BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phiic

THONG TIN

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

S6 cong bd: 220002298/ PCBB-BYT
Ngay cong bo: 21/05/2022

1. Tén co s& cong bé: CONG TY TNHH THUONG MAI SIXMURS HTH
VIET NAM

2. bia chi: S6 nha 9, Ngd 7, Pudng Lé Puc Tho, Phuong My Pinh 2, Quan
Nam Tir Liém, Thanh phé Ha Noi

3. S6 vin ban cua co so: BRD/DKTB/2019-118 Ngay: 21/05/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té: Vat liéu kiém soat xét nghi¢m dinh lugng 80 thong sb
sinh hoa

Tén thuong mai:

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

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy cach dong goi:

Muc dich st dung: San phém sir dung nhu mot mau huyét thanh da duoc thu
nghiém dé d6i chimg kiém soét chét lugng xét nghiém, theo ddi d6 chinh xac
clia cac quy trinh xét nghiém cac chit can xét nghiém sau: Acetaminophen,
Acid Phosphatase (Total), Albumin, Albumin:Globulin Ratio, Alkaline
Phosphatase, Alpha 1-Antitrypsin, ALT/SGPT, Amikacin, Amylase, Amylase
(Pancreatic), Apolipoprotein A-I, Apolipoprotein B, AST/SGOT, Bilirubin
(Direct), Bilirubin (Neonatal), Bilirubin (Total), Calcium, Calcium (Ionized),
Carbamazepine, Carbon Dioxide (CO2), Ceruloplasmin, Chloride, Cholesterol
(HDL), Cholesterol (LDL), Cholesterol (Total), Cholinesterase, Complement
C3, Complement C4, Copper, Cortisol, Creatine Kinase (CK), Creatinine,
Digoxin, Ethanol, Ferritin, Gamma Glutamyltransferase (GGT), Gentamicin,
Globulin (Alpha-1), Globulin (Alpha-2), Globulin (Beta), Globulin (Gamma),
Glucose, Haptoglobin, Immunoglobulin A (IgA), Immunoglobulin G (IgG),
Immunoglobulin M (IgM), Iron, Iron (TIBC), Iron (UIBC), Lactate (Lactic
Acid), Lactate Dehydrogenase (LDH), LAP Arylamidase, Lipase, Lithium,



Magnesium, Osmolality, Phenobarbital, Phenytoin, Phospholipids,
Phosphorus, Potassium, Prealbumin, Protein Serum (Total), Salicylate,
Sodium, T3 (Total), T3 Uptake/T Uptake, T4 (Free), T4 (Total), Theophylline,
Thyroid Stimulating Hormone (TSH), Tobramycin, Transferrin, Triglycerides,
Urea, Urea Nitrogen (BUN), Uric Acid, Valproic Acid, Vitamin B12, Zinc.
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuén chét luong san pham ap dung: Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on in vitro diagnostic
medical devices

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chat (néu c6):

1 Tén chit ma tay, tién chat: Phenobarbital Tén khoa hoc: 5 - ethyl - 5 -
phenylbarbituric acid

Ma thong tin CAS: 50-06-6

Nong do, ham lugng chat ma tuy, tién chat: max. 26,7 pg/ 3mL

Tong ham lugng chat ma tuy, tién chit trong mot don vi déng goéi nho nhat:
max. 26,7ug

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

Tén chu s¢ hiru: Bio-Rad Laboratories Inc.

Dia chi chu sé hiru: 9500 Jeronimo Road, Irvine, CA 92618, USA

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 | Gidy ching nhan dat tiéu chuin quan 1y chat luong ISO 13485 X
2 | Gidy uy quyén ctia chii s& hitu trang thiét bi y té X
3 | Gidy x4c nhan du diéu kién bao hanh X

4 | Tailiéu ky thuat bang tiéng Viét kém theo tai lidu vé nguyén vat liéu, [
vé an toan cua san pham, quy trinh san Xuét, cac bao cao nghién ctru
lam sang va tién 1am sang bao gom bao cao d6 6n dinh ddi vé6i thude
thtr, chat hiéu chuan, vat liéu kiém soat in vitro

5 | Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong bo ap dung X

6 | Gidy chimg nhan luu hanh ty do dbi voi 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 BI Y TE CHUNG LOAI MA SAN PHAM PONG GOI TEN CO SO SAN XUAT | DIA CHI CO SO SAN XUAT Nuoc
: . (Néu cd) £ : SAN XUAT
(Néu cd)
Vit li¢u kiém sodt ml’xg I x&t nghi¢m InteliQ Assayed Multiqual Control 12008256 9500 Jeronimo Road, Irvine, CA
1 | dinh lugng 80 thong so sinh hoa Y q Hop 12 x3 mL [ Bio-Rad Laboratories Inc. 92618. USA ’ ’ UNITED STATES
Vat liu kiém sodt mt’rg 2 xét nghigm InteliQ Assayed Multiqual Control 12008257 9500 Jeronimo Road, Irvine, CA
2 | dinh lugng 80 thong so sinh hoa Y q Hop 12 x3 mL | Bio-Rad Laboratories Inc. 92618. USA ’ ’ UNITED STATES
Vit liu kiém soit muc¢ 3 xet nghi¢m InteliQ Assayed Multiqual Control 12008258 9500 Jeronimo Road, Irvine, CA
3 | dinh lwong 80 thong sb sinh hoa y d Hop 12x3mL | Bio-Rad Laboratories Inc. 02618 USA ’ ’ UNITED STATES
Vat lidu kiém soat mic 1, mic 2, mirc 3 : : : :
4 | xét nghiém dinh lwong 80 thong sb sinh | eliQ Assayed Multiqual Control | 12008259 Hop3x3mL |Bio-Rad Laboratories Inc. | oo00 Jeronimo Road, Irvine, CA | ;\rppy STATES

hoa

92618, USA




