BIOMERIEUX
REF| 21347 D

043907- 03 - 2019-03
VITEK® 2 ANC

MUC DiCH SU’ DUNG

Hwéng dan st dung nay twong trng v&i hé thdng VITEK® 2 Systems 7.01 hodc phdn mém cao hon. Néu khong st dung
VITEK® 2 Systems 7.01 hodc phan mé&m cao hon, xin vui ldng tham khao théng tin san phdm clia VITEK® 2 Systems ban
da nhan véi phién ban phan mém hién tai.

Thé dinh danh vi khuén ki khi va Corynebacteria VITEK® 2 (ANC) muc dich dé st dung voi VITEK® 2 Systems dé dinh danh tw
déng clia hau hét cac vi khuén ky khiva Corynebacterium cé y nghia lam sang. Thé dinh danh VITEK® 2 ANC 14 thé dung mét 1an. Déi
v&i danh sach cac loai da dwoc xac nhan, xem muc dinh danh vi sinh vat.

MO TA

Thé ANC cén clr vao cac phwong phap hoéa sinh da dwoc thiét 1ap va da phat trién méi cac co chat. Co 36 xét nghiém
héa sinh do viéc st dung ngudn cacbon va hoat dong cia enzym. Két qua cubi cung c6 trong gan 6 gi& hodc it hon.

Danh sach thanh phan cac giéng, xem bang thanh phan giéng ANC.

Bang 1: Thanh phan giéng ANC

Giéng Xét Tén viét tat Ham lwong/Giéng
nghiém

4 D-GALACTOSE dGAL 0.3 mg
5 Leucine ARYLAMIDASE LeuA 0.023 mg
6 ELLMAN ELLM 0.03 mg
7 Phenylalanine ARYLAMIDASE PheA 0.026 mg
8 L-Proline ARYLAMIDASE ProA 0.023 mg
10 L-Pyrrolidonyl-ARYLAMIDASE PyrA 0.018 mg
11 D-CELLOBIOSE dCEL 0.3 mg
13 Tyrosine ARYLAMIDASE TyrA 0.0279 mg
15 Ala-Phe-Pro-ARYLAMIDASE APPA 0.038 mg
18 D-GLUCOSE dGLU 0.3 mg
20 D-MANNOSE dMNE 0.3 mg
22 D-MALTOSE dMAL 0.3 mg
28 SACCHAROSE/SUCROSE SAC 0.3 mg
30 ARBUTIN ARB 0.1875 mg
33 N-ACETYL-D-GLUCOSAMINE NAG 0.3 mg
34 5-Bromo-4-chloro-3-indoxyl-beta-glucoside BGLUI 0.006 mg
36 UREASE URE 0.15 mg
37 5-Bromo-4-chloro-3-indoxyl-beta-glucuronide BGURI 0.006 mg
39 BETA-GALACTOPYRANOSIDASE Indoxyl BGALi 0.006 mg
41 ALPHA-ARABINOSIDASE AARA 0.0324 mg
42 5-Bromo-4-chloro-3-indoxyl-alpha-galactoside AGALI 0.006 mg
43 BETA-MANNOSIDASE BMAN 0.036 mg
44 ARGININE GP ARG 0.15 mg
45 PYRUVATE PVATE 0.15 mg
51 MALTOTRIOSE MTE 0.3 mg
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Giéng Xét Tén viét tat Ham lwong/Giéng
nghiém

53 ESCULIN hydrolysis ESC 0.0225 mg
54 BETA-D-FUCOSIDASE BdFUC 0.0342 mg
55 5-Bromo-4-chloro-3-indoxyl-beta- N-acetyl-glucosamide | BNAGI 0.006 mg
56 5-Bromo-4-chloro-3-indoxyl-alpha-mannoside AMANI 0.006 mg
57 ALPHA-L-FUCOSIDASE AIFUC 0.0342 mg
59 PHOSPHATASE PHOS 0.05 mg
60 L-ARABINOSE IARA 0.3 mg
61 d-Ribose 2 dRIB2 0.3 mg
62 Phenylphosphonate OPS 0.024 mg
63 ALPHA-L-ARABINOFURANOSIDE AARAF 0.015 mg
64 D-XYLOSE dXYL 0.3 mg

Lwu y: Cac s giéng khac tir 1 dén 64 khong xuat hién trong bang nay la giéng tréng.
CAC BIEN PHONG NGUA
Lwu y: Béi v&i cac khach hang str dung trong cdng nghiép can hé tro chon thé dinh danh VITEK® 2 ding, vui long tham khao

chwong dan st dung thiétbi VITEK® 2 compact "Huéng dan dé chon thé dinh danh VITEK® 2."

+ Chi s dung trong chan doan In Vitro.
+ Chi danh riéng Hoa Ky: canh bao: Luat lién bang Hoa Ky gi¢i han thiét bi nay d& ban hodc dét hang clia bac si.
* Chi str dung trong chuyén nganh.
+ Huyén dich khéng n&m trong khoang phu hop ctia may do do duc VITEK® 2 DENSICHEK™ Plus ho&c the VITEK® 2

DENSICHEK™ c6 thé lam gidm hiéu suét clia thé..
+ Khong st dung thé sau khi hét han s dung thé hién trén bao bi déng géi.
+ Bao quan thé khéng mé in trén bao bi déng géi. Khéng st dung thé néu bao bi déng goi bi rach hodc khéng co

hat.

+ Dé thé & nhiét do phong trwéc khi mé bao bi dong goéi thé
+ Khong st dung gang tay cé bat. Bot cé thé 1am nhiéu hé théng quang hoc.
+ S dung méi trerng nudi cay khac ngoai loai dwoc khuyén céo phai dwgc tham dinh b&i phong thi nghiém cia

khach hang dé hiéu suét cé thé chap nhan.
+ Nén thuc hién nhuém Gram dé xac dinh phan (rng Gram va hinh thai cla vi sinh vat trwdc khi chon thé dinh

danh.

+ Thé chi thwc hién muc dich st dung clia n6 khi str dung két hop véi VITEK® 2 Systems, theo huéng dan trong
Huéng dan st dung nay.

+ Khéng str dung éng xét nghiém thuy tinh. Chistr dung dng nhwa (polystyrene). S thay déi giira cac dng xét nghiém vé
dudng kinh tiéu chudn. Can than dat dng vao khay cassette. Néu khé dit, bd va thir bang dng khac khdng can nhidu luc dé dat vao.
+ Trwéc khi cdm thé, Prior to inoculation, kiém tra cac thé xem c6 bi rach hodc hw hdng déng goi va bd thé dé néu bi
rach hodc hu héng. Kiém tra mirc nuérc mudi trong dng sau khi thé d&t vao khay cassette dé dam bao lam day thé dung.
= VITEK® 2 60 hoac VITEK® 2 XL: DAy cac thé khong dwoc lam day dung.
o VITEK® 2 Compact: Khéng tai néu thé khong dwoc lam day dang.

+ Can nhac dic biét téi ngudn bénh pham va thubc bénh nhan hoac diéu tri khang sinh.

+ Phién giai két qua xét nghiém yéu cau sw phan doan va ki nang clia nguoi co kién thirc vé xét nghiém dinh danh vi

sinh vat. Cac xét nghiém bd sung c6 thé dwoc doi héi (Xem muc cac xét nghiém bd sung)

+ Khoéng lau bd phan phdi nwéc mubi véi cac chat hoa hoc. St dung chéat héa hoc ¢ thé anh hwéng tdi hiéu suét cla

thé.

Canh bao: Tatca cac mau bénh pham ciia bénh nhan, mdi tridng vi sinh vat vathé VITEK® 2 dwoc nudi cy, cling véi cac vat lidu két
hop c6 tiém ning lay nhiém nén duoc xtr Iy véi cac bién phap phong ngira phé quat17:18

Canh bao: T4t ca ca chét thai nguy hai phai virt bd theo hwéng dan clia co’ quan kiém tra cia dia phwong.
CAC DIEU KIEN BAO QUAN.
Khi nhan, bédo quén thé VITEK® 2 ANC chwa mé& duoc bao quan trong bao bi dong goi ban dau ctia ching & 2°C t&i 8°C.
CHUAN Bl MAU BENH PHAM
D6i voi chudn bj mau bénh pham, xem béng cac yéu cau vé mai trwdng nudi cay.
Bang 2: Cac yéu cau nudi cay
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Thé Moi Tudi cta nudi cdy!|  Bidukién Nong d6 cay | Pha lodng | Tudi cta huyén
VITEK® 2 trwong cho AST| dich trwde khi
nap vao thiét bj

ANC Corynebacteria: Corynebacteria: Corynebacteria: |2.70 to 3.30 Khong co6 < 30 phut
CBA? 18 t&i 24 gio 35°C t¢i 37°C McFarland théng tin3
Standard
CNA CO, hoac
TSAB khéng- CO2
TSAHB
Ky khi Ky, khi Ky khi
CBA? 18 t6i 72 giv 35°C toi 37°C
cDC2 rknhcl?l trwdng ky,
BRU
CHBA
TSAB
TSAHB
Chi Gram dwong
ky khi:
CNA
CDC PEA
PEA

TNubi cdy voi mire tang trvdng thép co thé dua ra cac két qua khong xac dinh hoc khéng dung tham chi khi dap wng tudi
nudi cay dung

2Nhirng mai trwdng nay dwoc st dung trong viéc phat trién div liéu san pham dinh danh va sé dwa ra hiéu suét téi wu.
3N/A = Khéng ap dung

Bang yéu cau méi trwéng nudi cdy — Viét tat moi tredng

BRU = Brucella Agar with 5% Sheep Blood, Hemin, va Vitamin K

CBA = Columbia Blood Agar v&i 5% SheepBlood

CDC = CDC Anaerobe Agar véi 5% Sheep Blood

CDC PEA = CDC Blood Agar v&i PEA

CHBA = Columbia Horse Blood Agar

CNA = Columbia CNA Agar v&i 5% Sheep Blood PEA

= Phenylethyl Alcohol Agar v&i 5% Sheep Blood

TSAB = Trypticase Soy Agar véi 5% Sheep Blood

TSAHB = Trypticase Soy Agar v&i 5% Horse Blood

Vat liéu ) )
Khi duoc st dung voi thiét bj VITEK® 2, Thé ANC 1amdt hé thong hoan chinh dé thuc hién xét nghiém dinh danh thudng quy déi véi hau hét
cac vi khuan ky khi va Corynebacterium.
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Céc vat liéu dwoc yéu cau:
+ Thé VITEK® 2 ANC
+ DENSICHEK™ Plus Kit ho&c VITEK® DENSICHEK® Kit
+ DENSICHEK™ Plus Standards Kit hodc DENSICHEK® Standards Kit
+ VITEK® 2 Cassette
« Nw&c mudi vé triung (dung dich 0.45% t&i 0.50% NaCl, pH 4.5 t6i7.0)
+ Ong xét nghiém bang nhwa trong diing mét 1&n 12 mm x 75 mm (polystyrene)
+ Phu hop v&i méi trvdng thach (xem bang yéu ciu vé méi trudng nudi cay).

Cac vat tw tuy chon:
+ Phan phdi nwéc mudi thé tich tiy chinh
+ Ang cy
+ 6ng xét nghiém nuwéc mubi trwéc khi phan chia (dich 0.45% t6¢i 0.50% NaCl, pH 4.5 t¢i 7.0)
+ Nap 6ng xét nghiém
» Vortex

Quy trinh
Canh bao: Viéc khdng tuan theo huréng dan hoiic cac khuyén cao duwroc cung cap trong phan nay dé thue hién cac nhiém vu phong thi
nghiém c6 thé gay két qua I6i hoc tri hoan.
D& biét thong tin cu thé vé sdn pham xem bang yéu cau vé mai triedng nudi cly.
Lwu y: Chudn bj cay tlr mot méi trwdrng nudi cy thuan, theo thue hanh tét phong thi nghiém. Trong trwdng hop mai
trwdng nudi cay hdn hop, bwéc tién phan lap dwoc yéu cau. N6 dwoc khuyén cao do tinh sach kiém tra dia dwoc thuc
hién d& dam bao réng nudi cdy thuan dwoc s dung dé kiém tra.
1. Thyc hién mét trong cac didu dwoi day:

+ Chon khuan lac dwoc phan lap t dia néu cac yéu cau nudi cy duoc dap (ng

« Céy chuyén vi sinh vat d& kiém tra moi trwéng nudi thach va G phu hop
2. Chuyén vé trung 3.0 mL nwéc mudi (ndng dd 0.45% t&i 0.50% NaCl, pH 4.5 t¢i 7.0) vao 6ng xét nghiém bang

nhwa trong suét (polystyrene) (12 mm x 75 mm).
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3. S& dung que cay hodc tam bdng v tring d& chuyén da sb lwong cac khuan lac twong ddng vé hinh thai vao 6ng
nwéce mudi dwoc chuan bi trong bwéc 2. Chuén bi huyén dich vi sinh vat ddng nhét véi ndng dé twong ddng McFarland
2.70 t&i 3.30 st dung VITEK® 2 DENSICHEK™ Plus hodc VITEK® 2 DENSICHEK™da dwoc c&n chuan
Chu y: Tudi huyén dich khong dugc vuot qua 30 phut.

4. Pat bng huyén dich va thé ANC trong khay cassette.

5. Tham khao hwéng dan st dung phi hop dé duwoc huéng dan nhap dir liéu va lam thé nao dé nap cassette vao
thiét bi.

6. Ngoai cac xét nghiém noi bd dwoc bao gdbm trong thé, 3 xét nghlem ngoal tuyén dwoc yéu cau trong thuat toan dinh
danh ANC. Xét nghiém ngoai tuyén dwoc chon dé st dung céac san ph&m dinh danh ANC la nhudém Gram, mirc dung
nap khi. Cac két qua thtr nghiém ngoai tuyén ANC c6 thé dwoc nhap tai Smart Carrier Station (Tram mang thdng minh)
(chi VITEK®2 60 hodc VITEK® 2 XL) hodc tram lam viéc. Thuwc hién theo hwédng dan clia co quan kiém tra doi voi virt
bé rac thai nguy hai. )

Bang 3: Cac thir nghiém ngoai tuyen ANC

Tén cac thir Xét Két qua Binh
nghiém nghiém nghia
AERO Aerotolerance - Ky khi
Hiéu khi
Tuy tién
GRAM Két qua nhuém Gram - Gram am
Gram dwong
Gram bién dbi
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Tén cac thr Xét Két qua Binh
nghiém nghiém nghia
MORPH Morphology - Bacilli
+ Cocci
? Coccobacilli
1. Tuan theo hwéng dan thai bé rac thai doc hai ctia co quan thanh tra tai dia phwong.

KET QUA
Céac Ki Thuat Phan Tich Pinh Danh

VITEK®2 Systems dinh danh vi sinh vat béng cach s&r dung phwong phap dwa trén cac dac diém di liéu va kién thirc vé
vi sinh vat va phan rng dang dwoc phan tich. D liéu day du da dwoc thu thap tir cac chiing da biét d& wéc tinh cac
phan trng dién hinh cla cac loai dwgc xac nhan dé thiét 1ap cac bd phan biét tinh chét sinh vat hoa hoc. N&u khong nhan
biét dwoc mau dinh danh duy nhat, danh sach céc vi sinh vat cé kha nang dwoc dwa ra hodc ching duwoc xac dinh ndm
ngoai pham vi co s& di liéu.

Ban in bdo cdo clia phong thi nghiém chira cac dé& xuat déi véi bat ky xét nghiém bd sung nao can thiét d& hoan thanh
viéc dinh danh. Néu khdng c6 day di cac thir nghiém dé hoan thanh viéc dinh danh thi can tham khao cac tham chiéu va
tai liéu chuén vé vi sinh vat hoc..

M6t sb loai nhét dinh cé thé c6 thudc vé don vi phan nhém slashline (hén hep). Pidu nay xay ra khi mau sinh hoc
giéng nhau déi v&i cac don vi phan loai dworc liét ké. Cac xét nghiém béd sung c6 thé dwoc sir dung dé tach riéng
don vi phan loai slashline. Cac loai trong phdn nhém slashline ANC thuéc don vi phan loai.

Bang 4: Pon vi phan nhém slashline ANC

Tén cla nhém slashline Cac loai thuéc nhém slashline

P6i v&i ngwoi str dung phan mém 7.01, 8.01, va 9.01

Clostridium group Clostridium innocuum
Clostridium limosum

Clostridium novyi

P6i v&i ngwoi str dung phan mém 9.02

Clostridium group Clostridium innocuum

Hathewaya limosa (formerly known as Clostridium limosum)
Clostridium novyi

Clostridium sporogenes

Colstridium subterminale
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Bang 5: Thong bao vé dinh tinh thé dinh danh

Mtrc tin cay cla thong bao Cac lya % XA&c xuét Nhan xét
thé dinh danh chon
Excellent ( xuat séc) 1 96 t6i 99 Khong co6
Very Good (rat tbt) 1 93 t¢i 95 Khodng co
Good ( tbt) 1 89 t¢i 92 Khong co6
Acceptable (c6 thé chip nhan 1 85 t&i 88 Khéng cé
duwoc)
Low Discrimination (B phan 2to0 3 Tdng sb lya chon = 100; sau| Hai gén ba don vi phan loai thé
biét thap) khi giai quyét duoc mot lva hién mau sinh hoé giéng nhau.
chon, phan tram xac suat | phan biét béing thir nghiém bé
phan anh con so lién quan sung.
dén lwa chon da chon.
Inconclusive >3 Khdéng co > 3 don vj phan loai thé hién mau sinh
(Khéng di dén Hoac hoc giéng nhau
két luan) hodc 0 hoac
Unidentified Organism (cac vi M4&u sinh hoc rét khong dién hinh.
sinh vat khéng xéac dinh ) ) . )
dwoc) Khoéng twong rng v&i bat ky don vi
phan loai nao trong co s& di¥ liéu.
Kiém tra tinh chat nhudm Gram va sy
thuan chang.

PHAN TRAM XAC XUAT

La mot phan cla qua trinh dinh danh, phan mém so sanh tap hop cac thér nghiém phan (rng v&i tap hop du kién cac phan
trng cla tirng vi sinh vat hodc nhom vi sinh vat cé thé dwoc dinh danh duwoc bang san pham. Mot gia tri dinh lwong, phan
trdm xac suét, dwoc tinh toan va lién quan dén mc d6 cac phan (ng da dwoc quan sat thdy so v&i cac phan ng dién
hinh cla tirng vi sinh vat. M6t sy trung khép hoan hao gitka mau phan trng clia xét nghiém va mau phan (rng duy nhét cla
tirng vi sinh vat hodc nhém vi sinh vat sé tao ra xac suét 1a 99 phan tram. Khi khéng dat dwoc sw trung khép hoan hao,
mau phan &ng van cé thé dd tring khé'p véi mau phan (rng mong doi ma tir d6 co6 thé dwa ra quyét dinh ré rang vé viéc
dinh danh vi sinh vat. Pham vi phan tram xac suét trong trwd'ng hop mot lwa chon 1a 85 dén 99. Cac gia tri gan dat dén 99
cho thay mét sy tring khé'p gan hon véi mau dién hinh déi vai vi sinh vat dugc dwa ra.

Khi m&u phan &ng khdng dd dé& phan biét gitka tir hai dén ba vi sinh vat, phan trdm xac suét sé phan anh tinh trang khéng
rd rang nay. Céc gia tri xac suat dwoc béo cao cho biét thi tw ma mau phan &ng twong (ng nhat véi cac xac suét dwoc
liét ké. Tuy nhién, thir tw nay khéng am chi mau trung khép véi mét trong cac kha nang nayla tét hon kha nang khac. Dac
trwng xac suét cla tdng sé 100% dworc gil lai dén hét qua trinh tinh toan. Sau khi quyét dinh mét Iwa chon, déc trwng xac
suét cla lya chon dé dwoc gil lai.

THONG TIN BO SUNG VE BAO CAO PHONG THi NGHIEM.
Supplemental test (thtr nghiém bd sung) — Thir nghiém bén ngoai (ngoai tuyén) cho phép nguoi st dung xt ly cac
trwong hop két qua la mot nhom slashline hodc do phan biét thap.
Contraindicating test (Th&r nghiém khong dién hinh) — Két qua thir nghiém bat thworng ddi véi don vi phan loai dwoc
bao cao.

Bang 5: Cac lwu y lién quan dén mét sé don vi phan loai nhat dinh

Pon vi phan Lwuy
loai
DP6i v&i ngwoi str dung 7.01 hodc cao hon

Actinomyces israelii Actinomyces israeliidai dién phirc hop cua hai loai
6 lién quan maét thiét dén nhau, A. israeliiva A.
gerencseriae(trwéc day goi la A. israelii serotype ).
Corynebacterium diphtheriae Mam bénh quan trong Cac loai dwgc dinh danh co
thé c6 vai trd quan trong déi v&i bénh nhan hodc két
qua cla mau va co thé phai dirng lai d& xem xét.

DP6i v&i ngwoi str dung phan mém 9.02
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Bon vi phan Lwuy
loai
Rhodococcus hoagii Rhodococcus hoagii va Turicella otitidis ¢ thé duwoc phan
biét nhau béi sac té va vi tri cla ¢ thé. R. hoagiitao ra mau
céa hdi va T. otitidis chi dwoc tim thdy & viing tai. Thém vao
do, R. hoagii tim thdy phé bién nhu mam bénh déng vét trong khi
T. otitidis phat hién nhw mam bénh cua nguoi.

Turicella otitidis

+ Lwu y lién quan dén thé dwoc hat khéng ding cach hodc mé ta am tinh (mau sinh hoc)
« Di voi trwdng hop thi gian gitka hai 1&n doc trén 40 phat: “CARD ERROR — Missing data” (LOI THE — Thiéu di ligu).

. Dc‘)i~ véi treong hop c6 mo téd am tinh: “Organism with low reactivity biopattern — please check viability” (Vi sinh vat cd
mau sinh hoc phan rng kém — vui ldng kiém tra kha nang séng).

« Khi mau sinh hoc dwoc tinh toan pho vi sinh vat khéng xép dinh duqc ma hoan toan am tinh hoac bao gém ca cac xét
nghiém am tinh va xét nghiém nam trong vung khéng chac chan, ket qué dinh danh sé& la “Non or low reactive
biopattern” (Mau sinh hoc khéng phan rng hodc phan rng kém).

Cac loai khdng c6 phan (ng sau day cod thé& c6 kha néng roi vao mét trong cac lwu y nay néu mét ther nghiém khong dién
hinh ho&c nam trong vung khéng chac chén:
» Clostridium clostridioforme

» Fusobacterium nucleatum
» Fusobacterium mortiferum

KIEM SOAT CHAT LWONG
Céc vi sinh vat kiém soat chat lwong va cac két qua dw kién cta ching dwoc liét ké trong cac Bang kiém soat chéat lwgng
VITEK® 2 ANC. X ly cac sinh vat nay theo quy trinh danh cho cac chiing xét nghiém dwoc néu trong tai liéu nay.

Tuyén bé chirng nhan

Diéu nay nhdm chirng nhan réng bioMérieux tuan thi cac yéu cau vé Quy dinh hé théng chét lwong (QSR) clia FDA
va 1SO13485 vé thiét k&, phat trién va san xuat hé théng dinh danh vi sinh vat.

Tan suét xét nghiém

Hién tai, khuyé&n nghi quy vi st dung huwéng dan nghiém ngat nhat clia co' quan kiém tra v& tan suét kiém tra cac san phdm dinh
danh.

Thwe hanh phé bién la thuc hien QC (kiém soat chat lwgng) khi nhan 16 hang cé bd héa chét xét nghiém. Cac phan (rng phai
tuan tha cac két qua trong muc théng tin san pham.

Néu két qua khong dap trng cac tiéu chuén, hay tién hanh cly chuyén dé cé dwoc do thudn chiing va lam lai xét nghiém. Néu
lam lai cac két qua khong nhét quan, hay thuc hién phwong phép dinh danh thay thé va lién hé bioMérieux.

Xét nghiém va bao quan vi sinh vat QC
1. BU nwéc cho vi sinh vat déng khd theo cac hwéng dan clia nha san xuét.

2. Corynebacterium: S&* dung thach mau Columbia v&i mau ctru 5% (CBA) va u & nhiét d6 tir 35 °C dén 37 °C trong diéu
kién hiéu khi khong c6 CO2. U trong thoi gian tir 18 dén 24 tiéng hodc cho dén khi moc du.

3. Vikhuan ki khi: SL;’ dung thach mau Columbia cé mau clru 5% va G & nhiét do tir 35°C dén 37°C trong diéu kién ky khi
trong 18 dén 24 tieng hoac dén khi moc du.

Kiém tra do thuan chdng. Thyc hién cay chuyén Ian thi hai dé xét nghiém.

quynebacterium: Sw dupg thach mau Columbia y(yi méq clru 5% va U & nhiét dd tir 35 °C dén 37 °C trong diéu kién
hiéu khi khéng c6 CO2. U trong thoi gian tir 18 dén 24 tiéng.

6. Vikhuan ki khi: Str dung thach mau Columbia v&i mau clru 5% va 0 & nhiét do tir 35 °C dén 37 °C trong diéu kién ky khi
trong 18 dén 24 tiéng

Cac diéu kién bao quan ngan han — Corynebacterium

1. Ria cy trén dia CBA hoac thach nghiéng.

2. U & nhiét do tir 35 °C dén 37 °C trong dieu kién hiéu khi khong co CO2. U trong thoi gian tr 18 dén 24 tiéng.3. Lam lanh &
nhiét 6 tlr 2 °C den 8 °C trong thoi gian toi da la hai tuan.

3. Lam lanh & nhiét dé tir 2 °C dén 8 °C trong thoi gian téi da la ndm ngay.

4. CAy chuyén trén CBA. U & nhiét do tlr 35 °C dén 37 °C trong cac diéu kién hiéu khi khong c6 CO2 trong 18 dén 24 tiéng. St
dung dé QC
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Cac diéu kién bao quan ngédn han — Vi sinh vat ky, khi

1. Ria cdy trén dia ho&c thach nghiéng CBA.

2. U & nhiét do tir 35 °C dén 37 °C trong diéu kién ky khi trong 18 dén 24 tiéng hoac cho dén khi moc du.

3. Bdo quan & nhiét d6 phong trong diéu kién ky khi trong téi da ndm ngay.

4. Cay chuyén trén CBA. U & nhiét d6 35 °C dén 37 °C trong cac diéu kién ky khi trong 18 dén 24 tiéng. St dung dé& lam QC.
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Piéu kién bao quan dai han
1. Tao huyén dich dac trong canh thang (TSB) véi 15% glycerol.
2. Lam lanh & -70 °C.
3. C4y chuyén hai lan trén CBA trwéc khi chay QC.

Lwu y: Tranh lam tan déng va déng lap di lap lai bang cach lam dong biang theo phan wéc sir dung mét 1an hoic
lay mét phan nhé mau vi sinh vat dong bang bang mét que vé trung

KIEM SOAT CHAT LPONG TINH GIAN

Lwu y: Céac phong thi nghiém Chi St dung trong céng nghiép nén thuc hién viéc kiém soat chét lvgng theo muc Kiém soat
chat lwgng tinh gian dwdi day. Khong yéu cau thém xét nghiém cho nhirng phong xét nghiém nay.

Khi khéng c6 cac co' chét dé bj phan ra trong diéu kién van chuyén, co thé tién hanh kiém soat chét lwong tinh gian bang
cach xét nghiém hai ching: mét ching hau nhw duong tinh va moét chiing khac hau nhw am tinh voi cac phan &ng trén
ANC. (Hay xem Bang kiém soat chat lwgng ANC dé biét thém thang tin chi tiét).

KIEM SOAT CHAT LWO'NG TOAN DIEN

D6 voi nhung khach hang khéng du diéu kién dé 1am xét nghlem kiém soat chat Iuo’ng tinh gian yéu cau thye hién xét
nghiém kiém soat chat lwgng toan dién, trong d6 doi hdi thé hién phan (rng am tinh va dwong tinh ddi véi trng co chét cla
mot san pham dinh danh®

P& du diéu kién ban dau dé& xét nghiém kiém soat chét lwgng tinh gian, tiéu chuan CLSI® M50-A yéu cau ngudi st dung
thwe hién va ghi lai mét trong cac diéu sau:®

+ Xét nghiém xac minh thé hién hiéu suat twong dwong v&i xac nhan cla nha san xuét.

+ Kiém soat chat lwgng toan dién & it nhat 3 16 qua it nhat 3 mua khac nhau.

Tham khao tiéu chuén CLSI® M50-A hoan chinh déi véi thong tin lién quan dén du diéu kién lién tuc va chi tiét thém vé yéu
cau va trach nhiém cla ca ngudi st dung va nha san xuét lién quan t&i xét nghiém kiém soat chéat lwong tinh gian.

Bang kiém soat chat lwong ANC:

Clostridium septicum ATCC® 12464™ (D4i v&i kidm soat chat lwgng tinh gidn hoac toan dién)
Bacteroides ovatus ATCC®BAA-1296™ (D6i v&i kiém soat chét lwong tinh gian hoac toan dién)
Bacteroides vulgatus ATCC® 8482™ (D6i v&i kiém soat chat lwgng toan dién)

Clostridium perfringens ATCC® 13124™ (D4i v&i kiém soat chat lwgng toan dién)
Corynebacterium striatum ATCC® BAA-1293™ (D4i v&i kiém soat chat lwgng toan dién)
Parabacteroides distasonis ATCC®BAA-1295™ (D6i v&i kiém soat chat lwong toan dién)
Danh cho ngw&i str dung phan mém 7.01, 8.01, va 9.01

Clostridium sordellii ATCC® 9714™ (D6i v&i kiém soat chat lwong toan dién)

Danh cho ngwei str dung phan mém 9.02

Paeniclostridium sordellii ATCC®9714™ (tén trudc kia la Clostridium sordellii ATCC®9714™) D6i v&i kiém soat chéat
lwvong toan dién

Thé ANC thuong dinh danh céc vi sinh vat kiém soat chat Iu’ong nhw mét sw lwa chon ho&c nam trong dinh danh slashline
hodc phan biét thap. Tuy nhién cac ching dwoc chon déi véi hiéu suat phan rng qua hiéu suét dinh danh. Do dé, két qua
dinh danh sai hoac khéng dwoc dinh danh co thé xay ra khi tat ca cac phan trng kiém soat chat lwvong dwgc mong doi la
dung.

Bang 7: Vi sinh vat QC: Clostridium septicum ATCC® 12464™ (kiém soat chat lwong toan dién hoic tinh gian)

dGAL - |dCEL - |SAC - |BGALi + |MTE - |PHOS - |GRAM +
LeuA - | TyrA - |ARB - | AARA v |ESC - |IARA - |MORPH -
ELLM - |APPA - |NAG - | AGALi - |BdFUC + |[dRIB2 - |AERO -
PheA - |dGLU - |BGLUiI - | BMAN - |BNAGI - |OPS +
ProA - |dMNE - |URE - |ARG - | AMANiI v | AARAF -
PyrA v |dMAL - | BGURI - | PVATE - |AIFUC - | dXYL -

+ = 95% t&¢i 100% dwong tinh; v = 6% t&i 94% dwong tinh; — = 0% t&i 5% dwong tinh
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Bang 8: Vi sinh vat QC: Bacteroides ovatus ATCC® BAA-1296™ (kiém soat chat lwgng toan dién hodc tinh gian)

dGAL + dCEL + SAC Y BGALI + MTE + PHOS Y GRAM -
LeuA - TyrA - ARB \ AARA + ESC + IARA + MORPH |-
ELLM + APPA + NAG + AGALI + BdFUC |v dRIB2 + AERO -
PheA - dGLU + BGLUi % BMAN v BNAGI - OPS %
ProA - dMNE + URE - ARG - AMANi v! AARAF +
PyrA - dMAL + BGURI Y PVATE v AIFUC \ dXYL Y
+ = 95% t&i 100% dwong tinh; v = 6% t&i 94% dwong tinh; — = 0% t&i 5% dwong tinh.
1Phan &ng hau hét dwong tinh mac du thinh thodng phan (ng am tinh xay ra.
Bang 9: QC Organism: Bacteroides vulgatus ATCC® 8482™ (D6i v&i kidm soat chat lwong toan dién)
dGAL v |dCEL v | SAC v | BGALi v |MTE v | PHOS + | GRAM -
LeuA v | TyrA v | ARB v |AARA + |ESC v [IARA v |MORPH -
ELLM + | APPA + |NAG v | AGALi v |BdFUC + |dRIB2 v |AERO -
PheA v |dGLU v | BGLUi v | BMAN vl | BNAGI vl | OPS v
ProA v | dMNE v | URE v | ARG v | AMANi - | AARAF +
PyrA v | dMAL v |BGURI vl | PVATE v | AIFUC + [dXYL +

+ =95% t&i 100% dwong tinh; v = 6% t&i 94% dwong tinh; — = 0% t&i 5% dwong tinh
1Phan rng hau hét duwong tinh mac du thinh thoang phan (rng &m tinh xay ra

Bang 10: Vi sinh vat QC : Clostridium perfringens ATCC® 13124™ (D6i v&i kiém soat chat lwgng toan dién)

dGAL v | dCEL v [SAC + | BGALI v |MTE + | PHOS + |GRAM +
LeuA v | TyrA v |ARB v | AARA v |ESC v | IARA v | MORPH -
ELLM - | APPA - |NAG v | AGALI + |BdFUC v | dRIB2 + |AERO -
PheA v [dGLU v |BGLUi v | BMAN v | BNAGI v [OPS +
ProA v | dMNE v |URE v |ARG + | AMANiI v | AARAF -
PyrA + | dMAL + |BGURI v | PVATE - |AIFUC v | dXYL v

+

= 95% t&i 100% dwong tinh; v = 6% t&i 94% duong tinh; — = 0% t&i 5% dwong tinh
Bang 11: Vi sinh vat QC : Clostridium sordellii* ATCC® 9714™ (Doi v&i kiem soat chat lwong toan dién)

dGAL — |dCEL v [SAC — | BGALi - |MTE v |PHOS v | GRAM +
LeuA v | TyrA v |ARB v |AARA - |ESC - | IARA v |MORPH -
ELLM v | APPA v |NAG v | AGALi - |BdFUC - |dRIB2 v |AERO -
PheA v [dGLU v |BGLUi - | BMAN — | BNAGI v |OPS -
ProA + | dMNE - |URE + |ARG v | AMANi - | AARAF v
PyrA v | dMAL v |BGURI v |PVATE v |AIFUC v [ dXYL -

+ =95% t&i 100% dwong tinh; v = 6% t&i 94% dwong tinh; — = 0% t&i 5% dwong tinh
* P6i v&i ngwdi str dung phan mém 7.01, 8.01, va 9.01, Clostridium sordellii
* Db voi ngudi st dung phén mém 9.02, Paeniclostridium sordellii, tredc kia 1a Clostridium sordellii
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Bang 12: Vi sinh vat QC: Corynebacterium striatum ATCC® BAA-1293™ (Di v&i kiém soat chat lwong toan dién)

dGAL + |dCEL - | SAC + | BGALI - |MTE - |PHOS - | GRAM +
LeuA + | TyrA + |ARB - | AARA v |ESC v | IARA - |MORPH -
ELLM v | APPA v | NAG — | AGALI v |BdFUC - |dRIB2 - |AERO +
PheA v |[dGLU + |BGLUI v |BMAN v | BNAGI v [OPS v
ProA + | dMNE + |URE v | ARG v | AMANiI v | AARAF v
PyrA - | dMAL — | BGURI v | PVATE + |AIFUC v | dXYL v

+=95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Bang 13: Vi sinh vat QC: Parabacteroides distasonis ATCC® BAA-1295™ (Déi v&i kidm soat chat lwong toan dién)

dGAL v | dCEL v [SAC v |BGALi v |MTE v |PHOS v | GRAM -
LeuA v | TyrA v |ARB + |AARA v |ESC + [IARA v | MORPH -
ELLM v | APPA v [NAG + | AGALI v |BdFUC v |dRIB2 v |AERO -
PheA vl | dGLU v | BGLUI + |BMAN v | BNAGI v |OPS v
ProA v | dMNE v |URE v | ARG v | AMANiI v | AARAF v
PyrA + |dMAL v | BGURI - | PVATE v |AIFUC — | dXYL v

+ = 95% t&¢i 100% dwong tinh; v = 6% t&i 94% dwong tinh; — = 0% t&i 5% dwong tinh
Phan &ng hau hét dwong tinh mac du thinh thodng phan (rng am tinh xay ra
CAC HAN CHE
Thé VITEK® 2 ANC khoéng thé st dung truc tiép véi mau bénh phdm hodc mau trén Iam sang hodc cac ngudn khac chira vi
khuén chi hdn hop. Cac loai méi dwoc mé ta hodc hiém gép cé thé khéng duwgc bao gdm trong co sé dir liéu ANC.
Céc loai da chon sé dwoc thém khi cac ching sén cé.
Canh bao: Xét nghiém ddi véi loai khéng duwoc xac nhan cé thé dan téi két qua dinh danh sai.
CAC BAC TiNH HIEU SUAT
Péi véi ngwei stie dung phan mém 7.01
Trong mét nghién ctru lam sang da vi tri*, hiéu suét cta thé dinh danh VITEK® 2 ANC dwoc danh gia st dung 365 chiing
lwu va lam sang clia cac loai thuwerng gép hodc hiém. Binh danh tham chiéu dwoc xac dinh s dung giai trinh gen 16S
rRNA. Nhin chung, VITEK® 2 ANC dinh danh chinh xac 93,9% cac chdng, bao gém 9.0% phan biét thdp v&i cac loai dung da
duwoc liét ké. Dinh danh sai xay ra v&i 5.8% va khong dinh danh dwoc 0,3%.
Péi vé&i nhirtng nguwei stiv dung phan mém 8.01 va 9.01
Trong mét nghién ctvu lam sang da vi tri*, hiéu suét cta thé dinh danh VITEK® 2 ANC dwoc danh gia st dung 365 chiing
lwu va lam sang clia cac loai thuwerng gép hodc hiém. Binh danh tham chiéu dwoc xac dinh s dung giai trinh gen 16S
rRNA. Nhin chung, VITEK® 2 ANC dinh danh chinh xac 94.0 % cac chling, bao gém 9.0% phan biét th&p vé&i cac loai dung
da duwoc liét ké. Binh danh sai xay ra v&i 5.8% va khong dinh danh dwoc 0,3%.
Péi vé&i nhirng ngwei stv dung phan mém 9.02
Trong mét nghién clvu |am sang da vi tri*, hiéu suét cda thé dinh danh VITEK® 2 ANC dwoc danh gia s dung 365 chiing
lwu va lam sang clia cac loai thuwerng gép hodc hiém. Binh danh tham chiéu dwoc xac dinh s dung giai trinh gen 16S
rRNA. Nhin chung, VITEK® 2 ANC dinh danh chinh xac 94,3% cac chdng, bao gém 10.4% phan biét thap v&i cac loai ding
da duoc liét ké. Binh danh sai xay ra v&i 5.5% va khoéng dinh danh dwoc 0,3%.
*Di¥ liéu trong hd so cla bioMérieux, Inc.
CAC VI SINH VAT BU'Q'C BINH DANH
Xac nhan déi vai tat ca ngwoi st dung phan mém triy khi cé quy dinh khéac.

» Actinobaculum schaalii

» Actinomyces bovis

» Actinomyces israelii

» Actinomyces meyeri

bioMérieux - English - 12
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Actinomyces naeslundii
Actinomyces neuii
Actinomyces odontolyticus
Actinomyces turicensis
Anaerococcus prevotii
Arcanobacterium haemolyticum
Atopobium vaginae
Bacteroides caccae
Bacteroides eggerthii
Bacteroides fragilis
Bacteroides ovatus
Bacteroides stercoris
Bacteroides thetaiotaomicron
Bacteroides uniformis
Bacteroides vulgatus
Bifidobacterium spp.

Campylobacter ureolyticus (trwéc kia la Bacteroides ureolyticus)

Clostridium baratii
Clostridium bifermentans
Clostridium butyricum
Clostridium cadaveris
Clostridium chauvoei
Clostridium clostridioforme
Clostridium difficile
Clostridium glycolicum
Clostridium group
Clostridium histolyticum
Clostridium paraputrificum
Clostridium perfringens
Clostridium ramosum
Clostridium septicum
Clostridium sordellii
Clostridium sporogenes
Clostridium subterminale
Clostridium tertium
Collinsella aerofaciens
Corynebacterium amycolatum
Corynebacterium diphtheriae
Corynebacterium jeikeium
Corynebacterium minutissimum

Corynebacterium pseudodiphtheriticum

Corynebacterium striatum
Corynebacterium ulcerans
Corynebacterium urealyticum
Eggerthella lenta

Eggerthia catenaformis (trwéc kia la Lactobacillus catenaformis)

Eubacterium limosum
Finegoldia magna
Fusobacterium mortiferum
Fusobacterium necrophorum
Fusobacterium nucleatum
Fusobacterium varium

043907- 03 - en - 2019-03
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» Lactobacillus acidophilus

» Lactobacillus buchneri

» Lactobacillus casei

» Lactobacillus fermentum

* Lactobacillus gasseri
 Lactobacillus hilgardii

» Lactobacillus parabuchneri

» Lactobacillus paracasei
 Lactobacillus plantarum

* Microbacterium flavescens

* Microbacterium spp.

» Parabacteroides distasonis

* Parabacteroides merdae

* Parvimonas micra

» Peptoniphilus asaccharolyticus
* Peptoniphilus indolicus

* Peptostreptococcus anaerobius
* Porphyromonas gingivalis

* Prevotella bivia

* Prevotella buccae

* Prevotella disiens

* Prevotella denticola

* Prevotella intermedia

* Prevotella melaninogenica

* Prevotella oralis

* Prevotella oris

* Propionibacterium acnes

* Propionibacterium granulosum
* Propionibacterium propionicum (trwéc kia la Propionibacterium propionicus)
» Staphylococcus saccharolyticus
» Trueperella pyogenes (trwéc kia la Arcanobacterium pyogenes)
* Turicellaotitidis

» Veillonella spp.

Thay déi vé don vi phan loai déi véi phan mém 8.01 hoidc cao hon

» Terrisporobacter glycolicus (trwéc kia la Clostridium glycolicum)

Xac nhan bé sung va thay dbi vé phan loai di v&i ngwdi sir dung phan mém 9.02
» Actinotignum schaalii (trvdc kia la Actinobaculum schaalii)
» Actinomyces canis
» Bacteroides pyogenes
» Bacteroides xylanisolvens
» Corynebacterium glucuronolyticum
» Hathewaya histolytica (trwdc kia la Clostridium histolyticum')
* Hathewaya limosa (trwéc kia la Clostridium limosum)
» Paeniclostridium sordellii (trw&c kia la Clostridium sordellii)
» Paraclostridium bifermentans (trw&c kia la Clostridium bifermentans)
* Porphyromonoas asaccharolytica
* Porphyromonas gulae
* Porphyromonas uenonus
* Prevotella nanceiensis
» Prevotella salivae

043907- 03 - en - 2019-03
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* Prevotella timonensis
* Rhodococcus hoagii

Cac xét nghiém bé sung

Bang 14: Cac xét nghiém bd sung ddi véi thé ANC

043907- 03 - en - 2019-03

gelatinase. Phan (rng
dwong tinh dwong tinh
dwoc chirng minh bang
cach héa 1dng co’ chéat
gelatin.

Viét tat Tén xét M6 ta Nhan xét Tham khao
nghiém
Do6i v&i ngwei str dung phdn mém 7.01 hodc cao hon
AFUC Alpha-Fucosidase Sw cé mat ctia Sy c6 mat clia enzym 9, 16, 25, 28
enzym duoc chi thi bang sw
phan cat co chét tao thanh san pham c6
tao ra nhlc')m tach mau hodc huynh
roi cd the phat quang ho#c san pham
hign dwge (vi dy: khéng mau nhuwng tao
p-nitrophenol, g A 9 a
methyl ra rpau I,<h| th)em mQ.t
umbelliferone, loai thudc thir dac hiéu.
betanaphthylamide
, pnitroaniline, 7-
aminomethyl-
coumarin).
BNAG BETA-N-ACETYL-GLUCOSAMINIDASE | Sy c6é mat cia enzym Sy c6 mat clia enzym 16, 27
twong (ng phan cét duoc chi thi bang sw
co tao thanh san pham c6
chét tao ra nhom tach mau hoac huynh
rdi c6 thé phat hién quang ho&c san phadm
dwoc (vi dy: khéng mau tao ra mau
pnitrophenol, methyl khi thém thubc thtr déc
umbelliferone, hiéu.
betanaphthylamide,
beta-naphthol,
pnitroaniline, 7-
amidomethylcoumarin)
Branch.flt BRANCHING FILAMENTS Xuat hién cac soi Khéng cé 8,9,15
phan
nhanh khi xem dwéi
kinh hién vi.
CAT CATALASE Khuan lac dwoc cho Khéng cé 7,9, 15, 16, 23,
vao mét giot 6xy gia 25
sinh ra cac bong bong
khi. Vi khuén chira
enzym cytochrome c6
catalase dwong tinh
ESCULIN ESCULIN hydrolysis Thiy phan esculin hinh | Mat s6 tht» nghiém 5,8,9, 15, 16,
thanh nén esculetin cling xuét hién trén thé | 28, 30
sinh ra séc t6 den khi ANC nhung duoc
c6 méat mudi sat khuyén nghi la thir
nghiém bd sung vi cac
két qua ctia phwong
phép dai thé théng
thuwong thwdng khac
v&i cac phwong phap
Vi
thwong mai nhanh
chéng
GELATIN Gelatin hydrolysis Qua trung gian enzym Khéng cé 7,9, 15, 16,20,
28, 30
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IND

INDOLE

M6t sé loai nhat dinh
¢6 kha nang tach
indole ra khoi
tryptophan béng san
ph&dm mau bdc 16 theo
thuéc thir dac hidu (vi
du: thuéc thir Kovacs,
Ehrlichs, DMAC).

Khéng cé 7,15, 16, 24

LECITHIN.

LECITHINASE

Mét chét két tia bao
quanh khuén lac &
thach long dé trirng
cho théy su hoat dong
cla lecithinase thudc
alphatoxin do vi sinh
vat san sinh ra.

Khéng cé 7,9,16

LIP

LIPASE

Nhidu mau séc sang
6ng anh nhw ngoc trai
trén bé mét khuén lac
& thach long dé trirng
cho théy hoat tinh cta
lipase..

Khéng cé 7,9,16
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phéng amoniac, dan
dén kiém hoa moi
trwdng da dwoc quan
sat thay khi co chét chi
thi pH (vi du: tao mau
d6 khi cé mau dé cua
phenol).

cling xuét hién trén thé
ANC nhwng dwoc
khuyén nghi la thee
nghiém bd sung vi cac
két qua ctia phwong
phap dai thé théng
thwong thwong khac
vé&i cac phwong phap
Vi

lwgng thwong mai
nhanh chéng.

Viét tat Tén xét M6 t& Nhan Tham khao
nghiém xét
LIPOPHILY LIPOPHILY Lipophilic Tang sinh khi co 16
chat
béo  trong m0i
trwdng
nudi cay
NO3 NITRATE REDUCTION Xét nghiém vé kha Khéng cé 7,9, 15,16
nang khtv nitrate thanh
nitrit hoac khi nito
PAL ALKALINE PHOSPHATASE Su co mat cua Sw cd mat cia enzym 16
enzym duoc chi thi bang sw
phan cat co chét tao thanh san pham cé
taora mau hodc huynh
nh:()m tach roi co quang hosc san pham
the khéng mau nhung tao
phat hién dugc.. ra mau khi thém mot
loai thudc thir d&c hiéu.
PIGMENT Pigment Mét s loai ¢ kha Khéng co6 16, 28, 29, 30
nang sinh ra cac khuén
lac nhuém mau trén
moi trwd'ng khéng phéan
biét.
Point.ends POINTED ENDS Sy hién dién ciacac  [Khdng co 9
trwc khuén gram am
méng v&i cac dau dwoc
danh dau 1a mét déc
tinh dwoc danh gia
dwai kinh hién vi déi
v&i Fuscobacterium
nucleatum.
PYRAZINAM. PYRAZINAMIDASE Kiém tra hoat dong ctia  [Khéng c6 16
enzyme
pyrazinamidase, ma
thwe hién thdy phan
pyrazinamide thanh
axit pyrazinoic.
SPOR SPORE Kiém tra dwéi kinh hién [Khong co6 9,16
vi d& phat hién bao te.
Khuyén nghi dung kinh
hién vi twong phan
pha..
UREASE Urease Thay phan uré giai Mat s6 thir nghiém 7,8,9,15, 16
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IARABINOSE
dCELLOB
dFRUCTOSE
dGALACTOS
E
dGLUCOSE
LACTOSE
dMALTOSE
dMANNITOL
dMANNOSE
dRAFFINOS
E
IRHAMNOSE
dRIBOSE
SACCHARO
SE SALICIN
STARCHac
dTREHALOS
E XYL
XYLAN

L-ARABINOSE
acidification
DCELLOBIOSE
acidification D-
FRUCTOSE acidification
DGALACTOSE
acidification D-
GLUCOSE acidification
Lactose acidification
D-MALTOSE
acidification D-
MANNITOL
acidification D-
MANNOSE acidification
dRAFFINOSE
acidification L-
RHAMNOSE
acidification dRIBOSE
acidification
SACCHAROSE/SUCROSE
acidification SALICIN
STARCH acidification
dTREHALOSE
acidification XYLOSE
XYLAN acidification

Vi sinh vat ky khi:
Phuwong phap PRAS*
Corynebacterium: axit
twr carbohydrate.

Qua trinh axit hoa
ngudn céc-bon da
dwoc quan sat thay voi
chét chi thi pH (vi du:
mau dé cla phenol,
mau tia cla
bromcresol)

Mot s6 thir nghiém
cling xuét hién trén thé
ANC nhwng dwoc
khuyén nghi la thir
nghiém bd sung vi cac
két qua ctia phwong
phép dai thé théng
thuwong thwdng khac
V@i cac phwong phap
vi

lwong thwong mai
nhanh choéng.

7,8,9, 15,16,
19, 20, 23, 25,
27, 28, 30

Do6i v&i ngwei str dung phan mém 9.02
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Viét tat Tén xét M6 t& Nhan Tham khao
nghiém xét
CASEIN CASEIN hydrolysis Trung gian b&i | Khéng cé 21,26

exoenzyme  casease.
Phan ng dwong tinh
dwoc chirng minh bng
sy hoa léng cua chéat
nén casein

*PRAS: mdi trwong vo trung ki khi dwgc khir trwde
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S dung hwéng dan nay dé st dung véi san pham cla VITEK® 2 v&i san phdm sb. 21347.
BANG CHU GIAI VE BIEU TUONG
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<
o

Nha san xuét

Gidi han nhiét do

Han st dung

Ma 16

Hwéng dan s dung

Ngay san xuat

Chwra du <n> xét nghiém

Pai dién Gy quyén trong cong
ddng Chau Au

Chi ddi v&i Hoa Ky : Canh bao :
Luat Lién Bang Hoa Ky gi¢i han
thiét bi nay dwoc ban hodc dat
hang b&i bac st

1 E<dLBREK~E

Huwéng dan st dung duoc cung cép trong kit hodc tai tr www.biomerieux.com/techlib
GIO1 HAN BAO HANH

bioMérieux bdo hanh hiéu suét ctia san pham theo muc dich s dung ctia né dwoc cung cép tat ca quy trinh vé s dung,
bao quan, va xt ly, han st dung ( khi ap dung) va bién phap phong nglra tuan theo nghiém ngét chi tiét trong hwéng dan
st dung (IFU).

Ngoai trir cac diéu thé hién bén trén, bioMérieux tr chéi moi bdo hanh, bao gdm tinh thwong mai va sy pht hop cho mét
muc dich cu thé hodc st dung, va tir chéi moi trach nhiém, cho du truc tiép, gian tiép hay hau qua, dbi véi bat ky viéc st
dung thuéc hoéa chét, phdn mém, dung cu va virt bé (“Hé thdng”) khac véi quy dinh trong IFU.

XU LY RAC THAI

T4t ca céac rac thai nguy hai phai dwoc tuan theo hwéng dén cla co quan kiém tra cla dia phuong.
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N/A
Stra dbi
Thay ddi vé ki thuat
Hanh chinh
Lwuy:
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Khong ap dung (ban hanh 1an dau)

Slra déi nhirng sai khac cla tai liéu

B6 sung, stra ddi va/ hoac loai bd thdng tin lién quan t&i san pham

Thue hién nhirng thay déi khéng lién quan téi ki thuat lwu y téi ngwei st dung

Nhirng thay ddi vé dinh dang, ngi¥ phap va danh may nhé khong
duwoc liét ké trong lich str stra ddi.
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Ngay ban hanh

Ma

Loai thay doi

Tém tat thay doi

2019-03

043907-03

Thay déi vé mat ki thuat

Nang cip phan mém 9.02

Muc nang cép:

Muc dich st dung

Bién phap phong ngtra
Yéu cau moi treong nudi
cay

Théng tin b sung vé
bao cao phong thi
nghiém

Kiém tra vi sinh vat QC
Cac dac diém

hiéu suat

Cac vi sinh vat dwoc dinh
danh

Tham chiéu

2016-10

043907-02

Thay déi v& mat ki thuat

Noi dung cap nhat dé
phan anh hwéng dan
théng tin san pham
8.01

2016-05

043907-01

Hanh chinh

Céc thay déi dinh dang
khong anh huwéng sw
phu hgp, hinh thirc
hodc chirc nang cua
san pham.

Thay dbi vé mat ki thuat

IFU m&i xuat phap twr
chwong san pham
trong huéng dan st
dung

Nang c&p muc

gi¢i han bao

hanh

Chi nang cép théng
tin RX

BIOMERIEUX, logo BIOMERIEUX, VITEK, API, Count-TACT, chromID, DensiCHEK va bioLiaison dwgc si dung, dang che,
va/ hoac dwoc dang ki nhan hiéu thwong mai thudc bioMérieux, hoac mét trong nhirng céng ty con, hoac mét trong nhirng cdng

ty clia né.

San pham nay c6 thé dwoc bao vé bdi mdt hodc nhiéu ban quyén, xem: http://www.biomerieux-usa.com/patents.

Nhan hiéu thwong mai ATCC va tén thwong mai va bat ki va tat ca sb catalog ATCC la nhan hiéu thuong mai clia bd chiing chan

clia My.

CLSlla nhan hiéu thwong mai cta Vién tiéu chuén va phong thi nghiém lam sang.

B4t ki tén khac hodc nhan hiéu thwong mai 14 tai sén ctia chi sé hiva twong &ng.
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