hodic Tuyen b6 vé sy phi hop
(Declaratlon of Conformity - DoC) dbi v&i phén loai riii ro A.

* Gidy chimg nhan phé duyét (Approval) hoiic Chimg nhén luu hanh
(Certification) cia B§ Y té, Lao dong va Phuic lgi Nhit Ban (MHLW)
hogic Co quan Dugc phim va Thiét bi Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimng nhan ARTG do Co quan Quan ly San phim Trj liéu
(TGA) Uc cép.

5.000
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Pia gidy tim
khang sinh,
Ampicillin 10pg

Pfa gidy tAm khéng sinh, x4c dinh tinh khéng khéng sinh ctia vi khuin
Khang sinh: Ampicillin

Nbng do: 10ug

Déng gbi trong bng: 50-100 dia khang sinh xép chdng trong mi éng,
kem hé théng 16 xo gitip cé dinh khéng sinh khi sir dung,

Tiéu chun/Chi tiéu chat lugng: C6 ti thiéu 1 trong cac tiéu
chuédn/chi tiéu chat luong sau:

* Tiéu chudn chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xéc nhén ding ky co so va liét ké thiét bj (FDA
Establishment Registration and Device Listing) ciing véi Gidy chimg
nhén xuét khiu (CFG) do FDA cép c6 liét ké ma hang dy thau (chi 4p
dung dbi v6i phén loai rdi ro thp/Class I thudc nhém mién trir 510k).
* Tiéu chuin CE tuén thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhan dugc cip boi Té chirc chimg nhan (Notified Body) dbi
v6i phén loai rui ro B, C, D; hodc Tuyén b vé su phu hgp
(Declaration of Conformity - DoC) dbi véi phén loai rui ro A.

* Gidy chimg nhén phé duyét (Approval) hoic Chimg nhan luu hanh
(Certification) ctaB§ Y té, Lao dong va Phic l¢i Nhat Ban (MHLW)
hogc Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Giy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) cAp.

* Gify chimg nhan ARTG do Co quan Quén ly San phém Tri lidu
(TGA) Uc cép.

Pia

5.000

20

Pia gidy tAim
khang sinh,
Erythromycin
15ug

Dia gidy tdm khéng sinh, xac dinh tinh khang khang sinh ciia vi khuin
Khang sinh: Erythromycin

Nong do: 15ug

Péng gbi trong bng: 50-100 dia khang sinh xép chdng trong mbi bng,
kém hé théng 16 xo gitip ¢b dinh khang sinh khi sir dung,

Tiéu chun/Chi tiéu chit hugng: C6 tdi thiéu 1 trong céc tiéu
chuén/chi tiéu chat lugng sau:

* Tiéu chuén chét luong FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cting véi Gidy chimg
nhén xuét khiu (CFG) do FDA cép c6 liét ké ma hang dy thau (chi 4p
dung déi v&i phén loai rii ro thép/Class I thudc nhém mién trir 510k).
* Tiéu chuén CE tuan thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhan dugc cip boi T chirc chimg nhin (Notified Body) dbi
v6i phén loai rii ro B, C, D; hoic Tuyén bb vé sy phi hop
(Declaration of Conformity - DoC) di véi phén loai riii ro A.

* Gidy chimg nhan phé duyét (Approval) hojc Chimg nhan luu hinh
(Certification) cuia B§ Y té, Lao dong va Phiic lgi Nhat Ban (MHLW)
hogc Co quan Dugc phdm va Thiét bj Y té Nht Ban (PMDA).

* Gidy phép thiét bi y t& (Medical Device License) do B Y té
Canada (Health Canada) cép.

* Gidy chimg nhén ARTG do Co quan Quan Iy San phim Trj ligu
(TGA) Uc cép.

Pia

5.600
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Dia gidy tim
khéng sinh,
Clindamycin 2pg

Pia gidy tim khang sinh, xac dinh tinh khang khéng sinh cua vi khuin
Khang sinh: Clindamycin

Nbng do: 2ug

Dodng géi trong dng: 50-100 dia khang sinh xép chéng trong méi ng,
kém hé théng 16 xo gitip cb dinh khang sinh khi sir dung,

Tiéu chuén/Chi tiéu chit hrong: C6 tdi thiéu 1 trong céc tiéu
chudn/chi tiéu chét lugng sau:

* Tiéu chudn chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cling v&i Gidy chimg
nhén xuét khiu (CFG) do FDA cip c6 liét ké ma hang dy thau (chi 4p
dung dbi v&i phén loai rii ro thip/Class I thugc nhém mién trir 510k).
* Tiéu chudn CE tuan tha Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip bai T chirc chimg nhin (Notified Body) dbi
vGi phén loai rai ro B, C, D; hodc Tuyén b6 vé sy phit hop
(Declaration of Conformity - DoC) dbi v6i phan loai rii ro A.

* Gidy chimg nhan phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification) cia B Y té, Lao dong va Phic lgi Nh4t Ban (MHLW)
hogic Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y t& (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quan Iy San phim Trj liéu
(TGA) Uc cip.

Pia

5.600

22

Pia gidy tAim
khang sinh,
Metronidazole
Sug

Dia gidy tim khéng sinh, xdc dinh tinh khéng khéng sinh cta vi khuén
Khéng sinh: Metronidazole

Nong d6: Spg

Déng goi trong dng: 50-100 dia khéng sinh xép chéng trong mdi bng,
kém hé théng 16 xo gitip c¢b dinh khang sinh khi sir dung,

Tiéu chudn/Chi tiéu chit lugng: C6 tdi thidu 1 trong céc tiéu
chuén/chi tiéu chét lugng sau:

* Tiéu chudn chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cling véi Gidy chimg
nhén xut khiu (CFG) do FDA cip c6 liét k& ma hang dy thau (chi ap
dung dbi vi phén loai rii ro thip/Class I thudc nhém mién trir 510k).
* Tiéu chuin CE tuén thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhéan dugc cp bdi T chirc chimg nhan (Notified Body) déi
véi phén loai rii ro B, C, D; hodc Tuyén b6 v& su phi hgp
(Declaration of Conformity - DoC) ddi véi phan loai riii ro A.

* Gidy chimg nhan phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification) ctia BO Y té, Lao déng va Phiic lgi Nhat Ban (MHLW)
hogc Co quan Dugc phdm va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B¢ Y té
Canada (Health Canada) cip.

* Gidy chimg nhan ARTG do Co quan Quan ly San pham Tri liu
(TGA) Uc cép.

Pia

500
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Dia gidy tim
khéng sinh,
Amoxicillin/Clav
ulanic acid
20/10pug

Dia gidy tAm khang sinh, x4c djnh tinh khang khang sinh ctia vi khuin
Khéng sinh: Amoxicillin/Clavulanic acid 2/1

Ndng d6: 20/10pg

Péng goi trong bng: 50-100 dia khéng sinh xép chdng trong méi éng,
kém hé théng 16 xo gitp cb dinh khang sinh khi sir dung,

Tiéu chudn/Chi tiéu chit lugng: C6 i thiéu 1 trong cac tiéu
chudn/chi tiéu chit lugng sau:

* Tiéu chudn chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cung véi Gidy chimg
nhan xuét khdu (CFG) do FDA cfp c6 liét ké ma hang dy thau (chi 4p
dung dbi véi phén loai rui ro thdp/Class I thugc nhém mién trir 510k).
* Tiéu chuin CE tuan thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhan dugc cép bai T4 chirc chimg nhan (Notified Body) dbi
véi phén loai rii ro B, C, D; hodc Tuyén b6 v& sy phi hgp
(Declaration of Conformity - DoC) ddi véi phan loai rii ro A.

* Gidy chimg nhan phé duyét (Approval) hojc Chimg nhan luu hanh
(Certification) ciia B3 Y té, Lao dong va Phic lgi Nhat Ban (MHLW)
hoédc Co quan Dugc phém va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bjy té (Medical Device License) do Bd Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quan ly San phém Trj lidu
(TGA) Uc cép.

Pia

1.200

24

Pia gidy tAm
khang sinh,
Vancomycin 30pg

Pia gidy tim khéng sinh, x4c dinh tinh khang khéng sinh cua vi khuén
Khéng sinh: Vancomycin

Néng d6: 30ug

Poéng goi trong dng: 50-100 dia khang sinh xép chéng trong méi éng,
kém hé théng 16 xo gitip cb dinh khéng sinh khi sir dung,

Tiéu chuan/Chi tiéu chét lugng: C6 tdi thiéu 1 trong céc tiéu
chuén/chi tiéu chit lugng sau:

* Tiéu chuén chét lugng FDA 510(k) (FDA Cleared) hojc FDA PMA
(Pre-market Approval).

* Gidy X4c nhén dang ky co so va ligt ké thiét bj (FDA
Establishment Registration and Device Listing) ciing v6i Gidy chimg
nhén xuit khiu (CFG) do FDA cép c6 liét k& ma hang dy thau (chi 4p
dung déi v6i phan loai rai ro thip/Class I thuc nhém mién trir 510k).
* Tiéu chuén CE tuan thi Quy dinh IVDR (EU) 2017/746: Giay
chimg nhén dugc chp bdi T chirc chimg nhan (Notified Body) dbi
v&i phan loai riii ro B, C, D; hodic Tuyén bd v& sy phit hgp
(Declaration of Conformity - DoC) déi véi phan loai rui ro A.

* Gidy chimg nhan phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification) cia B6 Y té, Lao dong va Phiic lgi Nhat Ban (MHLW)
hoic Co quan Dugc phim va Thiét b Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quan ly San phim Trj liéu
(TGA) Uc cép.

Pia

3.000
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Pia gidy tm
khang sinh,
Sulfamethoxazole
/trimethoprim
23.75/1.25pg

Pia gidy tim khéng sinh, xdc dinh tinh khing khéng sinh cia vi khuin
Khang sinh: Sulfamethoxazole/trimethoprim

Nong d9: 23.75/1.25ug

Déng géi trong dng: 50-100 dia khang sinh xép chdng trong m3i éng,
kém heé théng 10 xo gitp cb dinh khéng sinh khi sir dyng,

Tiéu chuén/Chi tiéu chét lugng: C6 tdi thiéu 1 trong céc tiéu
chudn/chi tiéu chét lugng sau:

* Tiéu chuén chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xac nhan ding ky co s& va liét ké thiét bi (FDA
Establishment Registration and Device Listing) cung véi Gidy chimg
nhén xuét khiu (CFG) do FDA cip c6 liét ké ma hang dy thau (chi ap
dung dbi vé6i phén loai rui ro thip/Class I thugc nhém mién trir 510k).
* Tiéu chuén CE tuén thu Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip béi Td chirc chimg nhan (Notified Body) dbi
v6i phén loai riii ro B, C, D; hoic Tuyén b6 vé su phii hop
{(Declaration of Conformity - DoC) d6i véi phan loai rii ro A.

* Gidy chimg nhan phé duyét (Approval) hojic Chimg nhén luu hanh
(Certification) cia B Y té, Lao dong va Phic lgi Nhit Ban (MHLW)
hoiic Co quan Dugc phdm va Thiét bj Y t& Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) c4p.

* Gidy chimg nhan ARTG do Co quan Quan ly San phém Trj ligu
(TGA) Uc cép.

bia

12.000

26

Dia gidy tdm
khéng sinh,
Ampicillin/Sulbac
tam 10/10ug

Pfia gidy tdm khang sinh, x4c dinh tinh khang khéng sinh cia vi khuén
Khiéng sinh: Ampicillin/Sulbactam

Nong d6: 10/10ug

Déng gbi trong 8ng: 50-100 dia khang sinh xép chdng trong mdi bng,
kém hé théng 16 xo gitp cb dinh khéng sinh khi sir dung,

Tiéu chudn/Chi tiéu chit lugng: C6 téi thiéu 1 trong céc tiéu
chudn/chi tiéu chit lugng sau:

* Tjéu chuén chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s& va liét ké thiét bi (FDA
Establishment Registration and Device Listing) cling v&i Gidy ching
nhan xuét khiu (CFG) do FDA cip c6 liét ké ma hang dy thau (chi 4p
dung d6i véi phan loai rii ro thip/Class I thuc nhém mién trir 510k).
* Tiéu chuin CE tuén thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhan dugc cip bai Té chirc chimg nhén (Notified Body) dbi
v6i phén loai ri ro B, C, D; hodc Tuyén bd vé sy phu hgp
{Declaration of Conformity - DoC) déi véi phan loai rai ro A.

* Gidy chimg nhan phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification) cia B Y té, Lao ddng va Phuc lgi Nhat Ban (MHLW)
hodic Co quan Dugc phim va Thiét b Y té Nhat Ban (PMDA).

* Gidy phép thiét bi y té (Medical Device License) do Bd Y té
Canada (Health Canada) cip.

* Gidy chimg nhin ARTG do Co quan Quén Iy San phém Trj liéu
(TGA) Uc cép.

Pia

11.000
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Pia gidy tAim
khang sinh,
Colistin 10pg

Pia gidy tim khéng sinh, x4c dinh tinh khang khéng sinh cia vi khuén
Khang sinh: Colistin

Nong d6: 10ug

Déng gbi trong dng: 50-100 dia khang sinh xép chéng trong mdi bng,
kém hé théng 16 xo gitip c¢b dinh khang sinh khi sir dung,

Tiéu chudn/Chi tiéu cht lugng: C6 t6i thiéu 1 trong cac tiéu
chuén/chi tiéu chit lugng sau:

* Tjéu chuin chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xéc nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cuing véi Gidy chimg
nhén xuét khdu (CFG) do FDA cp c6 liét ké ma hang du thdu (chi 4p
dung dbi voi phan loai rii ro thép/Class I thudc nhém mién trir 510k).
* Tiéu chuin CE tuan thii Quy dinh IVDR (EU) 2017/746: Giy
chimg nhan dugc cip bsi T8 chirc chimg nhan (Notified Body) dbi
v6i phén loai rii ro B, C, D; hodic Tuyén bd vé& su pht hop
(Declaration of Conformity - DoC) ddi véi phén loai ri ro A.

* Gidy chimg nhan phé duyét (Approval) hoic Chimg nhan luu hanh
(Certification) ctia B§ Y té, Lao dong va Phiic lgi Nhat Ban (MHLW)
ho#ic Co quan Dugc phim va Thiét b Y té Nhat Ban (PMDA).

* Gidy phép thiét bi y t& (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy ching nhan ARTG do Co quan Quén ly San phém Trj lidu
(TGA) Uc cép.

bia

10.000

28

Pia gidy tAm
khéng sinh,
Minocycline 30ug

Pia giéy tdm khang sinh, x4c dinh tinh khéng khéng sinh cua vi khuén
Khiang sinh: Minocycline

Néng do: 30ug

Péng goi trong dng: 50-100 dia khang sinh xép chdng trong m&i bng,
kém hé théng 16 xo gitip cb dinh khéng sinh khi sir dung,

Tiéu chuén/Chi tiéu chit lugng: C6 tdi thiéu 1 trong cic tidu
chudn/chi tiéu chit lugng sau:

* Tiéu chudn chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan dang ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) ciing véi Gidy chung
nhén xuét khiu (CFG) do FDA cép c6 liét ké ma hang dy thau (chi 4p
dung dbi v6i phan loai rai ro thdp/Class I thudc nhém mién trir 510k).
* Tiéu chun CE tuan tha Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip béi T4 chirc chimg nhin (Notified Body) dbi
véi phan loai rii ro B, C, D; hoc Tuyén bd vé sy pht hgp
(Declaration of Conformity - DoC) d8i véi phén loai rii ro A.

* Gidy chimg nhan phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification) ciia B3 Y té, Lao dong va Phiic l¢i Nhat Ban (MHLW)
hogic Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y t& (Medical Device License) do B¢ Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quan ly San phém Trj lidu
(TGA) Uc cép.

Pia

5.400
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Dia gidy tim
khéng sinh,
Fosfomycin G6P
200/50 pg

Pia gidy tm khéng sinh, x4c dinh tinh khang khang sinh cta vi khuén
Khang sinh: Fosfomycin G6P

Néng dd: 200/50 pg

Déng gbi trong dng: 50-100 dia khang sinh xép chdng trong mdi éng,
kém hé théng 16 xo gitip cé dinh khang sinh khi sir dung,

Tiéu chudn/Chi tiéu chét lugng: C6 téi thiéu 1 trong cic tiéu
chuin/chi tiéu chit lugng sau:

* Tiéu chuén chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xdc nhin dang ky co s& va ligt ké thiét bj (FDA
Establishment Registration and Device Listing) cung véi Gidy chimg
nhan xuit khiu (CFG) do FDA cAp c6 liét ké ma hang dy thiu (chi 4p
dung dbi v6i phén loai riii ro thp/Class I thudc nhém mi&n trir 510k).
* Tiéu chun CE tuén thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cép béi T chirc chimg nhan (Notified Body) déi
véi phén loai rai ro B, C, D; hoic Tuyén bd vé sy phti hgp
(Declaration of Conformity - DoC) dbi v&i phan loai rii ro A.

* Gidy chimg nhan phé duyét (Approval) hogic Ching nhén luu hanh
(Certification) ciia B§ Y té, Lao ddng va Phiic lgi Nhat Ban (MHLW)
hogic Co quan Dugc phim va Thiét bj Y té Nhit Ban (PMDA).

* Gidy phép thiét b y té (Medical Device License) do B§ Y té
Canada (Health Canada) c4p.

* Gidy chimg nhin ARTG do Co quan Quan ly San phém Trj liéu
(TGA) Uc cép.

Pia

4.000

30

Pia gidy tim
khdng sinh,
Ceftazidime/Avib
actam 30/20 pg

Pia gidy tim khéng sinh, xac dinh tinh khing khéng sinh cua vi khuén
Khang sinh: Ceftazidime/Avibactam

Nong do: 30/20 pg

Déng goi trong dng: 50-100 dia khang sinh xép chdng trong méi éng,
kém hé thdng 16 xo gitip cb dinh khang sinh khi sir dung,

Tiéu chudn/Chi tiéu chét lugng: C6 tdi thiu 1 trong cac tiéu
chuén/chi tiéu chit lugng sau:

* Tidu chudn chit lwgng FDA 510(k) (FDA Cleared) hosic FDA PMA
(Pre-market Approval).

* Gidy Xdc nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cing véi Gidy chimg
nhan xuét khdu (CFG) do FDA cép c6 liét ké ma hang dy thiu (chi ap
dung déi v&i phén loai rii ro thip/Class I thudc nhém mién trir 510k).
* Tiéu chudn CE tuan thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhéan dugc cip bdi Té chirc chimg nhan (Notified Body) dbi
véi phan loai rii ro B, C, D; hoic Tuyén bd vé sy phi hgp
(Declaration of Conformity - DoC) di véi phan loai rui ro A.

* Gidy chimg nhan phé duyét (Approval) hogic Ching nhén luwu hanh
(Certification) cia B§ Y té, Lao dong va Phic lgi Nhit Bin (MHLW)
hodic Co quan Dugc phim va Thiét bi Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quan ly San phim Trj liéu
(TGA) Uc cép.

Pia

1.750
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E-Test,
Tetracycline
0,016 - 256

(ng/mL)

E-Test, thanh plastic méng hoic thanh gidy tim khang sinh, x4c djnh
ndng d6 trc ché téi thiéu MIC-Minimum Inhibitory Concentration
Khang sinh: Tetracycline

Ndng dé: 0,016 - 256 (ug/mL),

Tiéu chuan/Chi tiéu chét lugng: C6 tbi thidu 1 trong céc tiéu
chuin/chi tiéu chit lugng sau:

* Tiéu chuén chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s& va liét ké thiét bi (FDA
Establishment Registration and Device Listing) ciing véi Gidy chimg
nhan xuét khiu (CFG) do FDA cép c6 liét ké ma hang dy thu (chi 4p

dung déi véi phan loai rui ro thip/Class I thuéc nhém mién trir 510k).

* Tiéu chuin CE tuan tha Quy djnh IVDR (EU) 2017/746: Gidy
chimg nhan dugc cip boi Td chirc chimg nhin (Notified Body) dbi
véi phan loai riii ro B, C, D; hoéic Tuyén bb vé su phit hop
(Declaration of Conformity - DoC) d6i véi phan loai rai ro A.

* Gidy chimg nhan phé duyét (Approval) hodic Ching nhén luu hanh
(Certification) chta B Y té, Lao dong va Phiic lgi Nhat Ban (MHLW)
hodc Co quan Dugc phém va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bi y té (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quén ly San phim Trj liéu
(TGA) Uc cép.

Test

100

32

E-Test,
Levofloxacin
0,002 - 32
(ng/mL)

E-Test, thanh plastic mong hoc thanh gidy tim khéng sinh, x4c dinh
ndng do trc ché téi thidu MIC-Minimum Inhibitory Concentration
Khéng sinh: Levofloxacin

Néng do: 0,002 - 32 (ug/mL),

Tiéu chudn/Chi tiéu chit lugng: C6 tbi thiéu 1 trong cac tiéu
chuén/chi tiéu chit lugng sau:

* Tiéu chudn chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xéc nhan ding ky co s va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cing véi Gidy chimg
nhén xut khiu (CFG) do FDA cp c6 liét ké ma hang dy thiu (chi 4p

dung dbi véi phén loai rui ro thdp/Class I thudc nhém mién trir 510Kk).

* Tiéu chuén CE tuan thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cép bdi Té chirc chimg nhan (Notified Body) dbi
v6i phan loai rii ro B, C, D; hodc Tuyén b6 vé su phi hop
(Declaration of Conformity - DoC) dbi v6i phén loai rii ro A.

* Gidy chimg nhan phé duyét (Approval) hoiic Chimg nhén luu hanh
(Certification) ciia B Y té, Lao dong va Phiic lgi Nhat Ban (MHL W)
hogc Co quan Dugc phdm va Thiét bj Y té Nhét Ban (PMDA).

* Gidy phép thiét bi y té (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quén ly San phim Trj liéu
(TGA) Uc cép.

Test

100
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E-Test, Penicillin
G 0,016 - 256
(ng/mL)

E-Test, thanh plastic mong hoc thanh gidy tdm khang sinh, xac dinh
ndng d4 trc ché ti thiéu MIC-Minimum Inhibitory Concentration
Khang sinh: Penicillin G

Ndng d6: 0,016 - 256 (ug/mL),

Tiéu chudn/Chi tiéu chit lugng: C6 tbi thiéu 1 trong céc tiéu
chuén/chi tiéu chit lugng sau:

* Tiéu chuén chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cung v&i Gidy chimg
nhan xuét khiu (CFG) do FDA cép c6 liét ké ma hang dy thdu (chi ap

dung dbi voi phén loai rii ro thé'ip/Class I thudc nhém mién trir S10k).

* Tiéu chudn CE tuén thia Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip bai Tb chirc chimg nhin (Notified Body) dbi
v6i phan logi rii ro B, C, D; hosic Tuyén bd vé sy phit hop
(Declaration of Conformity - DoC) dbi véi phan logi rti ro A.

* Gidy chimg nhén phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification) ciaB§ Y té, Lao dong va Phic lgi Nhat Ban (MHLW)
hodic Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y t& (Medical Device License) do B6 Y té
Canada (Health Canada) cip.

* Gidy chimg nhan ARTG do Co quan Quan ly San phim Trj liéu
(TGA) Uc cép.

Test

100

34

E-Test,
Amoxicillin
0,016 - 256
(ng/mL)

E-Test, thanh plastic mong hogc thanh gidy tAm khang sinh, xac dinh
ndng do rc ché téi thiéu MIC-Minimum Inhibitory Concentration
Khang sinh: Amoxicillin

Néng d: 0,016 - 256 (ug/mL),

Tiéu chudn/Chi tiéu chat lugng: C6 tdi thiéu 1 trong céc ticu
chudn/chi tiéu chét lwgng sau:

* Tiéu chudn chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cling véi Gidy chimg
nhan xuét khéu (CFG) do FDA cp c6 liét ké ma hang dy thau (chi 4p

dung dbi véi phén loai riti ro thép/Class 1 thudc nhém mién trir 510k).

* Tiéu chuin CE tudn thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhan dugc cip boi Td chirc chimg nhan (Notified Body) déi
véi phén loai rai ro B, C, D; hodic Tuyén b vé syr phu hgp
(Declaration of Conformity - DoC) ddi véi phén loai rii ro A.

* Gidy chimg nhan phé duyét (Approval) hogc Chirng nhén luu hanh
(Certification) cia B§ Y té, Lao dong va Phuc lgi Nhét Ban (MHLW)
ho#ic Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y t& (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quan ly San phdm Trj liéu
(TGA) Uc cép.

Test

100
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E-Test,
Metronidazole
0,016 - 256

(ng/mL)

E-Test, thanh plastic mong hodc thanh gidy tdm khang sinh, x4c dinh
ndng do irc ché t6i thiéu MIC-Minimum Inhibitory Concentration
Khéng sinh: Metronidazole

Néng do: 0,016 - 256 (ug/mL),

Tiéu chudn/Chi tiéu chét luong: C6 tdi thiéu 1 trong céc tiéu
chudn/chi tiéu chit lugng sau:

* Tiéu chuin chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xé4c nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cling v6i Gidy chimg
nhan xuit khiu (CFG) do FDA cép c6 liét ké ma hang dy thau (chi 4p

dung dbi véi phén loai rii ro thip/Class I thugc nhém mién trir 510k).

* Tiéu chuén CE tuan thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cdp bdi T chirc chimg nhin (Notified Body) déi
vGi phén loai rui ro B, C, D; hodc Tuyén bd vé sy phit hop
(Declaration of Conformity - DoC) déi véi phan loai riii ro A.

* Gidy chimg nhén phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification) cia B Y té, Lao déng va Phuc lgi Nhat Ban (MHLW)
hogic Co quan Dugc phdm va Thiét bi Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do BY Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quan Iy San phim Trj liéu
(TGA) Uc cép.

Test

100

36

E-Test,
Amoxicillin/Clav
ulanic acid 0,016
- 256 (pg/mL)

E-Test, thanh plastic mong hogc thanh gidy tim khéng sinh, x4c dinh
ndng do trc ché téi thiéu MIC-Minimum Inhibitory Concentration
Khang sinh: Amoxicillin/Clavulanic acid 2/1

Néng d4: 0,016 - 256 (ug/mL),

Tiéu chudn/Chi tiéu chét lugng: C6 tbi thiéu 1 trong céc tiéu
chuén/chi tiéu chit luong sau:

* Tidu chuén chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xac nhan dang ky co so va liét ké thiét bj (FDA
Establishment Registration and Device Listing) ciing véi Gidy chimg
nhén xuit khdu (CFG) do FDA cép c6 liét ké ma hang dy thiu (chi 4p

dung dbi véi phén loai rii ro thip/Class I thudc nhém mién trir 510k).

* Tiéu chuin CE tuan tha Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhan dugc cp boi T chirc chimg nhin (Notified Body) ddi
v6i phén loai ri ro B, C, D; hodic Tuyén bb vé& sy phir hop
(Declaration of Conformity - DoC) déi véi phan loai rii ro A.

* Giy chimg nhén phé duyét (Approval) hosic Chimg nhén luu hanh
(Certification) ciia B§ Y té, Lao dong va Phiic lgi Nhit Ban (MHLW)
hogic Co quan Dugc phim va Thiét bj Y té Nh4t Ban (PMDA).

* Giy phép thiét bj y t& (Medical Device License) do By Y té
Canada (Health Canada) cép.

* Gidy chimg nhin ARTG do Co quan Quan ly San phim Tri liéu
(TGA) Uc cép.

Test

100
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E-Test,
Anidulafugin
0,002 - 32
(ng/mL)

E-Test, thanh plastic mong ho#c thanh gidy tim khéng sinh, x4c dinh
ndng do trc ché téi thiéu MIC-Minimum Inhibitory Concentration
Khiéng sinh: Anidulafugin

Néng dé: 0,002 - 32 (pg/mL),

Tiéu chudn/Chi tiéu chit lugng: C6 tbi thiéu 1 trong céc tidu
chuén/chi tiéu chit luong sau:

* Tiéu chuén chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan diing ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) ciing véi Gidy chimg
nhén xuét khiu (CFG) do FDA cip c6 liét ké ma hang du thau (chi ap

dung dbi v6i phén loai rai ro thip/Class I thuc nhém mién trir S10k).

* Tiéu chuin CE tudn thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip bai T4 chirc chimg nhin (Notified Body) déi
v6i phén loai rai ro B, C, D; hoéc Tuyén b6 vé sy phit hop
(Declaration of Conformity - DoC) d6i véi phan loai riii ro A.

* Gidy chimg nhén phé duyét (Approval) hoic Chimg nhan luu hanh
(Certification) cia B§ Y té, Lao dong va Phuc lgi Nhat Ban (MHLW)
hogc Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhin ARTG do Co quan Quan ly San phém Tri liéu
(TGA) Uc cép.

Test

100
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E-Test,
Caspofungin
0,002 - 32
(ng/mL)

E-Test, thanh plastic mong hoc thanh gidy tdm khang sinh, x4c dinh
ndng do irc ché tbi thiéu MIC-Minimum Inhibitory Concentration
Khéng sinh: Caspofungin

Ndng d6: 0,002 - 32 (pg/mL),

Tiéu chudn/Chi tiéu chit lugng: C6 tbi thiéu 1 trong cdc tigu
chuén/chi tiéu chit luong sau:

* Tiéu chuin chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan déing ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cung vé&i Gidy chimg
nhén xuit khiu (CFG) do FDA cp c6 liét ké ma hang dy thiu (chi 4p

dung di véi phén loai rii ro thip/Class I thugc nhém mién trir 510k).

* Tiéu chuén CE tuén thu Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cp bai T chirc chimg nhin (Notified Body) daéi
véi phan loai riii ro B, C, D; hodic Tuyén b vé sy phii hop
(Declaration of Conformity - DoC) dbi vé6i phén loai rai ro A.

* Gidy chimg nhan phé duyét (Approval) hoic Chimg nhan luu hanh
(Certification) ciia B§ Y té, Lao dong va Phuc lgi Nhat Ban (MHL W)
hogic Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidly phép thiét bj y té (Medical Device License) do B Y té
Canada (Health Canada) c4p.

* Gidy chimg nhian ARTG do Co quan Quan ly San phém Trj ligu
(TGA) Uc cép.

Test

100
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E-Test,
Micafungin 0,002
- 32 (ng/mL)

E-Test, thanh plastic mong hoac thanh gidy tdm khang sinh, x4c dinh
ndng do trc ché téi thiéu MIC-Minimum Inhibitory Concentration
Khang sinh: Micafungin

Néng db: 0,002 - 32 (ug/mL),

Tiéu chuin/Chi tiéu chét lugng: C6 tdi thidu 1 trong céc tiéu
chudn/chi tiéu chit lugng sau:

* Tiéu chuén chét luong FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xéc nhan dang ky co s& va liét ké thiét bi (FDA
Establishment Registration and Device Listing) cuing v6i Gidy chimg
nhan xuit khiu (CFG) do FDA cép c6 liét ké ma hang dy thau (chi 4p

dung dbi véi phén loai rii ro thdp/Class I thudc nhém mién trir 510k).

* Tiéu chuin CE tuan thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip béi T4 chirc chimg nhan (Notified Body) ddi
v6i phén loai rti ro B, C, D; hodc Tuyén bb vé sy phit hop
(Declaration of Conformity - DoC) dbi véi phan loai rii ro A.

* Gidy chimg nhan phé duyét (Approval) hoic Chimg nhan luu hanh
(Certification) cha B§ Y té, Lao dong va Phuc lgi Nhat Ban (MHLW)
hoic Co quan Dugc phdm va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bi y t& (Medical Device License) do By Y té
Canada (Health Canada) cép.

* Gidy chimg nhian ARTG do Co quan Quan ly San phém Trj liéu
(TGA) Uc cép.

Test

100
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E-Test,
Fluconazole
0,016 - 256
(ng/mL)

E-Test, thanh plastic mong hoc thanh gidy tAm khang sinh, xc dinh
ndng do irc ché tdi thiéu MIC-Minimum Inhibitory Concentration
Khéng sinh: Fluconazole

Nbng dd: 0,016 - 256 (ug/mL),

Tiéu chudn/Chi tiéu chit lugng: C6 t4i thiéu 1 trong céc tiéu
chuén/chi tiéu chit lugng sau:

* Tiéu chudn chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy Xéc nhan diing ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) ciing véi Gidy chimg
nhan xuét khiu (CFG) do FDA cfp c6 liét ké ma hang dy thiu (chi dp

dung déi véi phan loai rui ro thip/Class I thugc nhém mién trir 510k).

* Tiéu chuin CE tuan thi Quy djnh IVDR (EU) 2017/746: Gidy
chimg nhan dugc cip bai TS chirc chimg nhan (Notified Body) dbi
v6i phién loai rui ro B, C, D; hodc Tuyén b6 vé sy phu hop
(Declaration of Conformity - DoC) déi v6i phan loai rii ro A.

* Giy chimg nhan phé duyét (Approval) hoic Chimng nhén luu hanh
(Certification) cta By Y té, Lao ddng va Phiic lgi Nhit Ban (MHLW)
hodc Co quan Dugc phdm va Thiét bj Y té Nh4t Ban (PMDA).

* Gidy phép thiét bj y t& (Medical Device License) do By Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quan ly San phém Tri lidu
(TGA) Uc cép.

Test

100
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E-Test,
Itraconazole
0,002 - 32
(ng/mL)

E-Test, thanh plastic mong hoc thanh gidy tim khang sinh, xac dinh
ndng d% uc ché téi thiéu MIC-Minimum Inhibitory Concentration
Khéng sinh: Itraconazole

Néng do: 0,002 - 32 (ug/mL),

Tiéu chudn/Chi tiéu chit lugng: C6 tdi thiéu 1 trong céc tiéu
chuin/chi tiéu chét lugng sau:

* Tiéu chuin chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan ding ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cing v6i Gidy chimg
nhan xuit khiu (CFG) do FDA cép c6 liét ké ma hang dy thiu (chi 4p
dung déi v6i phan loai rai ro thip/Class I thudc nhém mién trir 510k).
* Tiéu chuén CE tuan thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhéan dugc cip béi T chirc chimg nhan (Notified Body) dbi
véi phén loai riii ro B, C, D; hoac Tuyén b6 vé sy phit hop
(Declaration of Conformity - DoC) déi véi phan loai rii ro A.

* Gidy chimg nhin phé duyét (Approval) hogic Chimg nhan luu hanh
(Certification) cia B§ Y té, Lao dong va Phiic 1¢i Nhat Ban (MHL W)
hogic Co quan Dugc phim va Thiét bj Y té Nhit Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhan ARTG do Co quan Quén Iy San phém Trj liéu
(TGA) Uc cép.

Test

100
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E-Test,
Voriconazole
0,002 -32
(ng/mL)

E-Test, thanh plastic mong hogic thanh gidy tim khdng sinh, x4c dinh
ndng dé wrc ché téi thiéu MIC-Minimum Inhibitory Concentration
Khiéng sinh: Voriconazole

Néng dé: 0,002 - 32 (ug/mL),

Tiéu chudn/Chi tiéu chit lugng: C6 tbi thiéu 1 trong céc tiéu
chuén/chi tiéu chét lugng sau:

* Tiéu chudn chit lugng FDA 510(k) (FDA Cleared) hogc FDA PMA
(Pre-market Approval).

* Gidy Xé4c nhan diing ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cing v&i Gidy chimg
nhén xuét khiu (CFG) do FDA cip c6 liét ké ma hang dy thiu (chi 4p

dung dbi v6i phén loai rii ro thp/Class I thuc nhém mién trir 510k).

* Tiéu chuin CE tuén thu Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip bai T chirc chimg nhin (Notified Body) dbi
v6i phén loai nii ro B, C, D; hodc Tuyén bé vé sy phit hgp
(Declaration of Conformity - DoC) d6i véi phan loai rii ro A.

* Gidy ching nhan phé duyét (Approval) hogc Chimg nhén luu hanh
(Certification) cia B§ Y té, Lao déng va Phic lgi Nhat Ban (MHLW)
hogc Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Giéy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy ching nhan ARTG do Co quan Quan ly San phdm Trj ligu
(TGA) Uc ca"\p.

Test

100
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E-Test,
Ceftolozane/Tazo
bactam 0,016 -
256 (ug/mL)

E-Test, thanh plastic mong hodc thanh gidy tim khang sinh, x4c dinh
ndng dé trc ché téi thiéu MIC-Minimum Inhibitory Concentration
Khang sinh: Ceftolozane/Tazobactam

Néng d6: 0,016 - 256 (ug/mL),

Tiéu chuin/Chi tiéu chét lugng: C6 tdi thiéu 1 trong céc tiéu
chudn/chi tiéu cht lugng sau:

* Tiéu chudn chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan dang ky co s va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cuing v6i Gidy chimg
nhan xuit khiu (CFG) do FDA cép c6 liét ké ma hang dy thiu (chi 4p
dung déi v&i phan loai rui ro thip/Class I thudc nhém mién trir 510k).
* Tjéu chuén CE tuan tha Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip bsi T4 chirc chimg nhan (Notified Body) déi
v6i phén loai rui ro B, C, D; hodc Tuyén b vé sy phu hop
(Declaration of Conformity - DoC) déi vé6i phén loai riii ro A.

* Gidy chimg nhéan phé duyét (Approval) hodc Chimg nhan luu hanh
(Certification) cia B Y té, Lao ddng va Phic lgi Nhat Ban (MHLW)
hogc Co quan Dugc phdm va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) cép.

* Gidy chimg nhin ARTG do Co quan Quan ly San phém Trj lidu
(TGA) Uc cép.

Test

100
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Dia gidy tAm
khang sinh,
Azithromycin
15pg

Pia gidy tim khéng sinh, x4c dinh tinh khang khéng sinh ciia vi khudn
Khéng sinh: Azithromycin

Ndng d6: 15pg

Péng goi trong dng: 50-100 dia khéng sinh xép chéng trong m&i 6ng,
kem hé théng 16 xo giiip c6 dinh khéng sinh khi sir dung,

Tiéu chudn/Chi tiéu chit lugng: C6 tbi thidu 1 trong cac tiéu
chuén/chi tiéu cht lugng sau:

* Tidu chuén chét lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan dang ky co s& va liét ké thiét bj (FDA
Establishment Registration and Device Listing) ciing vé6i Gidy chimg
nhén xuét khdu (CFG) do FDA cép c6 liét ké ma hang dy thdu (chi 4p
dung dbi véi phén loai rii ro thap/Class I thudc nhém mién trir 510k).
* Tiéu chuén CE tuan thi Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip bai Té chirc chimg nhén (Notified Body) dbi
véi phén loai rii ro B, C, D; hoiic Tuyén b vé sy phii hop
(Declaration of Conformity - DoC) déi véi phén loai riii ro A.

* Gidy chimg nhén phé duyét (Approval) hoic Chimg nhén luu hanh
(Certification) ciia B Y té, Lao dong va Phic loi Nhat Ban (MHLW)
hogic Co quan Dugc phim va Thiét bi Y té Nh4t Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do By Y té
Canada (Health Canada) chp.

* Gidy chimg nhin ARTG do Co quan Quan ly San phdm Trj liéu
(TGA) Uc cép.

Pia

250
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Thubc tiy mau
tim vi khuén
trong phuong
phép nhuém
Gram, dang dung
dich, s&n sang sir
dung

Thudc thy mau tim vi khuén trong phuong phép nhudm Gram, diing
dé tiy mau tim/xanh cua phirc hop Violet-iod cho c4c vi khuén Gram
am, trong khi khdng gay anh hudng dén phirc hgp Violet-iod ciia cic
vi khudn Gram duong.

Dang dung dich, sn sang sir dung,

Tiéu chudn/Chi tiéu cht lugng: ISO 13485 hoiic FDA holic CE

mL

45.800

46

Khay Colistin
pha lodng trong
moi truong long

Khay colistin vi pha loang trong mi trudng long, ding dé xac dinh ndng dé
irc ché tdi thiéu (MIC) cua khéng sinh Colistin.

Thanh phin: M3i panel gdm tdi thiéu 12 giéng: 1 giéng Chimg va 11 giéng
dai ndng do pha loang (gbm 0.12/0.25/0.5/1/2/4/8/16/32/64/128 ug/mL);
moi truémg Mueller Hinton 11 Broth hoic twong duong phit hop kém theo
Tiéu chudn/Chi tiéu chét lugng: C6 téi thiéu 1 trong céc tiéu chuén/chi tiéu
chét luong sau:

* Tiéu chuén chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA (Pre-
market Approval).

* Gidy Xéc nhén ding ky co s& va liét ké thiét bj (FDA Establishment
Registration and Device Listing) cling v6i Gidly chimg nhan xuét khau
(CFG) do FDA cp c6 liét k& ma hang dyr thAu (chi 4p dung ddi vé6i phan
loai rti ro thép/Class I thudc nhém mién trir 510k).

* Tiéu chudn CE tun thu Quy dinh IVDR (EU) 2017/746: Gidy chimg nhén
dugc cp boi Té chire ching nhan (Notified Body) d6i v6i phan loai rii ro
B, C, D; hoic Tuyén bd vé sir ph hgp (Declaration of Conformity - DoC)
d6i v6i phén loai rti ro A.

* Giy chung nhén phé duyét (Approval) hogc Chimg nhén luu hanh
(Certification) cia B Y té, Lao dong va Phic lgi Nhat Ban (MHLW) hoiic
Co quan Dugc phim va Thiét bj Y té Nhit Ban (PMDA).

* Gidy phép thiét b y té (Medical Device License) do B9 Y té Canada
(Health Canada) cfp.

* Gidy chiing nhan ARTG do Co quan Quan ly San phém Trj liéu (TGA)
Uc cép.

Test

2.700
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Pia gidy tm
khéng sinh,
Aztreonam 30pug

Dia gidy tim khang sinh, x4c dinh tinh khang khang sinh cua vi khuén
Khang sinh: Aztreonam

Néng do: 30ug

Péng goi trong dng: 50-100 dia khang sinh xép chéng trong mi éng,
kém hé théng 16 xo gitip cb dinh khang sinh khi sir dung,

Tiéu chudn/Chi tiéu chét lugng: C6 t6i thiéu 1 trong cic tiéu
chudn/chi tiéu chat lugng sau:

* Tiéu chuin chit lugng FDA 510(k) (FDA Cleared) hoic FDA PMA
(Pre-market Approval).

* Gidy X4c nhan diing ky co so va liét ké thiét bj (FDA
Establishment Registration and Device Listing) cung véi Gidy chimg
nhén xuét khiu (CFG) do FDA cép c6 liét ké ma hang dy thiu (chi 4p
dung déi v&i phén loai rui ro thip/Class I thugc nhém mién trir 510k).
* Tiéu chuan CE tuan thu Quy dinh IVDR (EU) 2017/746: Gidy
chimg nhén dugc cip boi Té chirc chimg nhan (Notified Body) dbi
véi phan loai rai ro B, C, D; hoic Tuyén bd vé su phi hgp
(Declaration of Conformity - DoC) déi véi phan loai rai ro A.

* Gidy chimg nhan phé duyét (Approval) hogc Chimg nhan luu hanh
(Certification) ciaB§ Y té, Lao dong va Phiic lgi Nhat Ban (MHLW)
hoic Co quan Dugc phim va Thiét bj Y té Nhat Ban (PMDA).

* Gidy phép thiét bj y té (Medical Device License) do B§ Y té
Canada (Health Canada) chp.

* Gidy chimg nhan ARTG do Co quan Quan ly Séan phim Trj ligu
(TGA) Uc cép.

Dia

1.000
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chit (néu c6)
Gidy thir nghiém phat hién men beta-lactamase: gidy thir st dung
Nitrocefin lam chét nén chi thj mau. Nitrocefin dugc tm trong thanh
Gidy thir nghiém gidy hoac khoanh gidy, khi vi khuan c6 enzyme beta-lactamase tiép
48 |phat hién men x{ic v6i nitrocefin, enzyme ndy s& thuy phin vong beta-lactam cia Test 1.000
beta-lactamase  |nitrocefin, lam thay déi mau gidy thir sang mau dé héng.
Thanh phin i thiéu: Nitrocefin
Tiéu chuin/Chi tiéu chét luong: ISO 13485 hogc FDA hodc CE
Khay khang ndm dung thyc hién thir nghiém nhay cam khéng sinh
biing phuong phép vi pha loang cho vi ndm
Thanh phén khéng ndm (dai néng dd - pg/ml): Micafungin (0.008-8);
49 K‘ha)" khang sinh |Caspofungin (0.008-8); 5-Flucytosine (0.06-64); Posaconazole Khay 1.500 X
d6 nam (0.008-8); Voriconazole (0.008-8); Itraconazole (0.015-16); ’
Fluconazole (0.12-256); Anidulafungin (0.015-8); Amphotericin B
(0.12-8), kém tui chira chit hut &m
Tiéu chudn/Chi tiéu chit lugng: ISO 13485 hoic FDA hoic CE
Canh thang thyc |Canh thang thuc hién khéng sinh db vi pha lodng danh cho Colistin
50 hixén'khéng s~inh T!‘lél"lh ph{‘mz.canh fhang Muller Hinton c6 diéu chinh cation déi véi mL 30.000 <
do vi pha lodng  |cac ion canxi, magie
danh cho Colistin |Tiéu chuin chit lugng: ISO 13485 hodc CE hogc FDA
Dau phén phoi |0 han phéi huyén dich, phtt hop véi méy phan phéi tir déng, thyc
huyén dich cho on . FERA . ;
51 thir nghiém hién khéng nam d6 bang phuong phép vi pha loéng Cai 4.200 X
5 a2 Tiéu chuin chat lugng: 1ISO 13485 ho#c CE hodic FDA
khéng nam d6
" |Pu cén hut va phén phdi miu danh cho céc xét nghiém dinh danh
Piucon hitva  |hodc khang sinh db, khang ném dé.
5, |Phan phdimiu  |Péng goi: Tiét trung, dong g6i riéng timg cdi Céi 2.000 «

cho may phan
ph6i miu tr dong

Chét ligu: Nhya,
Chiéu dai: 60-80 mm
C6 thé sir dung trén cac méy phéan phdi mu ty dong

Yéu ciu vé cung cép thiét bj h3 tro sir dung héa chit: Nha thiu (hofic bén thir ba c6 thoa thuéin véi nha thiu) cung cép ddy di
dung cu, thiét bj hd trg d& thuc hién céc dich vu k¥ thust, bao gdm ca héa chét, vat tu ding dé thim dinh trudc khi dua vao sir
dung va tap hudn sir dung, chuyén giao k¥ thujt lién quan dén hang hoa tring thiu khi sir dung theo yéu chu cuia Chui dhu tur va 6
ddy du tai lidu phép 1y ciia dung cu, thiét bj hd trg (néu c6) dé dua vao sir dyng tai Bénh vién.




CONG TY.....

Ma sb thué:
Dia chi:
S6 dién thoai:

oor

Kinh giri: Bénh vién Pai hoc Y Dugc thanh phé Hd Chi Minh
Dia chi: 215 Hong Bang, Phudng Chg Lén, thanh phé H5 Chi Minh
Theo thu mdi chao gid sé ...197.7../BVPHYD-VTTB ngay .. 23../.4...1.2026, Cong ty chiing tdi bao gia theo nhu sau:

BANG BAO GIA

Thong tin theo thu mdi chao gia

Théng tin hang héa chao gia

Tén thiét
. Al 2 Tén thuong o a $6 lrgng c6 . . . .2 | biytéhd
St Tl\it(t: G Te:lnzznh Ye‘:h‘:,;lt ky mai/ tén hang Thong tin hang héa bic tmth;ynthuat ! pvt kha ning I():’.;Ilg)lf Th(z‘n;;lDt;en trg sx’r‘ Ghi chi
: : héa cung ung dung (néu
¢0)
- Ky ma hiéu/ ma san pham: Luu y: Liét ké cac
- Hang san xuét: ddc tinh hang héa Chimng
- Xuét xir: chdo gid twong itng minh gi4
- 86 luu hanh: Véi ddc tinh moi chao.....
- Quy cach déng g6i: chao gia

Pon gia chao d4 bao gdm cc loai thué, phi, 1& phi (néu c6) theo thué suit, mirc phi, 18 phi tai thoi diém 28 ngay trudc ngiy chao gid
Ching t5i cam két: V& don gi4 chao hang bing hoic thip hon gi4 trén thj trudng cuia ciing nha cung g hodc ciing ching loai
Bdo gi4 ndy c6 hidu luc 12 thang ké tir ngdy béo gia

Théng tin lién hé nhan sy phu trich chao gia: (Ho tén, sb dién thoai):.....

,ngdy ... thang ....nam ....
DAI DIEN THEO PHAP LUAT
(Ky tén va déng ddu)
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