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4. Thiét bi y té thudc loai B

Tén thiét bi y té: Thuoc thir xét nghi€ém dinh lugng khang thé IgE dac hiéu di
nguyén Ovalbumin

Tén thuong mai (néu cod):

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

Chung loai: Immulite 2000 Specific Allergen Ovalbumin (Tén trén nhan:
IMMULITE 2000 Systems Ovalbumin)

M3 san pham (néu co):

10385732/ F232L.2

Quy céch dong goi: 20 xét nghiém

Muc dich sir dung: Di nguyén dic hidu va Bo di nguyén hon hop IMMULITE
2000 danh dé st dung trong chan doan in vitro v6i cac Hé thdng phan tich
IMMULITE 2000 - khi sir dung két hop v6i IMMULITE 2000 3gAllergy
Specific IgE Universal Kit, thudc thir chtra di nguyén riéng 1¢ duoc liét ké
trong cac Bang 1-15 dung dé dinh lugng IgE dic hiéu trong huyét thanh ngudi
v6i di nguyén tuong tmg, nhd két qua ctia phan tng mién dich dich thé phu
thudc vao IgE. Thudc thtr chira di nguyén dugce dung dé hd tro chan doan 1am
sang cac r6i loan di ing qua trung gian IgE.

Bang 1: DOng vat

A174 nCan f 1 - Canis familiaris

A345 nFel d 1 - Felis domesticus

El Long méo - Biéu bi

E2 Biéu bi ché

E3 Long ngua



E4 Long bo

ES5 Long ché

E6 Biéu bi chudt lang nha

E7 Phéan chim b cau

E70 Long ngdng

E71 Biéu bi chudt nha

E72 Nude tiéu chudt nha

E73 Biéu bi chudt cong

E74 Nuéc tiéu chudt cong

E75 Protein huyét thanh chudt cong
E76 Protein huyét thanh chudt nha
E78 Long chim vet dudi dai Uc
E80 Biéu bi dé

E81 Bicu bi clru

E82 Bicu bi tho

E83 Biéu bi heo

E84 Biéu bi chudt hamster

E85 Long ga

E86 Long vit

E87 Chudt cong

E88 Chudt nha

E89 Long ga tay

E91 Long chim vet

E201 Long chim hoang yén
E209 Biéu bi chudt nhay gerbil
E215 Long chim bd cau

E219 Protein huyét thanh ga
E220 nFel d 2 - Felis domesticus
E221 nCan f 3 - Canis familiaris
E222 Albumin huyét thanh heo
Bang 2: Thudc

C1 Penicilloyl G

C2 Penicilloyl V

C70 Insulin, Heo

C71 Insulin, Bo

C73 Insulin, Nguoti

C74 Gelatin heo

C203 Ampicillin

C204 Amoxicillin

Bang 3: Bui

H1 Bui nha - Greer

H6 Bui nha - Nhat Ban

Bang 4: Thyc pham



A464 rMal d 1 - Malus domestica
A597 rPru av 1 - Prunus avium
A599 rPru av 3 - Prunus avium
A600 rPru av 4 - Prunus avium
A603 nPru p 3 - Prunus persica
A796 rMal d 4 - Malus domestica
F1 Long tring trimg

F2 Sira

F3 Ca tuyét

F4 Lba mi

F5 Lua mach den

F6 Dai mach

F7 Yén mach

F8 Ngd/Bép

F9 Gao

F10 Hat me

F11 Kiéu mach

F12 Dau hat

F13 Lac/Bau phdng

F14 Bau nanh

F15 Pau tring

F17 Hat phi

F18 Hat Brazil

F19 Ot Cayenne

F20 Hanh nhan

F21 Mia

F23 Cua

F24 Tom

F25 Ca chua

F26 Thit lon/heo

F27 Thit bo

F31 Ca rot

F33 Cam

F35 Khoai tay

F36 Dura

F37 Vem xanh

F40 Ca ngu

F41 Ca hoi

F42 Ca tuyét chdm den

F44 Dau tay

F45 Men lam banh

F47 Toi

F48 Hanh tay



F49 Tao

F50 Ca thu Dai Tay Duong
F51 Mang

F54 Khoai lang

F55 Hat ké

F56 Hat ké vang

F58 Muc Thai Binh Duong
F59 Bach tudc

F60 C4 thu, ca song Nhat
F61 Ca moi

F65 Ca pecca

F67 Pho mai Parmesan
F75 Long doé trung

F76 Alpha Lactalbumin
F77 Beta Lactoglobulin
F78 Casein

F79 Gluten

F80 Tom hum

F81 Pho mai Cheddar
F82 Pho mai loai c6 mbc
F83 Thit ga

F84 Trai kiwi

F85 Can tay

F86 Ngo tay

F87 Dua

F88 Thit ctru

F89 Mu tat

F90 Mach nha

F91 Xoai

F92 Chudi

F93 Ca cao

F94 Leé

F95 bao

F96 Trai bo

F97 Khoai tur

F102 Dua luéi

F105 Socola

F119 Cu cai

F147 Ca bon

F170 Phoé mai Thuy Si
F182 PBau Lima

F201 Hat hd dao

F202 Hat diéu



F203 Hat dé cuoi
F204 Ca hdi nude ngot
F205 Ca trich

F206 Céa thu

F207 Nghéu

F208 Chanh vang
F209 Budéi

F210 Thom/Dtra
F212 Nam

F213 Thit tho

F214 Cai bo x6i1
F215 Rau diép
F216 Bip cai

F217 Cai b1 xen
F218 Bot ot Paprika
F219 Hat tiéu hoi
F220 Qué

F221 Ca phé

F222 Tra

F223 O-liu xanh
F224 Hat hoa anh tic
F225 Bi do

F231 Sira da dun soi
F232 Ovalbumin
F233 Ovomucoid F
F234 Vani

F235 Pau lang
F236 Whey

F237 Mo

F242 Anh dao

F244 Dua leo

F245 Tring

F247 Mat ong

F253 Hat thong
F254 Ca bon sao
F255 Man

F256 Hat 6c¢ cho
F258 Muc

F259 Nho

F260 Bong cai xanh
F261 Mang tay
F262 Ca tim

F263 Ot chudng xanh



F265 Hat carum
F268 Dinh huong
F269 Hung tay
F270 Gung

F271 Tiéu hoi

F272 Ngai gidm
F273 Cé xa huong
F274 Kinh gi61 ngot
F277 Thi la

F278 L4 nguyét qué
F279 Ot

F280 Hat tiéu

F281 Cari

F282 Nhuc dau khiu
F283 Kinh gi61 cay
F284 Thit ga tay
F287 Pau than do
F288 Viét quat
F289 Cha la

F290 Hau

F291 Bong cai trang
F293 bu du

F294 Chanh day
F299 Hat dé

F300 Pau cic

F301 Trai hong
F302 Quyt

F303 Ca bon ludi ngua
F306 Chanh xanh
F309 Dau ga

F312 Ca kiém

F313 Ca com

F314 Oc

F315 Pau ve

F317 Ngo ri

F320 Tom hum dat
F325 Stra cuu

F329 Dua hiu

F335 Hat lupin
F337 Cé ludi trau
F338 So diép

F341 Nam viét quat
F343 Phuc bon tir



F344 X6 thom

F345 Hat mic-ca

F349 Trimg ca hoi

F350 Trirng cd minh thai

F351 nPen m 1 - Penaeus monodon
F352 rAra h 8 - Arachis hypogaea
F358 Atiso

F360 Stra chua

F375 Cu cai ngua

F381 Ca hong

F401 Tréi son tra

F402 Trai va tay

F403 Men u

F405 L4 bac ha

F406 Cai long

F408 Ca duc bac

F409 Sira dé

F416 Tria 19 - Triticum aestivum
F422 nAra h 1 - Arachis hypogaea
F423 rAra h 2 - Arachis hypogaea
F424 nAra h 3 - Arachis hypogaea
F427 rAra h 9 - Arachis hypogaea
F447 nAra h 6 - Arachis hypogaea
Bang 5: Co

G1 C6 vernal ngot

G2 Co ga

G3 Co meo

G4 Co roi nho

G5 Co san golf

G6 Co Tomothy

G7 Say thong thuong

G8 Co thang 6 (Co xanh Kentucky)
G9 Co6 ngon do

G10 Co Johnson

G11 Co tudéc mach

G12 Co lha mach da gat

G13 C6 nhung

G14 Co yén mach da git

G15 Co6 lha mi da gat

G16 Co dudi cao dong cod

G17 C¢6 Bahia

G70 C6 Iaa mach dai

G71 Co Canary



G202 Ngo da gat

G203 Co muoi

Bang 6: Con trung

A45 rApi m 1 - Apis mellifera
A46 rApi m 2 - Apis mellifera
A670 rVes v 5 - Vespula vulgaris
I1 Noc ong mat

12 Ong vo vé mat tring

I3 Noc ong bip cay 40 vang

14 Noc ong bap cay gidy

IS Ong vo vé vang

16 Gian

I8 Buém dém

170 Kién ltra

171 Mudi

173 Chironomus spp.

175 Ong vo v& chau Au

1203 Buém dém bot Dia Trung Hai
1204 Con mong

1206 Gian My

Bang 7: Mat

A295 nDer f'1

A302 nDer f2

A310 nDerp 1

A316 nDerp 2

D1 Dermatophagoides pteronyssinus
D2 Dermatophagoides farinae

D3 Dermatophagoides microceras
D70 Acarus siro

D71 Lepidoglyphus destructor
D72 Tyrophagus putrescentiae
D73 Glycyphagus domesticus

D74 Euroglyphus maynei

D201 Blomia tropicalis

D205 rDer p 10 - Dermatophagoides pteronyssinus
D209 rDer p 23 - Dermatophagoides pteronyssinus
Bang 8: Phan tr

A45 rApi m 1 - Apis mellifera
A46 rApi m 2 - Apis mellifera

A89 nBet v 1 - Betula verrucosa
A127 rBet v 2 - Betula verrucosa
A174 nCan f 1 - Canis familiaris
A295 nDer f 1 - Dermatophagoides farinae



A302 nDer f 2 - Dermatophagoides farinae
A310 nDer p 1 - Dermatophagoides pteronyssinus
A316 nDer p 2 - Dermatophagoides pteronyssinus
A345 nFel d 1 - Felis domesticus

A464 rMal d 1 - Malus domestica

A482 nOle e 1 - Olea europea

A597 rPru av 1 - Prunus avium

A599 rPru av 3 - Prunus avium

A600 rPru av 4 - Prunus avium

A603 nPru p 3 - Prunus persica

A670 rVes v 5 - Vespula vulgaris

A753 nArt v 1 - Artemisia vulgaris

A796 rMal d 4 - Malus domestica

A3050 nAsp r 1 - Aspergillus restrictus
D205 rDer p 10 - Dermatophagoides pteronyssinus
D209 rDer p 23 - Dermatophagoides pteronyssinus
E220 nFel d 2 - Felis domesticus

E221 nCan f 3 - Canis familiaris

F76 Alpha Lactalbumin

F77 Beta Lactoglobulin

F78 Casein

F232 Ovalbumin

F233 Ovomucoid

F351 nPen m 1 - Penacus monodon

F352 rAra h 8 - Arachis hypogaea

F416 Tri a 19 - Triticum aestivum

F422 nAra h 1 - Arachis hypogaea

F423 rAra h 2 - Arachis hypogaea

F424 nAra h 3 - Arachis hypogaea

F427 rAra h 9 - Arachis hypogaea

F447 nAra h 6 - Arachis hypogaea

K87 Alpha-Amylase (Nam)

K202 Bromelain

K225 Peroxidase cua cai nguga (HRPO)
K226 Ascorbate Oxidase

0214 MUXEF tir Bromelain

Bang 9: Mdc

A3050 nAsp r 1 - Aspergillus restrictus
M1 Penicillium notatum

M2 Cladosporium herbarum

M3 Aspergillus fumigatus

M4 Mucor racemosus

M35 Candida albicans



M6 Alternaria tenuis

M7 Botrytis cinerea

M8 Helminthosporium halodes
M9 Fusarium moniliforme
M10 Stemphylium botryosum
M11 Rhizopus nigricans

M12 Aureobasidium pullulans
M13 Phoma betae

M14 Epicoccum purpurascens
M15 Trichoderma viride

M16 Curvularia lunata

M45 Hormodendrum hordei
M70 Pityrosporum orbiculare
MS88 Stemphylium solani
M202 Cephalosporium acremonium
M203 Trichosporon pullulans
M204 Ulocladium chartarum
M205 Trichophyton rubrum
M207 Aspergillus niger

M208 Chaetomium globosum
M212 Micropolyspora faeni
M300 Eurotium

M304 Aspergillus oryzae
M305 Penicillium brevicompactum
M309 Aspergillus terreus
M310 Aspergillus nidulans
M311 Aspergillus flavus
M312 Aspergillus clavatus
Bang 10: Lién quan dén nghé nghiép
K8 Hoa bia

K20 Len

K70 Hat ca phé xanh

K71 Thau dau

K72 Ispaghula (Psyllium)
K74 Lua (Bombyx)

K75 Isocyanate TDI

K76 Isocyanate MDI

K77 Isocyanate HDI

K80 Formaldehyde/Formalin
K81 Ficus spp.

K82 Latex

K84 Hat hoa huéng duong
K87 Alpha-Amylase (Nam)



K202 Bromelain

K210 Maleic Anhydride (MA)
K213 Tetrachlorophthalic Anhydride (TCPA)
K225 Peroxidase cta cai ngua (HRPO)
K226 Ascorbate Oxidase
K301 Bui bot

Béang 11: Khac

O1 So1 bong

O72 Enterotoxin A (S. aureus)
O73 Enterotoxin B (S. aureus)
0201 Thudc 14

0214 MUXEF tir Bromelain
Bang 12: Ky sinh trung

P1 Ascaris

P4 Anisakis Larvae

PS5 Toxocara canis

Bang 13: Cay

A89 nBet v 1 - Betula verrucosa
A127 rBet v 2 - Betula verrucosa
A482 nOle e 1 - Olea europea
T1 Cay phong

T2 Cay gb trin

T3 Cay bach duong

T4 Cay phi

T5 Cay dé gai

T6 Cay tuyét ting

T7 Cay soi

T8 Cay du

T9 Cay 6-liu

T10 Cay 6c¢ cho

T11 Cay sung dau

T12 Cay liéu

T14 Cay duong Hoa Ky

T15 Cay tan bi

T16 Cay thong tring

T17 Cay tuyét ting Nhat Ban
T18 Cay bach dan

T19 Cay tram

T20 Cay mesquite

T21 Cay tram tra

T22 Cay ho dao

T23 Cay bach Dia Trung Hai
T27 Cay phong dé



T33 Cay tan bi Arizona
T37 Cay bach “h6i” trang
T41 Cay ho dao Hoa Ky
T42 Cay s6i d6

T43 Cay thong vang

T44 Cay séu Hoa Ky

T60 Cay bach xu

T70 Cay dau tam tring
T71 Cay dau tam do

T72 Cay co nit hoang

T73 Cay thong Uc

T77 Cay s6i hon hop (Do, Trang, Pen)
T80 Cay bach Nhat

T81 Cay g trin Nhat Ban
T83 Cay xoai

T96 Cay duong

T103 Cay so6i song

T201 Cay van sam

T208 Cay hoa doan 14 bac
T209 Duyén mQc

T210 Cay hoa ram

T211 Cay sau dong

T218 Cay thanh mai

T219 Cay tuyét tung do
T280 Cay b két

T401 Cay ti€u Brazil
T402 Cay nhii huong
T404 Cay thanh that ndi cao
T406 Cay cha la

Bang 14: Cé dai

A753 nArt v 1 - Artemisia vulgaris
W1 Cé phan huong

W2 Cé phan huong My
W3 Co phan huong khong 16
W4 C6 phin huong gia
W35 Ngai ap-xanh

W6 Ngai clru

W7 Cic mit bo

W38 B6 cong anh

W9 Ma dé Anh

W10 Cay rau mudi

W11 Cay ké sita

W12 Cuc hoang anh



W13 Ké dau ngua

W14 Dén nguoc

WI15 Cay mon

W16 Cuc iva annua

W17 Bui lua

W18 Me dat chua

W19 Parietaria officinalis
W20 Cay tim ma

W21 Parietaria judaica
W23 Cay chut chit

W24 Dén gai

W36 Cay bui tho

W37 Cay bui mubi

W43 Cay ngai dang

W46 Cay hoi cho

W67 Baccharis halimifolia
W69 Cay bui i-0t

W75 Cay bui mubi bén 14
W82 Co dén Palmer

W90 San sat Nhat

W203 Phan hoa cai dau
W209 Hén hop ¢ phan huong
Bang 15: B6 di nguyén hon hop
DPI1 Bang mat 1

(D1, D2, D3, D71, D72, D73, D74, D201)
EP1 Bang DPong vat 1
(E1, E3, E4, ES)

EP2 Bang Dong vat 2
(E1, ES, E6, E87, E&8)
EP70 Bang Pong vat 70
(E6, E82, E84, E87, E88)
EP71 Bang Dong vat 71
(E70, E85, E86, ES9)
EP72 Bang Dong vat 72
(E78, E91, E201)

FP1 Bang Thuc pham 1
(F13, F17, F18, F20, F36)
FP2 Bang Thuc pham 2
(F3, F24, F37, F40, F41)
FP3 Bang Thyc pham 3
(F4, F7, F8, F10, F11)
FP4 Bang Thyc pham 4
(F4, F8, F9, F10, F11)



FP5 Bang Thyc pham 5
(F1, F2, F3, F4, F13, F14)
FP6 Bang Thyc pham 6
(F4, F9, F10, F11, F14)
FP7 Bang Thyc pham 7
(F1, F2, F4, F9, F13, F14)
FP8 Bang Thuc pham 8
(F8, F10, F11, F23, F24)
FP13 Bang Thyc pham 13
(F12, F15, F31, F35)
FP15 Bang Thyc pham 15
(F33, F49, F92, F95)
FP24 Bang Thuc pham 24
(F17, F24, F84, F92)
FP25 Bang Thuc pham 25
(F10, F45, F47, F85)
FP26 Bang Thuc pham 26
(F1, F2, F13, F89)

FP27 Bang Thyc pham 27
(F3, F4,F14, F17)

FP28 Bang Thyc pham 28
(F10, F24, F27, F84)
FP50 Bang Thyc pham 50
(F84, F91, F92, F210)
FP51 Bang Thyc pham 51
(F25, F31, F35, F47, F89)
FP73 Bang Thuc pham 73
(F26, F27, F83, F88)

GP1 Bang C6 1

(G3, G4, G5, G6, G8)
GP2 Bang Co 2

(G2, G5, G6, G8, G10, G17)
GP3 Bang C6 3

(G1, G5, G6, G12, G13)
GP4 Bang Co 4

(G1, G5, G7, G12, G13)
GPS5 Bang Co 5

(G1, G2, G3, G6, G7)
HP1 Bang Bui 1

(D1, D2, H1, 16)

IP1 Bang Chat hit 1

(G3, G6, T17, W1, W6)
IP2 Bang Chat hit 2



(G6, M6, T3, W6)

IP3 Bang Chat hit 3

(D1, E1, E2, M3)

IP4 Bang Chat hit 4

(D1, E1, E3, E5, 16, M2)
IP5 Bang Chat hit 5

(G12, G15, M3, M6)

IP6 Bang Chat hit 6

(G6, M2, M6, T3, W6)
IP7 Bang Chat hit 7

(D1, E1, E3, E5, E82)

IP8 Bang Chat hit 8

(D1, E1, ES, G6, G12, M2, T3, W6)
IP9 Bang Chat hit 9

(E1, E5, G4, M6, W9)
IP10 Bang Chét hit 10
(T9, T11, T23, W9, W21)
KP1 Bang Lién quan dén nghé nghiép 1
(E3, E4, E70, E85)

MP1 Bang Méc 1

(M1, M2, M3, M5, M6)
TP1 Bang Cay 1

(T1, T3, T7, T8, T10)

TP2 Bang Cay 2

(T1, T7, T8, T14, T22)
TP3 Bang Cay 3

(T6, T7, T8, T14, T20)
TP4 Bang Cay 4

(T7, T8, T11, T12, T14)
TPS5 Bang Cay 5

(T2, T4, T8, T12, T14)
TP6 Bang Cay 6

(T1, T3, T5, T7, T10)

TP7 Bang Cay 7

(T9, T12, T16, T18, T19, T21)
TP8 Bang Cay 8

(T1, T3, T4, T7, T11)

TP9 Bang Cay 9

(T2, T3, T4, T7, T12)
WP1 Bang Cé dai 1

(W1, W6, W9, W10, W11)
WP2 Bang Cé dai 2

(W2, W6, W9, W10, W15)



WP3 Bang Co dai 3

(W6, W9, W10, W12, W20)

WP5 Bang Cé dai 5

(W1, W6, W7, W8, W12)

WP6 Bang Cé dai 6

(W9, W10, W11, W18)

WP7 Bang Cé dai 7

(W7, W8, W9, W10, W12)

Tén co so san xuat: Siemens Healthcare Diagnostics Products Limited
Dia chi co s& san xuit: Glyn Rhonwy, Llanberis, Gwynedd, LL55 4EL,
UNITED KINGDOM

Tiéu chuan chét luong san phdm ap dung: Nha san xuét

5. B6i voi thiét bi y té chira chit ma tay, tién chit (néu c):

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

Tén chu s& hiru: Siemens Healthcare Diagnostics Products Limited

bia chi chu sé hiru: Glyn Rhonwy, Llanberis, Gwynedd, LL55 4EL, UNITED
KINGDOM

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

8. SO cong bo du dieu kién san xuat doéi voi thi€t bi y t€ san xuat 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 ty quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu ky thuat bang 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 chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi vai thiét bi y té nhap khau.

8 | Tai liéu khac (néu c6) X




