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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001210/PCBB-HN
Ngay cong bo: 20/04/2026

1. Tén co s¢ cong bé: CONG TY TNHH KHOA HQC CONG NGHE MINH
VIET

2. f)ia chi: Tang 12, Toa nha Licogi 13, S6 164 Khuat Duy Tién, Phuong
Thanh Xuén, Thanh phb Ha Noi

3. S6 vin ban cua co so: 1704/2026/MV-CB Ngay: 20/04/2026

4. Thiét bi y té thudc loai B

Tén, thiét bi y té: Cum IVD Xét nghiém tinh nhay cadm cua vi khuan v&i mot sb
thudc khang sinh

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich str dung: 1-54, 56-61. San phélm dugc st dung dé kiém tra do nhay
cam theo phuong phap thir nghiém khang sinh Kirby-Bauer (thu nghiém KB
hodac thtr nghiém dé nhay cam khang sinh bang phuong phap khuéch tan dia).
55. ComASP Colistin 0.25-16 14 san pham chan doan in vitro ding dé xac
dinh tinh nhay cam khang sinh (AST) cua cac chung phan 1ap 1am sang dua
trén sy phat trién cua vi sinh vat trong su hién dién ciia cac nong do khac nhau
clia tac nhan khang khuan.

Hé théng ComASP dugc st dung dé xac dinh dinh luong néng do uc ché tdi
thiéu (MIC) cua colistin d6i véi cac vi sinh vat khong kho tinh sau:

Vi khuan Gram 4m

Enterobacterales

Pseudomonas aeruginosa

Acinetobacter spp.



Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485:2016

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

6. Thong tin vé cha so hitu thiét bi y té:

Tén chu s& hiru: Liofilchem S.r.1.

bia chi chu sé hitu: Via Scozia, 64026 Roseto degli Abruzzi (TE), ITALY
7. Thong tin vé co s& bao hanh (néu co):

8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xudt trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu ky thuat béng tiéng Viét kém theo tai liéu vé nguyén vat lidu, |

vé an toan cla san pham, quy trinh san Xuét, cac bao cao nghién ciru
lam sang va tién 1am sang bao gom bao cao d6 6n dinh ddi véi thude
thir, chat hiéu chuan, vat liéu kiém soét in vitro

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
biy t€ cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . c .
STT| Tén thiét biy té Chung loai Mzz;l%ll; lc)(l;)am dong goi ];gill 5:1 gg D;:ﬁ;h;sgtw Nuée san xuat
(Néu cé)
Khoanh gidy xét Via Scozia
nghiém tinh nhay . . ’
. . % Cefepime FEP 10 pg 5 x 50 khoanh | Liofilchem 64026 Roseto
I |cdm cua vi khuan 9220 (dia)/hop S.r.l. degli Abruzzi | 1LY
véi Cefepime (TE)
the}nh giéy xet Via Scozia
5 Z‘fﬁi?l’atlvfhkﬁﬁz Cefepime FEP 10 pg 9220/1 50 khoanh Liofilchem 64026 Roseto | .o\ o
. : (dia)/hop S.r.l. degli Abruzzi
v6i Cefepime (TE)
tha}nh giéy XEt Via Scozia
3 Iclégr};:i?atghkﬁﬁgi Cefepime FEP 10 pg 9220/2 250 khoanh Liofilchem 64026 Roseto ITALY
- . (dia)/hop S.r.L degli Abruzzi
voi Cefepime (TE)
Khoanh gidy xét Via Scozia
nghiém tinh nhay . . . ’
. . % Linezolid LNZ 10 pg 5 x 50 khoanh | Liofilchem 64026 Roseto
4 | cam cua vi khuan o153 (dia)/hop S.rl. degli Abruzzi | ALY
v6i Linezolid (TE)
Khoanh gidy xét Via Scozia
nghiém tinh nhay . . . ’
DT 2 Linezolid LNZ 10 pg 50 khoanh Liofilchem 64026 Roseto
> carh cua vi khuan 9135/ (dia)/hop S.r.L. degli Abruzzi ITALY
v6i Linezolid (TE)
Khoanh gidy xét | Linezolid LNZ 10 pg 250 khoanh Liofilchem Via Scozia,
6 | nghiém tinh nha 915572 dia)/ho Srl. 64026 Roseto | [TALY
g y (dia)/hop




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat

cam cta vi khuan . .
véi Linezolid ?]e“%l)l Abruzzi
nehiém i ahay Via Scozia,

7 | cam eiia vi khudn Novobiocin NO 30 pg 9063 ? d;j/% (l)fhoanh Iélffilchem 246101216A Rb?ZZ;? ITALY
véi Novobiocin P o (T%)
Eghl?izrlil t%rlliyn)l(g[y Via Scozia,

8 | cam cia vi khuan | Novobiocin NO 30 ug 9063/1 ?%g?ﬁgnh élrof‘khem 22012&%?32? ITALY
v6&i Novobiocin P o (T%)

9 |cam cta vi khuan | NovoPiocin NO 30 ug 9063/2 gég)ljﬁganh glrolﬁl‘:hem gjoﬁiixfz‘i’ ITALY
v6&1 Novobiocin P Y (T%)
nehiém i ahay Via Scozia,

10 | cam ctia vi khudn Novobiocin NO 5 pg 9117 ? d;j/% (l)fhoanh Iélffilchem 246101216A Rb?ZZ;? ITALY
véi Novobiocin P o (T%)
Eghl?izrlil t%rlliyn)l(g[y Via Scozia,

11 | cam ctia vi khuan | Novobiocin NO 5 ug 9117/1 ?(;)T;‘)I;ﬁgnh élrofkhem g:oﬁii‘ssztz? ITALY
v6i Novobiocin P o (T%)
Khoanh giay xét [ Noyobiocin NO 5 250 khoanh Liofilchem Via Scozia,

12 | nghiém tinh nhay He 911772 (dia)/hop Srl 64026 Roseto | ITALY




Quy cach

< < : M3 san phim A Tén co sé Pia chi co sé A%
STT| Tén thiéet biy te Ching loai 2;131%:11 lc)(i) dong goi sin xult sén xult Nuwéce san xuat
(Néu co)
cam cua vi khuan degli Abruzzi
v61 Novobiocin (TE)
Khoanh giéy xét Via Scozia,
nghiém tinh nhay . . 4026 Roset
. . % Fosfomycin FOS 50 pg 5 x 50 khoanh | Liofilchem 6 oseto
13 cam cua vi khpan 9025 (dia)/hop Sl degli Abruzzi ITALY
v6i Fosfomycin (TE)
Khoanh gidy xét Via Scozia,
nghiém tinh nhay F . . h 64026 Roset
= 2 osfomycin FOS 50 pg 50 khoanh Liofilchem oseto
14 cam cua vi khpan 9025/1 (dia)/hop Srl degli Abruzzi ITALY
v6i Fosfomycin (TE)
Khoanh giéy xét Via Scozia,
nghiém tinh nhay F .  ofilch 64026 R
e . % osfomycin FOS 50 pg 250 khoanh Liofilchem oseto
15 cam cua vi khyan 9025/2 (dia)/hop Srl degli Abruzzi ITALY
voi Fosfomycin (TE)
Khoanh giéy xét Via Scozia,
nghiém tinh nhay . . 4026 Roset
. . % Fosfomycin FOS 100 pg 5 x 50 khoanh | Liofilchem 6 oseto
16 cam cua vi khpan 9121 (dia)/hop Sl degli Abruzzi ITALY
v6i Fosfomycin (TE)
Khoanh gidy xét Via Scozia,
nghiém tinh nhay F . . 64026 Roset
= 2 osfomycin FOS 100 pg 50 khoanh Liofilchem oseto
17 cam cua vi khpan 9121/1 (dia)/hop Srl degli Abruzzi ITALY
v6i Fosfomycin (TE)
Khoanh giay xét Fosfomycin FOS 100 pg 250 khoanh Liofilchem Via Scozia,
18 | nghiém tinh nhay 912172 (dia)/hop Srl 64026 Roseto | ITALY




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat

cam cua vi khuan degli Abruzzi
v61 Fosfomycin (TE)
nehiém i ahay Via Scozia,

19 | cam cta vi khuan Cefoperazone CFP 30 ug 9016 ? d;j/% (l)fhoanh Iélffilchem 246101216A Rb?ZZ;? ITALY
véi Cefoperazone P o (T%)
Eghl?izrlil t%rlliyn)l(g[y Via Scozia,

20 | cam cita vi khugn | Cetoperazone CEP 30 g 44,0y ?(;)T;‘)}}Egnh élroflmem 23012&%‘1?32? ITALY
véi Cefoperazone P o (T%)

21 | cam cta vi khuan Cefoperazone CFP 30 pg 9016/ %;(;)ljllllganh Iglflfilchem (61;101216A 1](3;)32‘;) ITALY
voi Cefoperazone P Y (T%)

29 | cam ctia vi khudn Cefoperazone CFP 75 ng 9108 ? d;j/% (l)fhoanh Iélffilchem 246101216A Rb?ZZ;? ITALY
véi Cefoperazone P o (T%)
Eghl?izrlil t%rlliyn)l(g[y Via Scozia,

23 | cam cita vi khugn | CetoPerazone CEP 75 ug g, ¢y ?(;)T;‘)}}Egnh élroflmem 23012&%‘1?32? ITALY
v6i Cefoperazone P o (T%)
Khoanh giay xét | cefoperazone CFP 75 250 khoanh Liofilchem Via Scozia,

24 [ nghiém tinh nhay P " 910812 (dia)/hop Srl 64026 Roseto | ITALY




Quy cach

A A v A . . M3 san phim RN Tén co s6 Diachicoso | o o0 0 At
STT| Tén thiét biy té Chiing loai (Néu c6) ((11325 f:’)))l sin xuét san xuat
cam cua vi khuan degli Abruzzi
v61 Cefoperazone (TE)
Khoanh gidy xét Via Scozia,
nghi¢m tinh nhay Polymyxin B PB 100 IU 066 5x 50 khoanh | Liofilchem 64026 Roseto | pa1y
25 | cam cua vi khuan 9 (dia)/hop S.r.l. degli Abruzzi
v6i Polymyxin B (TE)
Khoanh gidy xét Via Scozia,
nghiém tinh nhay 1, 00 i B PB 100 1U 50 khoanh Liofilchem 64026 Roseto
26 |cam cta vi khuan | 05 TYXM 9066/1 (dia)hop -~ dogli Abruzzi |/ TALY
v61 Polymyxin B (TE)
Khoanh gidy xét Via Scozia,
nghicm tnh mhay | po1 oy oxin B PB 100 TU 250 khoanh | Liofilchem  [64026 Roseto
27 |cam cta vi khuan | 0¥ 9066/2 (dia)yhop -~ dogli Abruzzi | TALY
v61 Polymyxin B (TE)
Khoanh gidy xét Via Scozia,
nghiéf? tigh nhe_;ly Polymyxin B PB 300 IU 20 5 x 50 khoanh | Liofilchem 6402_6 Rosetq ITALY
28 | cam cua vi khuan 91 (dia)/hop S.r.l. degli Abruzzi
v6i Polymyxin B (TE)
Khoanh gidy xét Via Scozia,
nghiém tinh nhay | b vxin B PB 300 1U SOkhoanh  |Liofilchem  |64026 Roseto
29 |cam ctia vi khuan | 05 TYXH 9120/1 (dia)hop -~ dogli Abruzzi |/ TALY
v61 Polymyxin B (TE)
K . Via Scozia
Khoanh giay xét Polymyxin B PB 300 IU 250 khoanh Liofilchem ’ ITALY
30 [ nghiém tinh nhay 912072 (dia)/hop Srl 64026 Roseto




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat

cam cta vi khuan . .
v6i Polymyxin B ?le,%l)l Abruzzi

31 | cam ciia vi khudn Ceftizoxime CZX 30 pg 9054 ? d);ai/% (13<hoanh Iélf?lChem 246101216A Rb;)liz‘;(; ITALY
v6i Ceftizoxime P o (T%)
Eghl?izrlil t%rlliyn)l(g[y Via Scozia,

32 | cam cta vi khugn | CofUzoxime CZX30ug 14454/ ?(;)T;‘)}}Egnh élroflmem 23012&%‘1?32? ITALY
v6i Ceftizoxime P T (T%)

33 | cam ctia vi khudn Ceftizoxime CZX 30 pg 9054/ %;(;)ljllllganh Iglffilchem (61;101216A 1113;)32‘;) ITALY
voi Ceftizoxime P Y (T%)

34 | cam ciia vi khudn Cephalexin CL 30 pg 9011 ? d);ai/% (13<hoanh Iélf?lChem 246101216A Rb;)liz‘;(; ITALY
v6i Cephalexin P o (T%)
Eghl?izrlil t%rlliyn)l(g[y Via Scozia,

35 | cim cia vi khugn | CoPhalexin CL 30 ug 9011/1 ?(;)T;‘)}}Egnh élroflmem 23012&%‘1?32? ITALY
v6i Cephalexin P o (T%)
Khoanh giay xét | cephalexin CL 30 250 khoanh Liofilchem Via Scozia,

36 |nghiém tinh nhay | He 901172 (dia)/hop Srl 64026 Roseto | ITALY




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
cam cua vi khuin ) .
.- . degli Abruzzi
véi Cephalexin (TE)
g R ';y Bacitracin BA 10 IU 5 x 50 khoanh | Liofilchem 64026 Roseto
37 | cam cua vi khuan 9051 (dia)/hod Sl deeli Abruzzi ITALY
véi Bacitracin °P T (T%)
Eghl?izrlil t%rlliyn)l(g[y Via Scozia,
38 | cam cia vi khuan | Baciracin BA 101U 9051/1 ?(;)T;‘)}}Egnh élroflmem 23012&%‘1?32? ITALY
véi1 Bacitracin °P o (T%)
39 | cam .cﬁa vi khuén Bacitracin BA 10 [U 9051/ %;(;)ljllllganh Iglffilchem (61;101216A 1113;)32‘;) ITALY
vé1 Bacitracin °P T (T%)
40 | cam .cﬁa vi khuén Piperacillin PRL 30 pg 9159 ? d);ai/% (13<hoanh Iélf?lChem 246101216A Rb;)liz‘;(; ITALY
v6i Piperacillin P o (T%)
Eghl?izrlil t%rlliyn)l(g[y Via Scozia,
41 |cam ciia vi khugn | Fperacillin PRL 30 ug 9159/1 ?(;)T;‘)I;ﬁgnh élrofkhem g:oﬁii‘ssztz? ITALY
v6i Piperacillin P o (T%)
Khoanh gidy xét Piperacillin PRL 30 250 khoanh Liofilchem Via Scozia,
42 | nghiém tinh nhay | He 915972 (dia)/hop Srl 64026 Roseto | ITALY




Quy cach

STT| Tén thiét by té Chiing loai M%f;:‘l lzg)am déng goi Tszi‘l €0 D‘:Q;h;lfgts“ Nuée san xuit
(Néu co)
cam cua vi khuan deoli Abruzzi
v6i Piperacillin (T% )
Khoanh gidy xét Via Scozia
nghiém tinh nhay . e . ’
. . % Piperacillin PRL 100 pg 5 x 50 khoanh | Liofilchem 64026 Roseto
43 cdm cua vi khpan 9038 (dia)/hop Sl degli Abruzzi ITALY
v6i Piperacillin (TE)
Khoanh gidy xét Via Scozia
nghiém tinh nhay . - . ’
DT 2 Piperacillin PRL 100 pg 50 khoanh Liofilchem 64026 Roseto
44 cam cua vi khpan 9038/1 (dia)/hop S.r.l. degli Abruzzi ITALY
vé6i Piperacillin (TE)
Khoanh gidy xét Via Scozia
nghiém tinh nhay . o . ’
e . X Piperacillin PRL 100 pg 250 khoanh Liofilchem 64026 Roseto
45 | cam cua vi khuan 903872 (dia)/hop S.rl. degli Abruzzi |1 TALY
v6i Piperacillin (TE)
Khoanh gidy xét Via Scozia
nghiém tinh nhay . . ’
. . % Daptomycin DAP 30 nug 5 x 50 khoanh | Liofilchem 64026 Roseto
46 cdm cua vi khgan 9090 (dia)/hop Sl degli Abruzzi ITALY
vo1 Daptomycin (TE)
Kho‘einh giéy xet Via Scozia
47 253;?;;31?3% Daptomycin DAP 30 pug 9090/1 50 khoanh Liofilchem 64026 Roseto ITALY
. . (dia)/hop S.rl. degli Abruzzi
vO1 Daptomycin (TE)
Khoanh gidy xét | paptomycin DAP 30 250 khoanh Liofilchem Via Scozia,
48 [nghiém tinh nhay promy e 90902 (dia)/hop Srl 64026 Roseto | ITALY




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
cam cua vi khuan . .
v61 Daptomycin degli Abruzzi
(TE)
Khoanh gidy xét . .
nghiém tinh nhay |y o frantoin F 300 50 khoanh Liofilchem | 64026 Roaat
49 | cam cia vi khuin oruratto HE  19034/1 o0 orfehe 0 BOSTOITALY
véi Nitrofurantoin (dia)/hop S.r.l. degli Abruzzi
(TE)
Khoanh gidy xét . .
nghiém tinh nhay Nitrofurantoin F 300 pg 250 khoanh Liofilchem ;23285 (I){Z(;Esl’eto
20| cam eua vi khuan 903412 (dia)/hdp S.r.l. degli Abruzzi | TTALY
(TE)
Khoanh gidy xét . .
51 zégr}gécr?aﬁnihkﬁhgi Cefpodoxime PX 10 pg 9064/1 50 khoanh Liofilchem ;2?)2860 (1)1thasl,et0 ITALY
o Célfpz doxiline (dia)/hop S.rl. degli Abruzzi
(TE)
Khoanh gidy xét . .
nghiém tinh nhay . . Via Scozia,
59 | cam cua vi khudn Cefpodoxime PX 10 pg 9064/2 250 khoanh Liofilchem 64026 Roseto ITALY
v6i Cefoodoxime (dia)/hop S.r.l. degli Abruzzi
P (TE)
Khoanh gidy xét
nghiém tinh nhay i Via Scozia,
53 cam cua vi khuan g/eétzl(;)zane tazobactam 9246/1 50 khoanh Liofilchem 64026 Roseto ITALY
véi Ceftolozane- HE (dia)/hop S.r.l. degli Abruzzi
tazobactam (TE)
54 | Khoanh gidy xét Ceftolozane-tazobactam 9246/2 250 khoanh Liofilchem S.r. | Via Scozia, ITALY




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
nghiém tinh nhay
cam cua vi khuan C/T 40 64026 Roseto
véi Ceftolozane- HE (dia)/hop 1. degli Abruzzi
tazobactam (TE)
B xét nghiém tinh 16 xét Via Scozia,
55 nha}; cam cua vi ComASP Colistin 0.25-16 75001 nghrlem/hop (4 x | Liofilchem 64026 Rosetg ITALY
khuan vai colistin 4 xét S.r.l. degli Abruzzi
nghiém/hop) (TE)
56 | cam eiia vi khudn Cefazolin KZ 30 pg 9015 5x50 1fhoanh Liofilchem 64026 Rosetq ITALY
.- . (dia)/hop S.r.l. degli Abruzzi
véi Cefazolin
(TE)
Eghl?izrlil t%rlliyn)l(g[y Via Scozia,
57 | cam ctia vi khudn Cefazolin KZ 30 ug 9015/1 50 khoimh Liofilchem 64026 Rosetg ITALY
.- . (dia)/hop S.r.L. degli Abruzzi
v6i Cefazolin
(TE)
58 | cam cua vi khuan Cefazolin KZ 30 pg 9015/2 250 khf)anh Liofilchem 64026 Rosetq ITALY
.- . (dia)/hop S.r.L degli Abruzzi
v6i Cefazolin
(TE)
59 | cam eiia vi khudn Cloxacillin CX 5 pg 9058 5x50 1fhoanh Liofilchem 64026 Rosetq ITALY
.- - (dia)/hop S.r.l. degli Abruzzi
véi Cloxacillin
(TE)
60 |Khoanh gidy xét Cloxacillin CX 5 pg 9058/1 50 khoanh (dia) | Liofilchem S.r. | Via Scozia, ITALY




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
nghi¢m tinh nhay 64026 Roseto
cam cua vi khuan A . .
véi Cloxacillin /hop L degli Abruzzi
(TE)
61 [ it vt khugn | CIOlInCXSug | goqy 0kounh | Lificher 64026 Rossto |

v6i1 Cloxacillin

(TE)




