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THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 230000003/PCBB-BD
Ngay cong bo: 06/01/2023

1. Tén co s& cong bé: CONG TY TNHH FUJIFILM YUWA MEDICAL
PRODUCTS VIET NAM ,

2. bia chi: Khu A, nha xuong Cong ty TNHH Yuwa Viét Nam, S6 15 VSIP 11
duong sd 6, Khu cong nghiép Viét Nam - Singapore 11, Phuong Hoa Pha, Thu
Dau Mét, Tinh Binh Duong

3. S van ban cua co sé: 4/2022/FYMV Ngay: 05/01/2023

4. Trang thiét bi y té thuoc loai B

Tén trang thiét bi y té: Hoa chét xét nghiém dung cho may xét nghiém sinh
hoa

Tén thuong mai:

Mi Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy céch dong goi:

Muc dichq st dung: Str dung két hqp vo1 may xét nghiém sinh héa FUJI DRI-
CHEM gé phél} tich, dinh luong nong do albumin, hoat tinh ankalin
photphatazq, nong do nito uré, nong d¢ Canxi, nong dg creatinin, nong do
creatinin, nong d¢ glucose, hoat tinh glutamic oxalacetic transaminaza
(aspartat aminotransferaza), dinh luong tinh glutamic pyruvic transaminaza
(alanin aminotransferaza), nong do phét pho vo co, nong do magie, nong do
bilirubin, néng do cholesterol, nong do triglyceride, néng d¢ protein, nong do

ion Na, K, CI, ndng d6 amoniac,... trong trong mau méau hoidc nudc tiéu bénh
nhan.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Khong ap dung

5. Pi voi trang thiét bi y té chira chat ma tay, tién chat (néu co):



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

Tén chu s& hiru: FUJIFILM Corporation

Dia chi chu s& hiru: 26-30, NISHIAZABU 2 -CHOME, MINATO-KU,
TOKYO 106-8620, JAPAN

7. Thong tin vé co s& bao hanh (néu co):

8. S6 cong bd du diéu kién san xuat ddi v6i trang thiét bi y té san xut trong
nudc:

9. Thanh phan hd so:

1 | Van ban cong b6 tiéu chuan ap dung cua trang thiét bi y té thudc loai |
B.
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chu so hitu trang thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat trang thiét bi y té bang tiéng Viét X
6 | Tailiéu ky thuat bang tiéng Viét kém theo tai lidu vé nguyén vat liéu, |
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
7 | Ban tiéu chuin ma chi s¢ hitu trang thiét bi y té cong bd ap dung X
8 | Gidy chirng nhan luu hanh tu do d6i véi trang thiét bi y té nhap khau | x




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

QUY CACH

STT| TEN TRANG THIET BIY TE CHUNG LOAI MA SAN PHAM PONG GOI | TEN CO SO SANXUAT | DIA CHI CO SO SAN XUAT Nvoc
) ’ (Néu ¢d) Aoz : SAN XUAT
(Néu cd)
Dung dich hoa chét kiém soét dung dé
1 xac nhan chat lugng cac xét nghiémdi [ FUJI DRI-CHEM CONTROL QP-L Fujifilm Healthcare 210 Nakanuma, Minamiashigara- JAPAN
keém v6i cac h¢ thong may xét nghi¢ém Manufacturing Corporation shi, Kanagawa, 250-0193
sinh hoa
Dung dich hoa chat kiém so4t dung dé
) xac nhén chat lugng cac xét nghiém di | FUJI DRI-CHEM CONTROL QP-H Fujifilm Healthcare 210 Nakanuma, Minamiashigara- JAPAN
kém voi cac hé thong may xét nghiém Manufacturing Corporation shi, Kanagawa, 250-0193
sinh hoa
Dung dich hoa chit tham chiéu dung
3 cho xét nghiém Natri, Kali va Clo di FUJI DRI-CHEM REFERENCE Fujifilm Healthcare 210 Nakanuma, Minamiashigara- JAPAN
kem vai cac h¢ thong may xét nghiém | FLUID RE Manufacturing Corporation shi, Kanagawa, 250-0193
sinh hoa
Thé hoa chat dung ﬁé xac dinh néng gi(f)
albumlr} tr‘o ne }}qye,t tuEmgA’hoac }}uye:[ FUJI DRI-CHEM SLIDE ALB-P Fujifilm Healthcare 210 Nakanuma, Minamiashigara-
4 | thanh di kem v6i cac h¢ thong may xét . . . JAPAN
n . Manufacturing Corporation shi, Kanagawa, 250-0193
nghiém sinh hoa
Thé hoa chat dung dé xac dinh péng do
alkaline phosphatase trong huyet Wong | g,y pri CHEM SLIDE ALP-P 111 Fujifilm Healthcare 210 Nakanuma, Minamiashigara-
5 | hodc huyét thanh di kém véi cac hé . . . JAPAN
£ . A . Manufacturing Corporation shi, Kanagawa, 250-0193
thong may xét nghiém sinh hoa
Thé hoa chat dung dé xac dinh lugng
nong do nito ur€ trong huyet twong hodc | gy pri cHEM SLIDE BUN-P 111 Fujifilm Healthcare 210 Nakanuma, Minamiashigara-
6 | huyét thanh di kém v6i cac hé thong ) . . JAPAN
S A , Manufacturing Corporation shi, Kanagawa, 250-0193
may xét nghiém sinh hoa
Thé hoa chat ding dé xac dinh nong do
Canxi tr.on‘g huxet tuonAg h(zac hu}/et . FUJI DRI-CHEM SLIDE Ca-P III Fujifilm Healthcare 210 Nakanuma, Minamiashigara-
7 | thanh di kém véi cac h¢ thong may xét . . . JAPAN
n . Manufacturing Corporation shi, Kanagawa, 250-0193
nghiém sinh hoa
Thé hoa chat ding gié xac dinh ndng do
creatinin trong huy@t twong hodc huy€t | gy yp1 cHEM SLIDE CRE-P 111 Fujifilm Healthcare 210 Nakanuma, Minamiashigara-
8 | thanh di kém voi cac h¢ thong may xét ) . . JAPAN
n , Manufacturing Corporation shi, Kanagawa, 250-0193
nghiém sinh hoa
Thé hoa chét ding dé xac dinh hoat tinh
v-Glutamyltransferaza trong huyét i i . . . )
9 | twong hodc huyét thanh di kém véi céc FUJI DRI-CHEM SLIDE GGT-P III Fujifilm Healthcare 210 Nakanuma, Minamiashigara JAPAN

hé théng may xét nghiém sinh hoa

Manufacturing Corporation

shi, Kanagawa, 250-0193




Thé hoa chét ding dé xac dinh nong do
gluco trong huyét tuong hoac huyét

FUJI DRI-CHEM SLIDE GLU-P III

Fujifilm Healthcare

210 Nakanuma, Minamiashigara-

10 tharﬂ} di 1‘<em Vol cac he thong méy xét Manufacturing Corporation shi, Kanagawa, 250-0193 JAPAN
nghiém sinh hoa
Thé hoa chat dung dé xac dinh hoat tinh
glutamic oxalacetic transaminaza )
11 (aspartat aminotransferaza) trong huyét | FUJI DRI-CHEM SLIDE GOT/AST- P Fujifilm Healthcare 210 Nakanuma, Minamiashigara- JAPAN
tuong hodc huyét thanh di kem voi cac | 111 Manufacturing Corporation shi, Kanagawa, 250-0193
hé thong may xét nghiém sinh hoa
Thé hoa chat dung dé xac dinh hoat tinh
glutamic pyruvic transaminaza (alanin
12 aminotransferaza) trong huy€t turong FUJI DRI-CHEM SLIDE GPT/ALT-P Fujifilm Healthcare 210 Nakanuma, Minamiashigara- JAPAN
hodc huyét thanh di kém voi cac hé I Manufacturing Corporation shi, Kanagawa, 250-0193
thong may xét nghiém sinh hoa
Thé hoa cht dung dé xac dinh nong do
phot pho vo co trong huyet twong hodc | gy ppy_cHEM SLIDE IP-P Fujifilm Healthcare 210 Nakanuma, Minamiashigara-
13 | huyét thanh di kém véi céc hé thong . . . JAPAN
S A , Manufacturing Corporation shi, Kanagawa, 250-0193
may xét nghiém sinh hoa
Thé hoa chat ding dé xac dinh luong
hong do magle tr‘ong }’1.uy$:t tu}mgA hogc FUJI DRI-CHEM SLIDE Mg-P III Fujifilm Healthcare 210 Nakanuma, Minamiashigara-
14 | huyét thanh di kém voi cac hé thong . . . JAPAN
S o~ , Manufacturing Corporation shi, Kanagawa, 250-0193
may xét nghiém sinh hoa
Thé hoa chét ding dé xac dinh ndng do
bilirubin tong trong huyét tuong hode | bry5y R CHEM SLIDE TBIL-P T Fujifilm Healthcare 210 Nakanuma, Minamiashigara-
15 [huyét thanh di kém vo1 cac hé thong . . ) JAPAN
S o~ , Manufacturing Corporation shi, Kanagawa, 250-0193
may xét nghiém sinh hoa
Thé hoa chat ding dé xac dinh nong d¢
cholesterol tong trong huy€t twong hode | by ppy cHEM SLIDE TCHO-P 111 Fujifilm Healthcare 210 Nakanuma, Minamiashigara-
16 | huyét thanh di kém véi céc hé thong . . . JAPAN
D A . , Manufacturing Corporation shi, Kanagawa, 250-0193
may xét nghiém sinh hoa
Thé hoa chat dung dé g{éc dinh néng do
trlgIAy ceride trpng huy’e.t tuO‘n% hog N FUJI DRI-CHEM SLIDE TG-P III Fujifilm Healthcare 210 Nakanuma, Minamiashigara-
17 |huyét thanh di kém voi cac hé thong . . . JAPAN
S o~ , Manufacturing Corporation shi, Kanagawa, 250-0193
may xét nghiém sinh hoa
Thé hoa chét ding dé xac dinh ndng do
protein tong trong huyet twong hodc i i . . o
18 | huyét thanh di kém véi céc hé thong FUJI DRI-CHEM SLIDE TP-P III Fujifilm Heglthcare . 21 O Nakanuma, Minamiashigara JAPAN
S n , Manufacturing Corporation shi, Kanagawa, 250-0193
may xét nghiém sinh hoa
Thé hoa chat dung dé xac dinh néng do
19 ion Natri, Kali, Clo trong méau, huyeét FUJI DRI-CHEM SLIDE Na-K-Cl Fujifilm Healthcare 210 Nakanuma, Minamiashigara- TAPAN

tuong hodc huyét thanh di kém voi cac
h¢ thong may xét nghiém sinh hoa

Manufacturing Corporation

shi, Kanagawa, 250-0193




20

Thé hoa chat dung dé xac dinh néng do
amoniac trong huyét tuong di kém véi
cac h¢ thong may xét nghiém sinh hoa

FUJI DRI-CHEM SLIDE NH3-P II

Fujifilm Healthcare
Manufacturing Corporation

210 Nakanuma, Minamiashigara-
shi, Kanagawa, 250-0193

JAPAN




