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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: 260001544/PCBB-HN
Ngay cong bo: 19/05/2026

1. Tén co s& cong bé: CONG TY TNHH THUGNG MAI VA PAU TU
CONG NGHE HA VIET A , A A
2. bia chi: D9-NV7 O SO 05, KHU bO THI MOI HAI BEN BUONG LE
TRONG TAN, Phuong Ha Pong, Thanh phé Ha Noi

3. S6 vin ban cua co so: CM150526 Ngay: 19/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bj y té: Hoa chat dung trong mdy xét nghiém huyét hoc, dong mau,
mién dich, sinh hoa.

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 st dung: Hoa chat dung trong may xét nghiém huyét hoc, déong mau,
mién dich, sinh hoa.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s& hiru: Suzhou Coming Chengye Medical Technology Co.,Ltd. ( tén
viét tait: COMING Medical)

bia chi chu s hitu: No.258, Huajin Road, High & New Tech Development

Zone, Suzhou, 215153, China, CHINA
7. Thong tin vé co s& bao hanh (néu co):



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit 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 | Tai liéu mo ta tom tat k¥ thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y t€ ban hanh.

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

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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(Néu co) £, san xuat san xuat
(Néu c0)
Suzhou
Coming .
Dung dich pha Chengye No.258, H uam
< . : Road, High &
loang cho may 3D tvpe Medical New Tech
1 | phan tich huyét yp GC010 20L Technology CHINA
A Development
hoc Co., Ltd. (t&n
Vit it Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
Coming .
Dung dich pha Chengye No.258, H uam
< . : Road, High &
loang cho may 3D tvpe Medical New Tech
2 |phan tich huyét yp GC034 20L Technology CHINA
A Development
hoc Co., Ltd. (t&n
Vit it Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
Coming .
Dung dich pha Chengye No.258, H uam
lodng cho méy SD type GC201 Medical 11\{12351 ’leclﬁh :
3 | phan tich huyét yp 20L Technology CHINA
A Development
hoc Co., Ltd. (t&n
Vit tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
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Suzhou
Coming .
Dung dich pha Chengye No.258, H uajm
< . : Road, High &
lodng cho may ND tvpe Medical New Tech
phan tich huyét yp GC039 20L Technology CHINA
A Development
hoc Co., Ltd. (t&n
Vit it Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
Coming .
Dung dich pha Chengye No.258, H uajm
< . : Road, High &
lodng cho mdy 1 ppry pigyent Medical New Tech
5 | phan tich huyeét GC217 1Lx2 Technology CHINA
A Development
hoc Co., Ltd. (t&n
Vit it Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
ggf;‘nge No.258, Huajin
Dung dich ly giai Me dig'c}l,l Road, High &
6 cho may phan tich | HGB Lyser GCO11 SL Technology New Tech CHINA
huyét hoc A Development
Co., Ltd. (t&n
Vit it Zone, Suzhou,
COMING 215153, CHINA
Medical)
7 flho mdy phan tich | WBC/BASOLYSER-EB | 55 5L Chengye New Tech CHINA
uyét hoc :
Medical Development




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)
Technology
\(/:i(é?:c’ tI{;,:d (tén Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
gﬁgﬁnge No.258, Huajin
Dung dich ly giai Me digz};l Road, High &
cho may phan tich | WBC DIFF LYSER-4DL GCo013 New Tech
8 X 5L Technology CHINA
huyét hoc A Development
Co., Ltd. (tén
vidt tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
gﬁgﬁnge No.258, Huajin
Dung dich ly giai Me digz};l Road, High &
9 cho may phan tich | WBC DIFF LYSER-4DS GCo14 A9mLs3 Technology New Tech CHINA
huyét hoc A Development
Co., Ltd. (tén
vidt tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
gﬁggfe No.258, Huajin
cho ooy phantich | LYSER-680 GC040 Medical New Teen
10 LayPp (Hemolyse.3N) 5L Technology W CHINA
huyét hoc A Development
Co., Ltd. (tén
NS0 Zone, Suzhou,
viet tat:

COMING

215153, CHINA
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Medical)
Suzhou
gﬁ‘;mge No.258, Huajin
Dung dich ly giai ol Road, High &
cho may phan tich | LYSER-910 (Hemolyse.5) Medical New Tech
RN N hch Y8€-2) 1GCoss 5L Technology | *°)  |CHINA
o Co., Ld. (ten Zone S?lzhou
viét tat: . ’
COMING 215153, CHINA
Medical)
Suzhou
gﬁ‘;mge No.258, Huajin
Dung dich ly giai ol Road, High &
cho may phan tich | SL type Medical New Tech
12|08 hch P GC052 500mLx3 Technology | ™) |CHINA
o Co., Ld. (ten Zone S?lzhou
viét tat: . ’
COMING 215153, CHINA
Medical)
Suzhou
gﬁ‘;mge No.258, Huajin
Dung dich ly giai ol Road, High &
cho méy phan tich |HGB Lyse 500mLx3; Medical New Tech
13 huyét hz(f) g GC214 1.5Lx2 , Technology Development CHINA
o ' Co., Ld. (ten Zone S?lzhou
viét tat: . ’
COMING 215153, CHINA
Medical)
Dung dich ly giai Suzhou No.258, Huajin
14 | cho may phan tich WBC/NRBC Lyse GC203 4Lx2 Coming Road, High & |CHINA
huyét hoc Chengye New Tech
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Medical
Technology
Co.. Ltd. (tén Development
Vit tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
ggf;‘nge No.258, Huajin
Dung dich ly giai Me dig'c}l,l Road, High &
15 cho may phan tich | WBC DIFF Lyse GC205 ALxD Technology New Tech CHINA
huyét hoc A Development
Co., Ltd. (t&n
Vit it Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
, ggf;‘nge No.258, Huajin
Thuéc nhudm cho Me dig'c}l,l Road, High &
16 |Mmdy phantich | WBC/NRBC Dye GC204 82mLx2 Technology | e Tech CHINA
huyét hoc A Development
Co., Ltd. (t&n
Vit it Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
) Coming No.258, Huajin
Thuoc nhudém cho Chengye Road, High &
17 mayiphan tich WBC DIFF Dye GC206 A9mLxd Medical New Tech CHINA
huyét hoc Technology Development
Cq., Ltd. (tén Zone, Suzhou,
viét tat: 215153, CHINA
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COMING
Medical)
Suzhou
, coming No.258, Huajin
Thuoc nhudém cho Me difZl Road, High &
13 mayﬁphan tich RETI Dye GC211 12mL; 12mLx2 | Technology New Tech CHINA
huyét hoc A Development
Co., Ltd. (tén
vidt tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
gﬁ‘;‘“ge No.258, Huajin
Dung dich rtra cho 8y Road, High &
may phan tich Cell-Cleaner Medical New Tech
19 huvé GCO015 50mL Technology CHINA
uyet hoc A Development
Co., Ltd. (tén
vidt tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
gﬁ‘;‘“ge No.258, Huajin
Dung dich rua cho Me difZl Road, High &
20 mayﬁphan tich CLEANER-520 GC056 sL Technology New Tech CHINA
huyét hoc A Development
Co., Ltd. (tén
vidt tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Dung dich rra cho | CLEANER-620 Suzhou No.258, Huajin
21 may phan tich GC057 SL Coming Road, High & CHINA
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Chengye
. %ec(}illggio New Tech
huyét hoc &y Development
Co., Ltd. (tén
Vit tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
81(')1rer111mge No.258, Huajin
Dung dich rua cho 18y Road, High &
may phan tich Cell-Cleaner Medical New Tech
22 [MaY.P GC213 4mLx20 Technology CHINA
huyét hoc A Development
Co., Ltd. (tén
Vidt tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
o 81(')1rer111mge No.258, Huajin
Chat tay rira cho Me dife}:l Road, High &
23 |may phan tich CA CLEANT HC007 50mL Technology | NeW Tech CHINA
dong mau A Development
Co., Ltd. (tén
Vidt tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
. (Sj‘;ffl‘f’n“ No.258, Huajin
Chat tay rtra cho Cheng}%e Road, High &
24 |mdy phantich | CA CLEANTI HC008 500mL Medical New Tech CHINA
dong mau Development
Technology

Co., Ltd. (tén

Zone, Suzhou,
215153, CHINA
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viét tat:
COMING
Medical)
Suzhou
gﬁg‘:}mge No.258, Huajin
Dung dich rua cho Me dii}lll Road, High &
75 Lrgagl phan tich sinh | Concentrate Detergent CC001 sL Technology gz\v]ve ;l(“)ecrlrient CHINA
Co., Iftd' (tén Zone Slzlzhou
viet tat: ; ’
COMING 215153, CHINA
Medical)
Suzhou
coming No.258, Huajin
Dung dich rura cho Me dii}lll Road, High &
2 Lrgagl phan tich sinh | W2 Alkaline Solution CC003 250mL Technology gz\v]ve ;l(“)ecrlrient CHINA
Co., Ltd. (tén p
Vit it Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
gﬁg‘:}mge No.258, Huajin
Dung dich rua cho Me dii}lll Road, High &
)7 |May phan tich sinh | W2 Acid Solution CC004 250mL Technology New Tech CHINA
hoa A Development
\(]:i%:[’ tIg,:d (tén Zone, Suzhou,
COMING 215153, CHINA
Medical)
78 |Dung dich rtra cho | Cell Wash Solution II/Acid | cC044 JLx8 Suzhou No.258, Huajin | CHINA
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(Néu co) £, san xuat san xuat
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Coming
Chquye Road, High &
, A1 s Medical
may phan tich sinh New Tech
. Wash Technology
hoa . Development
Co., Ltd. (tén
Vit tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
gﬁgﬁnge No.258, Huajin
Dung dich rtra cho Me digz};l Road, High &
)9 |May phan tich sinh | NaOH-D/ Basic Wash CC053 | 818 Technology New Tech CHINA
hoa A Development
Co., Ltd. (tén
vidt tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
gﬁgﬁnge No.258, Huajin
Dung dich rtra cho 18y Road, High &
may phan tich sinh [ ISE Diluent Medical New Tech
30 |DAYP EC001 2000mL Technology CHINA
hoa A Development
Co., Ltd. (tén
vidt tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou No.258, Huajin
Dung dich rura cho Coming Road, High &
31 |may phan tich sinh | ISE Diluent Gen.2 EC002 2000mL:300mL Cheggye New Tech CHINA
hoa Medical Development

Technology

Zone, Suzhou,
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(Néu co) £, san xuat san xuat
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Co., Ltd. (t€n
viet tat:
COMING 215153, CHINA
Medical)
Suzhou
gﬁ‘;mge No0.258, Huajin
Dung dich rua cho ol Road, High &
may phan tich sinh | ISE Buffer Medical New Tech
32 |, ECO11 2000mL Technology CHINA
hoa A Development
Co., Ltd. (tén
Vit tht- Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
gﬁ‘;mge No.258, Huajin
Dung dich rua cho Me dif:l Road, High &
33 |may phan tich sinh [ ISE Mid Standard ECO19 2000mL Technology New Tech CHINA
hoa A Development
Co., Ltd. (tén
Vit tht- Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
gﬁ‘;mge No.258, Huajin
Dung dich rua cho Me dif:l Road, High &
34 |May phan tich sinh [ ISE REF Solution EC020 1000mL Technology New Tech CHINA
hoa A Development
Co., Ltd. (tén
Vit tht- Zone, Suzhou,
COMING 215153, CHINA

Medical)
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Suzhou
Coming .
Dung dich rira cho Chengye No.258, H uajm
may phan tich Medical Road, High &
35 |mién dichphat | Cleancell SC001 380mLx6 Technology RO e"rﬁen . |cama
quang hoa hoc Co., Ltd. (t&n Zone Slzlzhou
viét tat: ’ ’
COMING 215153, CHINA
Medical)
Suzhou
Coming .
Dung dich rira cho Chengye No.258, H uajm
v phan tich Medical Road, High &
may phan ten ProCell edica New Tech
36 | mién dich phat SC002 380mLx6 Technology Development CHINA
quang hoa hoc Co., Ltd. (t&n Zone Slzlzhou
viét tat: ’ ’
COMING 215153, CHINA
Medical)
Suzhou
Coming .
Dung dich rira cho Chengye No.258, H uajm
may phan tich Medical Road, High &
37 |mién dich phat SysWash SC003 500mL Technology II\)I:\V:/elTo ei}rient CHINA
quang hoa hoc Co., Ltd. (t&n Zone Slzlzhou
viét tat: ’ ’
COMING 215153, CHINA
Medical)
Dung dich rua cho Suzhou No.258, Huajin
may phan tich CleanCell Coming Road, High &
38 | mién dich phat SC005 2Lx2 Chengye New Tech CHINA
quang hoa hoc Medical Development
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Technology
\(/:i(é?:c’ tI{;,:d (tén Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
Coming .
Dung dich rura cho Chengye No.238, H uain
. N . Road, High &
may phan tich ProCell Medical New Tech
39 | mién dich phat SC006 2Lx2 Technology CHINA
. A Development
quang hoa hoc Co., Ltd. (tén
vidt tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
Coming .
Dung dich rura cho Chengye No.238, H uain
. N . Road, High &
mdy phan tich ProbeWash M Medical New Tech
40 | mien dich phat SC007 70mLx12 Technology CHINA
. A Development
quang hoa hoc Co., Ltd. (tén
vidt tht: Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
Coming .
Dung dich rua cho Chengye No.258, H uajn
. N : Road, High &
may phan tich PreClean M Medical New Tech
41 | mién dich phat SC008 600mL Technology CHINA
. A Development
quang hoéa hoc Co., Ltd. (tén
NS0 Zone, Suzhou,
viet tat:

COMING

215153, CHINA
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Medical)
Suzhou
o , Coming No.258, Huajin
Dbém rua cho may Chengye .
A X . Road, High &
phan tich mi¢n Wash Buffer II Medical New Tech
42 |dich phat quang SCO015 1950ml Technology Development CHINA
hoa hoc Co., Ltd. (tén p
Vit tht- Zone, Suzhou,
COMING 215153, CHINA
Medical)
Suzhou
o , Coming No.258, Huajin
Dbém rua cho may Chengye .
A X . Road, High &
p han tich micn Dx1 Wash Buffer II Medical New Tech
43 | dich phat quang SCO016 10L Technology Development CHINA
hoa hoc Co., Ltd. (tén p
Vit tht- Zone, Suzhou,
COMING 215153, CHINA

Medical)




