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M100-S21
Vién Tiéu chuan Lam sang va Xét nghiém

Chat leong vuot troi trong thir nghiém cham soc sirc khoe

Vién Tiéu chuan Lam sang va Xét ngiém (CLSI tén cii NCCLS) 1a mot t6 chtic qudc té, da nganh, phi loi nhuan, chuyén phat trién cac tiéu chuan, va gido
duc. Vién thac d?ly su phat trién va sit dung nhitng tiéu chuén va huéng dan trong viéc tao su déng thuén ty nguyén trong linh vyc cham soc suc khoe. Vién
duogc ca thé gidi cong nhan vé su ap dung cac quy trinh doc nhit tao sy ddng thuan trong viéc phat trién cac tiéu chuan va huéng dan cho cac thir nghiém
trén bénh nhdn va nhitng van dé lién quan téi cham soc sire khoe. Cac quy trinh cia vién dua trén nguyén Iy ma qua trinh tao sy dong thuan 13 qua trinh hiéu

qua va c6 gia thanh tot dé cung co cac thu nghiém trén bénh nhan va cham soc strc khoe.
Xuat Ban

Tai liéu nay dugc xuét ban nhu 1a mot tiéu chudn, huéng dan, hodc bao cao

Tiéu chuin Tai liéu nay dugc phét trién thong qua qué trinh tao sy dong thuan. Qua trinh ndy dong nhat héa mot cach rd rang nhitng yéu cau can thiét va
dic biét cho nguyén vat 1idu, phuong phap va sy thuc hanh cho viéc sir dung nhirng quy trinh khong thé thay doi.

Huwéng din Tai liéu nay duoc phat trién thong qua qué trinh tao sy dong thuan. Qua trinh niy mo ta chi tiét cac yéu cau cho su thyc hanh chung, quy trinh,
hoic céc vat lidu sy dung khong bat budc. Huéng dan nay co thé duge st dung nhu & dang duoc soan théo ra hay c6 thé thay doi bai ngudi sir dung cho phu
hop véi nhiing myc dich can thiét dic biét.

Bao cao Tai li¢u nay khong phai dé binh duyét lai qua trinh tao sy d@)ng thuan va duoc xuit ban bai Hoi déng Uy Tri.
Qua Trinh Tao Sy Pong Thuin

Qua trinh tao sy dong thuan ty nguyén cia CLSI 1a mot quy trinh thiét 1ap nhitng yéu cau chinh théng cho:
. Quyén cua du an
e Sy phat trién va binh duyét tai liéu c6 tinh chat mo
e Su sira chira tai liéu 14 sy dap tng lai v6i nhitng phan hdi tir nguoi sir dung

o Su chép thuén tai liéu 1a mét quy trinh tao su déng thuan chuan hoic huéng dan chuén
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Moi tai liéu duoc thiét ké bao gém hai murc do tao su déng thuan —“d¢ trinh” va “phé duyét”. Dya vao yéu cau cho tung linh vyc danh gia hodc qua trinh thu

thap dit liéu. Tai liéu c6 thé dugc soan thao & mirc do tao sy dong thudn trung gian

D¢ trinh Giai doan d4u cta qué trinh ddng thuan tai liéu 1a thyc thi qua trinh binh duyét boi cong dong cc nha nghién ctru trong linh vire chiam séc st
khoe. Qua trinh nay nhu 1 mot tiéu chuan hay huéng dan dang trong qua trinh d¢ trinh. Tai liéu phai tiép thu toan bd nhirng binh xét chuyén moén bao gom
su binh xét bao quét vé muc dich, cach tiép can, va loi ich ciing nhur nhitng binh xét ti mi tirng ndi dung chuyén mén va dinh dang vin ban.

Chip thuin Mot tiéu chuan hodc huéng dan mudn duoc chip thuan phai thu duoc sy dong thuan trong cong dong cac nha nghién ctru trong linh vyre chim
soc ste khoe. Qua trinh nay phai duoc soat xét dé dinh gia loi ich cua tai lidu cudi cing va bao dam su dong thuan dat dugc (nhitng chi giai trong tai liéu
moi nhit phai thoa min nhirng muyc tiéu dit ra) va xac dinh su can thiét cho sy dong thuan tai liéu bd sung.

Tiéu chuan va hudng dan nay cua ching toi dai dién cho mot quan diém ddng thuén cho nhitng su thuc hanh t6t va phan anh sy tan thanh can thiét tir nhirng
anh huong vé mit vét chat, kha niang thuc thi va quyén lgi ciia bénh nhan thu duoc tir nhitng quy trinh tao sy ddng thuin di dugc xac dinh cuia CLSI. Nhirng
diéu khoan trong tiéu chudn va hudng dan ciia CLSI c6 thé nghiém ngit hon hodc kém nghiém ngit hon cac quy dinh trong cic vin ban luat phap. Do do, su
chép hanh theo tai liéu da duoc déng thuén mét cach tu nguyén khong dya vao trach nhiém ty nguyén ctia nguoi dung nhu dbi voi cac van ban noi quy.
Phén Hobi

Nhitng phan hoi tir ngudi sir dung 1a v6 cling can thiét cho qua trinh tao sy dong thuan. Bat ky ai mudn phan hdi xin dé 16 dia chi theo nhu quy trinh tao sur
dong thuan duoc dit ra boi Hoi ddng duoc viét trong tai liéu nay. Bat ctr phan hdi nao, bao gdm ca nhitng phan hoi dong gop vao su thay doi ctia van ban
trong 4n pham ké tiép hodc nhitng phan hoi khong tao ra su thay doi cho tai liéu xin dé rd dia chi nhu trong phan phu luc cia tai liéu. Chung toi nhiét liét
khuyén khich nguoi doc giri phan hoi vé bat cir phan nao cia tai liéu ¢ bat cir phién ban nao. Dia chi phan hoi: Clinical Laboratory Standards Instittute, 940
West Valley Road, Suite 1400, Wayne, PA 19087, USA

Tham Gia Tinh Nguyén

CLSI héi thic cac chuyén gia trong linh vic cham soc siic khoe & moi chuyén khoa tham gia tinh nguyén vao du an ciia chung t6i. Xin hdy lién lac véi

chung t6i qua dia chi customerservice@clsi.org hodc s6 dién thoai +610.688.0100 dé c6 thém nhitng thong tin tir Uy ban.
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Qui trinh thao tic chudn vé thir nghiém tinh nhay cam khang sinh; Phién ban cap nhat lan thir 21

Mé dau

Nhitng thong tin trong tai liéu nay nhim muc dich bd sung cho nhitng quy trinh chuan vé xac dinh tinh nhay cam véi khang sinh dugc cong bd trong nhirng
tai liéu trudc d6 cua CLSI nhu: M02-A10-Quy Trinh Chudn cho Thir Nghiém Xdc Binh Tinh Nhay Cam Khdng Sinh bang Phwong phdp Khoanh Gidy
Khuéch tin; va MO7-A8- Xéc Pinh Tinh Nhay Cam Khang Sinh bang Phirong Phdp Pha Lodng doi véi cac Vi Khuan Hiéu Khi. Tiéu chuan nay mang nhitng

théng tin vé quy trinh chuan cho thir nghiém bang ca phuong phap khoanh gidy va pha lodng cho cac vi khuan hiéu khi.

Théng tin tir cac Labo Vi sinh Lam sang cuc ky quan trong v&i cac Bac sy Lam sang trong viée diéu tri cac bénh nhan ning. Két qua cua thir nghiém tinh
nhay cam khang sinh c6 gia tri 1m sang khi thir nghiém d6 duoc thyc hién dudi diéu kién tdi wu nhit va Labo d6 ¢6 du kha ning cung cip nhitng thong tin

vé nhitng nhém khang sinh méi nhét.

Nhitng thong tin & dang bang trong tai liéu nay thé hién nhirng thong tin méi nhét trong quy trinh chuan vé Iya chon khang sinh, dién giai két qua khang sinh
d6 va dam bao chét lugng xét nghiém trong M02 va M07. Ngudi sir dung phai thay thé nhitng bang cii bing nhimg bang mdi nay. Nhirng sir thay d6i nay

dugc thé hién bang in dam.

Vién Tiéu chan Lam sang va Xét nghiém. Qui Trinh Thao Tac Chudn vé Thir Nghiém Tinh Nhdy Cam Khdng Sinh; Phién ban cdp nhdt lan thir 21. Tai lidu
cia CLSI M100-S21 (ISSBN 1-56238-742-1). Vién Tiéu chuan Lam sang va Xét nghiém, 940 West Valley, Suite 1400, Wayne, Pennsylvania 19087 Hoa
Ky, 2011

Nhirng thong tin dugc dién gidi dudi dang bang trong tai liéu nay chi co gia tri khi quy trinh dugc thuc hién theo dung nhu tai lidu M02-A10 Quy
Trinh Chudn cho Thir Nghiém Xac Pinh Tinh Nhay Cam Khang Sinh bang Khoanh Gidy, Tiéu Chudn Pd Pwoc Chap Thudn-Phién Ban Lan Thir
Muoi va MO7-A08 Phuong Phéap Xdc Dinh Tinh Nhay Cam Khang Sinh bang Pha Lodng véi Vi Khudn Hiéu Khi; Tiéu Chudn Ba Puwoc Chdp
Thuén-Phién Ban Lan Thir Tam.
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Tém tit quy trinh ciia CLSI cho viéc xac dinh tiéu chuén dién giai va nhirng khoang cho phép cia quan ly chét lwgng xét nghlem
Vién Tiéu chuin Lam sang va Xét ngiém (CLSI tén cii NCCLS) 1a mot t6 chirc qudc té, da nganh, phi loi nhuan, chuyén phat trién cac tiéu chuan, va co

chirc ning giao duc. Vién duoc chimg nhan boi Vién cac Tiéu chuan Qubc gia Hoa Ky (American National Standards Institute). Vién thiic ddy va phat trién
viée str dung nhirng tiéu chuan va huéng dan da duoc dong thuan trong linh vuc chiam soc sirc khoe. Nhitng tidu chudn va hudng dan da dugce dong thuan
dugc phat trién ¢é nhdm vao nhiing linh virc quan trong ctia cac thir nghiém chuén doan va cham soc sic khoe, va dugc phat trién boi mot quy trinh tao su
déng thuan mé cung voi su thao luan. CLSI cau thi moi c4 nhan va to chuc quan tam to1 linh vye thtr nghiém chudn doan va cham soc bénh nhan. Nhiing
thong tin vé CLSI ¢ thé duoc tim thiy tai www.clsi.org.

Uy ban vé thir nghiém tinh nhay cam khang sinh (Khang sinh d6) ctia CLSI tién hanh soat xét duy liéu tir rat nhidu nghién ctru va cac ngudn khac nhau (vi du,
nghién ctru in vitro, nghién ctru dugc dong hoc, nghién ciru 1am sang) dé xac dinh nhirng phwong phap khéng sinh dd, tiéu chuan dién giai két qua, va cac
tham s6 cho quan ly chat lugng (QC). Nhitng yéu cau d6i véi cac dir liéu cho viée xac 1ap tidu chuan dién giai két qua, cac dir liéu cho cac tham sé cua QC,
quy trinh cta viéc can nhic, danh gia cac dit liéu d6 dugc trinh bay trong tai liéu CLSI-M23- Phdt trién cdc Tiéu chudn cho Thir nghiém Nhay cam Khdng
sinh va cdc Tham s6 cho Kiém sodt Chdt lwpng (Development of In Vitro Susceptibility Testing Criteria and Quality Control Parameters).

Mirc d6 nhay cam ciia vi khuan vé6i khang sinh ngay cang suy giam, gdy 1én tinh trang khong hiéu qua va/hodc thiéu an toan cho 1am sang. Cac phuwong phép
khang sinh d0 va cac tham s6 QC can phai dugc didu chinh dé dam bao chinh xac hon, dé dang thuc hién hon. Chinh vi nhimng 1y do trén, CLSI lién tuc giam
sat va cap nhat thong tin co cac tai liéu ctia Vién. Mac du, cac tiéu chuén va hudng dan cua CLSI dugc phat trién dua trén nhitng thong tin méi nhét, nhitng
kién thirc pht hop véi thoi diém hién hanh. Nhimg véi nhing thay ddi lién tuc trong linh vuc Khoa hoc va Y-Sinh hoc, nhitng hudng dan va tiéu chuan nay
phai duoc ap dung mot cach hai hoa véi nhimng diéu chinh 1dm sang, dé sao cho, mbi két qua xét nghiém phai phi hop va co gia tri trong viée diéu tri bénh
nhan cua tirng trung tam.

Nhitng thong tin bo sung, cap nhat va cic thay doi trong tai liéu nay dugc tim thay tai phan riéng ctia Uy ban Thir nghiém Nhay cam Khang sinh theo so d6
sau: trang nha www.clsi.org -> Committees -> Microbiology -> S/C Antimicrobial Susceptibility Testing.
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Tuyén bé vé Nhiém vu ciia Uy ban Thir nghi¢ém Nhay cam Khang sinh

Uy ban vé thir nghiém nhay cam khang sinh dugc thanh 1ép bao gbm céc dai dién tir chuyén gia, chinh phu, va cong nghiém, bao gdm phong xét nghiém vi
sinh, co quan chinh phu, cung cap dich vu cham so6c stre khoe va giao duc, dugc phdm va cong nghiém chan doan vi sinh. Bang quy trinh tao sy dong thuan
tu nguyén cua CLSI, uy ban phat trién nhirng ti€u chuan ma thuc day sy chinh xac trung thir nghi¢m khang sinh d6 va su phu hop trong bao céo két qua
khang sinh do.

Nhiém vy ciia Uy ban Thir nghiém Nhay cam Khang sinh la:

Phat trién cac phuong phap tham chiéu chuén cho céc thir nghiém nhay cam khéang sinh.

Cung céap cac tham s6 QC cho cic phuong phap thir nghiém chuan.

Xac dinh tiéu chuan dién giai két qua cho cac thir nghiém nhay cam khéng sinh d6 chuan.

Cung cap nhitng goi ¥ vé chién luogc thir nghiém va béo cdo ma co gia tri 1am sang va hidu qua kinh té.

Lién tuc diéu chinh cac ti€u chuan va toi wu hoéa sy phat hi¢n cac co ché khang moi ndi tr d6 phat trien hodc cai tién cac phuong phap, tiéu chuan

dién giai két qua, va tham s cho QC.
Tuyén truyén cho ngudi sir dung céc tiéu chuan va hudng din thong qua cac kénh truyén thong da phuong tién.

Khuyén khich sy trao doi véi ngudi sir dung vé cac phuong phap.

Muc tiéu thyc tién cho nhiém vu ctia Uy ban 14 cung cip nhitng thong tin hiru dung dé cac phong xét nghiém cé thé hd trg 1am sang trong viéc Iya chon lidu
phap khang sinh phii hgp dé diéu tri bénh nhan. Nhitng tiéu chudn va huong dén c6 nghia 1a chira dung diy du cac thong tin tudng minh cua tit ca cac khang
sinh va phai théa man cac ti€u chuén di duoc dé ra boi CLSL. Gia tri dan duong cho nhiém vu cua Uy ban 1a chét lwong, chinh xac, twong minh, thoi gian,
hop tac, déng thuan, dang tin cay.
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Lua chon khang sinh cho thir nghiém va bao cdo ) )
Viéc lya chon céac loai khang sinh phu hgp nhat cho thir nghiém va bao cdo 1a quyet dinh do cac phong xét nghiém vi sinh 1am sang ket hop thao

luén véi Bac s§ chuyén khoa Truyén nhiém va khoa Dugc, ciing nhu véi Hoi déng Thubc va Piéu tri va Khoa Chéng nhidm khuan cia bénh vién.
Nhitng khuyén céo & trong tai liéu nay voi timg nhém vi khuan cing véi cac khang sinh duoc chirng minh hiéu qua bang cac k¥ thuat in vitro. Qua
trinh c4n nhic danh gia cho timg nhoém khang sinh dé thir nghiém/bao céo dya trén hiéu qua 1am sang, tinh trang khang khang sinh, giam thiéu nguy
co khang khang sinh, gia thanh, nhirng chi dan sir dung 1am sang ctia FDA, va nhitng khuyén cédo chung méi nhat vé nhoém khang sinh wu tién va cac
nhém khéang sinh thay thé. Sy khing thudc bat thudng phai duge bao cio (vi du Enterobacteriaceae khang véi carbapenems). Thir nghiém ddi véi
cac loai thude khang sinh chon lgc cé thé st dung cho muyc dich chéng nhiém khuén.

Céc khang sinh xép trong ciing mot 6 dé chi ching cting mot nhém khang sinh do d6 giai thich két qua (nhay cam, trung gian, khang) va hiéu qua
trén 1am sang tuong ty.. Trong mdi 6, “hodc™ giita cac khang sinh thudc ciing mot nhom khang sinh, dé chi kha nang khang chéo hodc nhay chéo gan
nhur 14 hoan toan. C6 nghia 14 cac 16i 16n khong quéa 3% va cac 16i nho khong qua 10% tong s6 thir nghiém. Ngoai ra, khi khing dinh rang it nhat 100
chiing khang lai “hodc” v6i nhém khang sinh duoc thir nghiém thi két qua 1a “khang” chi c¢6 thé rat ra khi cé trén 95% ching khang véi tat ca cac
khang sinh dugc thir nghiém. Chit “hodc” & cau trén con co thé dung trong trudng truong hop cling thir nghiém véi cac chung trén nhing két qua thu
dugc 1a nhay va két qua dién giai 1a nhay cam (vi du cefotaxime hoic ceftriaxone voi Haemophilis influenzae). C6 thé dua trén két qua thir nghiém
d6i véi mot khang sinh dé suy ra két qua dbi véi khang sinh con lai (vi du, ho vi khuan dudng rudt (Enterobacteriaceae) khong sinh ESBL nhay cam
voi cefotaxime co thé suy ra ciing nhiy cam véi ceftriaxone). Do d6, két qua thu dugc tir thir nghiém voi cefotaxime c6 thé duge bao cao cung voi
chii thich di kém trong bao céo d6 rang vi khuan ciing nhay cam véi ceftriaxone. Véi cac khang sinh khong thudc cing mot nhom hodc khong thudce
cing mot o, thir nghiém ctia mot khang sinh khong thé dung dé du doan két qua cho céc khang sinh khéc 1ién quan, can thuc hién nhimng thir nghiém

riéng r€ hodc thu thap du thong tin.

Thur nghiém/Bao cao theo nhém
Trong bang 1A, 1B va 1C, cic khang sinh Nhém A 14 Iya chon thich hgp cho ca thir nghiém thuong qui, cac khang sinh wu tién 13n bdo cdo thudong

qui céc két qua doi voi mot so vi khuan cu thé thuong gap.
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Nhém B gdm cic khang sinh giup ciing ¢ thir nghiém wu tién. Tuy nhién bao cdo cac két qua mot cach chon loc vi du nhu vi khuan khang céac

khang sinh trong nhom A. Chi d4n khac cho viéc bao céo két qua cé thé bao gdm cac loai bénh pham dic biét (vi du cephalosporin thé hé 3 dung cho
tryc khuan gy bénh duong rudt phan lap tir dich ndo tuy hodc trimethoprim-sulfamethoxazole ding cho céc vi khuan phan lap tir nudc tiéu), da
nhiém, nhiém & nhiéu vi tri, cac truong hop bénh nhan bi di ng thudc, khong dung nap thudc, khong dap rng voi cac khang sinh trong nhom A hodc
ding cho muc dich chdng nhidm khuan.

Nhém C bao gom cac khang sinh thay thé hodc bo sung. Nhitng khang sinh nay doi hoi phai thir nghiém & nhirng bénh vién chira cac cin nguyén vi
khuan khang lai nhiéu loai khang sinh hang dau (dic biét 1a cing nhém, vi du cac khang sinh nhém B-lactam hodc nhém aminoglycoside), hodc ding
trong diéu tri ddi v6i cac bénh nhdn co tién st khang mdt s6 thudc thudc nhém wu tién, hodc didu trj cac vi khuén bat thuong (vi dy, cloramphenicol
dé diéu tri Salmonella spp., phan 1ap ngoai ruét hodc mot sé chung khang vancomycin) hodc bao cdo Khoa Chong nhidém khuan nhu mot bién phap
hd trg vé& mat dich t& hoc.

Nhém U (“Urine-nuéce tiéu) bao gdm mot sb loai khang sinh nhat dinh (vi du nitrofurantoin va cac quinolone) thudng chi dung trong diéu tri
nhiém tring tiét niéu Nhitng khang sinh nay khong dugc phép bao céo thudng qui v6i cc cin nguyén vi khuan phén lap duoc tir ngoai dudng tiét
niéu c6 kha ning chira tri. Cac khang sinh phd rong co thé duoc cho vao nhom U trong diéu tri cac tic nhan giy viém duong tiét niéu (vi du,
Pseudomonas aeruginosa va ofloxacin).

Nhém O (“Other-khac”) gdm cac khang sinh c6 chi dinh 1am sang d6i véi mot nhom vi khuan, nhung thudng khong phai 1a lwa chon cho thir
nghiém cling nhu bao cdo thuong qui & Hoa Ky.

Nhém Inv (“Investigational-nghién ctru”) gdm cac khang sinh dang trong qua trinh nghién ctru, chua dugc FDA thong qua sir dung & Hoa Ky.

Bao cao chon loc

Mdi phong thi nghiém phai quyét dinh Iya chon khang sinh nao trong cac bang cho bao cdo thudng qui (nhom A), va khang sinh nao chi dugc lwa
chon cho bao cao chon loc (nhém B), ddng thoi nén tham khao ¥ kién tu van cta cac nha 1am sang, cac dugc sy, Khoa chéng nhiém khuan, Hoi dong
thude va diéu tri cung Khoa dugc ctua bénh vién. Cac bao cao can dem lai nhitng gia tri va hi€u qua trén lam sang déng thoi hd tro giam thiéu duge

su phat trién cta cac chung thudc vi hé binh thuong da khang thudc do su lam dung khang sinh pho rong. Két qua bao céo véi cac khang sinh trong
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nhém B khong c6 trong bao cao thuong qui nhung ludn can c6 san trong truong hop can thiét doi vai mot sé bénh pham. Can bao cio khi phat hién

su khang thudc méi (vi du, vi khudn khang khéng sinh thay thé mac du vi khuan nay nhay cam véi khang sinh vu tién-hang dau).

Két qua bao cao

Céc gia tri MIC (ndng d6 cu thé cia MIC) nhu dugc md ta trong bang MO7-A8 c6 thé duge bao céo truc tiép cho bac sy 1dm sang nhim phuc vu
cong tac chiam soc sirc khoé. Tuy nhién bac sy 1am sang ciing can phai hiéu cic két qua nay. Do d6 cac Béac sy 1am sang can dugc cung cép nhirng
thong tin vé su dién gia két qua khang sinh dd mot cach déu dan. Tiéu chuan doc két qua va danh gia gia tri MIC d6i véi tirng nhém vi khuan duoc
gi01 thi¢u trong tai li¢u CLSI-M23.

Céc tiéu chuan doc két qua va danh gia gia tri MIC va khoanh gidy khuéch tan dugc dya trén liéu dung va dudng dung thong thuong & My.

Dién giai két qua khang sinh d nhdy cam, trung gian va khang dugc béo céo va dinh nghia nhu sau:

Nhdy cam (S)

Két qua 1a nhay cam khi vi khuan bj trc ché boi ndong do thong thuong dat duge ciia mot khang sinh nao d6 khi dung véi liéu duoc chi dinh dé diéu tri
nhiém trung.

Trung gian (I)

“Khéang trung gian” (Intermediate) 1a kiéu khang trong d6 véi nhitng ndng do we ché tdi thiéu ciia mot khang sinh thuong dat duoc trong mau va t6
chirc cho dap ung thap hon so véi kiéu nhay cam (S). Khang trung gian phan dnh hiéu qua 1am sang tai cic co quan, b phan ma thude phan bd (VD:
ndng d6 khang sinh nhém quinolones va khang sinh nhom beta-lactam trong nudc tiéu) hodc két qua dicu tri dat dugc khi sir dung khang sinh d6 véi
liéu cao hon lidu thong thuong, (VD: khang sinh nhém beta-lactam). Dbi v6i kiéu khang nay can than trong khi danh gi4 ranh gi¢i mirc d6 khang,
tranh gay ra sy khong thong nhét trong viéc nhan dinh két qua, dic biét ddi voi cac loai thube ¢6 gidi han doc tinh hep.

Khang (R)

“Khang” (Resistant), 1a kiéu khang ma khéng sinh & lidu thong thuong khong c6 kha niang wc ché sy phat trién cta vi khuan hodc dugc khang dinh
qua ndng d6 trc ché va duong kinh ving tre ché nam trong gidi han ctia co ché khang, hoic thuc té khang sinh khong c6 hiéu qua trong diéu tri 1am
sang.

Khong nhiy cam (NS)
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La mot cach dién giai két qua ding cho mot sd ching vi khuén chi ¢ tiéu chuan doc két 1a nhidy cam. Boi vi hiém hodc khong c6 cac trudng hop

khang xay ra & cac ching vi khuan nay. Cac chung vi khuan cé gia tri MIC cao hon hodc c¢6 dudng kinh viing e ché thap hon gia tri nhdy cam can
dugc bao cdo la khong nhay cam.

LUU Y 1: Mot chung cho két qua khong nhiy cam khong c6 nghia 1a chung d6 thuc sy c6 co ché khang. Diéu nay c6 thé do cac ching, c6 gia tri
MIC 16n hon gié tri nhay cam hodc thiéu co ché khang. Co ché khang nay c6 thé gap phai trong nhém phan bd ty nhién rong sau thoi diém xay dung
gid tri nhdy cam.

LUU Y 2: Bdi véi cac chung cho két qua “khdng nhiay cam”, phan 1ap dinh danh va thir nghiém nhay cam khang sinh can duoc khang dinh lai (Xem
Phuy luc A).

D6i véi mot sé nhom vi khuan khong duge liét ké trong cac bang tir 2A dén bang 2J, tham khao tai liéu huéng dan CLSI-M45- Phuong Phap cho
Thir Nghiém Tinh Nhay Cam Khang Sinh bang Phuong Phép Pha Lodng va Khoanh Gidy v&i Vi Khuan Khé Phét Trién va Vi Khuan Hiém Gap. Tai
liéu ndy cung cap nhitng phuong phép chuin khuyén céo cho thir nghiém tinh nhiy cam khéng sinh. N6 bao gém cac thong tin vé Iya chon khang
sinh, dién giai két qua, kiém soat chit luong. Cac nhém vi khuan dugc dé cdp trong tai liéu nay 1a Abiotrophia va Granulicatella spp. (hay
Streptococci thiéu hut vé mat dinh dudng), deromonas hydrophilia, Bacillus spp., (trir B. anthracis), Campylobacter jejunil/coli, Corynebacterium
spp., (bao gdom ca C. diphtheriae), Erysipelothrix rhusiopathiae, nhom HACEK: Aggregatibacter spp. (trudc ddy 1a nhom Aphrophilus cia ho
Haemophilus (vi du, H. aphrophilus, H. paraphrophilus, H. segnis) Actinobacillus actinomycetemcomitans, Cardiobacterium spp., Eikenella
corrodens va Kingella spp.; Helicobacter pylori; Lactobacillus spp., Leuconostoc spp., Listeria monocytogenes, Moraxella catarrhalis, Pasteurella
spp., Pediococcus spp., cac ching vi khuan c6 thé sir dung trong khung bd sinh hoc va Vibrio spp., bao gom ca Vibrio cholerae

Déi véi cac vi khuan khac khong duge dé cap & trén, cac nghién ctru chua dii dé xay dung tiéu chuan phén tich két qua. Cac vi khuan nay c6 thé doi
hoi diéu kién nudi cdy, méi trudng nudi cdy khac hodc co su phat trién khong 6n dinh. Ddi v6i cac vi khuan nay, tham khao tu van cia cac chuyén
gia vé bénh truyén nhiém vé viéc tién hanh cac thir nghiém tinh nhay cam khang sinh va phan tich két qua. Trong truong hop can thiét tién hanh thir
nghiém, phuong phap khang sinh pha lodng 1a thich hop nhét, va c6 thé chuyén chiing dén phong thi nghiém chuan dé xét nghiém. Can canh béo cho

béc sy 1am sang nhitng han ché cua thir nghiém ciing nhu viéc phan tich két qua.
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Can c6 su phdi hop giita cac chuyén gia vé bénh truyén nhidm, cac dugc sy, cac chuyén gia chong nhiém khuan va hoi dong didu tri trong viéc xay

dung cac chinh sach lién quan dén cac thé hé khang sinh luy tién. Da s6 cac trudng hop, két qua khang va trung gian khong nén phdi hop trong cling
mot s6 liéu théng ké. Tham khao tai liéu CLSI-M39-Phdn tich va trinh bcfy 6 liéu thir nghiém nhdy cam khang sinh luy tién.

Thio ludn vé li¢u phap

Mot s6 thao luan dugc dua ra lién quan dén nhirng ban khoan trong qua trinh diéu tri. Nhitng thao luan nay dugc danh ddu bang ky hiéu Rx. C6 thé
dua céac thao luan nay vao bénh 4n hodc béo céo. Vi du: can dwa vao bao cdo vé tinh nhdy cam ciia enterococcus phan 1ap tir bénh phdm mau véi
nhan xét “liéu phap phdi hop khang sinh ampicillin, penicillin hodc vancomycin (ddi véi cac chung nhdy cam) voi mot khang sinh nhom
aminoglycoside thudng duoc chi dinh trong nhiém khuan enterococal thé ning, vi du nhu viém noi tim mac, trir khi da khang mirc d cao véi ca
gentamicin va streptomycin. Phdi hgp nay c6 tac dung hiép dong tiéu diét vi khuan Enterococcus™

Liéu khang sinh dugc chi dinh thuong rat khac nhau. Trong mot sé trudng hop, gia tri MIC dwa vao chi sb duoc dong hoc hodc sir dung liéu lugng
dac biét cho bénh nhan. Trong trudng hop st dung lidu luwong dac biét cho bénh nhan dugc dat ra, nhitng chu thich vé lidu lwong phai dua vao bang
bao cdo.

Khing dinh két qua trén bénh nhén

Céc thong s cua thir nghiém dugc kiém soat boi qui trinh quan 1y chat lugng khuyén cio dugce mo ta trong tai liéu ndy. Tuy nhién, két qua chap
nhan dugc co tur viée thir nghiém cac chung chuén khong thé dam bao chic chin tuyét dbi cho két qué thu dugc khi tién hanh thir nghiém vdi cac
chiing phan lap tir bénh nhan. Do d6 can xem xét tat ca cac két qua thir nghiém véi tat ca cac loai khang sinh véi cac ching phén lap tir bénh phim
trude khi béo cao. Didu d6 gitip dam bao: 1) Két qua khang sinh d6 nhat quan véi két qua dinh danh vi khuan; 2) két qua ctia timg khang sinh cu thé
trong mot nhom khéng sinh phai mang tinh logic thir bac theo hoat phd khang khuan (vi du: cephems thé hé 3 phai c6 tac dung manh hon cephem thé
hé 1 va 2 d6i voi Enterobacteriaceae); 3) vi khuan nhay cam v6i mot so loai khang sinh va chua c6 béo cao nao vé su khang thudc dbi voi khang
sinh d6 dugc ghi nhan véi tiéu chuan doc két qua 1a “nhay cam” trong tai liéu M100 (vi du, vancomycin va Streptococcus spp).

Déi voi cac truong hop két qua bat thuong hodc khong nhat quan, can kiém tra lai cac thong so sau: 1) 16i ghi chép; 2) nhiém trong qua trinh thir
nghiém (kiém tra vo trung); 3) dbi véi thir nghiém MIC, dia méi truong khong dam bao chat lugng (v&, méi truong khong kin dia, do day khong
dung tiéu chuan); 4) két qua trude d6 trén bénh nhan (vi dy, bénh nhan phén lap duoc cung loai vi khuan ¢ két qua khang sinh d6 bat thuong trudc

d6). Trong trudng hop khong xac dinh dugc nguyén nhan gay ra két qua sai léch, can tién hanh lai thir nghiém va/hodc dinh danh lai tac nhan gay
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bénh. Hodc c6 thé thay d6i phuong phép thir nghiém. Tham khao phy luc A danh sach cac két qua can xac dinh lai. Mdi phong xét nghiém nén xay

dung phuong phép xtr 1y cac két qua bat thuong va nhdn manh vé anh hudng ciia cac két qua d6 dén viéc chiam soc strc khoé ctia bénh nhan.

Sw phat trién cta tinh trang khang thudc va thir nghiém phén 1ap Iip lai

Mot s vi khuan ban ddu nhay cam khéng sinh nhung sau mot thoi gian diéu tri tré' nén khang trung gian hoic khang thudc. Do d6, viéc phan lap
dugc ciing mot ching gy bénh trén ciing bénh nhan & cung vi tri 1dy bénh pham nén duoc thir nghiém dé phat hién sy xuét hién ciia cac ching khang
thubc. Su khang thudc co thé xay ra trong vong 3 t&i 4 ngady va mot s6 vi khuan khang thudc thudng gip bao gdm Enterobacter, Citrobacter,
Serratia spp., khang cephalosporin thé hé 3; truc khuan mu xanh P. aeruginosa khang tat ca cac loai khang sinh, tu cau khang khang sinh nhom
quinolones. Di v6i tu cau vang (S. aureus), cac ching nhiy cam v6i vancomycin ciing c¢6 thé tré nén khang trung gian néu diéu tri kéo dai.

Trong mdt s6 trudng hop, thir nghiém dé phat hién cac chung khang mdi co tién hanh soém hon 3-4 ngay vi hién tugng khang méi c6 thé xay ra som
hon. Dé dua ra duge quyét dinh thr nghi€ém sém can co su hiéu biét vé cac tinh huéng cu thé va tinh trang sttc khoé cuia bénh nhan (vi du,
Enterobacter cloaceae phan lap tir cAy mau trén bénh nhan so sinh thiéu thang). Phong xét nghiém hudng din thoi diém thyc hién thir nghiém xac
dinh hién tugng khang mai sau khi tu van cung cac canbg y té khac trong bénh vién.

Canh bao

Mot sb gop ¥ duoc ghi trong bang. Nhirng gop ¥ ndy lién quan dén viéc hiéu nhitng két qua mot cach sai 1éch gay nguy hiém c6 thé xay ra khi mot sb

loai khang sinh dugc thir nghiém va bao céo 1a nhay cam ddi voi mot s6 vi khuan gy bénh. Nhitng ching nay duoc danh dau véi chit “Canh bao”.

“Canh bao”: Cac cip khang sinh va vi khuan sau day c6 thé cé tac dung trong phong xét nghiém nhung khong ¢ hidu qua diéu tri trén 1am sang, do dé6

khong dugc bdo cdo la nhay cam

Vi tri Vi khuin Khang sinh khong dwgc bdo cio la nhiy cim
Bang 2A Salmonella spp., Shigella spp. Cephalosporin thé hé 1, 2, cephamycins, aminoglycoside
. Penicillins, phdi hgp khéng sinh B-lactam/chét trc ché men B-lactamase,
Bang 2C Staphylococcus spp., khang oxacillin
cephems c6 kha nang khang staphylococcal, carbapenems
Aminoglycosides (khong ké nong do cao), cephalosporins, clindamycin va
Bang 2D Enterococcus spp.

trimethoprim-sulfamethoxazole
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Thtr nghi€m sang loc, theo nhu mo ta trong tai li€u nay, xac dinh mgt chung la nhdy cam hoac khang v&i mot hodc mot s6 khang sinh dya trén co ché khang

cu thé hodc biéu hién khang cu thé. Mot sb thur nghiém sang loc c6 @6 nhay va do dac hiéu dam bao. Két qua cua thir nghiém sang loc nay cho Kkét qua dang

tin cdy va c6 thé bao cao ma khong can dén thir nghiém hd trg khac. Cac chung khac doi hoi thir nghiém thém dé khang dinh két qua thu dugc tir thir nghiém

sang loc. Dudi day 1a bang téng két cac thu nghiém sang loc; chi tiét cua ting thtr nghiém bao gém dd dac hi€u cta thtr nghiém, cac han ché, va cac thu

nghiém hd trg can c6 dé khang dinh két qua, dugc cung cap trong cac bang bo sung duoc liét ké dudi day.

Chiing vi khuén Vi tri bang Co ché khang hoic Thir nghiém sang loc Thir nghiém hd trg dé khang dinh?
biéu hi¢n khang
Enterobacteriaceae 2A-S1 Sinh ESBL Ca 2 phuong phap vi pha lodng va khoanh | C6, néu thir nghiém sang loc dwong
gidy khuéch tan voi cac khang sinh nhom | tinh®
cephalosporin va aztreonam
2A-S2 Sinh Carbapenemase Ca 2 phuong phap vi pha lodng va khoanh | C6, néu thir nghiém sang loc dwong
gidy khuéch tan voi cac khang sinh nhom | tinh
carbapenems
2C-S3 Sinh Carbapenemase Ca 2 phuwong phap vi pha lodng va khoanh | C6, néu thir nghiém sang loc dwong
gidy khuéch tan voi cac khang sinh nhém | tinh
carbapenems
Staphylococcus aureus 2C-S4 Sinh beta-lactamase Test nhanh xac dinh B-lactamase Néu thir nghiém sang loc am tinh, tién

hanh thir nghi¢ém MIC véi penicillin va
thir nghiém sinh beta-lactamase (néu
MIC penicillin < 0.12 pg/ml hoéc

duong kinh ving trc ché > 29 mm) trén
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cac chung tiép theo trén cung bénh
nhan; can nhic lam PCR xac dinh gen

blaZ

Khéang Oxacilllin Pha loang trén thach: MHA v6i 4% NaCl | Khong
va 6 pg/ml oxacillin
Co ché khang oxacillin | Ca 2 phwong phap vi pha lodng va khoanh | Khong

qua trung gian mecA

giay khuéch tan vdi cefoxitin

MIC Vancomycin > 8

Pha loang trén thach; BHI v&i 6 pg/ml

Co, néu thir nghiém sang loc cho Kkét

ug/ml vancomycin qua duong tinh
Khéang clindamycin suy | Ca 2 phuong phép vi pha loang va khoanh | Khong
dién gidy khuéch tan voi clindamycin va
erythromycin
Khéng mupirocin muc | Ca 2 phuong phép vi pha loang va khoanh | Khong

do cao

giay khuéch tan véi mupirocin

Tu cau khong sinh men

coagulase

2C-S5

Sinh beta-lactamase

Test nhanh xac dinh B-lactamase

Néu thu nghiém sang loc am tinh, tién
hanh thir nghi¢ém MIC véi penicillin va
thir nghiém sinh beta-lactamase (néu
MIC penicillin < 0.12 pg/ml hoac
duong kinh vung e ché > 29mm) trén
cac chung tiép theo trén cung bénh
nhan; cin nhic lam PCR xac dinh gen

blaZ
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Co ché khang oxacillin | Khoanh gidy khuéch tan véi cefoxitin Khong
qua trung gian mecA
Khéang clindamycin suy | Ca 2 phuong phép vi pha loang va khoanh | Khong

dién gidy khuéch tan voi clindamycin va
erythromycin
Enterococci 2D-S6 Khéng vancomycin Pha lodng trén thach v&i vancomycin C6, néu thir nghiém sang loc dwong
tinh
Khang aminiglycoside | Ca phuong phap vi pha lodng, pha loang | Khong ddi véi MIC; ¢6 d6i v6i khoanh
muc d¢ cao (HLAR) trén thach va khoanh gidy khuéch tan véi | gidy, néu khong thuyét phuc
gentamicin va streptomycin
Streptococcus 2G Khéng penicillin Khoanh giay khuéch tan véi oxacillin C6, néu khong nhay cam
phneumoniae
Streptococcus spp. | 2H-1-S7 | Khing clindamycin | Cd 2 phwong phdp vi pha lodng va | Khong
Nhom tan mau beta suy dién khoanh gidy khuéch tan véi clindamycin

va erythromycin

Viét tit: BHI, canh thang BHI; ESBL, khang Blactam phd rong; FDA, Cuc quan 1y Thudc va An toan Thyc pham Hoa Ky; HLAR, khang amynoglycoside

néng d6 cao; MHA, thach Mueller-Hinton; MIC, Néng dd e ché tbi thiéu; MRSA, Tu cau vang khang methicilin

*Néu sir dung cac diém nhay cam cephalosporin va aztreonam da stra, khong can tién hanh thir nghiém ESBL; néu van tién hanh thr nghiém sang loc ESBL,

can tién hanh thir nghiém khéng dinh dé xac dinh su c6 mit cua ESBL.
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VIL. Cac chir viét tit

AST thur nghiém nhay cam khang sinh

ATCC tén thuong mai ctia hé théng chung chuan theo tiéu chuan cia Hoa Ky
BHI Canh thang ndo tim

BLA B-lactamase duong tinh (phat hién bang thir nghiém chromogenic cephalosporin)
BLNAR B-lactamase am tinh, khang ampicillin

BSC tu an toan sinh hoc

BSL2 An toan sinh hoc cép do 2

BSL3 An toan sinh hoc cép do 3

CAMHB canh thang Mueller-Hinton d4 diéu chinh cation

CDC Trung tim kiém soat va phong ngira dich bénh (Hoa Ky)

CoNS Tu cau khong sinh men coagulase

CSF dich ndo tuy

DMF dimethyl formamide

DMSO dimethyl sulfoxide

ESBL men B-lactamase phd rong

FDA Cuc quan 1y an toan thudc va thuc pham

HLAR khang aminoglycoside ndng do cao

HTM Mbi truong thir nghiém Haemophilus

KPC K. pneumonia sinh men carbapenemases

LHB Ly gidi mau ngua

MHA Thach Mueller-Hinton

MHB Canh thang Mueller-Hinton

MIC Nong d6 tre ché t6i thiéu (Nong d6 khang sinh tdi thiéu tre ché vi khuan)
MRS Staphylococci khang methicillin

MRSA Tu cau vang khang methicillin

NAD nicotinamide adenine dinucleotide

PABA para-aminobenzoic axit

PBP 2a Protein 2a gan penicillin

QC kiém soat chit luong
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Bang 1A. Cic nhém khéng sinh véi cac chi din 1am sang ciia FDA cin dwoc thir nghiém va bao cdo thwong qui ddi véi cac vi khuin dé moc tai cac
phong xét nghiém vi sinh 1am sang & Hoa Ky

Enterobacteriaceae® Pseudomonas aeruginosa | Staphylococcus spp. Enterococcus spp."
E(E Ampicillin® Ceftazidime Azithromycin® hodc Ampicillin
== clarithromycin® hodc Penicillin®
&) g erythromycin®
E Clindamycin®
= 3 Oxacillin ( cefoxitin)*'
=0 Cefazolin™' Gentamicin Penicillin®
< Q Tobramycin
=2
% § Gentamicin Piperacillin Trimethoprim-
z Tobramycin sulfamethoxazole
> - L . . . ,
é Amikacin Amikacin Daptomycin Daptomycin
< Aztreonam Linezolid Linezolid
; Amoxicillin-clavulanic axit Cefepime Telithromycind Quinupristin-
= Ampicillin-sulbactam dalfopristin®
o Piperacillin-tazobactam
% S Ticarcillin-clavulanic axit
(E % Cefuroxime Doxycycline Vancomycin
= = Minocycline
% @) Tetracycline®
E % Ciprofloxacin Vancomycin
= 4 Levofloxacin
o
2 Cefepime Imipenem Rifampin®
> Meropenem
g Cefotetan Piperacillin-tazobactam
4 Cefoxitin Ticarcillin
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Cefotaxime®™ hodc

Ceftriaxone®™

Ciprofloxacin®

Levofloxacin®

Doripenem

Ertapenem

Imipenem

Meropenem

Piperacillin

Trimethoprim-

sulfamethoxazole®

Aztreonam' Chloramphenicol® Gentamicin (chi dung dé
8 Ceftazidime' sang loc khang mirc d cao)
-
Z
=3 7
5 Ciprofloxacin hodc levofloxacin |Streptomycin (chi dung dé
o9 hodc sang loc khang muc d6 cao)
6 % ofloxacin

7]

C.0
é = Moxifloxacin
v Chloramphenicol™® Gentamicin
% Quinupristin-dalfopristin™
E Tetracycline®
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Cephalothin Lomefloxacin Ciprofloxacin
o= Lomefloxacin hoac Norfloxacin Levofloxacin
5 E Ofloxacin Norfloxacin
N
% é Lomefloxacin hoac Nitrofurantoin
z ofloxacin Norfloxacin
8 % Nitrofurantoin
= Norfloxacin
% % Nitrofurantoin Sulfisoxazole
E = Sulfisoxazole Trimethoprim

a Trimethoprim Tetracycline®

" Chi thir nghiém ndng d6 trc ché t6i thiéu MIC, thir nghiém khoanh gidy khuéch tan khong dang tin ciy




Bang 1A (Tiép)
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Acinetobacter spp.”’

Burkholderia cepacia’

Stenotrophomonas
maltophilia **

" Cac chiing khac khong
thugc nhém

< A
> Enterobacteriaceae
E(E Ampicillin-sulbactam Trimethoprim- Trimethoprim- Ceftazidime
== __ sulfamethoxazole sulfamethoxazole
O Ceftazidime
7 5
E % Ciprofloxacin
= Levofloxacin
; 9,1 Imipenem Gentamicin
) M Meropenem Tobramycin
E Gentamicin Piperacillin
Tobramycin
z Amikacin Ceftazidime "Ceftazidime Amikacin
(E " Chloramphenicol® "Chloramphenicol® Aztreonam
g 8 " Levofloxacin Levofloxacin Cefepime
= ; Piperacillin-tazobactam Meropenem Minocycline Ciprofloxacin
E o Ticarcillin-clavulanic axit Levofloxacin
o=
% g Minocycline Ticarcillin-clavulanate Imipenem
E zﬁ) " Ticarcillin-clavulanate Meropenem
= Cefepime Piperacillin-tazobactam
R Ticarcillin-clavulanate
= =]
g Cefotaxime Trimethoprim-
z Ceftriaxone sulfamethoxazole
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Doxycycline

Minocycline

Tetracycline

Piperacillin

Trimethoprim-

sulfamethoxazole

Cefotaxime

% Ceftriaxone
©)]
SRV
é = %
[l Z n : C
0 So Chloramphenicol
s5a
E
&) Lomefloxacin hodc
% % oloxacin
8 m,(é Norfloxacin
g % 8 Sulfisoxazole
s =]
% % E Tetracycline®

" =Chi thir nghiém ndng do e ché ti thiéu MIC, thir nghiém khoanh gidy khuéch tan khong déng tin cay
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Bang 1A. (Tiép)

“Canh b4o”: Cac khang sinh sau diy dwoc dé cip trong tai liéu nay khong nén bio cio thuwong qui véi cic chiing vi khuin phén lap tir dich nio

tity. Cac khang sinh nay khong phai la cac thudc dwoc lya chon va c6 thé khong cé hiéu qua trong diéu tri nhiém khuén dich nio tiy do cac

chiing vi khuén nay gy ra (vi du: cic chiing vi khuén trong bang 2A dén 2J:
Céc khang sinh chi ding duong udng
Céc khang sinh Cephalosporin thé hé 1 va 2 (trir Cefuroxime duong tiém)
va cephamycins
Clindamycin
Macrolides
Tetracycline

Fluoroquinolones

LUUY1:

LUUY 2:

Viéc lya chon cac loai khang sinh thich hop nhit cho thir nghiém va bao cdo nhdy cam khang sinh ddi voi cac bénh nhiém khuan do cac
phong xét nghiém 1dm sang truc tiép thao luan voi khoa dugc, Hoi dong Thude va Didu tri va khoa chdng nhiém khuan quyét dinh. Cac bang
trén bao gdm cac vi khuan cung véi cac khang sinh di kem da duoc chimg minh hiéu qua bang cac thir nghiém in vitro. Cac nhém A, B, C va
U gém danh sach mot sd loai khang sinh duoc lyra chon cho thir nghiém tinh nhay cam khang sinh dbi véi tung nhom vi khuén. Su lwa chon
nay duya trén hidu qua lam sang, tinh trang khang khang sinh ctia vi khuan véi khang sinh, va giam thiéu sy phat trién cia tinh trang khang
khang sinh, gia thanh, chi dinh 1dm sang cia FDA, ciing nhu dya vao nhimg hudng ddn méi nhat ctia cac khang sinh trong bang thudc khang
sinh wru tién va thudc khang sinh thay thé, ngoai ra c6 cac goi y cu thé trong phan ghi chi “e” va “f”.Khang khang sinh méi (khang khang sinh
khong mong mudn) phai dugc bao cao (Enterobacteriaceae voi nhom carbapenem) Thir nghiém d6i v6i cac loai thude khang sinh chon loc ¢6
thé sir dung cho muc dich chéng nhiém khuén.

Danh sach khang sinh trong timg bang duoc 1iét ké theo nhém c6 két qua thir nghiém tinh nhiy cam (nhdy cam, trung gian, khang) va hiéu
qua trén 1am sang tuong tu. Do do, chi Iya chon dai dién mot thude trong mdi nhom cho viéc thir nghiém. Trong mdi bang, chir “hodc” duoc

ding dé chi cac nhom khang sinh cho két qua khong rd rang vé su khang thudc hodc tinh nhdy cam. C6 nghia 14 cac 18i 1on khong qua 3% va
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cac 161 nho khong qiia 10% tong s6 thir nghiém. Ngoai ra, ding chir “hodc”, khi thir nghiém it nhat 100 ching thi ¢6 trén 95% chung khang.

“Hodc” cling dugc dung dé chi cac khang sinh c6 tac dung tuong déng, c6 thé lua chon thay thé trong khi lya chon cho thtr nghiém (vi du
cefotaxime hoidc ceftriaxone dung cho Haemophilis influenzae). Co thé dua trén két qua thir nghiém ddi véi mot khang sinh dé suy ra két qua
d6i véi khang sinh con lai (vi du, vi khuin dudng rudt khong sinh ESBL nhdy cam vdi cefotaxime c6 thé suy ra ciing nhdy cam véi
ceftriaxone). Cac khang sinh dugc Iya chon dé béo céo, phai 1a cac khang sinh da duoc thir nghiém, trur khi c6 thé suy luan Kkét qua ttr mot thur
nghiém khac chinh x4c hon (vi dy, tinh nhdy cam cua staphylococci ddi v6i oxacillin dwa trén thir nghiém v&i cefoxitin) va nén phu hop véi

bao céo cua bénh vién. Céc truong hop khang mdi can phai dugce bdo céo (vi du, Enterobacteriaceae khang carbapenems).

LUUY 3: Céac thong tin duoc in dam 1a méi hodc dwgc hi€u chinh so voi phién ban trwéc do.

Ghi chu

Luu v chung:

a.

Mot s6 chiing nhay véi tetracycline ciing c6 thé coi 1a nhay vdi doxycycline va micocycline. Tuy nhién, mot s6 chiingma khang trung gian hoic khang
tetracycline c6 thé van con nhay cam véi doxycycline va/hodc minocycline.

Rx: Rifampin khong nén st dung don doc trong diéu tri cac bénh nhiém khuan.

Khong bao co thudng qui v6i cac ching phéan lap tir dudng tiét nidu

Céc khang sinh nhom B ¢6 thé tién hanh thir nghiém wu tién nhung khi bao cdo chi nén chon loc khang sinh dua trén cac tiéu chi sau : vi khuan khang
khéng sinh ciing nhém trong nhém A. Céc chi tiéu khac cho bao cdo cé thé bao gdm ngudn gdc bénh (vi du, cephalosporin thé hé 3 ddi véi tryc khuan
gy bénh duong rudt phan lap tir dich ndo tuy hodctrimethoprim-sulfamethoxazole cho cac vi khuan gy viém dudng tiét niéu), cac truong hop di tmg
hodc qua min hay khong dép ung véi khang sinh nhom A, bdi nhidm, nhidm da & nhiéu vi tri, hodccho muyc dich chéng nhiém tring va hd trg cong tac
dich t&.

Nhom C bao gom cac khang sinh thay thé hodc bo sung co thé yéu ciu thir nghiém tai cac bénh vién ma dang hing chiu nhitng vu dich gay ra boi cac vi
khuén khang lai v6i nhiéu nhom khang sinh vu tién hang dau (dic biét 1a cac khang sinh ciing nhém, vi du B-lactams), d6i véi bénh nhan bi di ing véi
cac khang sinh wu tién (hang diu), hoic ddi voi diéu tri cac vi khuan dic biét (vi du, chloramphenicol ddi v6i Salmonella spp., phan lap ngoai rudt)

hoic cho muc dich chéng nhiém tring va hd tro cong tac dich té.
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Enterobacteriaceae

f. Tiéu chuin doc két qua Cephalothin c6 thé dwoc sir dung dé dw doan két qua ddi véi cac khang sinh cefadroxil, cefpodoxime, cephalexin va
loracarbef dwong udng. Cac dir liéu cii goi ¥ rang cac két qua ciia cephalothin ¢ thé dy doan tinh nhiy cam véi mdt sé cephalosporin khac vin
¢6 thé ding, nhung khong ¢é cic dir liéu méi diy dé khang dinh diéu nay.

g Céc chiung Salmonella va Shigella spp., phan 1ap tir phan chi két qua thir nghiém v6i ampicillin, quinolone va trimethoprim-sulfamethoxazole nén dugc
béo céo thudng qui. Ngoai ra, cephalosporin thé hé 3 nén dwoc thir nghiém va bao cio ddi véi Salmonella spp. phan 1ip ngoai rudt, chloramphenicol
6 thé thir nghiém va bao cao néu dwoc yéu ciu.

h. Cefotaxime va ceftriaxone nén dugc thir nghiém va bao cdo dbi véi cac vi khuan phan 1ap tir dich ndo tuy thay cho cephalothin va cefazolin.

i. Theo nhing thong tin méi vé dic tinhduge dong hoc (PK-PD) va han ché 1am sang, cac tiéu chuan doc két qua méi ddi v6i cephalosporins (cefazolin,

cefotaxime, ceftazidime, ceftizoxime va ceftriaxone) va aztreonam dugc xdy dung va liét ké trong Bang 2. Cac tiéu chuan doc két qua cho Cefepime va
cefuroxime (khoéng dung cho duong udng) ciing da dugc xac dinh nhung khong c¢6 su thay ddi 16n nao va dugce trinh bay & Bang 2A. Khi sir dung céc
tiéu chuan moi, khong can thir nghiém ESBL mét cach thudng quy trude khi bao cdo két qua (vi du, khong can thay d6i cic két qua dbi véi
cephalosporins, aztreonam, hodc penicillin tir nhdy cam sang khang). Tuy nhién, cho dén khi cic phong xét nghiém thuc hién tién hanh theo cac tiéu
chuan doc két qua méi, thir nghiém ESBL nén tién hanh nhu mé ta trong Bang 2A-S1. Thir nghiém ESBL c¢6 thé van c6 y nghia ddi vai dich t& hoc hodc
muc dich chdng nhiém khuan.
Luu y rﬁng, cac tiéu chuan doc két qua ddi véi cac thube khong san co & nhiéu nudce (vi dy, moxalactam, cefonicid, cefamandole, va cefoperazone)
khong dugc dénh gid. Néu xem xét str dung cac thude nay cho E. Coli, Klebsiella, hodc Proteus spp., nén tién hanh thir nghiém ESBL (xem Béang 2A-
S1). Néu cac chung cho két qua thir nghiém ESBL duong tinh, cac két qua dbi véi moxalactam, cefonicid, cefamandole va cefoperazone nén bao céo la
khang.

Pseudomonas aeruginosa va cac vi khuan khac khong thudc ho Enterobacteriaceae

j. Céc vi khuan khong thudc ho Enterobacteriaceae bao gdm Pseudomonas spp. Va cac truc khuin Gram am, khong 1én men glucose, d& moc trir P.
aeruginosa, Acinetobacter spp., Burkholderia cepacia, B. mallei, B. pseudomallei va Stenotrophomonas maltophilia bdi vi c6 cac danh sach riéng d6i

voi cac thuoc dugce goi y thir nghiém va bao cdo do6i voi cac chung nay.
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Pé xuit thir nghiém va bao cao ddi véi B. mallei va B. pseudomallei trong tai liéu CLSI M45.

Staphylococcus spp.

k. Céc chung ty cau nhay cam véi penicillin thi ciing nhiy cam véi cac sinh khac ciing nhom; cac phdi hop B-lactam/trc ché p-lactamase, cac khang sinh
cephems, va carbapenems duoc FDA thong qua trong diéu tri nhidm tu cau. Cac chiing khang Penicillin, nhiy cam véi oxacillin thi thuong khang véi cac
penicillin d& bi phan huy bdi men penicillinase, nhung nhdy cam véi cac penicillin 6n dinh vdi penicilinase, cac phdi hop khang sinh B-lactam/chét trc
ché B-lactamase, cephems c6 hoat tinh khing staphylococcal thich hop va carbapenems. Staphylococci khang oxacillin thi cling khang véi tét ca cac
khang sinh nhom beta-lactam hién nay trir cac cephalosporin thé hé méi véi hoat tinh chong MRSA. Do dé, tinh nhdy cam hodc tinh khang vdi cac
khang sinh thuéc nhom beta-lactam c6 thé duoc suy luan tir két qua ciia thir nghiém véi penicillin va hodc cefoxintin hoic oxacillin. Thir nghiém
thuong qui v6i cac khang sinh penicillin khéc, cac phdi hgp khang sinh p-lactam/chit (rc ché B-lactamase, cac khang sinh nhém cephem, hodc cac khang
sinh nhoém carbapenem khong dugc khuyén dung.

l. Két qua cua thir nghiém khoanh gidy khang sinh khuéch tan va/hodc MIC véi cefoxitin c6 thé dung dé du don tinh trang khang oxacillin qua trung gian
mecA & cac ching S. aureus, S. lugdunensis. Vi cac staphylococci khong sinh coagulase (ngoai trir S. Lugdunensis) s dung khoanh gidy cefoxitin 13
phuong phap tot nhat dé phat hién khang oxacillin qua trung gian mecA. . Cefoxitin c6 thé dugc str dung lam dai dién dé phat hién khang oxacillin; bao
c4o két qua 1a nhdy cam hay dé khang véi oxacillin dya trén két qua cta cefoxitin.. Néu mot khang sinh thudc nhom penicillin bén v6i men penicillinase
duogc thir nghiém, thi oxacillin 12 khang sinh dugc lwa chon ding va két qua c6 thé duge ap dung cho cac khang sinh penicillin bén véi men penicillinase
khac nhu cloxacillin, dicloxacillin va flucloxacillin.

m. Céc bao cdo dbi lap vé cac ching Staphylococcus aureus nhiy cam voi methicillin,

Enterococcus spp.

n. Canh bao: Dbi voi Enterococcus spp., cephalosporin, aminoglycoside (trir thir nghiém sang loc khang mirc d¢ cao), clindamycin va trimethoprim-
sulfamethoxazole c6 thé cho hiéu qua trén in vitro nhung khong c6 hiéu qua trén 1am sang, va cac chung vi khuan thuong khong duoc bao céo cac két qua
nhay cam.

0. Enterococci nhdy cam véi penicillin thi cling nhay cdm v6i ampicillin, amoxicillin, ampicillin-sulbactam, amoxicillin-clavulanate, piperacillin-

tazobactam doi voi cadc chung Enterococci khong sinh men B-lactamase. Tuy nhién, Enterococci nhdy cam véi ampicillin khong thé suy ludn la nhdy cam
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v6i penicillin. Néu can thiét, phai tién hanh thir nghiém muc d6 nhdy cam véi penicillin. Rx: Sy phdi hop ampicillin, penicillin, hodc vancomycin (ddi voi

cac chung nhiy cam), v6i aminoglycoside, thuong duogc chi dinh trong truong hgp nhiém enterococcal ning, vi du viém mang trong tim, trir trudng hop
khang mirc d6 cao véi ca gentamicin va streptomycin, sy phdi hop nay ¢ hiéu qua trong diéu tri nhiém Enterococcus.

p. Céac bao cao doi 1ap vé ching Enterococcus faecium khang vancomycin.
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Bang 1B. Cac nhém khang sinh véi chi din 1Am sang ciia FDA cén thir nghiém va bdo cio thuwong qui d6i véi cac vi khuin khé nudi cdy dwoc thue
hién taicac phong xét nghiém vi sinh 1am sang ¢ Hoa Ky.

< Haemophilus spp. f Neisseria gonorrhoeaei Streptococcus Streptococcus spp. Streptococcus spp.
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ofloxacin

Telithromycin
Chloramphenicol®’ Tetracycline
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Vancomycin®
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Clarithromycin® cefpodoxime Amoxicillin-clavulanic
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Quinupristin-
dalfopristin®

Ciprofloxacin hodc Penicillin' " Ertapenem
. - * .
levofloxacin hodc Imipenem
lomefloxacin hodc
moxifloxacin hodc
Ofloxacin

Linezolid

Gemifloxacin

Ertapenem hodc Spectinomycin Rifampin'
imipenem

Tetracycline

Rifampin

Telithromycin®

Tetracyclined

"Chi thtr nghiém ndng d6 trc ché téi thiéu MIC, thir nghiém khoanh gidy khuéch tan khong dang tin cay.

#Thir nghiém thwong qui 1a khéng cin thiét (xem ghi chii “n”)
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Béang 1B. (Tiép)

“Canh b40”: Cac khang sinh sau diy dwogc dé cip trong tai li¢u nay khong nén bio cio thwong qui véi cac chiing vi khuin phan Iap tir Dich nio
tity . Cac khang sinh nay khong phai 1a cic thuc dwgc lwa chon va c6 thé khong c6 hiéu qua trong diéu tri nhiém khuén Dich nio tiy do cic
chiing vi khuén nay gy ra (vi du: cic chiing vi khuén trong bang 2A dén 2J:

Céc khang sinh chi ding duong udng
Céc khang sinh Cephalosporin thé hé 1 va 2 (trir Cefuroxime dudng tiém)
va cephamycins
Clindamycin
Macrolides
Tetracycline

Fluoroquinolones Tetracycline

Fluoroquinolones

LUU Y 1: Viéc lya chon cac loai khang sinh thich hop nhit cho thu nghiém nhdy cam khang sinh ddi v6i cac bénh nhidm khuan do cac phong xét
nghiém lam sang tryc tiép lam viée két hgp véi khoa dugce, Hoi déng Thubc va Diéu trj va Hoi déng - Giam sat nhiém khuéin quyét dinh. Cac
nhom A, B, C va U gidi thi€u danh sach mdt s6 loai khang sinh dugc lya chon cho thitr nghiém tinh nhay cam khang sinh ddi voi tung nhom
vi khudn. Di voi timg thir nghiém cu thé, c6 thé diéu chinh viéc lwa chon khang sinh cho hop 1y dua trén hiéu qua 1am sang, tinh khang phd
bién, giam thiéu mutrc d6 khang, giam chi phi, cic chi s6 1am sang ctia FDA vé viéc sir dung khang sinh, nhirng huéng dan méi nhat vé cac
nhém thudc lya chon hang dau va nhoém thude thay thé, ngoai ra c6 cac goi ¥ cu thé trong phan ghi chi “b” va “c”. Thir nghiém dbi véi cac
loai thude khang sinh chon loc c6 thé st dung cho muc dich chéng nhi®ém khuan.

LUUY 2: Danh sach khang sinh trong timg bang duoc 1iét ké theo nhoém c6 két qua thir nghiém tinh nhiy cam (nhdy cam, trung gian, khang) va hiéu
qua trén 1am sang tuong tu. Do do, chi Iya chon dai dién mot thude trong mdi nhom cho viéc thir nghiém. Trong mdi bang, chir “hodc” duoc

ding dé chi cac nhom khang sinh cho két qua khong rd rang vé su khang thudc hodc tinh nhiy cam. C6 nghia 1a cac 18i 1on khong qua 3% va




M100-S21
cac 161 nho khong qiia 10% tong s6 thir nghiém. Ngoai ra, ding chir “hodc”, khi thir nghiém it nhat 100 ching thi ¢6 trén 95% chung khang.

“Hodc” ciing duoc dung dé chi cac khang sinh cé tac dung twong dong, c6 thé Iya chon thay thé trong khi lwa chon cho thtr nghiém (vi du
cefotaxime hoic ceftriaxone dung cho Haemophilis influenzae). C6 thé dua trén két quia thir nghiém ddi véi mot khang sinh dé suy ra két qua
d6i véi khang sinh con lai. Vi du, vi khuan dudng rudt khong sinh ESBL nhdy cam véi cefotaxime ¢ thé suy ra ciing nhdy cam véi
ceftriaxone. Cac két qua thu dugc tir thir nghiém véi cefotaxime s& duoc bao céo trong bao cdo d6 s& bao gdm ca luu y vé tinh nhay cam cia
chiing véi ceftriaxone. Khi khong c6 “hodc” giita cac khang sinh trong bang, thir nghiém mot khang sinh khong thé dugc sir dung dé du doan

két qua ctia khang sinh con lai hodc két qua khac nhau hoic s6 liéu khong day di.

LUUY 3: Céc thong tin duoc in dam 1a méi hodc dwge hiéu chinh so véi phién ban truéc do.
Ghi chu

Luu y chung:

a. Co thé dya trén két qua thir nghiém erythromycin dé suy ra muic d nhay cam va khang véi azithromycin, clarithromycin, v dirithromycin.

b. Céac khang sinh nhém B ¢6 thé tién hanh thu nghiém doc 1ap nhung khi bao cdo chi nén chon lgc khang sinh dai dién, ddi v6i cac vi khuan khang khang
sinh ciing nhém trong nhém A. Cac chi tiéu khéc cho bao cdo ¢ thé bao gdm ngudn gbc bénh pham chon loc (vi du, cephalosporin thé hé 3 dbi véi
Haemophilus influenzae phan lap tir dich ndo tuy hoic TMX cho cac vi khuan giy viém duong tiét niéu), cac trudng hop di ing hodc qua man hay khong
dap tmg v&i khang sinh nhém A, boi nhiém, nhiém da vi tri véi nhiéu loai vi khuan, hodc bao cdo cho muc dich chéng nhiém trung va hd tro cong tac
dich té.

c. Nhom C gom cac khang sinh dai dién, thay thé hodc bo sung c6 thé yéu cau thir nghiém céc vi khuan khéng trong ving nguy co vé mit dich t& hoc dbi
véi mot sd khang sinh co ban (dac biét 1a cac khang sinh cung nhom, vi du B-lactams), hodc ddi voi didu tri cac vi khuan dic biét (vi du,
chloramphenicol dbi v6i Salmonella spp., phan 1ap ngoai rudt) hodc béo cdo cho muc dich chéng nhiém tring va hd trg cong tac dich té.

d. Cac vi khuan nhay cam vdi tetracycline thi ciing nhiy cam voi doxycycline va minocycline.

e. Khong bao céo thuong qui cac chung phan lap tir dudng tiét nidu

Haemophilus spp.

f.

Chi cac két qua thir nghiém v&i ampicillin, mot trong s6 cac khang sinh cephalosporin thé hé 3, chloramphenicol, va meropenem nén duoc bao cao

thuong qui ddi voi H. influenzae phan 1ap tir Dich ndo tiy.
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g. Amoxicillin-axit clavulanic, azithromycine, clarithromycin, cefaclor, cefprozil, loracarbef, cefdinir, cefixime, cefpodoxime, cefuroxime and

telithromycin 1a cac khang sinh dudng udng c6 thé dugc ding theo kinh nghiém trong diéu tri nhiém khuan hé hip do Heamophilus spp. Két qua thir
nghiém nhay cam khang sinh d6i véi cac loai khang sinh nay thuong it c¢6 y nghia sir dung trong diéu tri. Tuy nhién, nhimg két qua nay c6 thé sir dung
trong cac nghién ctru dich té.

Két qua nhdy cam voi ampicillin ¢6 thé duoc dung dé du doan tinh nhay cam v&i amoxicillin. Phan 16n cic ching H. Influenza khang ampicillin va
amoxicillin ¢6 kha ning sinh men B-lactamase kiéu TEM. Phan 16n cac truong hop, thir nghiém p-lactamase truc tiép c6 thé phat hién nhanh muc do

khang ampicillin va amoxicillin.

Neiseria gonorrhoeae

1.

Thir nghiém B-lactamase s& phat hién chung N.gonorrhoeae khang penicillin va ciing c6 thé dwgc sir dung trong nghién ciru dich t& hoc. Céc ching

khang qua trung gian chromosome c6 thé phét hién bang k¥ thuét khoanh gidy khuéch tan hoic khang sinh pha loang MIC.

Streptococcus pneumoniae

J-

L.

Céc ching S. pneumoniae nhiy cam vai levofloxacin thi c6 thé suy ra nhay cam voi gemifloxacin va moxifloxacin. Tuy nhién, S. pneumoniae nhay cam
v6i gemifloxacin hodc moxifloxacin khong thé suy ra nhiy cam véi levofloxacin,

Penicillin va cefotaxime hodc ceftriaxone hoic meropenem nén dugc thir nghiém bang phuong phap MIC dang cay (vi du nhu mé ta trong tai liéu CLSI
MO07-A8) va duoc bao céo thudng qui voi cac ching S. pneumoniae phan lap tir dich ndo tuy. Cac ching nay nén dugc thir nghiém véi vancomycin bang
phwong phéap MIC hoic khoanh gidy khuéch tan. Vi cac ching phan 1ap tir cac vi tri khéc, c6 thé ding thir nghiém sang loc bang khoanh gidy oxacillin.
Néu ving te ché cua oxacillin ¢6 dudng kinh < 19mm, can thir nghiém khang dinh MIC ctia mot trong sb cac khang sinh nhu penicillin hodc cefotaxime
hodc ceftriaxone hodc meropenems.

Rx: Khong nén chi dinh Rifampin don doc trong diéu tri.

Streptococcus spp.

m. Rx: Cac chung khang trung gian v&i penicillin hodc ampicillin c6 thé can liéu phap két hop véi mot khang sinh nhoém aminoglycoside dé cé tac dung

khang khuén.

n. Penicillin va ampicillin 13 thuéc dwoc lya chon dé diéu tri cac trwong hop nhiém lién ciu tan mau beta. Thir nghiém nhay cam khang sinh d6i véi

penicillin va cac khang sinh nhém p-lactam khac duoc phé duyét boi FDA trong didu tri nhidm lién cau tan méu beta khong can tién hanh thuong qui vi
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cac chiing khang rit hiém gip trong nhém lién ciu tan mau beta (penicillin MIC > 0.12 va ampicillin MIC > 0.25 pg/ml va chwa c6 bdo cdo ghi

nhan dbi véi Streptococcus pyogenes. Céac chiing phat hién khong nhiy cim can tién hanh dinh danh lai, lip lai thi nghiém hoic giri téi phong
xét nghiém chuin thirc dé khiang dinh két qua (Tham khao Phu luc A).

0. Céc béo cdo tinh khang cua S. pyogenes

p. Rx: Hai khang sinh dugc dé xuat cho duy phong nhiém Streptococci nhom B 1a penicillin va ampicillin. Cefazolin duoc sir dung ddi v6i bénh nhan nir di
g v6i penicillin, trong trudng hgp bénh nhan nit qua man mirc d cao, lya chon clindamycin hodc erythromycin. Streptococci nhém B nhiy cam voi
ampicillin, penicillin va cefazolin, nhung c6 thé khang véi clindamycin va/hodc erythromycin. Di véi phu nit ¢6 thai nhiém Streptococci nhém B, quéa
man vé6i penicillin thi khang sinh clindamycin va erythromycin can dugc thir nghiém va béo céo.

q. Dbi véi bang nay, cac vi khuan tan mau beta bao gdm cac ching sinh ma v6i hinh thai khuan lac 16n nhu Streptococci nhém A (S. pyogenes), C hodc G
va cac chung v6i khang nguyén nhém B (S. agalactiae). Cac chung véi hinh thai khuan lac nho dugc xem 1a mot phan ciia nhém viridans, do do nén sir

dung tiéu chuan doc két qua doi voi nhoém viridans.



Bang 1C. Cic khang sinh nén dwoe thir nghiém va bao cdo ddi véi cac vi khuin ky khi

M100-S21

A

Nhém Bacteroides fragilis va cac vi khuan Gram am Ky khi khic | Gram dwong Ky, khi
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Ampilicillin-sulbactam Penicillin®

Piperacillin-tazobactam

Ticarcillin-clavulanic acid

Amoxicillin-clavulanic acid
Ampilicillin-sulbactam
Piperacillin-tazobactam

Ticarcillin-clavulanic acid

Z
=
| =
e
=)
< - :
< ®) Clindamycin
C
= <
O M
E 2 Ertapenem Clindamycin
% Imipenem
5 Meropenem
E Metronidazole Ertapenem
E Imipenem
Meropenem
Metronidazole
o Penicillin® Ceftizoxime
S % 8 o Ampilicillin® Ceftriaxone
% 8 S % Ceftizoxime Cefotetam
= % ~ Ceftriaxone Cefocitin
Z m <
@)

Chloramphenicol
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Cefotetam Piperacillin

Cefocitin Ticarcillin
Tetracyclineb
Moxifloxacin

Piperacillin

Moxifloxacin

Bang 1C. (Tiép)

LUU Y 1: Théng tin in didm la méi hodc dwoc hi¢u chinh so véi phién ban truée dé

LUU Y 2: Phin Ién cic nhiém khuén ky, khi I3 sy bgi nhiém nhiéu loai vi khuin gém cac chiing betalactamase dwong tinh (dwoc x4c dinh bing thir

nghi¢m cephalosporin nhiém sic thé) va cic chiing Am tinh véi betalactamase nhung cé kha ning khing khang sinh. Véi nhirng ca nhiém tring giy

ra béi duy nhit mjt chiing plactamase Am tinh, penicillin hoic ampicillin 13 khang sinh phut hgp dé thir nghiém va bao cio.

LUU Y 3: Phin Ién cic vi khuin ky khi Gram dwong dwogc phin Iap tir cac truwong hop bdi nhiém nhiéu vi khuin khang khang sinh; tuy nhién, mét

vai loai ctia Clostridium spp (C. perfringens, C. septicum, C. sordellii) 12 cin nguyén don doc ciia tinh trang nhiém trung. Trong truwong hop nay, cic

chiing dién hinh nhay cim véi penicillin va ampicillin. Hai khang sinh trén can phai dwgc thir nghiém va bao co.

LUU Y 4: Cac khang sinh xép cing mjt 6 1a thudc ciing mét nhém. Do dé, dién gidi két qua khang sinh dé (nhay, trung gian, khing) va hiéu qua

1am sang la twong tw nhau. Do d6, chi cin chon mdt trong cic khang sinh d6 dé thir nghiém va bao cio.

a. Néu B-lactamase duong tinh, bao céo 1a khang véi penicillin va ampicillin. Can nhé rang mot sé chung p-lactamase am tinh nhung thyc chat vin khang

v6&i nhom B-lactama bdi nhitng co che khac..

b. Khong phai moi thong tin déu dy du cho viéc cit nghia khang B-lactama dugc dé cép o trén (vi du, diém nhay cam [Bang 2J] va gia tri ciia kiém soat

chat luong [Bang 4D va 4E]. Nhitng thong tin chic chin s& duoc bd sung som nhat c6 thé. Viéc tién hanh thir nghiém c6 thé 1a hitu dung cho viéc tich 1§

cac thong tin va muc dich nghién ctru.

c. Rat nhiéu tryc khuan Gram duong ky khi khong sinh nha bao khang voi metronidazole..
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Bang 2A. Tiéu chuin doc két qua dwong kinh ving trc ché va ndng d tre ché tdi thiéu (MIC) doi voi Enterobacteriaceae

Piéu kién thir nghiém

Moi truong: Khoanh gidy khuéch tan: MHA
Huyén dich vi khuén: Phuong phap ting sinh hodc tryuc tiép tir khuan lac

Dicu kién nudi ciy: 35+2°C, hiéu khi,

Cic yéu ciu kiém soat chf'lt‘lu’qng tdi thiéu
(Xem bang 3A va bang 4A vé gidi han QC cho phép)

Canh thang pha loang: CAMHB

.y . ®*
Thach pha lodng: MHA Escherichia coli ATCC™ 25922

Escherichia coli ATCC®" 35218

v6i mat d vi khuan tuong dwong do duc chuan 0.5 (dung cho phoi hop B-lactam/trc ché men B-lactamase)

McFarland

Khoanh gidy khuéch tan: 16-18h
Phuong phéap pha loang: 16-20h

*ATTC 1a nhan hiéu thwong mai da dugc dang ky cho Hé thong chiing chuan theo tiéu chuan Hoa Ky

(1)

2)

3)

Luu y chung

Khoa gidy khuéch tan: Do duong kinh ving trc ché ( bang mit thudng), bao gdbm duong kinh khoanh gidy. Soi dia trén nén den voi 4nh sang xuyén
qua. Ranh gi6i viing e ché xac dinh bang mot ving khong c6 bat ky khuan lac nao c6 thé phat hién bang mat thudng, bo qua cac khuan lac li ti & mép
ma chi ¢6 thé phat hién dudi kinh hién vi. Cac ching Proteus spp., co thé phat trién lan vao ving e ché dbi véi tirng loai khang sinh nhat dinh. Doi
v6i ching Proteus spp., bd qua su phat trién yéu trong trudng hop ving vo khuan khong 16 rang. D6i v6i trimethoprim va sulfonamides, chat ddi
khang trong méi truong cé thé cho phép vi khuan phét trién yéu, do d6, néu vi khuan phat trién & mirc d6 khoang 20% hodc it hon thi ¢6 thé khong
quan tdm va do dudng kinh viing trc ché ¢ ranh gidi rd rang nhat.

Dbi voi cac chiang Salmonella va Shigella spp., dwoc phan 1ap tir phan, chi tién hanh thir nghiém va bao céo thuong qui d6i véi ampicillin, mot khang
sinh nhém quinolon v&/ mgt khang sinh nhom fluoroquinolone, va trimethoprim-sulfamethoxazole. Ngoai ra, cephalosporin thé ‘h¢ 3 phai duge thu
nghiém va bao céo d6i voi Salmonella spp. phan 1ap tir dudng tiéu hod va chloramphenicol ¢6 thé thir nghiém va bao cao néu yéu cau

Piém nhay cam-giéi han (breakpoint) trong cac 6 & bang dwoi diy dwa trén ham lwong khang sinh tir do trong huyét twong ngudi (c6 chirc
ning gan va thin binh thyong). Khi mjt 6iém nhay cim méi dyoc bd sung, khoa xét nghiém phai chia sé nhirng thong tin nay téi cac Bac sy
chuyén khoa truyén nhiém, cic dwogc sy, Hoi dong thude va diéu tri, va Khoa chong nhiém khuin. Théng tin vé ké don cin phai dwoc soat xét
lai va cac nha lim sang phai tién hanh héi chin dé xac dinh liéu lwong diéu tri cho bénh nhin nhiém trung dic biét..

LUUY: Céc thong tin dugc in ddm 13 méi hodc dwge hi¢u chinh so véi phién ban truwéc do.
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Bing 2A. (Tiép
Nhom thiwr Khang sinh Ham Gid¢i han duwong kinh Giéi han ndng dd tre ché toi Luuy
nghiém/ lwgng viing e ché (mm) thiéu (ng/mL)
bio cdo s | 1 | R s | 1 ] R
PENICILLINS

A Ampicillin 10 ng >17 | 14-16 | <13 <8 16 >32 (4) Dai dién ddi voi ampicillin
va amoxicillin.
Xem luu y (2).

B Piperacillin 100 pg >21 | 1820 | <17 | <16 32-64 > 128

O Mecillinam >15 | 12-14 | <11 <8 16 >32 (5) Chi str dung dbi v6i E. coli

10 Hng A 1A N . AL ea

phén ldp tur duong tiét ni¢u.

0) Carbenicillin 100 pg >23 | 2022 | <19 | <16 32 > 64

0) Mezlocillin 75 ng >21 | 1820 | <17 | <16 32-64 > 128

) Ticarcillin 75 g >20 | 15-19 | <14 | <16 32-64 > 128

PHOI HOP B-LACTAM/ CHAT UC CHE B-LACTAMASE

B Amoxicillin-clavulanic 20/10 pg >18 | 14-17 | <13 | <8/4 16/8 >32/16

B axit Ampicillin-sulbactam | 10/10 pg >15 | 12-14 | <11 | <8/4 16/8 >32/16

B Piperacillin-tazobactam 100/10 pg | >21 | 18-20 | <17 | <16/4 | 32/4-64/4 > 128/4

B Ticarcillin-clavulanic axit | 75/10 pg >20 | 15-19 | <14 | <16/2 | 32/2-64/2 > 128/2

CEPHEMS (PUONG TIEM) (Bao gdm cephalosporin thé h¢ I, II, III va IV. Tham khio Bang chii thich L)

(6) CANH BAO: D6i v6i Salmonella spp., va Shigella spp., cephalosporin thé hé 1 va 2 va cephamycins c6 thé c6 tac dung in vitro, nhung khong c6 hiéu
qua trén lam sang, do d6 khong dugc bao cao vé su nhdy cam.

(7) Theo cac danh gia mai vé cac dic tinh dugce ly-duge dong hoc (PK-PD) va cac dir lidu 1dm sang gi6i han, cac tiéu chuan doc két qua méi (da stra) doi
v6i cac khang sinh nhém cephalosporins (cefotaxime, ceftazidime, ceftizoxime va ceftriaxone) va aztreonam lan dau tién dwoc cong bo trong phién ban
M100-S20 thang 1 nim 2010 va duoc liét ké trong bang nay. Tiéu chin danh gia Cefazolin ciing da dwoc xem xét lai vao thang 6 nam 2010 va dugc
li¢t ké trong bang dudi. Cefepime va cefuroxime (duong ti€ém) ciing dugc danh gia, tuy nhién, khong co su thay di cac tidu chuan doc két qua d01 voi
céac liéu dung duoc chi dinh dudi déy. Khi sir dung cac tiéu chuin m&i, khong can thir nghiém ESBL thuong qui trude khi bao cdo (vi dy, khong can thay
d6i cac két qua dbi voi cephalosporins, aztreonam, hodc penicillin tir nhy cam sang khang). Tuy nhién, cho dén khi cac phong xét nghiém thuc hién cac
tiéu chuan méi, thir nghiém ESBL nén tién hanh nhu mé ta trong Bang 2A-S1. Thir nghiém ESBL c6 thé van c6 ¥ nghia ddi voi dich t& hoc hodc muc dich
chéng nhiém khuén.

Luuy rz:ing, céc tiéu chuan doc két qua dbi voi cac thude khong sin c6 & nhiéu nuGe (vi du, moxalactam, cefonicid, cefamandole, va cefoperazone) khong

duoc danh gid. Néu xem xét sir dung cac thude nay cho E. Coli, Klebsiella, hodc Proteus spp., nén tién hanh thir nghiém ESBL (xem Bang 2A-S1). Néu

cac chung cho két qua thir nghiém ESBL dwong tinh, cc két qua d6i vi moxalactam, cefonicid, cefamandole va cefoperazone nén bao cdo 1a khang.
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(8) Cac chung Enterobacter, Citrobacter va Seratia ¢ thé trd nén khang khang sinh sau qua trinh diéu tri kéo dai voi khang sinh nhom cephalosporin thé

hé ba. Do d6, cac chiing niy ban dau c6 thé nhay cam, nhung sau d6 c6 thé trd nén khang thudc sau 3-4 ngay diéu tri. Nén tién hanh thir nghiém lap lai voi

cac chung nay.

A

Cefazolin

30 pg

>23

20-22

<19

<2

>8

(9) Tiéu chuan doc két dya trén
litu lugng 2g moi 8 gioi.
Xem luuy (7)

Cephalothin

30 ug

15-17

16

(10) Tiéu chuan doc két qua
cephalothin chi nén str dung dé
du doan két qua ddi voi cac
khang sinh duong udng,
cefadroxil, cefpodoxime,
cephalexin, va loracarbef. Cac
dir liéu cii chi ra rang cac két qua
cephalothin c6 thé dy doan tinh
nhdy cam v&i mot sé khang sinh
nhém cephalosporins khac c6 thé
van chinh xac nhung khong c6
sO liéu méi ddy dé khang dinh
diéu nay.

Cefepime

30 png

15-17

16

(11) Tiéu chuan doc két qua dya
trén lidu diéu tri 1 g mdi 8 h
hodic 2 g mdi 12 h.

Xem luu y (7).

Cefotaxime hoac
ceftriaxone

30 pg
30 pg

23-25
20-22

[\

(12) Tiéu chuan doc két qua dya
trén lidu diéu tri 1 gmdi24 h
d6i v6i ceftriaxone va 1 g mdi 8
h @i v6i cefotaxime.

Xem luu y (7).

Cefotetan

30 pg

> 16

13-15

<12

32

> 64

Cefoxitin

30 pg

>18

15-17

<14

16

>32

sehfivelfvs]

Cefuroxime (tiém)

30 ng

>18

15-17

<14

16

>32

(13) Cac tiéu chuan doc két qua
duogc duya trén liéu dung 1,5g
moi 8h.

Xem luuy (7)
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C Ceftazidime 30 ug 18-20 <4 8 > 16 (14) Céac tiéu chuan doc két qua
>21 <17 duoc dya trén liéu dung 1g mdi
8h.
Xem luu y (7)
O Cefamandole 30 ug >18 | 15-17 | <14 <8 16 >32 Xem luu y (7)
0 Cefmetazole 30 ug 13-15 32 > 64
>16 <12 | <16

0 Cefonicid 30 pg >1 15-17 | <14 <8 16 >32 Xem luu y (7)

0 Cefoperazone 75 pg >2 16-20 | <15 <8 32 > 64 Xem luu y (7)

o) Ceftizoxime 30 ug >25 | 2224 | <21 | <1 2 >4 (15) Céac tiéu chuan doc két qua
duogc duya trén liéu dung 1g mdi
12h.

Xem luu y (7).

0 Moxalactam 30 pg >23 | 1522 | <14 <8 16-32 > 64 Xem luu y (7).

CEPHEMS (PUONG UONG)

B Cefuroxime (udng) 30 pg 23 | 1522 | <14 <4 8-16 >32

0] Loracarbef 30 pug >18 | 15-17 | <14 <8 16 >32 (16) Boi vi cac ching
Citrobacter, Providencia, va
Enterobacter spp. da dugc bao
céo cho két qua nhdy cam gia
v61 cefdinir va loracarbef, cac
ching nay khong nén thir
nghiém va bao céo két qua nhay
cam bang phuong phap khoanh
gidy khuéch tan.

) Cefaclor 30 ug >18 | 15-17 | <14 <8 16 >32
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0) Cefdinir 5ug >20 | 17-19 | < < 2 >4 Xem luu y (16).

O Cefixime 5ug >19 | 16-18 | < < 2 >4 (17) Dbi v6i khoanh gidy khuéch
tan, khong ap dung dbi véi
chung Morganella spp.

0] Cefpodoxime 10 pg >21 | 1820 | <17 <2 4 >8 Xem luu y (17).

O Cefprozil 30 ng >18 | 15-17 | <14 <8 16 >32 (19) Béi vi céc chiing
Providencia spp. da dugc bao
céo cho két qua nhdy cam gia
v6i cefprozil, cac ching nay
khong nén thir nghiém va béo
céo két qua nhay cam bang
phuong phép khoanh gidy
khuéch tan.

Inv. Cefetamet 10 ng >18 | 15-17 | <14 <4 8 > 16 Xem luuy (17).
Inv. Ceftibuten 30 ug >21 | 1820 | <17 <8 16 >32 (19) Chi dung cho cac chung
phan lap tir duong tiét nidu.
MONOBACTAMS

C Aztreonam 30 nug >21 | 1820 | <17 <4 8 > 16 (20) Céc tiéu chuan doc két qua
dua trén lidu ding 1g mdi 8 gio.
Xem luu y (7).

CARBAPENEMS

(21) Theo nhirng thong tin vé dic diém dwoc dong hoc (PK-PD) di dwoc danh gia, nhitng thong tin IAm sang con ¢ mirc giéi han, va khoing phian
b6 MIC thu dwoc tir ca nhitng chiing c6 kha niing tao ra carbapenemase, nhirng xem xét lai vé tiéu chuin danh gia cho carbapenem di dwoc xuat
ban 1in dau thang 1 nim 2010 (M100-S20-U) va dwoe trinh biy & diy. Do s khiém khuyét trong cac phac dé diéu tri cho cac cin nguyén cé giéi
han danh gii cd MIC va dwong kinh viing trc ché roi vao gia tri khang trung gian, cic nha 1am sang diéu tri biang cich ting toi da lwong
carbapenem trong gi¢i han khuyén cdo va cé 1& ting thoi gian sir dung thudc theo dwdng tiém, nhwr 1a dwgc bao cio trong mdt s6 cong trinh
nguyén ciru. Khi phin lap dwgc cac chiing ma cé két qua MIC va dwong kinh viing e ché 1a khang hoic khang trung gian, tién hanh thio luin
v6i cac bac sy IAm sang chuyén khoa truyén nhiém.

Cho t6i khi cac labo chwa thé bo sung tiéu chuin dién gidi méi, thir nghiém Hodge cai tién MHT cin phai dwgc tién hanh nhu di dwge mé ta
trong phién ban cip nhian Bang 2A-3S. Sau khi tién hanh b sung tiéu chuin dién giii méi, khong cin thiét phai tién hanh MHT ngoai trir vi muc
dich Dich t& va Chéng nhiém khuén (tham khao Bang 2A-S2)

Nhurng thong tin du6i ddy dwge cung cAp nhw 1a nhirng kién thirc co ban vé Enterobacteriaceae sinh carbapenemase. Phin 16n nhimg chiing nay
¢6 MIC va dwong kinh viing irc ché & trong gia tri ciia khing trung gian va khang. D6 13 Iy do vi sao phai thiét 1ap lai giéi han ndng dd e ché toi
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thiéu va dwong kinh vang &c ché véi nhém carbapenem.
Hiéu qua diéu tri ciia carbapenem véi cac nhiém trung giy ra béi cac chiing ¢6 MIC va dwong kinh ving e ché véi carbapenem & trong khoing
khang trung gian 1a khong chac chin do thiéu nhirng nhung nghién ciru 1Am sang ddi chirng.
MIC (khoang g6i han ctia khang va trung glan) cia imipenem vé&i Proteus spp., Providencia spp., va Morganella morganii c6 xu hwéng cao hon
MIC cia meropenem hoic doripenem. Co ché 1am ting MIC & nhirng chiing nay ngoai do carbapenemase con ¢6 nhiing co ché khac.

B Doripenem 10 pg >23 | 20-22 | £19 <1 2 >4 (22) Tiéu chuin dién giai két
qua dya trén lidu 500 mg mbi 8
gioi

B Ertapenem 10 ug >23 | 20-22 | <19 | 0,25 0,5 >1 (23) Tiéu chuin dién giai két
qua dya trén liéu 1 g mdi 24
gioi

Imipenem 10 pg >23 | 20-22 | <19 | <1 2 >4 (24) Tiéu chuén dién giai két

B qua dya trén lidu 500 mg mbi 6
gioi hoiic 1 g mbi 8 giovi

B Meropenem 10 ng >23 | 20-22 | <19 <1 2 >4 (25) Tiéu chuén dién giai két
qua dua trén lidu 1 g mdi 8 gioi

AMINOGLYCOSIDES

(26) CANH BAO: Dbi v6i Salmonella spp. va Shigella spp., cac khang sinh nhém aminoglycoside cé thé c6 tac dung in vitro nhung khong cé hiéu

qua trén lam sang va khong nén bédo cdo két qua nhay cam.

A Gentamicin 10 ng >15 | 13-14 | <12 <4 8 > 16
A Tobramycin 10 ng >15 | 13-14 | <12 <4 8 >16
B Amikacin 30 ug >17 | 15-16 | <14 | <16 32 > 64
o Kanamycin 30 ug >18 | 14-17 | <13 <16 32 > 64
0] Netilmicin 30 ng >15 | 13-14 | <12 <8 16 >32
0] Streptomycin 10 pg >15 | 12-14 | <11 - - - (27) Khong ¢6 tiéu chuan doc
ket qua MIC.
TETRACYCLINES

(28) Cac chung vi khuan nhay cam véi tetracycline ciing c6 thé xem nhu nhdy cam véi doxycycline va minocycline. Tuy nhién, mot s6 ching khang
hodc khang trung gian vdi tetracycline c6 thé van nhay cam véi doxycycline va/hodc minocycline.

C

Tetracycline

30 pg

>15

12-14

<11

<4

>16

0)

Doxycycline

30 pg

> 14

11-13

<10

<4

>16
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0)

‘ Minocycline

30 ug ‘216‘13—15‘512‘ <4 \

>16

FLUOROQUINOLONES
(29) Céc chung Salmonella nhay cam véi fluoroquinolone, khi xét nghiém cho két qua khang véi nalidixic axit ¢6 thé ddn dén that bai trén 1am sang hodc
dap tng cham trén bénh nhan nhiém vi khuan thuong han ngoai rudt diéu tri voi fluoroquinolones. Cac ching Salmonella ngoai rudt nén duoc xét nghiém
tinh khang véi axit nalidixic. Pbi v6i cac chung nhay cam véi fluoroquinolones va khiang véi axit nalidixic, nén thong tin cho bac sy rang cac ching

khong thé bi loai trir khi didu tri bang fluoroquinolone. Tham khao ¥ kién cac chuyén gia vé bénh nhidm khuan.

Xem luuy (2).

B Ciprofloxacin 5ug >21 | 1620 | <15 <1 2 >4

B Levofloxacin Sug >17 | 14-16 | <13 <2 4 > 8

U Lomefloxacin hodc 10 ug >22 | 19-21 [ <18 <2 4 > 8

U ofloxacin S5ug >16 | 13-15 [ <12 <2 4 > 8

U Norfloxacin 10 ug >17 | 13-16 | <12 <4 8 >16

O Enoxacin 10 ng >18 | 15-17 | <14 <2 4 >8

O Gatifloxacin 5ug >18 | 15-17 | <14 <2 4 >8

0] Gemifloxacin S5ug >20 | 16-19 | <15 | <0.25 0.5 >1 (30) FDA phé duyét sir dung di
v6i Klebsiella pneumoniae

O Grepafloxacin 5pug >18 | 15-17 | <14 <1 2 >4

Inv. Fleroxacin 5 ug >19 | 16-18 | <15 <2 4 >8
QUINOLONES

0] Cinoxacin 100 pg >19 | 15-18 | <14 | <16 32 > 64 Xem luu y (19)

O Nalidixic axit 30 nug >19 | 14-18 | <13 <16 — >32 (31) Boi v6i cdc chung phan lap
tr nudc tiég, ¢6 thé st dung axit
nalidixic dé thu nghiém giam
nhay cam vdi fluoroquinolone
cua cac chung phan lap tir bénh
nhan nhiém Salmonella ngoai
ruot.

’ Xem luu y (19) va (29).
UC CHE CON PUONG FOLATE

B Trimethoprim- 1.25/23.75 | =16 | 11-15 | <10 | <2/38 - >4/76 Xem luu y (2).

sulfamethoxazole ug
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Sulfonamides

250 hodc
300 ug

13-16

<256

> 512

(32) Sulfisoxazole co thé dai
dién cho cac khang sinh nhém
sulfonamide khac.

U

Trimethoprim

Sug

11-15

PHENICOLS

C

Chloramphenicol

30 pg

13-17

16

(33) Khong bao cao thuong qui
vdi cac chung phan lap tir nude
ticu.

FOSFOMYCINS

0)

Fosfomycin

200 pg

13-15

128

> 256

(34) Chi dinh d6i v6i cac ching
E. coli phéan lap tir duong tiét
niéu.

(35) Khoanh khang sinh
fosfomycin ham luong 200-ug
chira 50 ug
glucose-6-phosphate.

(36) Su dung phuong phéap pha
loang trén thach dé xac dinh
MIC. Méi trudng thach nén bd
sung voi 25 pg/mL of glucose-6-
phosphate. Khong nén tién hanh
phuong phap pha loang trén
thach.

NITROFURANS

U

Nitrofurantoin

300 pg \ > 17 \ 15-16 \ <14 \ <32 \

64

> 128
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Bang thong tin thém 2A-S1. Thir nghiém sang loc va khiang dinh ESBL & cac chiing Klebsiella pneumoniae, Klebsiella oxytoca, Escherichia coli, va
Proteus mirabilis* @bi véi cac trwong hop ¢ Biang 2A

LUU Y: Theo nhung thong tin vé dac diém duoc dong hoc da dugc danh gia va cac thong tin  1am sang con han ché, céc tiéu chuén dién giai Kkét qua moi
d6i véi cac cephalosporins (cefazolin, cefotaxime, ceftazidime, ceftizoxime, va ceftriaxone) va aztreonam di dugc cong bé 1dn dau vao thang 1 nawmg
2010 (phién ban M100-S20) va liét ké trong bang 2A. Cefepime va cefuroxime (duong tiém) ciing duge danh gid; tuy nhién, khong c6 su thay dbi vé tiéu
chuan doc két qua d6i v6i cac lidu luong trinh bay trong Bang 2A. Khi sir dyng céc tiéu chuan doc két qua mai, khong can thiét tién hanh thir nghiém ESBL
thuong qui trude khi bao céo két qua (vi du, khong can diéu chinh tiéu chuin doc két qua khang dbi voi cephalosporins, aztreonam, hodc pen1c1111ns) Tuy
nhién, van nen tién hanh xét nghlem ESBL nhu mo ta trong bang dudi day cho dén khi phong xét nghiém 4p dung tiéu chuan doc két qua méi. Thir nghiém

ESBL c¢6 thé van c6 ich cho dich t& hoc va cong tac chong nhidm khuén.

Xét nghiém Xét nghiém sang loc ban diu Xét nghiém xdc dinh kiéu hinh
Phuwong phap xét | Khoanh gidy khuéch tan Vi pha loang trén canh thang Khoanh gidy khuéch tan | Vi pha lodng trén canh
nghiém thang
MGoi treong MHA CAMHB MHA CAMHB
Nong dd D6i v6i K. pneumoniae, Déi v6i K. pneumoniae, K. Ceftazidime 30 pg Ceftazidime
khang sinh K. oxytoca, va E. coli: oxytoca, va E. coli: Ceftazidime-clavulanic 0.25- 128 pg/mL
Cefpodoxime 10 pg hodc Cefpodoxime 4 pg/mL  hodc axit” 30/10 pg Ceftazidime-clavulanic axit
Ceftazidime 30 pg hodc Ceftazidime 1pg/mL  hodc 0.25/4-128/4 pg/mL
Aztreonam 30 pg hodc Aztreonam 1 pg/mL  hodc va
Cefotaxime 30 pg hodc Cefotaxime 1 pg/mL hodc va
Ceftriaxone 30 pg Ceftriaxone 1 pg/mL Cefotaxime 30 ug
Cefotaxime-clavulanic Cefotaxime
D6i v6i P. mirabilis®: D6i v6i P. mirabilis®: axit” 30/10 ug 0.25—- 64 pg/mL
Cefpodoxime 10 pg hodc Cefpodoxime 1 pg/mL hoac Cefotaxime-clavulanic axit
Ceftazidime 30 pg hodc Ceftazidime 1 pg/mL hodc (Xét nghiém khang dinh | 0.25/4—-64/4 pug/mL
Cefotaxime 30 pg Cefotaxime 1 pg/mL yéu cau sir dung ca
cefotaxime va (Xét nghiém khang dinh
(Str dung hon mét khang sinh d6i véi (Sr dung hon mét khang sinh | ceftazidime, don doc hodc | yéu cau st dung ca
xét nghiém sang loc giup ting d6 nhay | dbi véi xét nghiém sang loc phdi hop véi axit cefotaxime va ceftazidime,
phat hién) giup tang do nhay phat hién) clavulanic) don doc hodc phdi hop véi
axit clavulanic)
Huyén dich vi Khuyen céo su dung khoanh gidy Khuyén c4o sir dung canh Khuyén céo st dung Khuyén c4o sir dung canh
khuin khuéch tan chuan thang pha loang chuan khoanh gidy khuéch tan thang pha loing chuan
chuan
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Diéu kién nubi cay

35 +2 °C; hiéu khi

35 +2 °C; hiéu khi

35 + 2 °C; hiéu khi

35 +2 °C; hiéu khi

Thoi gian nudi ciy

16-18h

16-20h

16-18h

16-20h

Két qua

Doi voi K. pneumoniae, K. oxytoca, va
E. coli:
Cefpodoxime zone <17 mm

Ceftazidime zone <22 mm
Aztreonam zone <27 mm
Cefotaxime zone <27 mm
Ceftriaxone zone <25 mm

Doi v6i P. mirabilis®:

Cefpodoxime zone <22 mm
Ceftazidime zone <22 mm
Cefotaxime zone <27 mm

DBuong kinh ving tre ché nhu trén co
the cho thay khéa ning sinh ESBL.

Phat trién tai hodc cao hon
ndng do sang loc ¢ thé cho
thdy kha niang sinh ESBL (vi
du, d6i véi E. coli, K.
pneumoniae, va K. oxytoca,
MIC > 8 pg/mL dbi voi
cefpodoxime hoac

MIC >2 pg/mL dbi véi
ceftazidime, aztreonam,
cefotaxime, hodc ceftriaxone;
va dbi v6i P. mirabilis, MIC >
2 ng/mL d6i v6i cefpodoxime,

ceftazidime, hodc cefotaxime).

Téng duong kinh vung trc
ché > 5-mm ddi v6i mot
khang sinh khi phéi hop
vdi clavulanic axit so vdi
duong kinh viing trc ché
khi dung khang sinh do
don doc = ESBL (vi du,
ceftazidime cho vung =
16; ceftazidime-
clavulanic axit cho vung
=21).

Giam nong do MIC > 3 lan
d6i v6i mot khang sinh khi
dung phdi hop véi axit
clavulanic so vdi gia tri
MIC cua khang sinh do6 khi
dung don doc = ESBL (vi
du, ceftazidime MIC = 8
ug/mL; ceftazidime-axit
clavulanic MIC = 1
pg/mL).

Bao cao

D6i v6i cac chung sinh ESBL:

Néu phong xét nghiém chua 4p dung céc tiéu chudn doc
két qua méi dbi voi cephalosporin va aztreonam, nén
béo céo két qua khang vai tat ca cac khang sinh nhém
penicillin, cephalosporin va aztreonam.

Néu phong xét nghiém da 4p dung cac tiéu chuin méi
d6i v6i cephalosporin va aztreonam, khong can thay doi
cac xét nghiém d6i véi cac khang sinh nay.

Cac de xuat ve QC

Khi xét nghiém sang loc ESBL,
K.pneumoniae ATCC® 700603 c6 thé
1a chung QC bd sung (vi dy, cho tap
huén, hoi thao, danh gia xét nghiém).
Céac chung khac, K. pneumoniae
ATCC® 700603 hodc E. coli ATCC"
25922, déu co thé st dung dbi voi kiém
soat chat lwong thuong qui (vi du, hang
tuan hoic hang ngay).

Khi xét nghiém sang loc
ESBL, K.
pneumoniae ATCC® 700603

c6 thé 1a ching QC b sung (vi

du, cho tap huan, hoi thao,
danh gia xét nghiém).

Cac chung khac, K.
pneumoniae ATCC" 700603
hoic E. coli ATCC" 25922,

Khi tién hanh xét nghiém
xac nhan ESBL, K.
phneumoniae

ATCC" 700603 hoic E.
coli ATCC® 25922, nén
duoc dung cho kiém soat
chit lugng thudng qui (vi
du, hang tuan hoic hang
ngay).

Khi tién hanh xét nghiém
xac dinh ESBL, K.
phneumoniae

ATCC" 700603 hoic E.
coli ATCC® 25922, nén
duoc dung dé kiém soat
chat lugng thuong qui (v
du, hang tuan hoic hang
ngay).
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E. coli ATCC® 25922 (xem cac gidi déu c6 thé sir dung ddi voi E. coli ATCC® 25922: E. coli ATCC" 25922:
han v¢é kiém soat trong Bang 3) K. kiém soat chat lwong thuong tang < 2-mm dudng kinh | giam <3 lan ndng do MIC
pneumoniae ATCC® 700603 qui (vi dy, hang tuan hoic viing trc ché ctia khang ctia khang sinh phéi hop
Cefpodoxime dudng kinh ving e ché | hang ngay). sinh don so v&i khang véi axit clavulanic
9-16 mm E. coli ATCC® 25922 = Khong | sinh phéi hop véi axit K. pneumoniae ATCC®
Ceftazidime duong kinh ving tc ché phat trién (xem cac giéi han vé | clavulanic. 700603:giam >3 lan nong
10-18 mm kiém soat trong Bang4A). K. pneumoniae ATCC® do MIC cua khang sinh
Aztreonam dudng kinh ving trc ché 9— | K. pneumoniae ATCC® 700603: tang > 5-mm phdi hop véi axit
17 mm 700603 = Phat trién: duong kinh viing e ché clavulanic so v&i khang
Cefotaxime duong kinh ving trc ché Cefpodoxime MIC > 8 ng/mL | ceftazidime-clavulanic sinh d6 khi thur don ddc.
17-25 mm Ceftazidime MIC > 2 pg/mL axit;
Ceftriaxone dudng kinh viing trc ché Aztreonam MIC >2 pg/mL tang > 3-mm duong kinh
16-24 mm Cefotaxime MIC > 2 pg/mL viing tic ché cefotaxime-
Ceftriaxone MIC > 2 ng/mL clavulanic
axit.

Viét tat: ATTC, tén thuong mai cua hé thong chiing chuan theo tiéu chuan ciia Hoa Ky; CAMHB: Canh thang Mueller-Hinton da diéu chinh cation; ESBL:
men P-lactamase pho rong; MHA: thach Mueller-Hinton; MIC: nong d t6i thi€u trc ché;

Ghi chu

a. Sang loc Proteus mirabilis sinh ESBL chi d6i v6i cac chung quan trong vé 1am sang (vi du, chang nhiém khuan huyét)

b. Chuan bi khoanh gidy ceftazidime-axit clavulanic (30 pg/10 ug) va cefotaxime-axit clavulanic (30 pg/10 pg): Str dung dung dich me axit clavulanic
nong do 1000 ug/mL (hodc chuan bi mai tir mot luong nho dong bang & —70 °C), thém 10 pL axit clavulanic vao khoanh giy ceftazidime (30 pg) va
cefotaxime (30 pg). Str dung micropipette dé nho 10 uL dung dich me 1én khoanh gidy ceftazidime va cefotaxime trong vong 1h trude khi dat 1én dia,
c6 thé chi can 30 phut dé axit clavulanic hip phu 1én khoanh gidy khang sinh, du kho va dit 1én dia. Sir dung céc khoanh gidy sau khi chuan bi hoic
virt bo, khong giir lai cho 1an sau..
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Bang b6 sung 2A-S2. Xét nghiém khing dinh cic chiing nghi ngd sinh Carbapenemase & Enterobacteriaceae khi sir dung tiéu chuin dién giai két
qui mdi cho carbapenem

Chi khi nao sir dung tiéu chuin dién giai méi cho carbapenem dwgc cong bd vao thang 1 nim 2010 (M100-S20-U)
1. Xét nghiém sang loc ban dau (dwgc trinh biy trong bang bo sung 2A-S3) va xét nghiém xac nhan (vd, MHT) la khong cin thiét cho xét
nghiém thudong quy trén bénh nhéan.
2. Xét nghiém MHT c6 1& hiru dung cho viéc xét nghiém cac chiing vi muc dich dich t& hoc hoic chong nghiém khuin
3. Khong c6 su thay ddi nao trong dién giai két qua xét nghiém nhay cam carbapenem doi v6i cac chiing cho két qua dwong tinh véi thir
nghi¢m Hodge ci tién (MHT).

Khi thwe hién xét
nghiém nay:

Nhiing quy trinh kiém soat nhiém khuan hodc cac cudc khao sat dich t& hoc yéu cau xac dinh nhitng ching thudc Enterbacteriaceae
sinh carbapenemae. Céac chung sinh carbapenemase thuong khang trung gian hodc khang voi mot hodc hon mot khang sinh thudc
nhém carbapenem theo tiéu chuan dién giai duoc liét ké trong bang 2A (chu ¥: khong nhay cam voi Ertapenem 1a mot biéu hién nhay
nhét cia sinh carbapenemase). Hodc cac chiing nay thuong khang véi mot hodc trén mot khang sinh thudc cephalosporin nhom IIT
(vd, cefoperazone, cefotaxime, ceftazidime, ceftizoxime va ceftriaxone. Do d6, xét nghiém nay chi gi¢i han véi cac chung cé biéu
hi¢n trén.

Phuwong phap xét | Xét nghiém Hodge di diéu chinh
nghiém
MGoi trueong MHA

Nong d9 khing
sinh

Khoanh Ertapenem 10 pg hodc
Khoanh Meropenem 10 pg

Huyén dich vi
khuan

(1) Chuan bi huyén dich vi khuan E. coli ATCC® 25922 (chung chi dinh) trong nudc mudi hodc canh thang voi dam do chuan 0.5
McFarland (pha lodng tryuc tiép tir khuan lac hodc qua ting sinh) sau d6 pha loang 1:10 trong nudc mudi hodc canh thang. Céy huyén
dich chung chi dinh pha loang 1:10 trén dia MHA nhu phuong phap khang sinh d6 thuong qui. Dé dia kho tu nhién 3 dén 10 phut.
Dit s6 khoanh gidy ertapenem hodc meropenem trén dia v6i s6 lugng nhu luu y sau day va trong Hinh 1 va 2.

(2) S dung dau que cay tron (vong dau que ciy c6 thé tich 10-uL) hodc tim bong nhat 3-5 khuan lac ching can xét nghiém hozc
ching chuén da duoc ting sinh qua dém. Dung que cy hodc tam bong da co6 khuén lac cin lam xét nghiém vach mot duong thang tir
mép ciia khoanh b&i mép cua dia. Pudng cay it nhat 2025 mm. Sé chung xét nghiém trong mdi dia nhu luu ¥ sau dy va trong Hinh
1va2.

S6 luong ching/khoanh gidy xét nghiém trong dia MHA nhé va 16n (100-mm hodc 150-mm, twong &ng):

Nho Lén
S6 khoanh gidy 1 1-4
Cac chung xét nghiém 1 1-6
Céc chung QC 2 2

Diéu kién nudi
cay

35 + 2 °C; hiéu khi
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Thoi gian nudi 16-20h

ciy

Két qua Sau khi U tang sinh, trén MHA khao sat sy ting sinh (biéu hién bang cac khuan lac tao thanh hinh lan quat) tai viing giao thoa giira
vét ciy va chu vi ving tre ché cua ching chi dinh (E. coli ATCC® 25922) nhu mé ta & dudi (Hinh 1 va 2).

Co tang sinh = carbapenemase duong tinh.

Khoéng tang sinh = carbapenemase am tinh.

Mot s6 vi khuan ¢ thé sinh chat e ché sy phat trién cta E. coli ATCC®25922. Néu ¢6 sy trc ché nay, s& xuat hién mot ving sang
xung quanh vét ciy (xem Hinh 3). Nhu vay xét nghiém Hodge d3 diéu chinh khong thich hop v&i nhiing ching nay.

Déi v6i cac chung duong tinh voi xét nghiém Hodge, tién hanh xét nghiém MIC trude khi bao céo két qua dbi véi carbapenem. Moi
két qua béo cdo déu dya duy nhit vao MIC.

Béo céo Bio cio két qua cia thir nghiém Hodge cai tién cho khoa chdng nhiém khuin, hoic téi cic khoa c6 chire ning dich té hoc.
Khong cé sw thay ddi nao trong dién giai két qua xét nghiém nhay cam carbapenem dbi véi cac chiing cho két qua dwong
tinh véi thir nghiém Hodge cii tién (MHT)

Chiing chuan Kiém tra cic ching chuan duong tinh va 4m tinh mdi ngay c6 xét nghiém

khuyén co K. pneumoniae ATCC® BAA-1705—xét nghiém Hodge duong tinh

K. pneumoniae ATCC® BAA-1706—xét nghiém Hodge 4m tinh

Viét tat: ATTC tén thuong mai ctia hé théng chfn}g chuan theo tiéu chuin cua Hoa Ky; KPC, K. pneumonia sinh men carbapenemases; MHA, Thach
Mueller-Hinton; MHT, Thir nghi€ém Hodge cai tién (Modified Modge test); MIC, Nong do trc che toi thieu; QC, kiém soat chat lugng
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Bang 2A-S2. (Tiép)

Luuy:
1. Xét nghiém sang loc va khing dinh theo khuyén cdo phan I6n xuét phat tir cac chung Enterobacteriaceae Theo tiéu hé thong thir nghiém ¢ Hoa Ky va cho

d6 nhay (>90%) va do dic hiéu (>90%) cao vé kha ning phat hién kiéu sinh carbapenemase loai(KPC) & nhirng chiing nay. Do nhiy va do dac hiéu cia xét
nghiém phat hién kha nang sinh metallo-B-lactamase con & muc do thap.

2. Khong c6 dit liéu ve su can thict cua cac xét nghiém phat hi¢n kha nang sinh carbapenemase ¢ truc khuan Gram am khong 1én men.

E. coli ATCC®25922

Vung tc ché E. coli ATCC*25922 bang
ertapenem

C6 tang sinh E. coli ATCC®25922. K.
pneumoniae ATCC"BAA-1705 sinh
carbapenemase gay bt hoat ertapenem trong
moi truong. Do d6, khong c6 du ertapenem dé e
ché E. coli ATCC®25922 va luu y vé sy 16m vao
ctia vung tre ché (hinh lan quat).

Hinh 1. MHT tién hanh trén dia MHA nhé

(1) K. pneumoniae ATCC*BAA-1705, két qua duong tinh;
(2) K. pneumoniae ATCC*BAA-1706, két qua am tinh;
(3) Chuing 1am sang, két qua dwong tinh
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Hinh 2. MHT thue hién trén dia MHA 1én véi Ertapenem.
(1) K. pneumoniae ATCC"BAA-1705, két qua duong tinh;
(2) K. pneumoniae ATCC®BAA-1706, két qua am tinh;

(3-8) Chung 1am sang; (6) két qua am tinh;

(3,4,5,7,8) két qua duong tinh.

Hinh 3. Vi du vé két qua khong rd rang.
(1) Chiing 1am sang v&i két qua khong rd rang (chung we ché su phat trién cua E. coli ATCC*25922;

(2) chung 1am sang véi két qua 4m tinh
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Bang b6 sung 2A-S3. Xét nghiém sang loc va xac nhén cac chung Enterobacteriaceae nghi ngo sinh carbapenemase khi sir dung tiéu chuin dién giai
két qua Carbapenem “Cii” (St dung vé&i bang 2A trong phién ban M100-S20 [Thang 1 nam 2010])

Cho t6i khi tiéu chuin dién gidi mai dugce bd sung cho carbapenem, cac thir nghiém sang loc va xac nhan phai dwoc thwe hién va bao cao theo
nhirng chi dan méi cho cac truwong hgp MHT duwong tinh duwgc mé ta nhw dwédi day. Khong can thiét tien hanh thir nghiém carbapenemase cho
moi chiing bang thir nghiém MHT khi ma tat cd cac khang sinh ciia nhém carbapenem déu dugc bao cdo la khing trung gian hodc khang.

Xét nghiém Xét nghiém sang loc ban dau Xét nghiém khing dinh kiéu hinh
Khi thye hi¢n | CHI ap dung nhirng diéu sau khi ma sir dung tiéu chuin dién Xét nghiém sang loc duong tinh va khang v6i mot hodac mot so

xét nghiém
nay

giai két qua cho carbapenam dwgrc trinh bay trong M100-S20
(thang 1 nam 2010)

khang sinh cephalosporin thé hé III (vi du, cefoperazone,
cefotaxime, ceftazidime, ceftizoxime va ceftriaxone)

Phuwong phap | Khang sinh d6 Vi pha loang canh thang Xét nghiém Hodge da diéu chinh
xét nghiém
Moi truong MHA CAMHB MHA
Nong dd Ertapenem 10 pg hoac Ertapenem 1 pg/mL hodc Khoanh Ertapenem 10 pg hodc
khang sinh Meropenem 10 pg Imipenem 1 pg/mL hodc Khoanh Meropenem 10 pg
(LUU Y: Xet nghlem dung Meropenem 1 pg/mL
khoanh gidy imipenem dé sang
loc carbapenemases thuong kém
hiéu qua)
Huyén dich vi | Khuyén céo str dung phuwong Khuyén céo sir dung phuong (1) Chuan bj huyén dich vi khuan E. coli ATCC® 25922 (chung
khuén phap khang sinh db tiéu chuan phap pha lodng chuan chi dinh) bang nuéc mubi sinh 1y hodc canh thang v6i ddm d6 0.5

McFarland (st dung hodc truc tiép ttr khuén lac hoic qua tang
sinh) sau d6 pha lodng 1:10 trong nuéc mudi hodc canh thang.
Céy trén dia MHA nhu phuong phap khang sinh d6 thuong qui.
D¢ dia kho tu nhién 3 dén 10 phut. Dt s6 khoanh gidy ertapenem
hoac meropenem trén dia nhu luu y sau day va trong Hinh 1 va 2.
(2) Sir dung dau que ciy vong (10-pL) hodc tim bdng, nhat 3-5
khuan lac chiing can xét nghiém hodc chung chudn di duoc ting
sinh qua dém trén thach mau va cay duong thang tir mép ciia
khoanh gidy ertapanem v6i mép ciia dia thach. Cdy mot dudng it
nhat 20-25 mm. Xét nghiém s6 chung mdi dia nhu luu v sau day
va trong Hinh 1 va 2.

S6 lwong khoanh gidy va chung dé thir nghiém cua dia MHA nho
va 16n (100-mm hoac 150-mm, twong (rng):

Nho Lén
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S6 khoanh gidy 1 1-4
Céac chung xét nghiém 1 1-6
Céac chung QC 2 2

Diéu kién
nudi cay

35+ 2 °C; hiéu khi

35+ 2 °C; hiéu khi

35+ 2 °C; hiéu khi

Thoi gian nuoi
cay

16-18h

16-20h

16-20h

Két qua Ertapenem 16-21 mm Ertapenem 2-4 pg/mL Sau khi u tang sinh, trén MHA khao sat sy ting sinh (biéu hién
Meropenem 14-21 mm Imipenem 2-8 pg/mL béang cac khuan lac tao thanh hinh lan quat) tai ving giao thoa giita
Céc dudng kinh ving e ché Meropenem 2-8 pg/mL vét cAy va chu vi ving te ché cua ching chi dinh (E. coli ATCC®
nhu trén ching té chung vi Cac gia tri MIC nhu trén ching | 25922) (Hinh 1 va 2).
khuan xét nghiém sinh t6 chiing vi khuan xét nghiém Co tang sinh = carbapenemase duong tinh.
carbapenemase, mac du thuc té | sinh carbapenemase, mac du Khoéng tang sinh = carbapenemase am tinh.
cac chiing d6 van trong danh thyuc té cac chung d6 van trong | Mot s6 vi khuan co thé sinh chét &rc ché sy phat trién cua E. coli
sach nhdy cam. bpé khﬁng dinh, | danh sach nhdy cam theo nhu ATCC®25922. Néu ¢6 su trc ché nay, sé xuét hién mot vung sang
tién hanh xét nghiém Hodge. phién ban M100-S20 (thang 1 | xung quanh vét cdy (xem Hinh 3). Nhu vy xét nghiém Hodge da
(LUU Y: Khoanh gidy nam 2010) diéu chinh khong thich hop véi nhitng ching nay.
imipenem khong thich hop cho D6i v6i cac chung duong tinh véi thir nghiém sang loc bang
sang loc carbapenemases.) khoanh gidy ertapenem hoic meropenem VA xét nghiém Hodge
dwong tinh, tién hanh xét nghiém MIC trudc khi bao cao két qua
d6i voi moi carbapenem. Moi két qua béo cdo déu dwa duy nhét
vao MIC.
Bao cao CHI 4p dung nhirng diéu sau khi ma sir dung tiéu chuin dién

giai két qua cho carbapenam dwgrc trinh bay trong M100-S20
(thang 1 nam 2010)

Poi v6i cac chilng ma xét nghiém Hodge dwong tinh va MIC
cua ertapenem ¢ khoang 2-4 pg/mL; MIC cua imipenem 2-8
pg/mL; hoic MIC ciia meropenem 2-8 pg/mL, bao cao két
qua moi carbapenem déu bi khing

Néu MHT am tinh, dién giai két qua MIC ciia carbapenem theo
tiéu chuan dién giai cia CLSI dugc trinh bay trong Bang 2A
trong phién ban M100-S20 (thang 1 nam 2010)
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Klguyén ca0
kiém soat chat
lwgng

Str dyung E. coli ATCC" 25922
trong kiém soat chat lugng
thuong qui.

Str dung E. coli ATCC" 25922
trong kiém soat chat lugng
thuong qui.

Kiém tra cac ching chuan dwong tinh va 4m tinh mdi ngay c6 xét
nghiém

K. pneumoniae ATCC® BAA-1705—xét nghiém Hodge duong
tinh

K. pneumoniae ATCC® BAA-1706—xét nghiém Hodge 4m tinh

Viét tat: ATTC tén thuong mai ctia hé théng chung chuén theo tiéu chuin cua Hoa Ky; KPC, K. pneumonia sinh men carbapepemases; MHA, Thach
Mueller-Hinton; MHT, Thir nghiém Hodge cai tién (Modified Modge test); MIC, Nong do trc ché toi thieu; QC, ki€m soat chat lugng
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Bang 2A-S3. (Tiép)

Luuy:

1. Proteus spp., Providencia spp., va Morganella spp. ¢ MIC v&i imipenem cao hon bai nhirng co ché khac khong chi boi carbapenamase, do d6, MIC cia
imipenem cho céc test sang loc dé xac dinh carbapenemase & 3 toc nay khong duogc xéac lap. Twong ty nhu vay, khoanh gidy imipenem dé thir nghiém
sang loc carpabenemase & Enterobacteriaceae ¢6 gia tri rat thip.

2. Xét nghiém sang loc va khang dinh theo khuyén cao phan 16n xuat phét tir cac ching Enterobacteriaceae Theo tiéu hé thong thir nghiém & Hoa Ky va
cho d6 nhdy (>90%) va d6 dic hiéu (>90%) cao vé kha nang phat hién kiéu sinh carbapenemase loai(KPC) & nhitng chung nay. Do nhay va d6 dic hiéu
ctia xét nghiém phat hién kha ning sinh metallo-p-lactamase con & mirc d thip.

3. Khoéng c6 dir lidu vé sy can thiét cia cac xét nghiém phat hién kha ning sinh carbapenemase ¢ truc khuan Gram 4m khong 1én men.

E. coli ATCC®25922

Vang tc ché E. coli ATCC®25922 béi
ertapenem

C6 tang sinh E. coli ATCC*25922. K.
pneumoniae ATCC*BAA-1705 sinh
carbapenemase giy bat hoat ertapenem trong
moi truong. Do d6, khong co du ertapenem dé e
ché E. coli ATCC*25922 va luu y vé sy 16m vao
ctia vung tre ché (hinh lan quat).

Hinh 1. MHT tién hanh trén dia MHA nhé

(1) K. pneumoniae ATCC*BAA-1705, két qua duong tinh;
(2) K. pneumoniae ATCC"BAA-1706, két qua am tinh;
(3) Chiing 1am sang, két qua dwong tinh
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Hinh 2. MHT thue hién trén dia MHA 1én véi Ertapenem.
(1) K. pneumoniae ATCC"BAA-1705, két qua duong tinh;
(2) K. pneumoniae ATCC®BAA-1706, két qua am tinh;

(3-8) Chung 1am sang; (6) két qua am tinh;

(3,4,5,7,8) két qua duong tinh.

Hinh 3. Vi du vé két qua khong rd rang.
(1) Chiing 1am sang v&i két qua khong rd rang (chung we ché su phat trién cua E. coli ATCC*25922;

(2) chung 1am sang véi két qua 4m tinh
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Bang 2B-1. Tiéu chuin doc két qua dwong kinh ving trc ché va ndng dd irc ché toi thiéu twong dwong (MIC) doi véi Pseudomonas aeruginosa

Piéu kién thir nghiém

MGéi treong:

Huyén dich vi khuén:

Diéu kién nudi cay:

Khoanh gidy khuéch tan: MHA

Pha loang canh thang: CAMHB

Pha loang trén thach: MHA

Cay chuyén vi khuan qua canh thang hoic pha
huyén dich vi khuan truc tiép tir khuén lac v6i mat
dd vi khuan tuong duong do duc chuan 0.5
McFarland

3542°C, hiéu khi,

Khang sinh d6: 16-18h

Phuong phéap pha loang: 16-20h

Cac dé xuat kiém soat chat lwong t6i thiéu
(Xem bang 3A va 4A: gioi han QC cho phép)

Escherichia coli ATCC® 25922
Pseudomonas aeruginosa ATCC" 27853
Escherichia coli ATCC® 35218

(dung cho phéi hop B-lactam/irc ché men p-
lactamase)

Luu y chung

(1) Khoa gidy khuéch tan: Po dudng kinh ving te ché ( bang mit thuong), bao gdm duong kinh khoanh gidy. Soi dia trén nén den véi anh sang xuyén
qua. Ranh giéi viing trc ché xac dinh bang mot viing khong c6 bat ky khuan lac nao c6 thé phat hién bang mit thudng, bé qua cac khuan lac li ti &
mép ma chi c6 thé phat hién dudi kinh hién vi. Cac chung Proteus spp., ¢0 thé phat’ trién lan vao ving tre ché d6i voi ting loai khang sinh nhét dinh.
Dbi véi chung Proteus spp., bo qua sy phat trién yéu trong truong hop Vung v6 khuan khong 18 rang. D4i v6i trimethoprim va sulfonamides, chat d6i
khang trong moi truong c6 thé cho phép vi khudn phat trién yéu, do do, néu vi khuén phat trién & mirc d6 khoang 20% hodc it hon thi c6 thé khong
quan tdm va do dudng kinh viing trc ché ¢ ranh gidi rd rang nhat.

(2) Sy nhay cam cua P. aeruginosa phan I4p tir bénh nhan bi bénh so héa hé thdng c6 thé khing dinh bang phuong phap khoanh gidy khuéch tan, nhung
can ting thoi gian nudi cdy 1én 24h trude khi bao céo két qua nhay cam.
(3) P. aeruginosa c6 thé tro nén khang tat ca cac loai khang sinh sau thoi gian diéu tri kéo dai. Do d6, cac chiing niy ban dau ¢6 thé nhiy cam nhung sau
3-4 ngay diéu tri tré' nén khang thude. Can tién hanh thir nghiém lp lai.
(4) Piém nhay cam-giéi han (breakpoint) trong cac 6 & bang dwoi diy dya trén ham hrong khang sinh tir do trong huyét twong ngudi (c6 chirc
ning gan va than binh thwong). Khi mgt diém nhay cim méi dwge bd sung, khoa xét nghiém phii chia sé nhirng thong tin nay téi cac Bac sy
chuyén khoa truyén nhiém, cac duoc sy, Hoi dong thudc va diéu tri, vd Khoa chéng nhiém khuin. Thong tin vé ké don cin phai dwoc soat
xét lai va cac nha 1am sang phai tién hanh hdi chian dé xac dinh liéu lwong diéu tri cho bénh nhin nhiém trang dic biét..
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LUUY: Céc thong tin dugc in ddm 13 méi hodc dwge hi¢u chinh so véi phién ban truéc do.
Nhom thir Khang sinh Ham Gi6i han dwong kinh ving | Giéi han nong d9 trc ché ti Luuy
nghiém/ lwgng trc ché (mm) thiéu (ug/mL)
bao cao S I R S I R
PENICILLINS

(5) Rx: Su phén chia kiéu nhdy cam, trung gian va khang ham ¥ rang can thiét dung khang sinh liéu cao d6i v6i cac truong hop nhiém khuan ning gy ra
boi P. aeruginosa. D6i véi cac truong hop nay, liéu phap khang sinh don s& gap that bai trén 1am sang,

A Piperacillin 100 pg >18 - <17 <64 — > 128
B Ticarcillin 75 ng >15 - <14 <64 - > 128
) Azlocillin 75 ng > 18 - <17 < 64 — > 128
) Carbenicillin 100 pg >17 14-16 <13 <128 256 > 512
) Mezlocillin 75 ng >16 - <15 <64 — > 128
PHOI HOP B-LACTAM/ CHAT UC CHE B-LACTAMASE
Xem ghi chu (5).
B Piperacillin-tazobactam 100/10 ug | >18 - <17 < 64/4 - > 128/4
Ticarcillin-clavulanic
) axit 75/10 pg >15 - <14 < 64/2 - > 128/2
CEPHEMS (Bao gém cephalosporins thé hé I, I, I1I, va IV. Tham khao phu luc I.)
(6) Tiéu chuin dién giai
két qua dya trén licu 1
gam mdi 6 givi hoic 2 g
A Ceftazidime 30 pg > 18 15-17 <14 <8 16 >32 mbi 8 gioi
(7) Tiéu chuin dién giai
két qua dwa trén licu 1
gam mdi 8 givi hodic2 g
B Cefepime 30 ug > 18 15-17 <14 <8 16 >32 | mbi12 givi
MONOBACTAMS
B | Aztreonam | 30 g >22 | 1621 | <15 <8 | 16 | =32 [ (8)Titu chuin dién giai
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két qua dya trén licu 1
gam mdi 6 givi hodic2 g
mdi 8 gioi
CARBAPENEMS
B Imipenem 10 pg >16 14-15 <1 <4 8 >16
B Meropenem 10 pg >16 14-15 <1 <4 8 >16
LIPOPEPTIDES
0 Colistin 10 pg > 11 - <10 <2 4 >8
300 don
0) Polymyxin B vi > 12 - <11 <2 4 >8
AMINOGLYCOSIDES
A Gentamicin 10 pg >15 13-14 <12 <4 8 >16
A Tobramycin 10 pg >15 13-14 <12 <4 8 >16
B Amikacin 30 pg >17 15-16 <14 <16 32 > 64
) Netilmicin 30 pug >15 13-14 <12 <8 16 >32
FLUOROQUINOLONES
B Ciprofloxacin Sug >21 16-20 <15 <1 2 >4
B Levofloxacin Sug >17 14-16 <13 <2 4 > 8
U Lomefloxacin hodc 10 pg >22 19-21 <18 <2 4 >8
U ofloxacin Sug >16 13-15 <12 <2 4 >8
U Norfloxacin 10 pg >17 13-16 <12 <4 8 >16
0 Gatifloxacin Sug >18 15-17 <14 <2 4 >8 (9) Tiéu chuan nay ap dung
d6i v6i cac chung phan lap
tir duong tiét niéu.

Viét tat: ATCC, tén thuong mai‘ cua hé théng qhﬁng chuén theo tiéu chuan cua Hoa Ky; CAMHB, canh thang Mueller-Hinton da diéu chinh cation; MHA,
Thach Mueller-Hinton; MIC, Nong d6 trc ché toi thi€u;
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Bang 2B-2. Tiéu chuin doc két qua dwong kinh viing tre ché va ndng dd e ché tdi thiéu (MIC) dbi v6i Acinetobacter spp.

MGéi treong:

Piéu kién thir nghiém

Huyén dich vi khuén:

Diéu kién nudi cay:

Khoanh gidy khuéch tan: MHA
Pha loang canh thang: CAMHB
Pha loang trén thach: MHA

Phuong phap tang sinh bang canh thang hoic pha huyén dich vi
khuan truc tiép tur khuan lac véi mat do vi khuan twong duong

dd duc chuén 0.5 McFarland

35+2°C, hiéu khi, 20-24h, tt ca cac phuong phap

Luu y chung

Cic yéu ciu kiém soat chét lwgng tdi thiéu
(Xem bang 3A va 4A: gidi han QC cho phép)

Escherichia coli ATCC" 25922
Pseudomonas aeruginosa ATCC® 27853
Escherichia coli ATCC® 35218

(dung cho phdi hop B-lactam/irc ché men
B-lactamase)

(1) Déi véi khoa gidy khuéch tan, Po dudng kinh ving trc ché (bang mit thuong), bao gdm dudng kinh khoanh gidy. Soi dia trén nén den voi 4nh sang

xuyén qua. Ranh gidi viing wrc ché xac dinh bang mot viing khong c6 bat ky khuan lac ndo c6 thé phat hién bang mét thuong, bé qua cac khuén lac 1 ti

& mép ma chi c¢6 thé phat hién dudi kinh hién vi.. D6i véi trimethoprim va sulfonamides, cac chat ddi khang trong méi truong co thé cho phép vi

khuén phat trién yéu; do d6 c¢6 thé bo qua su phaét trién yéu nay (khong qua 20%) va do dudng kinh viing e ché ¢ ranh gidi rd rang nhat..

LUUY: Céc thong tin dugc in ddm 13 méi hodc dwge hiéu chinh so véi phién ban truwéce do.
Nhém thir Gi6i han dwong kinh ving | Giéi han ndng dé e ché toi ,
A . . . , J <R Luuy
nghiém/ Khang sinh Ham lwong trc ché (mm) thiéu (pg/mL)
bao cao S I R S I R
PENICILLINS
B Piperacillin 100 pg >21 18-20 <17 <16 32-64 > 128
) Mezlocillin 75 ug >21 18-20 <15 <16 32-64 > 128
O Ticarcillin__ _ T5pg >20 15-19 < <1 32-64 > 128
PHOI HOP B-LACTAM/ CHAT UC CHE -LACTAMASE
A Ampicillin-sulbactam 10/10 pg >15 12-14 <11 <8/4 16/8 >32/16
B Piperacillin- 100/10 pg >21 18-20 <17 | <16/4 | 32/4-64/4 | >128/4
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tazobactam
Ticarcillin-clavulanic

B axit 75/10 pg >20 15-19 <14 | <16/2 | 32/2-64/2 | >128/2
CEPHEMS (PUONG TIEM) (Bao gom cephalosporins thé hé I, II, IIL, va IV. Tham khio phu luc L.)

A Ceftazidime 30 ug > 18 15-17 <14 <8 16 >32

B Cefepime 30 ug > 18 15-17 <14 <8 16 >32

B Cefotaxime 30 pg >23 15-22 <14 <8 16-32 > 64

B Ceftriaxone 30 pg >21 14-20 <13 <8 16-32 > 64
CARBAPENEMS

A Imipenem 10 pg >1 14-15 <13 <4 8 >16

A Meropenem 10 pug >1 14-15 <13 <4 8 >16
LIPOPEPTIDES

O Polymyxin B - - - - <2 - >4

O Colistin - - - - <2 - >4
AMINOGLYCOSIDES

A Gentamicin 10 pg > 13-14 < <4 8 >16

A Tobramycin 10 pug >1 13-14 <12 <4 8 >16

B Amikacin 30 ug > 1 15-16 <14 <16 32 > 64

C Netilmicin - - - <8 16 >32
TETRACYCLINES

(2) Cac ching nhdy cam vdi tetracycline ciing dugc xem nhu nhay cam voi doxycycline va minocycline. Tuy nhién, mot s ching co thé khang trung
gian hodc khang voi tetracycline van c6 thé nhdy cam doi voi doxycycline va/hodc minocycline.

B Tetracycline 30 pg >15 12-14 <11 <4 8 >16

B Doxycycline 30 pg >13 10-12 <9 <4 8 >16

B Minocycline 30 ug >16 13-15 <12 <4 8 >16
FLUOROQUINOLONES

A Ciprofloxacin 5ug >21 16-20 <15 <1 2 >4

A Levofloxacin Sug >17 14-16 <13 <2 4 > 8

O Gatifloxacin Sug > 18 15-17 <14 <2 4 >8
THUOC U'C CHE CON PUONG CHUYEN HOA FOLATE

Trimethoprim- 1.25/
B sulfamethoxazole 23.75 ug > 16 11-15 <10 | <2/38 - > 4/76
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Viét tit: ATCC, tén thuong mai‘ cua hé théng qhﬁng chuén theo tiéu chuin cia Hoa Ky; CAMHB, canh thang Mueller-Hinton da diéu chinh cation; MHA,
Thach Mueller-Hinton; MIC, Nong d6 tc ché toi thi€u;
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Bang 2B-3. Tiéu chuin doc két qua dwong kinh ving e ché va ndng dd irc ché toi thiéu twong dwong (MIC) ddi véi Burkholderia cepacia

Piéu kién thir nghiém Cic dé xuit kiém soat chit lwgng toi thiéu
(Xem bang 3A va 4A: gidi han QC cho phép)

Moi truong: Khang sinh d¢6: MHA

Pha loang canh thang: CAHMB Escherichia coli ATCC® 25922

Pha loang trén thach: MHA Pseudomonas aeruginosa ATCC® 27853
Huyén dich vi khuén: CAy chuyén vi khuan qua canh thang hodc pha huyén dich vi Escherichia coli ATCC" 35218 )

khuén truc tiép tir khuan lac véi mat do vi khuan twong duong (dung cho phoi hop B-lactam/irc ché men

dd duc chuén 0.5 McFarland B-lactamase)
Dicu kién nudi ciy: 35+2°C, hiéu khi, 20-24h tit ca cac phuong phap

Luu y chung
(1) Ddi véi khoa gidy khuéch tan, do dudong kinh ving e ché (bang mit thudng), bao gdbm dudng kinh khoanh gidy. Soi dia trén nén den véi anh sang
xuyén qua. Ranh gidi viing wrc ché xac dinh bang mot viing khong c6 bat ky khuan lac ndo c6 thé phat hién bang mét thuong, bé qua cac khuén lac 1i ti
& mép ma chi c¢6 thé phat hién dudi kinh hién vi.. D6i véi trimethoprim va sulfonamides, cac chat ddi khang trong méi truong co thé cho phép vi

khuén phat trién yéu; do d6 c6 thé bo qua su phaét trién yéu nay (khong qua 20%) va do dudng kinh ving trc ché ¢ ranh gidi rd rang nhat..

LUUY: Cac thong tin dugc in dam 1a méi hodc dwge hiéu chinh so véi phién ban truwéc do.
Nhém Khang sinh Ham | Gi6i han duong kinh viing Gidi han nong d9 e ché Luu y
thir nghiém/ lugng trc ché (mm) ti thiéu (ng/mL)
bio cdo S | I . R S | I R
CEPHEMS (PUONG UONG) (Bao gom cephalosporins I, I, III, and IV. Tham khio phu luc I.)
B | Ceftazidime 30pg | >21 | 1820 | <17 ] <8 | 16 | >32 |
CARBAPENEMS
B | Meropenem | 1opg | >20 | 16219 | <15| <4 | 8 | >16 |
TETRACYCLINES
B | Minocycline | 30pg | >19 | 15-18 | <14 | <4 | 8 | >16 |

THUOC UC CHE CON PUONG CHUYEN HOA FOLATE | | |
A | Trimethoprim- | 125/ [ >16 | 11-15 | <10 | <2/38 | - L >4/76 |
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sulfamethoxazole | 23.75 ug

PHOI HOP B-LACTAM/UC CHE B-LACTAMASE

B Ticarcillin- - - - - <16/2 32/2— >128/2
Clavulanic axit 64/2
FLUOROQUINOLONES
B | Levofloxacin | - -] - - ] <2 ] 4 . >3 |
PHENICOLS

(2) Khong béo cdo thuong qui voi
B Chloramphenicol - - - - <8 16 >32 cac ching phéan lap tr nwdce ticu.

Viét tit: ATCC, tén thuong mai‘ cua hé théng qhﬁng chuén theo tiéu chyén cia Hoa Ky; CAMHB, canh thang Mueller-Hinton da diéu chinh cation; MHA,
Thach Mueller-Hinton; MIC, Nong d0 tic ché toi thi€u, QC, dam bao chat lugng xét nghiém
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Bang 2B-4. Tiéu chuin doc két qua dwong kinh viing tre ché va nong dd e ché t6i thiéu twong dwong (MIC) dbi véi Stenotrophomonas maltophilia

Piéu kién thir nghiém

MGoi treong:

Huyén dich vi khuin:

Diéu kién nubi cay:

Khéang sinh d6: MHA

Pha loang canh thang: CAMHB

Pha loang trén thach: MHA

Céy chuyén vi khudn qua canh thang hoic

pha huyén dich vi khuan truc tiép tir khuan lac véi
mat d6 vi khudn tuong duong d6 duc chuin 0.5
McFarland

35+2°C, hiéu khi, 20-24h tit ca cac phuong phap

Luu y chung

Cac dé xuét kiém soat chit lwong t6i thiéu
(Xem bang 3A va 4A: gidi han QC cho phép)

Escherichia coli ATCC® 25922
Pseudomonas aeruginosa ATCC" 27853
Escherichia coli ATCC® 35218

(dung cho phéi hop B-lactam/irc ché men
B-lactamase)

(1) Dbi véi khoa gidy khuéeh tan, do duong kinh ving trc ché (bang mit thuong), bao gom dudng kinh khoanh gidy. Soi dia trén nén den véi anh sang

xuyén qua. Ranh gigi ving trc ché xac dinh bang mot viing khong c6 bat ky khuan lac nao c6 thé phat hién bang mit thuong, boé qua cac khuén lac li ti

& mép ma chi c6 thé phat hién dudi kinh hién vi.. Dbi v6i trimethoprim va sulfonamides, cac chat di khang trong méi trudng c6 thé cho phép vi khuan

phat trién yéu; do d6 c6 thé bo qua su phét trién yéu nay (khéng qua 20%) va do duong kinh ving trc ché ¢ ranh gidi rd rang nhat..

LUUY: Céc thong tin dugc in ddm 13 méi hodc dwege hi¢u chinh so véi phién ban truéc dé
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Bang 2B-4.
Nhom thir Khang sinh Ham Gioi han duong kinh vung Gioi han nong do irc ché Luwuy
nghiém/ lwgng trc ché (mm) toi thiéu (ng/mL)
bao cao
' ’ s | I | R S | I . R
PHOI HOP B-LACTAM/UC CHE B-LACTAMASE
Ticarcillin- 32/2—

B clavulanic axit - - - - <16/2 64/2 >128/2
CEPHEMS (DUO'N G RUQT) (Bao om cephalosporins I, II II1, va IV Tham khao Phu luc L) .

B | Ceftazidime b b sl e | s3]
TETRACYCLINES

B | Minocycline | soug | 219 | 1508 | <14 | <4l 8 | >16 |
FLUOROQUINOLONES

B Levofloxacin 5ug >17 14-16 <13 <2 4 >8
THUOC UC CHE CON PUONG CHUYEN HOA FOLATE

Trimethoprim- 1.25/

A sulfamethoxazole 23.75 ug > 16 11-15 <10 <2/38 - >4/76

PHENICOLS
(2) Khong bao céo thudng qui
doi voi cac chung phan lap tur
B Chloramphenicol - - - <8 16 >32 tiét nidu.

Viét tat: ATCC, tén thuong mai ctia hé thong chung chuén theo tiéu chuan cua Hoa Ky; CAMHB, canh thang Mueller-Hinton da diéu chinh cation; MHA,
Thach Mueller-Hinton; MIC, Nong d6 trc ché tdi thiéu, QC, dam bao chat lwong xét nghiém
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Bang 2B-5. Cac tiéu chuin doc két qua MIC (pg/mL) di véi cac chiing khong phai Enterobacteriaceae khac (Tham khio Luu y 1)

Piéu kién thir nghiém
MGoi treong:

Huyén dich vi khuin:

Diéu kién nubi cay:

Khéang sinh d6: MHA

Pha loang canh thang: CAMHB

Céy chuyén vi khuin qua canh thang hoic

pha huyén dich vi khuan truc tiép tir khuan lac véi mat
dd vi khuan tuong duong d6 duc chuén 0.5 McFarland
35+2°C, hiéu khi, 16-20h

Cic dé xuit kiém soat chit lwgng toi thiéu
(Xem bang 3A va 4A: gidi han QC cho phép)

Escherichia coli ATCC" 25922
Pseudomonas aeruginosa ATCC® 27853
Escherichia coli ATCC® 35218

(dung cho phdi hop B-lactam/irc ché men
B-lactamase)

Luu y chung

(D Céc vi khuan khong thudc nhoém Enterobacteriaceae khac bao gdm Pseudomonas spp. (khong P. aeruginosa) va cac vi khuan dé moc, khong 1én
men dudng glucose, truc khuan gram am khong ké P. aeruginosa, Acinetobacter spp., Burkholderia cepacia, B. mallei, B. pseudomallei, va
Stenotrophomonas maltophilia. Tham khao Bang 2B-2, 2B-3, va 2B-4 d6i v&i xét nghiém Acinetobacter spp., B. cepacia, va S. maltophilia, va tai
liéu CLSI M45 dbi véi Burkholderia mallei va B. pseudomallei.

LUUY: Céc thong tin dugc in ddm 13 méi hodc dwee hiéu chinh so véi phién ban truéc dé
Nhém thiwr Khang sinh Ham Gio6i han dudng kinh viung Gioi han nong dj trc ché Luuy
nghiém/ lwgng tre ché (mm) tﬁil thiéu (pg/mL)
bao cao S I . R S i I i R
PENICILLINS
A Piperacillin - - - - <16 32-64 > 128
O Mezlocillin - - - - <16 32-64 > 128
O Ticarcillin - - - - <16 32-64 > 128
0 Carbenicillin ’ - - - - <16 32 > 64
PHOI HQP B-LACTAM/UC CHE B-LACTAMASE
B Ticarcillin-clavulanic axit - - - - <16/2 32/2— >128/2
Piperacillin-tazobactam 64/2
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B | - - - - | <164 [ 32/4-64/4 | 212872
CEPHEMS (PUONG RUQT) (Bao gém cephalosporins I, I ITI, va IV. Tham khio Phu luc L.)

A Ceftazidime - - - - <8 16 >32

B Cefepime ; - - - <8 16 >32

C Cefotaxime - - - - <8 16-32 > 64

C Ceftriaxone - - - - <8 16-32 > 64

O Cefoperazone } . . . <16 32 > 64

0 Ceftizoxime - - - - <8 16-32 > 64

@) Moxalactam - - - - <8 16-32 > 64
MONOBACTAMS

B Aztreonam - - - - <8 16-32 >32
CARBAPENEMS

B Imipenem - - - - <4 8 16

B Meropenem - - - - <4 8 >16
LIPOPEPTIDES

o) Colistin . - - - <2 4 > 8

O Polymyxin B - - - - 2 4 >8
AMINOGLYCOSIDES

A Gentamicin - - - - <4 > 16

A Tobramycin - - - - <4 > 16

B Amikacin - - - - <16 32 > 64

0 Netilmicin - - - - <8 16 =32
TETRACYCLINES

(2) Cac chiing nhay cam véi tetracycline thi ciing xem nhur nhay cam véi doxycycline va minocycline. Tuy nhién, mét s6 chung khang trung gian hoic
khang vdi tetracycline c6 thé van nhdy cam véi doxycycline, minocycline, hodc ca hai.

U Tetracycline - - - - <4 >16
O Doxycycline - - - - < >16
O Minocycline - - - - >16
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FLUOROQUINOLONES
B Ciprofloxacin - - - - <1 2 >4
B Levofloxacin - - - - <2 4 >Q
U Lomefloxacin hoac - - - - <2 4 >8
U ofloxacin - - - - <2 4 >8
U Norfloxacin - - - - <4 8 > 16
(3) Céac tiéu chuan dién gai
nay chi &p dung cho cac
chiing phan 1ap tir duong tiét
O Gatifloxacin - - - - <2 4 >8 niéu.
THUOC UC CHE CON PUONG CHUYEN HOA FOLATE
Trimethoprim-
B sulfamethoxazole - - - - <2/38 - >4/76
(4) Sulfisoxazole co thé dai
dién cho céac khang sinh
U Sulfonamides - - - - <256 - > 512 | nhom sulfonamide khac.
PHENICOLS
(5) Khong bao cao thuong
qui ddi voi cac chung phan
B Chloramphenicol - - - - <8 16 >32 lap tur tiét niéu.

Viét tat: ATCC, tén thuong mai ctia hé thong chiing chuan theo tiéu chuan ciia Hoa Ky; CAMHB, canh thang Mueller-Hinton da diéu chinh cation; MHA,

Thach Mueller-Hinton; MIC, Néng d6 we ché tdi thiéu, QC, dam bao chat lugng xét nghiém
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Bang 2C. Tiéu chuén doc két qua dwong Kinh viing e ché va ndng dd tre ché toi thiéu twong dwong (MIC) ddi véi Staphylococcus spp.

Piéu kién thir nghiém Cic dé xuit kiém soat chit lrgng toi thiéu
(Xem bang 3A va 4A: gioi han QC cho phép)
Moi truong: Khoanh gidy khuéch tan: MHA
Pha lodng trén canh thang: CAMHB; CAMHB b6 sung 2% NaCl || Staphylococcus aureus ATCC" 25923 (Khang sinh
d6i véi oxacillin, methicillin va nafcillin; CAMHB bé sung 50 do)
ng/mL canxi ddi véi daptomycin Staphylococcus aureus ATCC® 29213 (MIC)
Pha loang trén thach: MHA; MHA + 2% NaCl dbi voi oxacillin, Escherichia coli ATCC® 35218
methicillin va nafcillin. Pha loang trén thach chua dugc danh gia (dung cho phdi hop B-lactam/trc ché men
d6i v6i daptomycin B-lactamase)
Huyén dich vi Khuén: Pha huyén dich vi khuén truc tiép ttr khuén lac voi mat do vi
khuan twong duong d6 duc chuén 0.5 McFarland
Picu kién nudi ciy: 35+2°C, hiéu khi,
Khang sinh d6 16-18h; 24h (staphylococci coagulase am tinh va
cefoxitin);

Phuong phép pha loang: 16-20h;

Tét ca cac phuong phap: 24h ddi véi oxacillin, methicillin,
nafcillin va vancomycin.

Néu nuéi cdy ¢ nhiét do cao hon 35°C ¢6 thé khong phat hién
duoc MRS.

Tham khao Bang 2C-S4 va 2C-S5 ¢ cudi Bang 2C ddi voi cac khuyén céo bd sung vé cac diéu kién xét nghiém, goi ¥ bao céo va QC.

Luu y chung

(1). Ddi v6i phuong phap khoanh gidy khuéch tan, do duong kinh ving trc ché (x4c dinh ranh gi6i ving e ché bang mét thuong), bao gom dudng kinh
khoanh gidy. Soi dia thach trén nén den véi anh sang phan chiéu trir truong hop linezolid, oxacilin va vancomycin nén sir dung anh sang xuyén qua
(cam dia trudc dén chiéu). Ving trc ché khong co sy phat trién rd rang cia vi khuan. Bo qua sy phat trién yéu va cac khuan lac nho li ti chi c6 thé phat
hién khi soi dudi kinh lip hozc kinh hién vi & bo ctia ving tre ché. Dbi véi trimethoprim va sulfonamides, cac chat ddi khang trong moi truong co thé

cho phép vi khuan phat trién nhe; do d6 c6 thé bo qua sy phét trién yéu nay (khéng qua 20%) va do duong kinh ving @rc ché véi ranh gidi xac dinh



2)

)

4)

)

(6)
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bang mit thuong. Néu c6 bat ky khuan lac ndo trong viing e ché cta oxacillin, linezolid hodc vancomycin ching to ¢6 sw khang d6i voi cac khang

sinh do.

Vé mit ly thuyét, sy khang cac thuéc nhom penicillin bén véi men penicilinase (xem Bang chu thich I) dugc xem nhu
“khang methicillin” hodc “khang oxacillin”. MRSA 1a cac ching S. aureus biéu hién co ché khang qua mec4 hodc qua co ché khang methicillin khac,
vi du thay dbi ai lyc cua protein gan penicillin voi oxacillin (bién ching S. aureus [MOD-SA]).
Déi véi cac ching tu cdu vang Staphylococcus aureus nhiy cam véi oxacillin va Staplylococci khong sinh men coagulase, néu tién hanh thir nghiém
nhdy cam ddi v6i cac khang sinh sau: cephems dudng udng, ngoai rudt, phdi hop khang sinh B-lactam/chat rc ché men B-lactamase, va carbapenems,
nén bao cio két qua theo tiéu chuan dién giai thuong qui. Xem ghi cha (4) vé béo céo két qua nhém B-lactam ddi véi cac chung khang oxacilline.
CANH BAO: Dbi v6i S. aureus khang oxacillin va Staphylococci coagulase 4m tinh (MRS), cac khang sinh B-lactam khac, vi du, penicillins, phdi hop
B-lactam/p-lactamase, cephems (trir cac “cephalosporin thé hé méi v6i hoat tinh chéng lai MRSA”), va carbapenems, ¢ thé cé tac dung in vitro,
nhung khong c6 hiéu qua trong diéu tri. Két qua ctia cac khang sinh nhom B-lactam khong ké céc khang sinh cephalosporin ¢ hoat tinh khang MRSA
can dugc bao cdo két qua 1a khang hodc khong bao cao. Boi vi phan 16n cac truong hop di dugc ghi nhan ¢ dap Gmg rat thip ddi voi liéu phap khang
sinh nhom B-lactam, hodc céc sb liéu trén 1dm sang chua du thuyét phuc vé tinh hidu qua ciia cac khang sinh nay.
Phat hién su khang oxacillin: Thir nghiém ddi v6i mecA hodc protein dugc ma hoa boi gene mecA, protein 2a gan penicillin (PBP 2a, hay con goi 1a
PBP2'), 1a phuong phap chinh xac nhat dé phat hién cac chung khang oxacillin va c6 thé duoc sir dung dé khang dinh két qua khang sinh d6 ddi vai cac
chiing Staphylococci phan lap tir cac truong hgp nhiém khuan ning. Cac chung Staphylococci mang gen mecA hodc gen biéu hién protein PBP 2a (san
pham ciia gen mecA), dugc xem nhur khang oxacillin va bao co véi két qua khang oxacillin. Cac chiing khong mang gen mecA hodc khong sinh PBP
2a thi xem nhu nhay cam v&i oxacillin. Boi vi cac co ché khac hiém gip hon co ché sinh men mecA, nén trong trudng hop am tinh véi mecA hoic PBP
2a va gia tri MIC cua oxacillin >4 ug/mL thi duoc ghi nhan véi két qua khang oxacillin. Cac ching nay c6 thé nhay cam véi cefoxitin bang phuong
phap khoanh gidy khuéch tan.
Khong khuyén cao thir nghiém thudng qui ddi v6i S. saprophyticus phan 1ap tir nudc tiéu, boi vi cac truong hop nhiém khuan nay thudong co dap tng
voi nong do dat dugc trong nudc tiéu cia cac khang sinh sir dung trong diéu tri nhiém khuan tiét niéu cap tinh, nhidm triing tiét niéu khong bién ching

(vi du, nitrofurantoin, trimethoprim + sulfamethoxazole, hodc khang sinh nhoém fluoroquinolone).
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(7) Ddi v6i mot sé cap vi khuan/khang sinh, hién tugng khong hodc hiém khi phat hién chiung khang di khong cho phép xac dinh bat ky mot két qua nao

ngoai nhay cam.. i véi cac chiung cho két qua “khong nhay cam”, toan bd qua trinh phan lap dinh danh va tién hanh thir nghiém nhdy cam khang
sinh can duoc lam lai (Xem Phu lyc A).

(8) Ddi véi thir nghiém sang loc chung sinh beta-lactamase, khang oxacillin, khang oxacillin qua trung gian mecA, giam nhdy cam véi vancomycin, va
khang clindamycin suy dién, tham khao Bang 2C-S4 & cudi Bang 2C ddi véi nhom S.aureus va Bang 2C-S5 dbi voi staphylococci khong sinh men
coagulase & cudi Bang 2C. Ngoai ra, dé giai thich thém vé str dung cefoxitin dé du doan khang oxacillin qua trung gian mecA c6 thé tham khao trong
Phén 12 tai liéu MO7-A8 va Phan 11 tai liéu M02-A10.

LUUY: Cac thong tin duoc in dam 1a méi hodc dwge hiéu chinh so véi phién ban trudéc doé
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Bang 2C. (Tiep)

Nhém Gi6i han dwong kinh ving e |  Gidi han nong dj tre ché toi Luu y
thtr Khang sinh Ham ché (mm) thiéu (ug/mL)
nghiém/ lugng
bao cao S I R S I R
PENICILLIN

(9) Staphylococci nhay cam vdi penicillin thi ciing nhay cam véi cac penicillins khac, phdi hop B-lactam/chét (rc ché p-lactamase, cephems chong lai
staphylococci, va carbapenems dugc FDA phé duyét str dung trong diéu tri ddi voi cac truong hop nhiém staphylococcal. Cac ching nhay cam voi
oxacillin, khang penicillin thi khang véi cac khang sinh nhom penicillins khac khong bén véi men penicillinase, nhung nhay cam véi cac penicillins 6n
dinh voi penicillinase, phdi hop p-lactam/irc ché B-lactamase, cephems chdng lai staphylococci, va carbapenems. Staphylococci khang oxacillin thi ciing
khang véi tat ca cac khang sinh p-lactam trir cac khang sinh cephalosporin thé hé méi co hoat tinh khang MRSA.. Do d6, tinh nhay cam hay khang d6i véi
khang sinh nhom B-lactam c6 thé suy luan tir thir nghiém véi penicillin hodc cefoxitin hodic oxacillin. Thir nghiém thuong qui voi cac penicillins khac, cac
phdi hop p-lactam/irc ché B-lactamase, cephems, va carbapenems 1a khong can thiét.

(10) Néu Iya chon mot khang sinh nhém penicillin bén v&i men penicillinase dé xét nghiém thi oxacillin 1a mot lwa chon va két qua co thé ap dung cho cac
penicillin bén véi penicillinase, cloxacillin, dicloxacillin, flucloxacillin, methicillin va nafcillin.

Xem ghi chu (4).
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Penicillin

10 don vi

<0.12

>0.25

(11). Str dung khoanh giay
penicillin 10 don vi thay vi
ding khoanh gidy
ampicillin cho thur nghi€ém
xéc dinh cac chung ty cau
vang sinh men B-lactamase
khang penicillin, nhay cam
v61 oxacillin,. Penicillin
phai duoc sir dung dé thir
tinh nhdy cam cua cac
staphylococcus voi tit ca
cac khang sinh nhom
penicillin bén v&i men beta-
lactamase, nhu ampicillin,
amoxicillin, azlocillin,
carbenicillin, mezlocillin,
piperacillin, and ticarcillin.
Thurce hién thu nghiém -
lactamase suy doan nén tién
hanh déi véi cac ching S.
aureusl co gia tri MIC
penicillinla <0.12 pg/mL
hoac duong kinh vung trc
ché > 29 mm truéc khi béo
céo két qua la nhay cam véi
penicillin. Cac chiing
staphylococcus mang gen
tao p-lactamase nhung két
qua thir nghiém -
lactamase suy doan 4m
tinh 1a rat hiém. Do dé,
d6i véi cac truwong hop
nhiém khuin ning doi héi
liéu phap penicillin cho
diéu tri, phong xét nghiém
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nén tién hanh lam MIC
ddi véi penicillin va xét
nghi¢m sinh p-lactamase
suy doan ddi voi tat cac
chiing phéan lap trén cung
bénh nhan. Xét nghiém
gen P-lactamase blaZ
bang phuong phap PCR
¢6 thé dwgc cin nhic..
Xem Bang 2C-S4va Bang
2C-S5 ¢ cubi Bang 2C.
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Oxacillin

boivoi S. aureus va
S. lugdunensis.

30 pg
cefoxitin

1 ug
oxacillin

30 pg
cefoxitin

11-12

<2
(oxacillin)

<2
(oxacillin)

<4
(cefoxitin)

>4
(oxacillin)

>4
(oxacillin)

>8
(cefoxitin)

boi1 vo1 S. aureus

D61 voi S. lugdunensis.

Dbi v6i S.aureus va
S.lugdunensis

(12) Cefoxitin c6 thé thay
thé cho oxacillin; béo céo
Kkét qua nhdy cam hoac
khang oxacillin dwa trén két
qua cua cefoxitin.

(13) Néu ca cefoxitin va
oxacillin dugc xét nghiém
voi S. aureus hoac S.
lugdunensis va néu két qua
khéng, cac ching nay nén
bao céo la khang oxacillin.

Xem luu y (9).




Oxacillin

Dbi voi staphylococci
coagulase am tinh trur S.
lugdunensis.

1 pg
oxacillin

30 ug
cefoxitin

=25

<0.25
(oxacillin)

>0.5
(oxacillin)
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Dbi véi staphylococci
coagulase &m tinh trur S.
lugdunensis

(14) Tiéu chuan dién giai
két qua ciia oxacillin ¢6 thé
chi 1a khang dbi véi mot s6
staphylococci coagulase am
tinh boi vi mot sé chung
staphylococci coagulase am
tinh (trir S. epidermidis) co
gia tri MIC oxacillin tir 0.5-
2 pg/mL médc du ching
thiéu mecA. Dbi véi cc
truong hop nhidém khuén
nang do staphylococci
coagulase am tinh khong
phai S. epidermidis xét
nghiém mecA hodc PBP 2a
hodc khang sinh d6 véi
khoanh gidy cefoxitin co
thé thich hop véi cac chung
¢6 gia trj MIC tir 0.5 dén 2
pg/mL.

Xem luu y (12)
Xem luu y (9)

Ampicillin

10ug

>29

<28

<0.25

(15) bai dién cho nhom
Ampicillin and
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Amoxicillin.

(16) Béi véi chung
staphylococci khang
oxacillin, bdo cao vé tinh
khang hodc khong béo céo.

0] Methicillin Sug >14 10-13 <9 <8 - > 16 (17) Chi cho voi S. aureus.
) Nafcillin lug >13 11-12 <10 <2 - >4 Xem luuy (17).
PHOI HOP KHANG SINH p-LACTAM VA CHAT UC CHE B-LACTAMASE
(18) Dédi vai cac chiing staphylococci khang oxacillin, bao cdo vé tinh khang hodc khong bao céo
Xem luu y (4) va (9).
O Amoxicillin-clavulanic
axit 20/10 pg >20 - <19 <4/2 - > 8/4
O Ampicillin-sulbactam >15
10/10 pg 12-14 <11 <8/4 16/8 >32/16
O Piperacillin-tazobactam >18
100/10 pg - <17 <8/4 - > 16/4
O Ticarcillin-clavulanic >23
axit 75/10 pg - <22 <82 - >16/2
CEPHEMS (PUONG TIEM) (Bao gom cephalosporins thé hé I, IL III, va IV. Tham khao bang chii thich I.)
Xem luu y (18).
Xem luu y (4) va (9).
0 Cefamandole 30 pg >18 15-17 <14 <8 16 >32
0) Cefazolin 30 ug > 18 15-17 <14 <38 16 >32
0 Cefepime 30 pg >18 15-17 <14 <8 16 >32
0 Cefmetazole 30 pg >16 13-15 <12 <16 32 > 64
0 Cefonicid 30 pg >18 15-17 <14 <8 16 >32
0 Cefoperazone 30 pg >21 16-20 <15 <16 32 > 64
0) Cefotaxime 30 ug >23 15-22 <14 <8 16-32 > 64
O Cefotetan 30 ug >16 13-15 <12 <16 32 > 64
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0) Ceftazidime 30 ug >18 15-17 <14 <8 16 >32
) Ceftizoxime 30 ug >20 15-19 <14 <8 16-32 > 64
0 Ceftriaxone 30 pg >21 14-20 <13 <8 16-32 > 64
0) Cefuroxime (tiém) 30 ug >18 15-17 <14 <8 16 >32
) Cephalothin 30 ug >18 15-17 <14 <38 16 >32
0 Moxalactam 30 ug >23 15-22 <14 <8 16-32 > 64

CEPHEMS (PUONG UONG)

Xem luu y (18).

Xem luuy (4) va (9).
) Cefaclor 30 pug >18 15-17 <14 <8 16 >32
) Cefdinir Sug >20 17-19 <16 <1 2 >4
0 Cefpodoxime 10 ug >21 18-20 <17 <2 4 >8
) Cefprozil 30 ug >18 15-17 <14 <8 16 >32
0 Cefuroxime (udng) 30 pg >23 15-22 <14 <4 8—16 >32
O Loracarbef 30 pg >18 15-17 <14 <8 16 >32

CARBAPENEM

Xem luu y (18).

Xem luuy (4) va (9).
O Ertapenem 10 ug 19 16-18 15 <2 4 >8
O Imipenem 10 ug >16 14-15 <13 <4 8 >16
O Meropenem 10 pg > 16 14-15 <13 <4 8 >1

GLYCOPEPTIDES
B Vancomycine - - - - <2 4-8 > 16 Doi véi S. aureus

(19) Xét nghiém MIC can
tién hanh dé khang dinh
tinh nhdy cam cua cac
chung staphylococci véi
vancomycin. Phuong phap
khoanh gidy khuéch tan
khong phan bi¢t dugc cac
chung nhay cam véi
vancomycin va cac chung
khang trung gian vdi khang
sinh ndy ddng thoi ciing
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khong phan bi¢t dugc cac
chung staphylococci
coagulase am tinh nhay
cam, khang va khang trung
gian v6i vancomycin, tat ca
cac ching nay sé cho duong
kinh ving trc ché tuong tu
nhau.

(20) Khoanh gidy
vancomycin 30-pg phat
hién cac chiung S. aureus
chtra gene vanA khang
vancomycin (VRSA). Cac
chiing nay thé hién khong
ving tc ché xung quanh
khoanh khang sinh (duong
kinh =6

mm). Cac chiing thé hién
khong vung e ché can
phai dugc dinh danh lai.
Cac chung staphylococci co
duong kinh ving tc ché
ctia vancomycin > 7 mm
khong nén bao cao la nhay
cam khi chua tién hanh
MIC vancomycin.

(21) Guri cac ching S.
aureus c6 MIC vancomycin
> 8 ug/mL dén cac phong
x¢ét nghiém k¥ thuat cao
hon. Xem phu luc A

(22) Khoanh gidy khuéch
tan khong dang tin cay doi
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vo1 vancomycin.

Tham khao Bang 2C-S4ddi
voi S.

aureus & cudi Bang 2C,
Phan 12.1.3 tai liéu MO7-
A8, va Phan 11.1.3 tai liéu
MO02-A10.

Vancomycin

D6i v6i cac chung
coagulase 4m tinh
Xem luu y (19) va (22).

(23) Gui cac ching
Staphylococcus coagulase
am tinh c6 gia tri MIC > 32
ng/mL dén phong xét
nghiém tiéu chuan cao hon.
Xem phu luc A

Xem Phan 12.1.3 tai liéu
MO07-A8 va Phan 11.1.3 tai
litu M02-A10.

Inv.

Teicoplanin

30 pg

11-13

16

(24) Tiéu chuan doc két qua
ctia khoanh gidy khuéch tan
cua Teicoplanin chua dugc
danh gid lai cing nhu danh
gié lai tidu chuan doc két
qua khoanh gidy khéch tan
clia vancomycin trong cac
nghién ciru gan ddy. Do do,
kha nang phan biét cac
chung staphylococci khang
va khang trung gian véi
teicoplanin so véi cac
chung nhay cdm chua ro.
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LIPOPEPTIDES
B Daptomycin - - - <1 - - (25) Khoanh gidy khuéch
tan khong dang tin cy ddi
véi daptomycin
(26) Daptomycin khong
dwgc phép bao cao dbi véi
nhirng ching phan lap
dwoge tir bénh phim
dwong hé hap dwéi.
Xem luu y (7).
AMINOGLYCOSIDES
C Gentamicin 10 ug >15 13-14 <12 <4 8 >16
) Amikacin 30 ug >17 15-16 <14 <16 32 > 64
0 Kanamycin 30 ug >18 14-17 <13 <16 32 > 64
) Netilmicin 30 ug >15 13-14 <12 <8 16 >32
0 Tobramycin 10 pug >15 13-14 <12 <4 8 >16
MACROLIDE
(27) Khong béo céo thuong qui véi cac ching phan lap tir duong tiét nidu.
A Azithromycin hodc 15 pg > 18 14-17 <13 <2 4 >8
A clarithromycin hoac 15 ng >18 14-17 <13 <2 4 >8
A erythromycin 15 ug >23 14-22 <13 <0.5 1-4 >8
0O Dirithromycin 15 ng >19 16-18 <15 <2 4 >8
KETOLIDES
B | Telithromycin | 15ug | >22 19-21 <18 <1 2 >4
TETRACYCLIN

(26) Cac chung nhdy cam voi tetracycline cling dugc xem nhu nhay cam voi doxycycline va minocycline.
Tuy nhié€n, m{t s0 chung khang trung gian hodc khang vai tetracycline van c6 thé nhay cam vdi doxycycline va/hodc minocycline.

B Tetracycline 30 pug >19 15-18 <14 <4 8 > 1

B Doxycycline 30 pug >16 13-15 <12 <4 8 >16

) Minocycline 30 pug >19 15-18 <14 <4 8 > 1
FLUOROQUINOLONES

(27) Céc chang Staphylococcus spp. ¢6 thé trd nén khang thude trong qua trinh diéu trj kéo dai véi khang sinh quinolones. Do dé, cac chung nay ban dau
c6 thé nhdy cdm nhung sau 3-4 ngay di€u tri tré nén khang thuoc. B¢ ddm bdo vé d¢ tin cdy nén tién hanh xét nghiém 1dp lai vdi cdc chung nay
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C Ciprofloxacin hodc Sug >21 16-20 <15 <1 2 >4

C Levofloxacin hodc 5ug >19 16-18 <15 <1 2 >4

C Ofloxacin Sug >18 15-17 <14 <1 2 >4

C Moxifloxacin Sug >24 21-23 <20 <0.5 1 >2

U Lomefloxacin 10 ug >22 19-21 <18 <2 4 >8

U Norfloxacin 10 ug >17 13-16 <12 <4 8 >16

O Enoxacin 10 ng >18 15-17 <14 <2 4 >8 (30) Khang sinh nay dugc
FDA phé duyét dung trong
diéu tri S. saprophyticus va
S. epidermidis
(khong dung cho S. aureus).

0 Gatifloxacin Sug >23 20-22 <19 <0.5 1 >2

0 Grepafloxacin Sug > 18 15-17 <14 <1 2 >4

0] Sparfloxacin 5ug >19 16-18 <15 <0.5 1 >2

Inv. Fleroxacin Sug >19 16-18 <15 <2 4 >8
NITROFURANTOINS
U | Nitrofurantoin | 300pg | >17 15-16 <14 <32 64 > 128
LINCOSAMIDES

A Clindamycin 2 ug >21 15-20 <14 <0.5 >4 (31) Khang clindamycin
suy doan co thé dugc phat
hién bang phuong phap
khoanh giay khuéch tan sir
dung ving D va bang
phuong phép pha loang sur
dung mét giéng duy nhit
chira 2 khang sinh phéi hop

erythromycin va
clindamycin. Tham khao
Bang 2C-S4 va 2C-S5,
Phén 12 tai ligu M02-A10,
va Phan 13 tai liu M07-A8
vé cac khuyén cao hién
thoi.
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Xem luu y (27).
UC CHE CON PUONG CHUYEN HOA FOLATE
A Trimethoprim/Sulfameth | 1.25/23.75 >16 11-15 <10 <2/38 - > 4/76
oxazole ug
U Sulfonamides 250-300 >17 13-16 <12 <256 - >512 (32) C6 thé dung khoanh
ug gidy khang sinh
sulfisoxazole dai dién cho
cac khang sinh nhém
sulfonamide dang dugc su
dung hién thoi.
U Trimethoprim Sug >16 11-15 <10 <8 - >16
PHENICOLS
C | Chloramphenicol | 30pg | >18 | 13-17 | <12 | <8 | 16 | >32 |Xemluuy(27)
ANSAMYCINS
B Rifampin Sug >20 17-19 <16 <1 2 >4 (33) Rx: Rifampin khong
nén st dung don doc trong
diéu tri.
STREPTOGRAMINS
C Quinupristin-dalfopristin 15 pg >19 16-18 <15 <1 2 >4 (34) Béo céo doi lap S.
aureus nhdy cam voi
methicillin.
OXAZOLIDINONES
B Linezolid 30 pug >21 - <20 <4 - >8 (35) Khi xét nghiém voi
linezolid, nén kiém tra ving
{rc ché bang 4nh sang xuyén
qua. Céc chung cho két qua
khong nhay cam nén khiang
dinh lai bang phuong phap
MIC.

Viét tat: ATCC, tén thuong mai 91”13 hé théng qhﬁpg ch}lﬁn theo tiéu chuan cua Hoa Ky; CAMHB, canh thang Mueller-Hinton da diéu chinh catipn; MHA,
Thach Mueller-Hinton; MIC, Nong d6 tc ché toi thiéu, QC, dam bao chat lugng xét nghiém; FDA,Cuc quan Iy an toan thuoc va thyc pham; MRS,
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Staphylococci khang methicillin; MOD-SA, tu ciu vang thay d6i:PBP, Protein gin penicillin; PCR, phan ung khuéch dai chudi gen; VRSA, gen vanA
khang vancomycin;
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Bang b6 sung 2C-S4. Xét nghiém sang loc cic chiing sinh p-Lactamase, khang oxacillin, khang oxacillin qua trung gian mecA bing cefoxitin,
vancomycin MIC > 8 pg/mL, khang clindamycin do kich thich va khang mupirocin mirc d cao cua cac ching Staphylococcus aureus trong Bang

2C
Xét nghiém | p-Lactamase Khang Khang oxacillin qua Vancomycin Khang clindamycin do kich Khang Mupirocin
sang loc Oxacillin trung gian mecA st MIC thich mirc dj cao &b,
dung Cefoxitin > 8 pg/mL
Nhom vi S. aureus va S. | S. aureus S. aureus va S. aureus S. aureus va S. lugdunensis S. aureus
khuin lugdunensis vo1 S. lugdunensis Khang v6i erythromycin va nhdy
MIC penicillin cam hodc khang trung gian voi
<0.12 pg/mL clindamycin
hoac duong
kinh vung tc
ché > 29 mm
Phuwong Xét nghiém dua | Pha loang Khoanh | Vipha loang Pha loang Khoanh gidy | Vipha lodng trén | Khoanh Vipha
phap xét trén Nitrocefin | trén thach gidy trong canh trén thach khuéch tan thach gidy loang
nghi¢m khuéch | thang khuéch tan | trong
tan canh
thang
MGoi treong | NA MHA vé14% | MHA CAMHB Thach ndo MHA hodc CAMHB MHA CAMHB
NaCl tim (BHI) thach mau su
dung cho
MIC
Nong dd NA Oxacillin 6 Khoanh | cefoxitin 4 vancomycin | Khoanh gidy | erythromycin Khoanh Giéng
khang sinh pg/mL gidy pug/mL 6 pg/mL erythromycin | 4 pg/mL va 0.5 khang sinh | chira
cefoxitin 15-ug va pg/mL mupirocin | mupiroci
30 ug khoanh gidy | clindamycin trong | 200-pg n
clindamycin | cting mot giéng 256-
2-ng dat cach pg/mL
nhau 15-26
mm
Huyén dich | Phat trién thir Pha huyén Céc Phuong phap | Pha huyén Céc phuong | Phuong phép vi Céc Phuong
vi khuin phat (vi du, 1dy | dich vi khudn | phwong | vi pha lodng dich vi phap khoanh | pha lodng chuan | phuong phép vi
khuén lac tir tryc tiép tir phép chuan dugc khuén tryc gidy khuéch | dugc khuyén cdo | phap pha loang
vung xung khuan lac dat | khoanh | khuyén céo tiép tir khuan | tan chuan khoanh chuan
quanh khoanh d6 dyc tuong | gidy lac dat do dugc khuyén gidy duogc
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khang sinh duong d6 duc | khuéch duc tuong cao khuéch tan | khuyén
oxacillin hodc chuan 0.5 tan duong do chuan cao
cefoxitin trén McFarland. chuén duc chuén Hoic duoc
moi truong Str dung que | duoc 0.5 khuyén céo
thach mau hodc | cdy co vong | khuyén McFarland. | Ving cay diy
MHA sau 16- cay 1-uL cao Str dung que | trén dia thach
18h nuoi cdy) hodc tam cay c6 vong
bong dé ciy cay 1-uL
ria trén dia hodc tam
mot vung cé bong dé cay
duong kinh ria trén dia
10-15mm mot vung céd
hoac % dia duong kinh
thach 10-15mm
hoac Y dia
thach
Piéu kién Nhiét d6 phong | 33-35 °C; 33-35 33-35 °C; 3542 °C; 3542 °C; 3542 °C; 3542 °C; 3542 °C;
nudi cy Hiéu khi. °C; Hiéu khi. Hiéu khi. Hiéu khi. Hiéu khi. Hiéu khi. | Hiéu khi.
(Nudicay & | Hiéu (Nudi cay &
nhiét @0 trén | khi. nhiét d0 trén
35°C (Nubi 35°C
C6 thé khong | ciy & C6 thé khong
phat hién nhiét 6 | phat hién duoc
duogc trén 35 | MRSA))
MRSA.) °C
Co thé
khong
phat
hién
duoc
MRSA.)
Thoi gian Tbi da 1h dbi 24h; doc véi | 16-18h 16-20h 24h; doc voi | 16-18h 18-24h 24h; doc 24h; doc
nudi ciy voi xét nghiém | anh sang anh sang v&i anh véi anh
dua trén xuyén qua xuyén qua sang xuyén | sang
nitrocefin hodc qua xuyén
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theo hudng dan

qua

cua nha san
xudt
Phuwong Xét nghiém dua | Pha loang Khéang Vi pha loang Pha loang Khang sinh Vi pha loang Khang sinh | Vipha
phap xét trén Nitrocefin | trén thach sinh do trén thach do do loang
nghiém
Két qua Xét nghiém Kiém tra can | <21 >4 ug/mL = Kiém tra can | Néu xuat Bét ky su phat Kiém tra Dbi v6i
Nitrocefin: than véianh | mm = mecA duong than v&ianh | hién ving e | trién nao=khang | cin than giéng
chuyén tir mau | sang xuyén mecA tinh sang xuyén | ché c¢6 hinh clindamycin do bang anh 256-
vang sang qua dé phat duong qua dé phat | dang khong kich thich sang xuyén | pg/mL
d6/hong=p- hi¢n >1 tinh <4 pg/mL = hi¢n >1 tron bén canh qua dé phat
lactamase khuén lac mecA am tinh | khuén lac khoanh Khoéng phat hién sy Phat
duong tinh hodc khuan >22 hodc khuan | erythromycin | trién=khong phat trién | trién=
lac tao thanh | mm = lac tao thanh | (vung chit khang yéu trong | khang
mot 16p mecA mot 16p D)=khang clindamycin do vung ¢ mupiroci
mong kho am tinh mong kho clindamycin | kich thich ché n muc do
phat hién phat hién do kich thich cao
Khuan lac Khéng c6
> 1 khuan lac > 1 khuan phat trién nhe ving e Khong
= khang lac = giam trong viung ché=khang | phat
oxacillin nhay cam {rc ché xung mupirocin | trién=
voi quanh muc do khong
vancomycin | khoanh gidy cao khang
clindamycin= mupiroci
khang Co vung n muc do
clindamycin {rc ché = cao
(dd sén co) khong c6
ké ca khi su khang
khong xudt mupirocin
hién vung D muc do
cao
Xét nghiém | Cac chung Céac chung Cefoxitin dugc dung lam | Tién hanh Bao cao cac chiung khang Bao céo Néu co su
thém va staphylococci B- | staphylococci | dai dién cho xét nghiém MIC cho clindamycin do kich thich véi cac ching | phat trién
bao cao Lactamase khang co ché khang qua trung vancomycin | dong luu y “khang clindamycin” | khong co trong
duong tinh thi oxacillin thi | gian mecA. d6i véi cac vung Urc giéng &
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khang véi khang véi tit | Cac ching mecA duong ching S. Ghi cht “Chung nay dugc cho 13 | ché 1a nong do
penicillin, ca cac khang | tinh nén dugc bao cdo la | aureus phat | khang clindamycin dya trén su khang 256-
amino-, sinh nhom B- | khang oxacillin (khong trién trén phat hién khang clindamycin do mupirocin | pg/mL thi
carboxy- va Lactam; cac | phai cefoxitin); cac khang | moi truong | kich thich. Clindamycin c6 thé muc do béo céo
ureidopenicillin. | khang sinh sinh nhom B-Lactam nén | sang loc van c6 hiéu qua trén 1Am sang & cao. khang
nhom - duogc bao cao két qua BHI- mot s6 bénh nhan” mupiroci
Lactam nén | khang hodc khong bao vancomycin Néu ¢ n muc do
duoc bao cao | cao. béng céac vung uc cao.
két qua phuong phép ché, bao
khang hodc Bai vi cac co ché khang phat hién cao khong | Néu
khong bao oxacillin khac thuong MIC c6 gia co su khong c6
céo. hiém gap hon mecA, cac | tri. Xét khang su phat
chung mac du mecA am nghiém trén mupirocin | trién
tinh nhung MIC oxacillin | mdi truong muc do trong
nam trong giéi han khang | sang loc cao tuyp &
(MIC khong dang nong do
> 4 png/mL) nén dugc bao | tin ciy dé 256-
cao la khang oxacillin phat hién tat pg/mL thi
ca cac chung béo cédo
S. aureus khong co
khang trung su khang
gian voi mupiroci
vancomycin. n mirc do
MICs bang 4 cao.
pg/mL s€
khong phat
trién.
Phwong Xét nghiém dua | Pha loang Khoanh Vi pha Pha loang Khoanh gidy Vi pha loang Khoanh Vipha
phap xét trén Nitrocefin | trén thach gidy khuéch | lodng trén thach khuéch tan gidy loang
nghiém tan khuéch tan




DPé xuit
kiém soat
chat lugng

S. aureus
ATCC®

29213 — duong
tinh

S. aureus
ATCC®

25923 — am tinh
(hoac xem

hudng dan cua
nha san xuat)

S. aureus
ATCC"
29213 —
Nhay cam

S. aureus
ATCC"
43300 —
Khang

S. aureus
ATCC"

25923 —
mecA

Am tinh
(vung urc
ché

23-29 mm)

S. aureus
ATCC®

43300 —
mecA
Duong tinh
(viung urc
ché

<21 mm)

S. aureus
ATCC"
29213 —
mecA am
tinh
(MIC

1-
4nug/mL)

S. aureus
ATCC"
43300 —
mecA
duong tinh
(MIC

>4 pg/mL)

Enterococcu
s

faecalis

ATCC®
29212
— Nhay cam

E. faecalis
ATCC"
51299

— Khang

S. aureus
ATCC"

25923 dbi voi

QC khoanh
gidy khang

sinh thuong
qui;

Xem Bang 3A
ve cac chung

QC

S. aureus
ATCC® BAA-
976 hoac

S. aureus
ATCC® 29213 —
Khong phat trién

S. aureus
ATCC"BAA-
977

phat

trién

S. aureus
ATCC"

25923
(khoanh
gidy 200-
ng) —
mupA

Am tinh
(vung trc
ché 29- 38
mm)

S. aureus
ATCC"
BAA1708
— mupA
Duong tinh
(khong co
vung Uc
ché)

M100-S21
S. aureus
ATCC
29213 —
mupA
Am tinh
MIC
0.06
0.5
pg/mL)

E.
faecalis
ATCC"

29212 —
mupA
Am tinh
MIC 16
dén
128ug/m
L)

S. aureus
ATCC"
BAA170
8 — mupA
Duong
tinh (phat
trién &
giéng
256 ug/ml
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Viét tat: ATCC, tén thuong mai ctia hé th(*)ng’ chiing chuén theo tiéu chué}n cua Hoa Ky; CAMHB, canh thang Mueller-Hinton da diéu chinh cation; MHA,
Thach Mueller-Hinton; MIC, Nong d0 tc ché toi thi€u, QC, dam bao chat lwong xét nghiém; FDA,Cuc quan ly an toan thudc va thuyc pham; MRS,
Staphylococci khang methicillin;

Luuy

a. Mic du khong duoc danh gia mot cach chinh thirc bang nhitng phan tich duya trén tai liu CLSI M23, mdt s6 nghién ctru da chi ra mdi lién két gitra sy
thiéu dap Gmg cta cac phac do diéu tri dya trén mupirocin don ddc v6i cac chung cé gia tri MICs > 512. Mic du tai liéu nay khong cung cdp hudng dan
vé tiéu chuan dién giai két qua ddi véi mupirocin, khoanh gidy khuéch tan va thir nghiém sang loc MIC duge mo ta ¢ dy xac dinh d6i v6i nhitng chngr
ma mupirocin MIC 1a > 512 pg/mL.

b. Tai liéu tham khao:

Simor AE. Randomized controlled trial of chlorhexidine gluconate for washing intranasal mupirocin, and rifampin and doxycycline versus no treatment
for the eradication of methicillin-resistant Staphylococcus aureus colonization. Clin Infect Dis. 2007; 44: 178-185;

Harbarth S, Dharan S, Liassine N, Herrault P, Auckenthaler R, Pittet D. Randomized, placebo-controlled, double-blind trial to evaluate the efficacy of
mupirocin for eradicating carriage of methicillin-resistant Staphylococcus aureus. Antimicrob Agents Chemother. 1999; 43:1412-1416; va

Walker ES, Vasquez JE, Dula R, Bullock H, Sarubbi FA. Mupirocin-resistant, methicillin-resistant Staphylococcus aureus; does mupirocin remain
effective? Infect Control Hosp Epidemiol. 2003;24:342-346.
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Béang 2C-S5. Xét nghiém sang loc xac dinh tinh khang do p-Lactamase, khang Oxacillin qua trung gian mecA st dung Cefoxitin, va khang
Clindamycin do kich thich é cac chiing Staphylococci khong sinh Coagulase (trir Staphylococcus lugdunensis) doi véi cac trweong hop trong Bang 2C

Xét nghiém sang lgc

p-Lactamase

Khang Oxacillin qua trung
gian mecA s dung Cefoxitin

Khang Clindamycin do kich thich (inducible)

Nhém vi khuin

Staphylococci® khong sinh
coagulase v&i MICs cua penicillin <

Staphylococci® khong sinh
coagulase

Staphylococci® khong sinh coagulase khang véi
erythromycin va nhay cam hoac khang trung gian voi

cefoxitin trén moi truong MHA
hoac thach mau sau 16-18h nudi

céy)

Vung dugc céy dam dac
trén dia

0.12 pg/mL hoac duong kinh vung clindamycin.
{rc ché > 29 mm
Phwong phap xét Xét nghiém dya trén Nitrocefin Khoanh gidy khuéch tan Khoanh gidy khuéch tan Vi pha loang canh thang
nghiém
MGoi treong NA MHA MHA hoic dia thach mau | CAMHB"
su dung cho xét nghiém
MIC
Nong dd NA Khoanh giay cefoxitin 30-pg Khoanh gidy erythromycin | Erythromycin 4 pg/mL va
khang sinh 15-pg va clindamycin 2-pg | clindamycin 0.5 pg/mL
dat cach nhau 15-26 mm trong cing mot giéng
Huyén dich vi Phat trién thir phat (vi dy, khuén lac | Thao tic khoanh gidy khuéch | Thao tic khoanh gidy Thao tac vi pha loang canh
khuén & ranh gidi ving @rc ché xung quanh | tan chuén khuéch tan chuan thang chuan
khoanh gidy oxacillin hodc Hodc

Diéu kién nubi cay

Nhi¢t do phong

33-35 °C; hiéu khi

(Xét nghiém 6 nhiét d6 phong
cao hon 35 °C co6 thé khong
phat hién MRS.)

35 + 2 °C; hiéu khi

35 + 2 °C; hiéu khi

tir mau vang sang do/hong= p-
lactamase duong tinh

> 25 mm = mecA am tinh.

c6 hinh dang khong tron
bén canh khoanh
erythromycin (vung chir

Thoi gian nudi cdy | Toi da 1h ddi v6i xét nghiém dwa | 24h (c6 thé bao cao két qua 16-18h 18-24h
trén nitrocefin hodc tuén thu huéng | sau 18h néu da khang)
dan ctia nha san xuét
Két qua Xet nghiém dya trén Nitrocefin: d6i | <24 mm = mecA duong tinh; | Néu xuat hién viing e ché | Bat ky su phat trién

nao=khang clindamycin do
kich thich
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D)=khang clindamycin do | Khong phét trién=khong
kich thich khang clindamycin do kich
Khuén lac phat trién nhe thich

trong viing e ché xung
quanh khoanh gidy
clindamycin=khang
clindamycin (d3 san c6) ké
ca khi khong xuét hién
vung D

Phwong phap xét
nghiém

Xét nghiém dya trén Nitrocefin

Khoanh giay khuéch tan

Khoanh giay khuéch tan Vi pha loang canh thang

Xét nghiém thém va
bao cao

Cac chung staphylococci sinh 8-
lactamase khang vdi penicillin,
amino-, carboxy- va
Ureidopenicillins.

Cefoxitin dugc sir dung dai
dién cho khang oxacillin qua
trung gian mecA.

Cac chung mecA duong tinh
béo céo két qua khang
oxacillin (khong phai
cefoxitin); cac khang sinh
nhoém B-lactam khac nén dugc
bao cao la khang hoac khong
bao céo.

Boi vi su hiém gip cua cac co
ché khang khac khong phai
qua trung gian mecA, cac
chung mecA am tinh nhung
gia tri MIC 1a khang (MICs >
4 ug/mL) nén dugc bao cao la
khang oxacillin. Dbi v6i cac
truong hop nhiém khudn ning
do staphylococci khong sinh
coagulase khong phai S.
epidermidis, xét nghiém chan

Bao cao cac ching khang clindamycin do kich thich véi
dong luu y “khang clindamycin”

Ghi chi “Chung nay dugc cho la khang clindamycin dya
trén su phat hién khang clindamycin do kich thich.
Clindamycin c6 thé van ¢6 hiéu qua trén 1am sang & mot
s6 bénh nhan”
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doan mecA hodc protein biéu
hién boi mecA c6 thé ap dung
cho céc ching co gia tri MIC
cuia oxacillin 14 0.5 dén 2
ug/mL.

Pé xuit QC

S. aureus ATCC” 29213 — duong
tinh

S. aureus ATCC® 25923 — am tinh

(hoac tham khao cac d€ xuat clia
nha san xuat)

S. aureus ATCC® 25923 —
mecA am tinh

(duong kinh ving e ché 23-
29 mm)

S. aureus ATCC®

43300 — mecA duong tinh
(dudng kinh ving e ché < 21
mm)

S. aureus ATCC® 25923
d6i v6i QC thuong qui
khoanh gidy khang sinh;
Xem Bang 3A d6i véi cac
ching QC b sung.

S. aureus ATCC®
BAA-976 hodc

S. aureus ATCC®

29213 — khong phat trién

S. aureus ATCC® 7
BAA-977 — phat trién

Viét tat: ATCC, tén thuong mai ctia hé th(*)ng’ chung ghuén theo tiéu chué}n cua Hoa Ky; CAMHB, canh thang Mueller-Hinton da diéu chinh cation; MHA,
Thach Mueller-Hinton; MIC, Nong d0 tc ché toi thi€u, QC, dam bao chat luong xét nghiém; FDA,Cuc quan ly an toan thudc va thyc pham;

Luuy

a. Trir S. lugdunensis, dugc bao gdm trong nhom S. aureus. Xem bang trude.
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Bang 2D. Tiéu chuin dién giai két qua dwong kinh viing trc ché va nong d9 vrc ché t6i thiéu(MIC)véi Enterococcus spp.

Piéu kién thir nghiém Cic dé xuit kiém soat chit lrgng toi thiéu
(Xem bang 3 va 4: gidi han QC cho phép)

Moi trudng: Khoanh gidy khuéch tan: MHA

Canh thang pha lodng: CAMHA; CAMHB di b sung 50 pg/mL Khoanh gidy khuéch tan:

calcium d6i v6i daptomycin\ Staphylococcus aureus ATCC® 25923

Pha loang trén thach: MHA; pha loang trén thach chua dugc danh

gia voi daptomycin Céc phuong phap pha loang:
Huyén dich vi khuén: Phuong phap tang sinh bang canh thang hoic pha huyén dich vi Enterococcus faecalis ATCC" 29212

khuén tryc tiép tir khuan lac voi mat d6 vi khuan twong duong do
duc chuén 0.5 McFarland

Piéu kién nudi ciy: 3542°C, hiéu khi, 16-18h;
Khoanh gidy khuéch tan: 16-18h

Cac phuong phap pha loang: 16-20h
Tat ca cac phuong phap: 24h
doi voi vancomycin

Tham khao Bang 2D-S66 cubi Bang 2D d6i v6i cac dé xuit bd sung vé diéu kién xét nghiém, bao céo va QC.

Luu y chung
(1) Ddi voi phuong phap khoanh gidy khuéch tan, do dudng kinh ving trc ché (xédc dinh bang mét thudng mép), bao gdm ca duong kinh cia khoanh gidy
khang sinh. Soi dia trén nén den bang anh sang phan chiéu ngoai trir d6i vdi vancomycin, nén doc dia bang anh sang xuyén qua (cim dia truéc dén
chiéu). Viing trc ché 1a viing trong d6 bang mat thudng khong quan sat thiy sy phat trién cia vi khuan. Khong dé y dén sy phat trién yéu ciia cac khuan
lac nho 1i ti ma chi ¢6 thé quan sat bang kinh hién vi xung quanh mép ciia viing trc ché. Néu trong viing trc ché ¢6 thé quan sat thiy sy phat trién cia vi
khuan, ching t6 truong hop vi khuan d6 khang vancomycin.
(2) CANH BAO: Déi véi Enterococcus spp., cephalosporins, aminoglycosides (trir truong hop khang mirc d6 cao), clindamycin, va

trimethoprimsulfamethoxazole ¢é thé c6 tac dung trén in vitro, nhung khong c6 hiéu qua trén 1am sang va do d6 khong dugc bao cao vé tinh nhay cam.
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(3) Hiép dong giita ampicillin, penicillin, hodc vancomycin va mot khang sinh nhém aminoglycoside c6 thé duge dy doan cho Enterococci bang cach st

dung xét nghiém sang loc d6i v6i sy khang khang sinh nhom aminoglycoside mirc d6 cao (gentamicin va streptomycin). Cac khang sinh
aminoglycosides khac khong can thir, vi tac dung khang khuan ciia chiing d6i voi Enterococci khong kha hon gentamicin va streptomycin.

(4) Ddi voi mot sd cap vi khuan/khang sinh, hién tuong khong hodc hiém khi phat hién ching khéang da khong cho phép xac dinh bt ky mot két qua nao
ngoai nhay cam. Dbi véi cac ching cho két qua “khong nhdy cam”, toan bo qua trinh phén 1ap dinh danh va tién hanh thir nghiém nhay cam khang
sinh can duoc lam lai. (Xem phu luc A).

LUUY: Cac thong tin duoc in dam 1a méi hodc dwge hiéu chinh so véi phién ban truéc doé
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Bing 2D. (Tiép
Nhom thiwr Ham Gioi han dwong kinh Tiéu chuin dién giai két qua Luu §
nghiém/ Khang sinh lrong vung ¢ ché (mm) MIC (pg/mL)
bio cao : S { I | R S I R
PENICILLINS
A Penicillin 10 dv >15 - <14 <8 - > 16 (5) Ampicillin 1a dai dién cho
A Ampicillin 10 pg >17 - <16 <8 - > 16 ampicillin va amoxicillin. Cac két qua

thir nghiém véi ampicillin c6 thé duoc
dung dé dy doan tinh nhay cam déi
v61 amoxicillin-axit clavulanic,
ampicillin-sulbactam, piperacillin, va
piperacillin-tazobactam cua céc chung
Enterococci khong sinh B-lactamase.
Tinh nhdy cam voi ampicillin ¢6 thé
duoc str dung dé du doan tinh nhdy
cam voi imipenem, voi cac ching
duoc khang dinh 14 E. faecalis.

(6) Enterococci nhay cam véi
penicillin thi ciing c¢6 thé du doan 1a
nhdy cam vdi ampicillin, amoxicillin,
ampicillin-sulbactam, amoxicillin-
clavulanate, piperacillin, va
piperacillin-tazobactam ddi vdi cac
chung Enterococci khong sinh men B3-
lactamase. Tuy nhi€n, Enterococci
nhdy cam vo&i ampicillin thi khong thé
suy ra nhay cam véi penicillin. Néu
can két qua véi penicillin thi can tién
hanh thtr nghiém.

(7) Rx: Liéu phap két hop gitra
ampicillin, penicillin, hodc
vancomycin (ddi v&i cac ching nhay
cam), va mot khang sinh nhom
aminoglycoside, thuong dung cho céc
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truong hop nhiém khuan do
enterococcus (cau khuan dudng rudt)
ndng, nhu viém mang trong tim, trir
truong hop khang mic d6 cao vdi ca
gentamicin va streptomycin, ph6i hop
nay cé tac dung dé du bao tac dung
hiép dong diét Enterococcus.

(8) Céc chung Enterococci khang
ampicillin hodc penicillin do co ché
sinh men p-lactamase rat it dugc bao
cao. Phat hi¢n khang ampicillin hoac
penicillin do co ché sinh men p-
lactamase bang phuong phap khoanh
gidy khuéch tan thuong qui hodc
phuong phép pha loang khong dang
tin cdy, nhung duoc phat hién bang
thir nghiém tryc tiép, thir nghiém p-
lactamase dua trén nitrocefin. Béi vi
cac chung Enterococci -lactamase
duong tinh rat it, xét nghiém nay
khong can tién hanh thuong qui, ma
chi dp dung vdi cac truong hop duoc
lya chon. Néu két qua thir nghiém pB-
lactamase duong tinh cho phép du
doan vé tinh khang voi penicillin,
amino-, carboxy-, va ureidopenicillins
(xem Phuy lyc I).

GLYCOPEPTIDS

B

Vancomycin

30 ug

15-16

8-16

(9) Khi thtr nghiém tinh nhay cam véi
vancomycin cuia cac chung
Enterococci, qua trinh nudi cay nén
giit trong vong 24h dé phat hién tinh
trang khang mdt cach chinh xac. Cac
chiing cho két qua MIC tir 8-16
pg/ml, tién hanh cac xét nghiém sinh
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vét héa hoc dé dinh danh lai nhu d6i
truong hop “Khang Vancomycin”
trong Bang bo sung 2D-S6, cudi Bang
2D. Po duong kinh ving trc ché dudi
anh sang xuyén qua, néu co bat ky
khuan lac nao trong viing trc ché
chirng t6 co su khang vancomycin.
Céc ching cho két qua khang trung
gian can duoc xét nghiém bang
phuong phap MIC nhu m6 ta trong tai
liéu M07-A8. Tham khao xét nghiém
Khang Vancomycin dugc mo ta trong
Béng bo sung 2D-S6 & cubi Bang 2D.

Xem luu y (3) va (7).
Inv. Teicoplanin 30 pg > 14 11-13 <10 <8 16 >32
LIPOPEPTIDES
B Daptomycine - - - - <4 - - (10) Khoanh gidy khuéch tan khong
danh tin cay ddi voi daptomycin.
(11) Khéng bao cao thwong qui voi
cac chiing phén l1ap tir bénh phim
dwong hd hap dwéi.
Xem luuy (4)
MACROLIDES
0] Erythromycin 15 ng >23 14-22 <13 <0.5 1-4 >8 (12) Khoéng bao cao thuong qui véi
céc ching phan lap tir nudc tidu.
TETRACYCLINES

(13) Cac chung vi khuan nhay cam véi tetracycline ciing c6 thé xem nhu nhiy cam véi doxycycline va minocycline. Tuy nhién, mét s6 ching khang
hodc khang trung gian vdi tetracycline c6 thé van nhay cam véi doxycycline va/hodc minocycline.

U Tetracycline 30 g >19 15-18 <14 <4 > 16

0] Doxycycline 30 pg >16 13-15 <12 <4 >16

0O Minocycline 30 g >19 15-18 <14 <4 > 16
FLUOROQUINOLONES

U \ Ciprofloxacin 5ug >21 | 1620 | <I5 <1 2 >4
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U Levofloxacin Sug >17 14-16 <13 <2 4 >8
U Norfloxacin 10 pg >17 13-16 <12 <4 8 > 16
O Gatifloxacin 5ug >18 15-17 <14 <2 4 >8 (14) Tiéu chuan dién giai két qua chi
ap dung cho céc ching phan lap tr
duong ni€u
NITROFURANS
U Nitrofurantoin 300 pg >17 15-16 <14 <32 64 > 128 ‘
ANSAMYCINS
O Rifampin Sug >20 17-19 <16 <1 2 >4 (15) Rx: Rifampin khong nén sit dung
trong liéu phép don
FOSFOMYCINS
0] Fosfomycin 200 pg >16 13-15 <12 <64 128 >256 | (16) Chi dinh d6i voi cac chung E.
faecalis phan 1ap tur duong tiét nicu.
(17) St dung phuong phép pha loang
trén thach d€ xac dinh MIC. Moi
truong thach nén bo sung vai 25
png/mL of glucose-6-phosphate.
Khong nén tién hanh phuong phap
pha loang trong canh thang.
(18) Khoanh khang sinh fosfomycin
ham luong 200-pg chira 50 pg
glucose-6-phosphate.
PHENICOLS
C ‘ Chloramphenicol 30 pug >18 13-17 <12 <8 16 >32 ‘ Xem luuy (12)
STREPTOGRAMINS
B Quinupristin- 15 pg >19 16-18 <15 <1 2 >4 (19) Chi bao céo dbi véi E. faecalis
dalfopristin khang vancomycin.
OXAZOLIDINONES
B | Linezolid 30pg | =23 | 2122 | <20 <2 4 >8 |
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Viét tat: ATCC, tén thuong mai cia hé th(*)ng’ chung ghuén theo tiéu chuan cua Hoa Ky; CAMHB, canh thang Mueller-Hinton d diéu chinh cation; MHA,
Thach Mueller-Hinton; MIC, Nong d6 tc ché toi thi€u;
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Bang b6 sung 2D-S5. Cac xét nghiém sang loc cic chiing Enterococcus spp. khing Aminoglycoside mirc 39 cao (HLAR) va khang Vancomycin doi
V@i cac trwomg hop trong Bang 2D

Xét nghiém Gentamicin HLAR Streptomicin HLAR Khang Vancomycin
sang loc
Phuwong phap | Khoanh gidy Pha loang canh Pha lodng trén | Khoanh gidy Pha loang Pha loang trén | Pha loang trén thach
xét nghiém khuéch tan thang thach khuéch tan canh thang thach
M@éi truong MHA Canh thang BHI" | Thach BHI" MHA Canh thang Thach BHI* Thach BHI"
BHI"
Nong dé khang | Khoanh gidy Gentamicin 500 | Gentamicin Khoanh gidy Streptomycin | Streptomycin | Vancomycin,
sinh gentamicin 120 pg/ml 500 pg/ml streptomycin 300 | 1000 pg/ml 2000 pg/ml 6 ng/mL
ng ng
Huyén dich vi | Dé xuat phuong | Dé xuat phuong | 10 pL cua Dé xuat phuong | Dé xuat 10 pL cua 1-10 pL cta huyén dich
khuin phép khoanh phap canh thang | huyén dich vi | phap khoanh gidy | phuong phap | huyén dich vi | vi khuan ¢am d6 0.5
gidy khuéch tan | pha lodng chuan | khuin dam d6 | khuéch tan chuén | canh thang khuan dam d6 | McFarland trai trén bé
chuén 0.5 McFarland pha loang 0.5 McFarland | mat thach
trai trén bé chuén trai trén bé
mat thach mat thach
Piéu kién nudi | 35+2°C;hibu |35+2°C;hiéu | 35+2 °C; 35+2°C;hiéu | 35+2°C; 3542 °C; 35 +2 °C; hiéu khi
cly khi Kkhi hiéu khi Kkhi hiéu khi hiéu khi
Thoi gian nuéi | 16-18h 24h 24h 16-18h 24-48h (néu 24-48h (néu 24h
ciy quan sat thdy | quan sat thiy
nhdy cam & nhdy cam &
24h, 1 lai) 24h, 1 lai)
Két qua 6 mm = Khang Bét ky mot >1 khuén lac | 6 mm=khéng; Bét ky khuan | >1 khuan lac | >1 khuan lac = khang
khuan lac nao= | = khang 7-9 mm=khong lac nao = = khang vancomycin (két luan so
7-9 mm = khang két ludn; khang bd)
Khong két luan > 10 mm =
duoc; Nhay cam
> 10 mm = MIC tuong quan:
Nhay cam. R =>1000
ug/mL
(canh thang) va
MIC tuong quan: >2000
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R =>500 pg/mL
S=<500
ug/mL

pg/mL (thach);

S =<500 pg/mL
(canh thang) va <
1000

pug/mL (thach)

Xét nghiém
thém va bao
cao

Khéang: khong c6 tac dung hiép dong voi cac khang sinh co tic dung 1én thanh té bao (vi du, ampicillin,
penicillin, va vancomycin).

Nhay cam: c6 tac dung hiép dong voi cac khang sinh c6 tac dung 1én thanh té bao (vi du, ampicillin,
penicillin, va vancomycin) va ciing cho két qua nhdy cam.

Néu két khoanh giéy khuéch tan van chua két luan duoc: Tién hanh phuong phap pha lodng canh thang hoic
trén thach dé khang dinh.

Tién hanh xét nghiém
MIC cua vancomycin va
thu tinh di dong, sinh
sdc t6 dé phan biét cac
ching khang thudc thu
duoc theo co chéVan A
va VanB véi céac chung
khang trung gian voi
vancomycin theo co
chéVanC, vi du,
Enterococcus
gallinarum va
Enterococcus
casseliflavus, 1a cac
chiing thudng phat trién
trén thach sang loc co
vancomycin. Nguoc lai
V01 cac enterococci nhu,
E. casseliflavus va E.
gallinarum voi gia tri
MIC vancomycin 8—16
pg/mL (trung gian) khac
v&i Enterococci khang
vancomycin (VRE) di
véi myc dich kiém soét
nhiém khuén.

Cac deé xuat

QC

E. faecalis
ATCC®29212;

E. faecalis
ATCC®29212 —

E. faecalis
ATCC®29212

E. faecalis
ATCC"29212;

E. faecalis
ATCC®29212

E. faecalis
ATCC®29212

E. faecalis
ATCC®™29212 — Nhay
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1623 mm Nhay cam — Nhay cam 14-20 mm — Nhay cam — Nhay cam cam
E. faecalis E. faecalis E. faecalis E. faecalis
ATCC"®51299 — | ATCC"®51299 ATCC"®51299 | ATCC®51299 | E. faecalis
Khéang — Khang — Khang — Khang ATCC"51299 — Khéng
Luuy

“BHI = Canh thang ndo tim; mic di khong sén nhung t6i wu hon so véi moi trudng thach hodc canh thang dudng dextrose phosphate.
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Bang 2E. Tiéu chuén doc két qua dwdng kinh viing e ché va ndng dd e ché tdi thiéu (MIC) ddi voi Haemophilus influenzae va H. parainfluenzae

Piéu kién thir nghiém

MGoi treong:

Huyén dich vi khuéin:

Diéu kién nudi cay:

Khoanh gidy khuéch tan:Mbi truong thir
Haemophillus (HTM)

Pha loang trén canh thang: canh thang HTM

Pha huyén dich vi khuén tryc tiép tir khuan lac véi
mat d6 vi khudn tuong duong d6 duc chuan 0.5
McFarland

3542°C, 5% CO,, 16-18h

Khoanh gidy khuéch tan: 5% CO,; 16-18h

Pha lodng trén canh thang: hiéu khi; 20-24h

Cac dé xuat kiém soat chat lugng t6i thiéu
(Xem bang 3A, 3B, 4A va 4B doi voi gidi han QC cho phép)

Haemophilus influenzae ATCC® 49247

Haemophilus influenzae ATCC® 49766

Escherichia coli ATCC® 35218 (khi thir voi amoxicillin-
clavulanic axit)

Luu y chung

(1)  Heaemophilus spp., trong bang nay chi bao gom H. influenzae va H. parainfluenzae. V6i nhirng loai khac thudc toc Haemophilus xem tai liéu
CLSI M45 biét vé nhirng thir nghiém va bao cdo khuyén cdo.
(2) DOi v6i khoanh gidy khuéch tan, do duong kinh vang tre ché (vi dy, xéc dinh ranh gidi vung tre ché bang mat thudng), bao gdm dudng kinh khoanh

giay.

Soi dia moi trudng trén nén den v6i anh sang phan chiéu trir trudng hop linezolid, oxacilin va vancomycin nén sir dung anh sang xuyén qua. Xac dinh
ranh gidi ving &rc ché bang mit thu'ong, khong c6 sy phat trién rd rang cta vi khuan. Bé qua sy phat trién yéu va cac khuan lac nho 1i ti chi c6 thé phat
hién khi soi duéi kinh lup hodc kinh hién vi & bo ciia viing tre ché. Ddi véi trimethoprim va sulfonamides, cac chat ddi khang trong moi truong co thé
cho phép vi khuan phat trién nhe; do d6 co6 thé boé qua sy phat trién yéu nay (khong qua 20%) va do dudng kinh vung e ché véi ranh gidi xac dinh

bang mat thuong.

(3) Chi cac két qua thir nghiém vé6i ampicillin, mot trong sb khang sinh cephalosporin thé hé 3, chloramphenicol, v meropenem nén dugc béo cdo thuong

qui

v&i cac chung Haemophilus influenzae phan 1ap tir dich ndo tuy.
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(4) Amoxicillin-clavulanic axit, azithromycin, clarithromycin, cefaclor, cefprozil, loracarbef, cefdinir, cefixime, cefpodoxime, cefuroxime, va
telithromycin 13 cac khang sinh duong udng cé thé ding theo kinh nghiém diéu tri viém duong ho hip Haemophilus spp. Két qua thir nghiém tinh
nhdy cam voi cac khang sinh nay thudong khong c6 ¥ nghia dbi véi timg bénh nhan cu thé. Tuy nhién cac két qua nay c6 ¥ nghia d6i véi cac giam sat
va nghién ctru dich té hoc.

(5) Chuén bi méi truong HTM: chudn bi dung dich me hematin bang cach pha 50 mg bot hematin trong 100 mL dung dich NaOH 0.01 mol/L, dun néng va
khudy cho dén khi tan hoan toan. Sau d6, 1dy 30ml dung dich hematin cho vao 1L mdi trudng thach Mueller-Hinton véi 5g dich chiét nAm men. Sau
khi hép tiét triung va 1am ngudi, bd sung thém 3 mL dung dich NAD (50 mg NAD hoa tan trong 10 mL nudc cat vo trung, loc vo trung), dam bao vo
trung

(6)  D4i voi mot sb cap khang sinh/vi khuén, cac chung vi khuin khang thude hiém gap gay kho khin trong VleC xac dinh mure d khang thubc khong gap
hodc ti 1¢ h1em gip cac chung khang thudc ngin can viéc xac dinh cac két qua ngoal truong hop “nhdy cam”. Ddi voi cac chiing cho két qua “khong
nhdy cam”, két qua dinh danh vi khuén va xac dinh muc do nhdy cam khang sinh can dugc xac dinh lai.

LUUY: Céac thong tin duoc in dam 1a méi hodc dwge hiéu chinh so véi phién ban trudéc doé
Bang 2E (Tiép)
Nhom thwr Khang sinh Ham lwong | Puong kinh ving e ché Piém giy MIC twong Luuy
nghiém/ khoanh giz”'ly (mm) dwong (ng/mL)
bio cio S i 1 | R s | 1 | R
PENICILLINS
A Ampicillin 10 pg >22 19-21 <18 <1 2 >4 Xem luuy (3)

(7) Két qua thir nghiém tinh nhay cam
v6i ampicillin nén ding dé suy ra tinh
nhdy cam v&i amoxicillin. Trong hau
hét cac truong hop, thir nghiém truc
tiép p-lactamase c6 thé phat hién nhanh
su khang ampicillin va amoxicillin.
Phan 16n cac ching H. influenzae
khang ampicillin va amoxicillin déu
sinh men B-lactamase kiéu TEM.

Phan 16n cac truong hop, xét nghiém f-
lactamase truc tiép c6 thé cho két qua
nhanh phat hi¢n ching khang ampicillin
va amoxicillin.

(8) Sb it cac chung H. influenzae
khong sinh B-lactamase nhung khang
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ampicillin (BLNAR) c6 thé khang véi
amoxicillin-clavulanic axit, ampicillin-
sulbactam, cefaclor, cefetamet,
cefonicid, cefprozil, cefuroxime, va
loracarbef, mic du co thé cho két qua
nhay cam in vitro.
PHOI HOP B-LACTAM/UC CHE B-LACTAMASE Xem hyu ¥ (8)
B Ampicillin-sulbactam | 10/10 pg >20 - <19 <2/1 - >4/2 | Xem luu y (8)
C Amoxicillin- 20/10 pg >20 - <19 <4/2 - >8/4 | Xem luuy (4) va (8)
clavulanic axit
0] Piperacillin- 100/10 pg >21 - - <1/4 - >2/4 | Xem luuy (8)
tazobactam
CEPHEMS (TIEM) (Bao gf‘)m cephalosporins L, IL, 111, va IV. Tham khdo Chi thich I) Xem luu y (8)
B Cefotaxime hodc 30 pg >26 - - <2 - - Xem luu y (3) va (6)
B Ceftazidime hodc 30 pug >26 - - <2 - -
B Ceftriaxone 30 pug >26 - - <2 - -
B Cefuroxime 30 pg >20 17-19 <16 <4 8 >16 | Xem luu y (8)
0 Cefonicid 30 pg >20 17-19 <16 <4 8 >16 | Xem luuy (8)
0 Cefamandole - — - <4 8 >16 | Xem luuy (8)
) Cefepime 30 pug >26 - - <2 — — Xem luu y (6)
0 Ceftizoxime 30 pg >26 - — <2 — — Xem luu v (6)
CEPHEMS (PUONG UONG)
C Cefaclor 30 pug >20 17-19 16 <8 16 > 32
C Cefprozil 30 pug > 18 15-17 <14 <8 16 > 32
C Cefdinir hodc 5ug >20 - <1 - Xem luu y (4) va (6)
C Cefixime hodc 5ug >21 - — <1 - -
C Cefpodoxime 10 ug >21 - — <2 - -
C Cefuroxime 30 pg >20 17-19 6 <4 8 > 16
0 Loracarbef 30 ug >19 16-18 <15 <8 16 >32 | Xem luuy (4) va (8)
0 Ceftibuten 30 pg >28 - — <2 — — Xem luu v (6)
Inv. Cefetamet 10 pug > 18 15-17 <14 <4 8 >16 | Xem luuy (8)
MONOBACTAMS
C | Aztreonam | 30 ug | >26 - - <2 - - | Xem Iuu y (6)
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CARBAPENEMS
B Meropenem 10 ug >20 - - <0.5 - - Xem luu v (3) va (6)
C Ertapenem hodc 10 pg >19 - - <0.5 - - Xem luu y (6)
C Imipenem 10 ug > 16 - - <4 - -
MACROLIDES
C Azithromycin 15 pg 12 - — <4 - - Xem luu y (6)
C Clarithromycin 15 ng > 13 11-12 <10 <8 16 > 32
KETOLIDES
C | Telithromycin | 15pg >15 | 12-14 | <11 <4 8 >16 | Xem luuy (4)
TETRACYCLINES
C Tetracycline 30 pg >29 26-28 <25 <2 4 >8 (9) Céc chung nhay cam voi
tetracycline thi c6 thé xem nhu nhay
cam voi doxycycline va minocycline
FLUOROQUINOLONES
C Ciprofloxacin hodc Sug >21 - - <1 - -
C levofloxacin hodc 5ug >17 - - <2 - -
C lomefloxacin hodc 10 pg >22 - - <2 - -
C moxifloxacin hodc Sug > 18 - - <1 - -
C ofloxacin 5ug > 16 - - <2 - -
Gemifloxacin 5ug > 18 - - <0.12 - -
O Gatifloxacin Sug > 18 - - <1 - -
O Grepafloxacin 5ug > 24 - - <0.5 - -
O Sparfloxacin - - - - <0.25 - -
O Trovafloxacin 10 ug >22 - - <1 - -
Inv. Fleroxacin Sug >19 - - <2 - -
UC CHE CON PUONG FOLATE
A Trimethoprim- 1.25/23.75 >16 11-15 <10 < 1/19- | >4/76
sulfamethoxazole ug 0.5/9.5 2/38
PHENICOLS
0] Chloramphenicol 30 nug >29 26-28 <25 <2 4 >8 | Xemluuy (3)
(10) Khong bao céo thuong qui cac
chiing phan 1ap tir nude tiéu
ANASAMYCINS
C Rifampin 5ug >20 17-19 <16 <1 2 >4 (11) Rx: Rifampin khong nén sir dung
trong liéu phap don
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Viét tat: ATCC, tén thuong mai ctia hé thong chiing chuan theo tiéu chuan cta Hoa Ky; BLNAR p-lactamase am tinh, khang ampicillin HTM, moéi truong
thir nghiém Haemophilus; MHA, Thach Mueller-Hinton; MIC, Nong d6 ttc ché toi thiéu, NAD, nicotinamide adenine dinucleotide; QC, dam bao chat lugng
xét nghiém;

Bang 2F. Tiéu chuin doc két qua dwong kinh viing ire ché va ndng dd trc ché toi thiéu (MIC) dbi véi Neisseria

gonorrhoeae
Piéu kién thir nghiém Cic dé xuit kiém soat chit
lwong toi thiéu

MGoi treong: Khoanh gidy khuéch tan: Mbi trudng thach GC (co ban (thach chocolate co ban) (Xem bang 3B va 4C dbi voi gi6i
va 1% yéu t6 kich thich ting truong thich hop. Khong yéu cau su dung yéu t6 han QC cho phép)
kich thich tang truong cysteine twj do cho phuong phap khoanh gidy khuéch tan
Pha lodng trén thach: Moi truomg thach GC co ban va 1% yéu t6 kich thich ting Neisseria gonorrhoeae ATCC®
truong thich hop. Yéu cau sir dung yéu td kich thich tang trudong cysteine tu do 49226
d6i v6i phwong phap pha lodng trén thach cua carbapenems va clavulanate. Yéu
t6 kich thich ting trudng chira cysteine khong thay d6i cac két qua cua cac
khang sinh khac khi sir dung xét nghi¢m pha loang.

Huyén dich vi khuén: Pha huyén dich vi khuan tryc tiép tir khuan lac voi mat do vi khuan tuong duong
dd duc chuén 0.5 McFarland

Piéu kién nudi ciy: 36+1°C (khong vuot qua 37 °C), 5% CO,, tat ca cac phuong phap, 20-24h

Luu y chung

Q8 Déi v6i khoanh gidy khuéch tan, do duong kinh ving trc ché (vi du, xac dinh ranh gidi viing rc ché bang mat thudng), bao gom duong kinh khoanh
gidy. Soi dia moi truong trén nén den v6i énh sang phan chiéu trir truong hop linezolid, oxacilin va vancomycin nén s dung anh sang xuyén qua. Xac
dinh ranh gidi ving trc ché bang mat thuong, khong co su phat trién rd rang ctia vi khuan. B qua sy phat trién yéu va cac khuan lac nho 1i ti chi c6 thé
phat hién khi soi duéi kinh lap hodc kinh hién vi & b ciia viing trc ché.

(2) Hiéu qua lam sang cua cefimetazole, cefotetan, cefoxitin, va spectinomycin trong diéu tri cac chiing cho két qua khang trung gian véi cac khang sinh
nay hién chua rd.

(3) Thur nghiém khoanh gidy khuéch tan d6i v6i N. gonorrhoeae, két qua khang trung gian voi mot khang sinh nao d6 ching to hodc k¥ thuét c6 van dé va
can lap lai thir nghiém hodc thiéu kinh nghiém 1am sang trong diéu trj cac ching vi khuan vé6i cac ving e ché nay. Ly do sau thuong gip & cac truong
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hop ddi voi cefmetazole, cefotetan, cefoxitin, va spectinomycin. Cac chung khang trung gian vdi cac loai khang sinh khac c6 ti 1& c6 kha nang diéu tri
lam sang dugc ghi nhan thap hon (85 to 95%) so vdi cac ching nhay cam co ti 1¢ 1a >95%.

(4) Mbi trudng st dung cho N. gonorrhoeae bao gdbm thach GC (thach chocolate co bin) b sung thém 1% yéu 6 thich ting trudng thich hop (1.1 g L-
cysteine, 0.03 g guanine HCL, 3 mg thiamine HCL, 13 mg PABA, 0.01 g B12, 0.1 g cocarboxylase, 0.25 g NAD, 1 g adenine, 10 g L-glutamine, 100 g
glucose, 0.02 g ferric nitrate [trong 1 L H20]) dugc bo sung sau khi hap ti¢t trung.

(5) Ddi v6i mot sd cap vi khuan/khang sinh, hién tugng khong hodc hiém khi phat hién chiung khang di khong cho phép xac dinh bat ky mot két qua nao
ngoai nhay cam. Di voi cac ching cho két qua “khong nhdy cam”, toan bd qua trinh phén lap dinh danh va tién hanh thir nghiém nhay cam khéang
sinh can duoc lam lai (Xem Phu lyc A).

LUUY: Céc thong tin dugc in ddm 13 méi hodc dwge hi¢u chinh so véi phién ban trudéc dé
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Bang 2F.
Nhom thw Khang sinh Ham Puong kinh ving e ché Tiéu chuin dién giai két Luuy
nghiém/ lwgng (mm) quia MIC(pg/mL)
b4o cdo S | R S | | i R
PENICILLINS
C Penicillin 10 UI > 47 27-46 <26 <0.06 | 0.12-1 >2 Xem luu y (3)

(6) Thu nghi€ém duong tinh véi B-
lactamase ching to chung d6 khang véi
penicillin, ampicillin, and amoxicillin.

(7) Thir nghiém B-lactamase s€ phat hi¢n
mot dang khang penicillin ctia V.
gonorrhoeae va ciing c6 thé str dung dé
cung cap thong tin vé dich t& hoc. Cac
ching c6 co ché khang qua trung gian
chromosome chi c6 thé phat hién bang
phuong phép khoanh giay khuéch tan va
MIC pha loang trén thach.

(8) Gonococci v6i khoanh gidy khang sinh
penicillin 10-don vi va duong kinh ving
trc ché < 19 mm thudng 1a chung sinh p-
lactamase. Tuy nhién, thir nghiém B-
lactamase van duogc wa dung hon céac
phuong phap thtr nghiém tinh nhay cam
khac vé d6 chinh x4c va nhanh dé phat
hi¢n cac chung khang penicillin qua trung
gian plasmid.

Chu thich I)

CEPHEMS (PUONG TIEM) (Bao gom cephalosporins L, IL IIL, va IV. Tham khio

C

| Cefotaxime

30 pg

>31

[ <05 | -

Xem luu y (5)
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C hodc 30 g >35 - - <0.25 - -
ceftriaxone
C Cefoxitin 30 ug <28 24-27 <23 <2 4 >8 Xem luu y (2)
C Cefuroxime 30 pg <31 26-30 <25 <1 2 >4 | Xem luuy (3)
O Cefepime 30 pg >31 — — <0.5 — - Xem luu y (5)
0 Cefmetazole 30 pg >33 28-32 <27 <2 4 >8 Xem luu y (2)
0 Cefotetan 30 ug >26 20-25 <19 <2 4 >8 Xem luu y (2)
0 Ceftazidime 30 pg >31 — <0.5 — Xem luu y (5)
0 Ceftizoxime 30 pg >38 — — <0.5 — - Xem luu y (5)
CEPHEMS (PUONG UONG)
C Cefixime hodc Sug >31 - - <0.25 - - Xem luu y (5)
C Cefpodoxime 10 pug >29 - - <0.5 - -
Inv. Cefetamet 10 ug >29 - - <0.5 - - Xem luu y (5)
TETRACYCLINES
(9) Céc chiing nhdy cam vai tetracycline ciing dugc xem nhu nhdy cam véi doxycycline va minocycline
C Tetracycline 30 pg >38 31-37 <30 <0.25 0.5-1 >2 (10) Gonococci voi khoanh gidy
tetracycline 30-ug duong kinh vung trc
ché < 19 mm thuong chimg té d6 1a ching
N. Gonorrhoeae khang tetracycline qua
trung gian plasmid (TRNG). Nhiing chung
nay nén khang dinh lai bang phuong phap
pha loang (MIC > 16 pg/mL).
FLUOROQUINOLONES
C Ciprofloxacin Sug >41 28-40 <27 <0.06 0.12— >1
C hoac Spug >31 25-30 <24 <0.25 0.5 >2
ofloxacin 0.5-1
0 Enoxacin 10 pug >36 32-35 <31 <0.5 1 >2
) Gatifloxacin Spug > 38 34-37 <33 | <0.125 0.25 >0.5
O Grepafloxacin Sug >37 28-36 <27 <0.06 0.12— >1
0.5
0 Lomefloxacin 10 pug > 38 27-37 <26 <0.12 | 0.25-1 >2
0 Trovafloxacin 10 pug >34 - — <0.25 - — Xem luu y (5)
Inv. Fleroxacin Sug >35 29-34 <28 <0.25 0.5 >1

AMINOCYCLITOLS
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| C | Spectinomycin | 100pg | >18 | 15-17 | <14 | <32 | 64 | >128 [Xemluuy(2) |
Viét tit: ATCC, tén thuong mai ctia hé théng chung chuén theo tiéu chuan cua Hoa Ky; MIC, Néng d6 uc ché tdi thiéu, NAD, nicotinamide adenine
dinucleotide; QC, dam bao chat luong xét nghiém; PABA, para-aminobenzoic axit; QC, kiém soat chit luong; TRNG, tetracycline-resistant Neisseria
gonorrhoeae,

Bang 2G. Tiéu chuin dién gidi qua dwong kinh viing e ché va ndng dd e ché toi thiéu (MIC) dbi véi Streprococcus pneumoniae

Piéu kién thir nghiém Cic @@ xuit kiém soat chit lwgng toi thiéu
(Xem bang 3B va 4B d6i v6i gi¢i han QC cho phép)

Moi truong: Khoanh gidy khuéch tan: MHA véi 5% méu ciru

Pha lodng canh thang: CAMHB v6i LHB (2.5 dén 5% Streptococcus pneumoniae ATCC® 49619

v/v) (Xem M07-A8 hudng dan chuén bi LHB)
Huyén dich vi khuén: Pha huyén dich vi khuan truc tiép tir khuan lac véi mat

dd vi khuan tuong duong d6 duc chuén 0.5 McFarland
Piéu kién nudi ciy: 35+2°C

Khéng sinh d: 5% CO,, 20-24h

Pha lodng: hiéu khi, 20-24h

Luu y chung

(1) Ddi voi khang sinh d6, do duong kinh ving trc ché (vi du, xac dinh ranh gidi ving trc ché bang mét thuong), bao gdbm dudng kinh khoanh gidy. Soi dia
mdi trudng trén nén den voi anh sang phan chiéu trir trudng hop linezolid, oxacilin va vancomycin nén sir dung anh sang xuyén qua. Xac dinh ranh
gidi ving trc ché bang mit thudng, khong c6 sy phat trién rd rang ciia vi khuan. Bo qua su phét trién yéu va cac khuan lac nhé li ti chi c6 thé phat hién
khi soi dui kinh lup hodc kinh hién vi & bd ctia ving trc ché. Ddi véi trimethoprim va sulfonamides, cac chit ddi khang trong moi truong cé thé cho
phép vi khuan phat trién nhe; do d6 c6 thé bo qua sy phat trién yéu nay (khéng qua 20%) va do duong kinh ving trc ché véi ranh gi6i xac dinh bang
mat thuong.

(2) Amoxicillin, ampicillin, cefepime, cefotaxime, ceftriaxone, cefuroxime, ertapenem, imipenem, va meropenem ¢ thé duoc dung dé diéu trj viém phdi;
tuy nhién, trén thyc t€ khong ti€n hanh thir nghiém tinh nhay cam bang phuong phap khoanh giay khuéch tan véi cac loai khang sinh nay do phuong
phéap khoanh gidy khuéch tan khong dang tin cdy. Tac dung in vitro dugc phat hién tot nhat bang phuong phap MIC.
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(3) Penicillin va cefotaxime hodc ceftriaxone hodc meropenem can duoc thir bang phuong phap MIC dang tin cdy (vi du nhu dugc mo ta trong tai liéu
CLSI-M7-A8) va béo cdo thudng qui v6i cac chung S. pneumonia phén 1ap tir dich ndo tuy . Cac chung nay can tién hanh thir nghiém véi vancomycin
bang phuong phap MIC hodc khoanh giay khuéch tan.
(4) Ddi voi mot s6 cap vi khuan/khang sinh, hién tuong khong hodc hiém khi phat hién ching khang da khong cho phép xac dinh bt ky mot két qua nao
ngoai nhay cam. Dbi véi cac chung cho két qua “khong nhdy cam”, toan bo qua trinh phén 1ap dinh danh va tién hanh thir nghiém nhay cam khang
sinh can duoc lam lai (Xem Phu lyc A).

LUUY: Céc thong tin dugc in ddm 13 méi hodc dwge hi¢u chinh so véi phién ban truéce dé
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Bang 2G. (Tiép)
Nhom thiwr Khang sinh Ham Puong kinh ving e ché Piém giy MIC twong Luuy
nghiém/ luwgng (mm) dwong (ng/mL)
bio cio S 1 R S | 1 | R
PENICILLINS

Xem luu y (3)

(5) Dbi v6i chung khong viém mang ndo (khong phan 1ap tir dich ndo tay hodc bénh nhan khéng c6 biéu hién viém mang nio), gia tri MIC penicillin co
thé du doan tinh nhay cam véi cac khang sinh nhom B-lactams khac nhur sau:

Penicillin MIC <0.06 pg/mL (hodc duong kinh viing trc ché ciia oxacillin duong kinh > 20 mm) cho thay ching d6 nhiy cam véi ampicillin (ubng va
tiém), amoxicillin, amoxicillin-clavulanic axit, ampicillin-sulbactam, cefaclor, cefdinir, cefditoren, cefepime, cefotaxime, cefprozil, ceftizoxime,
ceftriaxone, cefuroxime, cefpodoxime, ertapenem, imipenem, loracarbef, va meropenem.

Penicillin MIC < 2 pg/mL chung to ching d6 nhay cam voi: amoxicillin, amoxicillin-clavulanic axit, cefepime, cefotaxime, ceftriaxone, va ertapenem.

A

Penicillin

1 ug
oxacillin

(6) Céc chung phé cau voi khoanh gidy
oxacillin duong kinh > 20 mm hoac véi
penicillin MIC <0.06 pg/mL c6 thé xem
nhu nhdy cam véi penicillin.Cac chung véi
duong kinh oxacillin < 19 mm nén dugc
xac dinh MIC cua penicillin va cefotaxime
hodc ceftriaxone hodc meropenem bdi vi
duong kinh < 19 mm thudng xay ra véi cac
chung khang, khang trung gian hodc nhay
cam voi penicillin. Céc ching nay khong
nén bao co két qua la khang véi penicillin
khi chua tién hanh xét nghiém MIC
penicillin.

Penicillin tiém
(khong viem

(7) Rx: Liéu penicillin tiém tinh mach it
nhat 2 triéu don vi moi 4h ¢ ngudi 16n cod
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mang nao)

chtrc nang than binh thuong (12 triéu don
vi mdi ngay) co thé dugc dung dé diéu trj
bénh nham viém phdi khéng viém mang
ndo do cac chung c6 MIC penicillin < 2
pg/mL. Cac ching khang trung gian voi két
qua MIC 4 pg/mL c6 thé can liéu 18 dén 24
triéu don vi mdi ngay.

(8) D6i v6i cac ching khong phai phan lap
tur dich ndo tiy, bao cao ca ddi voi ca 2
trudng hop thé hién viém mang nio va
khong thé hién viém mang nio.

A Penicillin tiém - - - - <0.06 - >0.12
(viém mang ndo)

(9) Rx: St dung penicillin dé diéu tri viém
mang nio can liéu tdi da penicillin tiém
tinh mach (vi dy, it nhit 3 triéu don vi mdi
4h & nguoi lon c6 chuc nang than binh
thuong).

(10) Déi voi cac chimg phan 1ap tir dich
ndo tuy, chi bdo cdo cac truong hop thé
hiénviém mang nio.

A Penicillin - - - - <0.06 | 0.12-1 >2
(penicillin V
uong)

C Amoxicillin - - - - <2 4 >8
(khong viém <2/1 4/2 > 8/4
C mang nao)
Amoxicillin-
clavulanic

axit (khong viém
mang nao)

CEPHEMS (PUONG UONG) (Bao gom cephalosporins thé hé I, II, IIL, IV. Tham khio Phu luc I)
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0] Cefepime (viém <0.5 1 >2 | (11) Ddi véi cac ching phan 1ap tir Dich
mang nao) ndo tity, chi bao cao cho cac trudong hop thé
hi¢n viém mang ndo. Khong c6 chi dinh
ctia FDA vé viéc str dung cefepime trong
diéu tri viém mang nio.
B Cefepime (khong <1 2 >4 | (12) O Hoa Ky, chi cac truong hop thé hién
viém mang ndo) khong viém mang ndo va bao gom ghi chu
khong viém mang ndo trong bao cao.
B Cefotaxime (viém <05 1 >2 | (13) DBdi voi cac ching phan 1ap tir Dich
B mang ndo) <05 1 >2 | ndo tuy, chi bao céo véi cac trudng hop thé
Ceftriaxone (viém hi¢n viém mang nao.
mang nao)
(14) Rx: St dung cefotaxime hodc
ceftriaxone licu toi da trong diéu trj viém
mang nao.
Xem luu y (3).
B Cefotaxime <1 2 >4 | (15) Pdi voi cac ching khong phén 1ap tir
B (khong viem < 2 >4 | Dich nio tiy, bao céo thé hién cho ca viém
mang nao) mang nao va khong viém mang nao.
Ceftriaxone
(khong viem
mang ndo)
C Cefuroxime <05 1 >2
(dudng tiém)
CEPHEMS (UONG)
C Cefuroxime <1 2 >4
(udng)
0) Cefaclor <1 2 >4
0) Cefdinir <0.5 1 >2
0 Cefpodoxime <0.5 1 >2
) Cefprozil <2 4 >8
0O Loracarbef <2 4 >3

CARBAPENEMS
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B Meropenem - - - - <0.25 0.5 >1 | Xemluuy (3)
C Ertapenem - - - - <1 2 >4
C Imipenem - - - - <0.12 | 0.25- >1
0.5
GLYCOPEPTIDES
B Vancomycin 30 pug >17 - - <1 - - Xem luu y (3) va (4)
MACROLIDES

(16) Tinh nhay cam va khang véi azithromycin, clarithromycin va dirithromycin c¢6 thé duoc du doan bang sir dung erythromycin.

(17) Khong bao céo thuong qui véi céc ching phan 1ap tir tiét ni¢u.

A Erythromycin 15 pg >21 16-20 <15 <0.25 0.5 > 1
) Azithromycin 15 pg >18 14-17 <13 <0.5 1 >2
O Clarithromycin 15 pg >21 17-20 <16 <0.25 0.5 > 1
) Dirithromycin 15 pg >18 14-17 <13 <0.5 1 >
KETOLIDES
B Telithromycin 15 pg >19 16-18 <15 <1 2 >4
TETRACYCLINES
B Tetracycline 30 pg >23 19-22 <18 <2 4 >8 (18) Cac ching nhay cam vdi tetracycline
thi ¢6 thé xem nhu nhay cam véi
doxycycline va minocycline
FLUOROQUINOLONES
B Gemifloxacin Spug >23 20-22 <19 <0.12 0.25 >0.5
B Levofloxacin Sug >17 14-16 <13 <2 4 >8
B Moxifloxacin Sug >18 15-17 <14 <1 2 >4
B Ofloxacin Sug >16 13-15 <12 <2 4 >8
0O Gatifloxacin Sug >21 18-20 <17 <1 2 >4
0 Grepafloxacin Sug >19 16-18 <15 <0.5 1 >2
0 Sparfloxacin Sug >19 16-18 <15 <0.5 1 >2
0 Trovafloxacin 10 pg >19 16-18 <15 <1 2 >4
THUOC UC CHE CON PUONG FOLATE
A Trimethoprim- 1.25/23.75 | >19 16-18 <15 |<0.5/9.5} 1/19- | >4/76
sulfamethoxazole | pg 2/38
PHENICOLS
C | Chloramphenicol | 30 ug | >21 - <20 <4 - >8 | Xem luu y (17)
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ANASAMYCINS
C Rifampin Spug >19 17-18 <16 <1 2 >4 | (19) Rx: Rifampin khong nén str dung don
doc trong diéu trj
LINCOSAMIDES
B | Clindamycin | 2pg | >19 | 16-18 | <15 | <025 | 05 | >1 [Xemluuy(17)
STREPTOGRAMINS
O Quinupristin- 15 pg >19 16-18 <15 <1 2 >4
dalfopristin
OXAZOLIDINONES
C | Linezolid | 30 Hg | >21 | - - ] <2 1 - 1 - [Xemlmuy@@)

Viét tat: ATCC, tén thuong mai cta hé thong chung chuén theo tiéu chuén ciia Hoa Ky; CAMHB canh thang Mueller-Hinton da diéu chinh cation; FDA,
LHB, Mau ngya ly giai; MHB, Canh thang Mueller-Hinton; MIC, Nong d6 trc ché ti thiéu (Nong d6 khang sinh tdi thiéu trc ché vi khuén);Cuc quan 1y an
toan thudc va thyc pham; QC, dam bao chat lrong xét nghiém;
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Bang 2H-1. Tiéu chuin dién giai dwong kinh vang trc ché va MIC ddi véi Streptococcus spp. tan huyét beta

Piéu Kkién thir nghiém Ciac dé xuit kiém soat chét lwong toi
thiéu
Moi truong: Khéang sinh d6: MHA b6 sung 5% méu ciru (Xem bang 3Bva 4B vé gi¢i han QC cho

Pha lodng canh thang: CAMHB v6i LBH (2.5 dén 5% v/v); CAHMB can phép)
duoc béqsung 50 pg/mL calcium d6i v6i daptomycin (xem M07-A8 huéng
dan chuan bi LHB) Streptococcus pneumoniae ATCC® 49619
Pha loang trén thach MHA v¢&i thach mau ctru (5% v/v) (khi xét nghi€ém
khang sinh sulfonamide, nén dung LHB); pha loang trén thach chua danh
gid vdi daptomycin

Huyén dich vi khuén: Pha huyén dich vi khuan tryc tiép tir khuan lac voi mat do vi khuan tuong
. ) duong d6 duc chuan 0.5 McFarland
Diéu kién nudi cay: 354+2°C,

Khang sinh d6: 5% CO,, 20-24h o
Céac phuong phap pha loang: hiéu khi; 20-24h (CO,, n€u can thiét cho vi
khuan phat trién khi pha loang trén thach)

Luu y chung

(1) Béi v6i phuong _phap khoanh gidy khuéch tan, do duong kinh ving tre ché (bang mét thuong), bao gdm duong kinh khoanh gidy khang sinh. Ranh
gii ving trc ché duge xac dinh 1 ving Ltrong do6 bang mit thuong khong quan sat thay su phat trién ciia vi khuan. Mo nap dia thach, do dudng kinh
viing tre ché tir phia trén bé mat thach bang anh sang phan chiéu. Bo qua su phat trién yéu ciia cac khuan lac nho 1i ti & mép duong kinh ving tic ché
ma chi ¢6 thé quan sat bang kinh lup hoic kinh hién vi.

(2) Dbi voi bang nay, nhém tan huyét beta bao g6m cac chung Streptococci khuén lac 16n nhém A, sinh mu (S. pyogenes), nhom C, hoic G va céac
chiing nhém B (S. agalactiae). Cac ching khuan lac nhé tan huyét beta nhém A, C, F, hoic G (S anginosus, dinh danh trude d6 1a “S. milleri”) dugc
xem 1a mot phan cia nhom viridans, do d6 ap dung tiéu chuan doc két qua cho nhom viridans véi cac ching nay (xem Bang 2H-2).

(3) Penicillin va Ampicillin 13 cdc khang sinh dwoc lya chon cho diéu tri nhiém trung giy ra béi cic cAu khuén tan huyét beta (B-hemolytic
streptococcal infection). Thir nghiém tinh nhay cam khang sinh (khang sinh dd) cia penicillin va cac khang sinh p-lactam khac (dugc FDA phé
chuén) véi cdc cau khuidn tan mau beta khong can thiét phai thyc hién thuong quy. Béi vi, cac chiing khong nhay cam (MIC ciia penicill > 0,12
va ampicillin > 0,25 pg/ml) 1a rat hiém trong bat cit cidu khuin tan mau beta niao va chwa c6 bao cdo nao cho Streptococcus pyogenes. Trong
trwomg hop thue hién khang sinh d6 phat hién bit ctr mgt chiing cAu khuin tan mau beta 1a khong nhay cim, toan b§ qua trinh dinh danh,
khang sinh dd phai dwoc thye hién lai. Néu qua trinh x4c nhén 13 ding, bao cio t6i cac trung tim dich t& (tham khio Phu luc A dé c6 thém
hudng dan)
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(4) Tiéu chudn dién giai két qua cho cau khuan tan mau beta (Streptococcus spp. B-hemolytic group) duoc dé xuit dya trén biéu d6 phan bd khang sinh
d6 cna rat nhidu loai khac nhau, dugc dong hoc ciia khang sinh, céc tai liéu da cong bo trudce do va kinh nghiém 14m sang ciia timg thanh vién trong
tiéu uy ban. Hién tai, chua c6 mdt thu thap hé théng cac s6 liéu 1am sang cho nhiéu khang sinh trong nhom.
(5) D6i voi mot s6 cap vi khuan/khang sinh, hién tugng khong hodc hiém khi phat hién chung khang da khong cho phép xac dinh bat ky mot két qua nao
ngoai nhay cam. Di v6i cac chung cho két qua “khong nhiy cam”, toan bd qua trinh phén lap dinh danh va tién hanh thir nghiém nhay cam khang
sinh can dugc lam lai (Xem Phu Iuc A).

LUUY: Cac thong tin dugc in dam 1a méi hodc dwge hiéu chinh so véi phién ban trudéc dé
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Béang 2H-1 (Tiép)

Nhom thwr Khang sinh Ham Gi6i han dwong kinh ving |  Gi6i han nong dp e Luuy
nghiém/bao lwgng trc ché (mm) cheé toi thiéu (pg/mL)
€490 S 1 R S 1 R
PENICILLINS

(6) Di v6i cac nhoém vi khuan sau day, néu vi khuan dé nhay cam véi penicillin thi ¢6 thé xem nhu nhay cam véi cac khang sinh dugc liét ké sau day ma
khong thtr nghiém lai. DPéi véi Streptococci tan huyét beta (Nhém A, B, C, G): ampicillin, amoxicillin, amoxicillin-clavulanic axit,

ampicillin-sulbactam, cefazolin, cefepime, cephradine, cephalothin, cefotaxime, ceftriaxone, ceftizoxime, imipenem, ertapenem, va meropenem. Riéng doi
voi Streptococci nhdm A: cefaclor, cefdinir, cefprozil, ceftibuten, cefuroxime, cefpodoxime, and cephapirin.

A Penicillin hodc 10 don vi >24 - - <0.12 - - Xem luu y (5)

A ampicillin 10 ug >24 - - <0.25 - - (7) Céc chung Streptococci tan mau f c6 MIC
penicillin 1én hon 0.12 pg/mL hodac MIC
ampicillin 16n hon 0.25 pg/mL chua dugc
theo ddi; giri cac ching nay dén phong xét
nghiém cao hon.

CEPHEMS (PUONG TIEM) (Bao gom cephalosporins I, IL III, va IV. Tham khéo Béng chi giai I) | Xem luu ¥ (5) va (6)

B Cefepime hoac 30 pug >24 - - <0.5 - -
B cefotaxime hodc 30 pg >24 - - <0.5 - -
B ceftriaxone 30 pug >24 - - <0.5 - -
CARBAPENEMS Xem luu y (5) va (6)
O Ertapenem - - - - <1 - -
) Meropenem - - - - <0.5 - -
GLYCOPEPTIDES
B | Vancomycin | 30pg | >17 | - - [ =<1 - - | Xem luuy (5).
LIPOPEPTIDES
C Daptomycin - - - - <1 - - (7) Daptomycin khong dwgc phép bao cao
véi nhirng chiing phan 1ap dwec tir dwong
ho hip duéi.
Xem luu y (5).
MACROLIDES

(8) Mirc d6 nhay cam va dé khang véi azithromycin, clarithromycin, va dirithromycin ¢ thé dugc suy ludn tir két qua xét nghiém véi erythromycin.
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(9) Khong bao cao thuong qui véi cac ching phan 1ap tir dudng tiét niéu.

A Erythromycin 15 ug >21 16-20 <15 <0.25 0.5 >1 | (10) Rx: Khang sinh du phong cho
Streptococci nhdm B 1a penicillin hodc
ampicillin. D6i v6i phu nit di g penicillin
nguy co qua méan thap thi c6 thé ding
cefazolin, néu nguy co qua méan cao thi cé thé
dung clindamycin hodc erythromycin.
Streptococci nhdm B nhdy cam voi ampicillin,
penicillin, va cefazolin, c6 thé dé khang véi
clindamycin va/hoéc erythromycin. Khi mét
chung streptococcus nhom B phan 1ap tu phu
nit mang thai, di trng véi penicillin (nguy co
qua man cao) thi nén xét nghiém véi
clindamycin va erythromycin va bao cdo két
qua.

) Azithromycin 15ug >18 14-17 <13 <0.5 | >2

0O Clarithromycin 15pg >21 17-20 <16 <0.25 0.5 > 1

) Dirithromycin 15ug >18 14-17 <13 <0.5 1 >2

TETRACYCLINES

O Tetracycline 30 pug >23 19-22 <18 <2 4 >8 | (11) Cac chung nhay cam vdi tetracycline thi
cling nhay cam véi doxycycline va
minocycline.

FLUOROQUINOLONES

C Levofloxacin S5ug >17 14-16 <13 <2 4 >8

C Ofloxacin Sug > 16 13-15 <12 <2 4 >8

0 Gatifloxacin S5ug >21 18-20 <17 <1 2 >4

0 Grepafloxacin S5ug >19 16-18 <15 <0.5 1 >2

0 Trovafloxacin 10 pug >19 16-18 <15 <1 2 >4

PHENICOLS
C Chloramphenicol 30 g >21 18-20 <17 <4 8 >16 | Xem luuy (9)
LINCOSAMIDES

A Clindamycin 2 ug >19 16-18 <15 <0.25 0.5 >1 | XemIuuy (9)va (10).

(12) Khéang clindamycin kich thich c6 thé
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duoc phat hién bang phuong phap khoanh
gidy khuéch tan véi sy xuét hién cua ving D.
va phuong phap vi pha loAnh Xem Bang 2H-
1-S7 va Phan 12 tai liéu M02-A10 va Phan 13
tai licu M07-AS.

STREPTOGRAMINS
C Quinupristin- 15 ug >19 16-18 <15 <1 2 >4 | (13) Bao céo ddi voi S. pyogenes.
dalfopristin
OXAZOLIDINONES
C | Linezolid | 30pg [ >21 | - | - | <2 { - | - |Xemhmy(5)

Viét tat: ATCC, tén thuong mai ctia hé thong chiing chuan theo tiéu chuan ctia Hoa Ky, CAMHB, canh thang Mueller—Hinton da diéu chinh cation; FDA,

LHB, Mau ngua ly giai; MHB, Canh thang Mueller-Hinton; MIC, Nong d6 tre ché t6i thiéu (Nong d6 khang sinh t6i thiéu tre ché vi khuan);Cuc quan 1y an
toan thuoc va thyc pham; QC, dam bao chat lwong xét nghiém;
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Biang b6 sung 2H-1-S7. Thir nghiém sang loc khing clindamycin kich thich cho Streptococus spp tan mau beta trong bang 2H-1

Thir nghiém sang lgc Khang clinidamycin khich thich

Nhém vi khuén Cic Streptococcus spp tan mau beta khang erythromycin va nhay cim hoiic khang trung gian véi clindamycin®

Phwong phap xét nghiém Khoanh gidy khuéch tan Vi pha loang canh thang

MGoi treong MHA bd sung thém mau ciru (5%) hoic TSA bd CAMHB véi LHB (2,5-5%)
sung thém mau ciru (5%)

Nong d9 khang sinh Hai khoanh gidy khang sinh erythromycin 15 pg 1 pg/mL erythromycin va 0,5 pg/mL clindamycin trong cung
va clindamycin 2 pg, dat caich nhau 12 mm mjt giéng

Huyén dich vi khuin Phuwong phap khoanh gidy khuéch tan chuin dwoc | Phwong phap vi pha lodng canh thanh chuin dwgc khuyén
khuyén cdo cao

Piéu kién nudi cAy 3542 °C; 5% CO, 3542 °C; hiéu khi.

Thoi gian nudi ciy 20-24 givi 20-24 givi

Két qua Néu xuét hién viing e ché c6 hinh dang khong Bit ky su phat trién nao=khang clindamycin do kich thich
tron bén canh khoanh erythromycin (vung chir
D)=khang clindamycin do kich thich Khéng phat trién=khong khang clindamycin do kich thich
Khuin lac phat trién nhe trong viing irc ché xung
quanh khoanh gidy clindamycin=khang
clindamycin (d4 sin c6) ké ca khi khong xuét hi¢n
vung D

Xét nghiém thém va Bdo cdo | Bao cdo cac ching khang clindamycin do kich thich véi dong luu y “khang clindamycin”

Ghi chu “Chiing nay dugc cho la khang clindamycin dua trén sy phat hién khang clindamycin do kich thich.
Clindamycin c6 thé vin c6é hiéu qua trén JAim sang & mdt s6 bénh nhan”

Pé xuit kiém soat chat Streptococcus pneumoniae ATCC® 49619 Streptococcus pneumoniae ATCC® 49619

lwgng S. aureus ATCC® BAA-976 hoic

S. aureus ATCC® 29213 — khong phit trién

S. aureus ATCC® BAA-977 — phat trién

Viét tit: ATCC, tén thuong mai ctia hé théng ching chuén theo tiéu chuan cua Hoa Ky; CAMHB, canh thang Mueller-Hinton da diéu chinh cation; MHA,
Thach Mueller-Hinton; MIC, Nong d¢ trc ché tdi thiéu, QC, dam bao chét luong xét nghiém; LHB, Mau ngua ly giai; TSA, Tryptic soy agar (thach triét xuat
dau tuong)

2 Sw khac biét 1am sang dwoc tao ra gitra chung Streptococcus spp khang clindamycin khich thich véi cac ching khac trong nhém hién chwa
rd rang. Thue hién thir nghiém sang loc khang clindamycin khich thich khong cén thiét véi moi chiing khang erythromycin va nhay véi
clindamycin. Tuy nhién, tit ci cac chiing phan 1ip dwoc tir cic nhiém trung bdi nhiém cin phai dwoc thwe hién thir nghiém. Khi phén 1ap duoc
Streptococcus nhém B tir phu nit c6 thai di tng véi penicillin niing (nguy co cao véi qua min) clindamycin va erythromycin phai dwgec lam khang
sinh dd va bao cao (xem hru y [10] trong bing 2H-1)




Bang 2H-2. Tiéu chuin doc dwong kinh viing e ché va MIC dbi véi Streptococcus spp. Nhém Viridans
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Piéu kién thir nghiém

MGoi treong:

Huyén dich vi khuén:

Diéu kién nubi cay:

Khoanh gidy khuéch tan: MHA b6 sung 5% méu ciru

Pha lodng canh thang: CAMHB vé6i LBH (2.5 dén 5%); CAHMB can dugc bd
sung 50 pg/mL calcium d6i v6i daptomycin (xem M07-A8 hudng din chuén bj
LHB)

Pha loang trén thach MHA v¢&i thach mau ctru (5%) (khi xét nghiém khang sinh
sulfonamide, nén dung LHB); pha loang trén thach chua danh gia véi daptomycin
Pha huyén dich vi khuan tryc tiép tir khuan lac voi mat do vi khuan tuong duong
dd duc chuén 0.5 McFarland

35+2°C,

Khang sinh do: 5% CO,, 20-24h

Cac phgong phap pha lodng: hiéu khi; 20-24h (CO,, néu can thiét cho vi khudn

Cic dé xuit kiém soat chit lwgng
toi thiéu

(Xem bang 3B va 4B vé gidi han
QC cho phép)

Streptococcus pneumoniae ATCC"
49619

Luu y chung

(1) Béi v6i phuong _phap khoanh gidy khuéch tan, do duong kinh vung tre ché (bang mit thuong), bao gdm dudng kinh khoanh gidy khang sinh. Ranh
gii ving trc ché duge xac dinh 1 ving Ltrong d6 bang mat thuong khong quan sat thay su phat trién ctia vi khuan. Mé nép dia thach, do duong kinh
viing trc ché tir phia trén bé mat thach bang anh sang phan chiéu. Bé qua sy phat trién yéu cta cac khuén lac nho li ti & mép duong kinh ving e ché
ma chi ¢6 thé quan sat bang kinh lup hoic kinh hién vi.

(2) Céc chiing Streptococci nhom viridans bao gdm 5 nhom phy (gdm rat nhiéu loai trong mdi nhém): nhém mutans, nhom salivariusnhém bovis, nhom
anginosus (trudc day goi 1a nhom “S. milleri”’) va nhdm. mitis. nhom anginosus bao gom cac chung tan huyét beta khuan lac nho véi nhom khang
nguyén A, C, F, hoac G. Thong tin chi ti€t vé ting loai, tham khao céc tai liéu vi sinh 1am sang gan day.

(3) Tiéu chuan doc két qua cho cac Streptococci spp nhom viridansduoc dé xuat dya trén biéu d6 phan bd khang sinh do cua rat nhiéu loai khac nhau,
dugc dong hoc cua khang sinh, cac tai li€u da cong bo trudce do va kinh nghi€m c 1am sang cta tirng thanh vién trong tiéu tiy ban. Hién tai, chua co
mot thu thap hé thong cac so li€u 1am sang cho nhi¢u khang sinh trong nhém.
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(4) D6i voi mot s6 cap vi khuan/khang sinh, hién tuong khong hodc hiém khi phat hién ching khang di khong cho phép xdc dinh bét ky mot két qua nao
ngoai nhay cam. Doi v6i cac chung cho két qua “khoéng nh@y cam”, toan bd qua trinh phén lap dinh danh va ti€n hanh thir nghiém nhay cam khang
sinh can dugc 1am lai (Xem Phuy luc A).

LUUY: Céc thong tin dugc in ddm 13 méi hodc dwege hi¢u chinh so véi phién ban truéce dé



Bang 2H-2 (Tiép)
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Nhom Khang sinh
PENICILLINS
A Penicillin
A Ampicillin

CEPHEMS (PUONG TIEM) (Bao gdm cephalosporins L, IL IIL, va IV. Tham khio

B Cefepime

B Cefotaxime

B Ceftriaxone
CARBAPENEMS

O Ertapenem

O Meropenem
GLYCOPEPTIDES

B | Vancomycin
LIPOPEPTIDES

O Daptomycin

Ham
lugng

30 pg
30 pg
30 pg

Gidi han dwong kinh vung

S

> 24
> 28
>27

trc ché (mm)
I

22-23
26-27
25-26

| R

<21
<25
<24

Gio6i han nong do tre ché toi

S

<0,12
<0,25

<1
<1
<1

thiéu (png/mL)
I

0,25-2
0,5-4

Bang chu giai I)
2
2
2

Ban luian

(5)Khoanh gidy khuéch tan khong
cho két qua dang tin cdy ddi véi
penicillin va ampicillin.

(6) Streptococci nhom viridans phan
lap tir cac ving v khuan (vi du, dich
ndo tily, mau, xwong) can xét nghiém
tinh nhay cam vdi penicillin bang
phuong phap MIC.

(7) Rx: Cac chung khang trung gian
v6i penicillin va ampicillin c6 thé s&
phai phéi hop voi mot khang sinh
nhém aminoglycoside trong diéu tri.

Xem luu y (4)
Xem luu y (4)

| Xem luu ¥ (4).

(8) Phuong phap khoanh gidy
khuéch tan khong cho két qua dang
tin cdy dbi v6i daptomycin.

(9) Daptomycin khong dwgc phép
b4o cio véi nhirng chiing phan lap
tir dwong hd hip duéi.

Xem luu y (4).
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MACROLIDES . .
(10) Mtrc d6 nh@y cam va dé khang véi azithromyein, clarithromycin, va dirithromycin c6 thé dugc suy luan tir két qua xét nghiém véi erythromycin.
(11) Khong bao cao thuong qui vdi cac chung phan lap tur dudng tiét ni¢u.

C Erythromycin 15 ng >21 16-20 <15 <0.25 0.5 >1

0] Azithromycin 15ug >18 14-17 <13 <0.5 1 >2

O Clarithromycin 15pg >21 17-20 <l6 | <0.25 0.5 > 1

0] Dirithromycin 15ng >18 14-17 <13 <0.5 1 >2
TETRACYCLINES

O Tetracycline 30 pg >23 19-22 <18 <2 4 >8 (12) Cac ching nhay cam véi

tetracycline thi cling nhdy cam véi
doxycycline va minocycline.

FLUOROQUINOLONES

C Levofloxacin Sug >17 14-16 <13 <2 4 >8

C Ofloxacin Sug > 16 13-15 <12 <2 4 >8

O Gatifloxacin 5ug >21 18-20 <17 <1 2 >4

O Grepafloxacin Sug >19 16-18 <15 <0.5 1 >2

O Trovafloxacin 10 pg >19 16-18 <15 <1 2 >4
PHENICOLS

C Chloramphenicol 30 pg >21 18-20 <17 <4 8 >16 Xem luvuy (11)
LINCOSAMIDES

C | Clindamycin | 2pg | =19 | 16-18 | <15 | <025 | 0.5 | > | Xem lwu y (11)
STREPTOGRAMINS

o) Quinupristin- ‘ 15 ng ‘ >19 ‘ 16-18 | <15 ‘ <l ‘ 2 ‘ >4

dalfopristin

OXAZOLIDINONES

C | Linezolid | 30pg | >210 | - | - | <2 | - | - | Xem luu y (4)

Viét tat: ATCC, tén thuong mai ctia hé théng chung chuén theo tiéu ghuén cua Hoa Ky; QAMHB, canh thang Mue}ler—Hinton di diéu chinh cation; FDA,
LHB, Mau ngua ly giai; MHB, Canh thang Mueller-Hinton; MIC, Nong d¢ trc ché toi thiéu (Nong d6 khang sinh t6i thiéu re ché vi khuan);Cuc quan 1y an
toan thudc va thyc pham; QC, dam bao chat lwrong xét nghiém;



Bang 21. Tiéu chuin doc dwong kinh vang e ché va MIC ddi véi Neisseria meningitidis
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Piéu kién thir nghiém

MGoi treong:

Diéu kién nubi cay:

Khoanh gidy khuéch tan: MHA véi 5% méu ciru

Pha lodng canh thang: CAMHB bb sung 2.5 dén 5% LHB
(xem M07-A8 huéng dan chuan bi LHB)

Pha lodng trén thach: MHA b sung 5% mau ctru Huyén
dich vi khuén: Pha huyén dich vi khuan tryc tiép
tir khuan lac sau tang sinh 20-24h trén thach so ¢6 la nudi
cay & 35 °C; 5% CO, v6i mét do vi khuan twong duong do
duc chudn 0.5 McFarland. Tuy nhién, huyén dich vi khuan
do duc 0.5 McFarland tir thach mau ctru s€ chura it hon
khoang 50% CFU/ml. Huyen dich nay phai dém khi pha
dung dich pha 1oang cuoi trude khi cay vao cac tuyp, nhu
phuong phap dém khuan lac

3542°C, 5% CO,, 20-24h

Cic dé xuit kiém soat chit llro’ng t6i thiéu
(Xem bang 3A, 3B, 4A va 4B ve gioi han QC cho phép)

Streptococcus pneumoniae ATCC® 49619

Khoanh gidy khuéch tan:u trong 5% CO, dbi véi va hoac
dbi vé

Phuong phap vi pha loing canh thang: hiéu khi hodc 5%
CO;, (trir QC dbi véi azithromycin bat budc phai nudi cay
trong diéu kién hiéu khi).

E. coli ATCC ® 25922

Khoanh gidy khuéch tan, vi pha loing canh thang, pha
loding trén thach(u trong diéu kién hiéu khi hodc 5%
CO,) ddi voi ciprofloxacin, nalidixic axit, minocycline va
sulfisoxazole.

Luu y chung

Quan trong: Cac thong tin day du vé canh béo an toan, tham khao tai liéu An toan sinh hoc trong Phong xét nghiém Vi sinh va Y sinh. Téi ban 1an thi 5.
Washington, DC: Véan phong In an Chinh phu lién bang Hoa Ky; 2007. http://www.cdc.gov/OD/ohs/biosfty/bmbl5/bmblStoc.htm.

Q8 Canh bao: Thao tac tit ca cac xét nghiém khang sinh d6i voi N. memngztzdzs trong ti an toan sinh hoc (BSO). Thao tac pha huyen dich vi khuan N.
meningitidis bén ngoai ti an toan sinh hodc ¢6 nguy co phoi nhiém va mic bénh viém mang ndo do ndo md cau cao. Ti 1é mic bénh viém mang ndo
cau mac phai 6 phong xét nghiém do rui ro nghé nghiép t6i 50%. Phoi nhiém véi cac hat nho hodc khi dung N. meningitidis 14 cac nguy co chii yéu
gy nhiém khuan méc phai ¢ phong xét nghiém. Can tuan thu chidt ch& cac qui trinh bao vé tranh cac hat nho va khi dung N. meningitidis trong qué
trinh thao tac vi sinh (bao gdm cé xét nghiém khang sinh dd) d6i v6i cac chung N. meningitides.

(2) Céc canh bao duoc dé xuat: Cac bénh pham cén nudi cdy va dinh danh N. meningitidis, khong lién quan dén bénh nhidm tring xam l4n, c6 thé thao
tac trong nhirng trang thiét bi an toan sinh hoc cap do 2 (BSL-2), tuan thu chat ch& thyc hanh chuan BSL-2, céac thao tic va céc thiét bi an toan. Tét ca
cac chung N. meningitidis phan 18p tur cac vi tri vo khuén nén thao tac trong BSC. Néu khong c6 BSC, han ché cac budc phai thao tac bang tay voi
cac chiing nay, han ché nhuém Gram hoic xac dinh nhom huyét thanh bang dung dich nuéc mudi phenol hoa, mic 4o bao hd va deo ging tay. Tuan



)

4)

)

(6)

(7)
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thu theo thuc hanh theo an toan sinh hoc cap d6 3 (BSL-3), cac thao tac va thiét bi cap twong ing ddi voi cac bénh pham c6 nguy co sinh khi dung va
cac hat nho cao hodc cac bude c6 thé tao ra chung v6i nong do hoac lugng 16n. Néu BSL-2 hodc BSL-3 khong san c6 tai phong xét nghiém, gri mau
dén phong xét nghiém cao hon c6 cac thiét bi it nhat & mirc 46 BSL-2.

Cac can by phong xét nghi€ém c6 nguy co phoi nhiém thudng xuyén v6i cac hat khi dung N. meningitidis can dugc xem xét dé tiém phong theo
khuyén c4o cua Trung tim Kiém soat va Phong bénh (CDC) Hoi dong tu van tiém chung (www.cdc.gov). Viée tiém ching c6 thé gitp giam nguy co,
tuy nhién khong loai bo hét duoc nguy co nhiém khuan béi vi hiéu qua dudi 100% va khong ¢ hiéu qua bao vé dbi voi cac chung nhom huyét thanh
B, 1a nguyén nhan thudng gip giy nhiém khuan méc phai & phong xét nghiém.

Déi véi phuong phap khoanh gidy khuéch tan, do dudng kinh viing trc ché (vi du, x4c dinh ranh gidi ving trc ché bang mit thuong), bao gdbm dudng
kinh khoanh gidy. Soi dia méi trudng trén nén den vGi anh sang phan chiéu trir truong hop linezolid, oxacilin va vancomycin nén s dung anh séng
xuyén qua. Xac dinh ranh gidi ving trc ché bang mét thuong, khong ¢6 sy phat trién rd rang cua vi khuan. B6 qua sy phat trién yéu va cac khuén lac
nho li ti chi co thé phat hién khi soi dudi kinh lap hodc kinh hién vi & bd ctia viing e ché. Bdi véi trimethoprim va sulfonamides, cac chat di khang
trong moi truong c6 thé cho phép vi khudn phat trién nhe; do d6 c6 thé bo qua sy phat trién yéu nay (khong qua 20%) va do dudng kinh ving e ché
v6i ranh gidi xac dinh bang mit thuong.

Céc tiéu chuan doc két qua dugc dya trén biéu do phan bd khang sinh dd voi nhiéu khang sinh, dugc dong ctia khang sinh, cac tai li¢éu da cong bd, va
kinh nghiém cua tung thanh vién trong tiéu uy ban Chua c6 mdt thu thap h¢ thong cac so liéu 1am sang ctia nhieu khang sinh trong bang nay.

D6i v6i mot sb cap vi khudn/khang sinh, hién twong khéng hodc hiém khi phat hién chung khang da khong cho phép xéc dinh bat ky mot két qua nao
ngoai nhay cam.. Doi vdi cac chung cho két qua “khong nhdy cam”, ket qua dinh danh vi khuan va xac dinh mirc d nhiay cam khang sinh can dugc
xac dinh lai. (Xem Phuy luc A).

Déi véi azithromycin, tiéu chuan doc két qua budc dau duoc xay dung sir dung két qua MIC duoc xac dinhbang nudi cdy trong didu kién hiéu khi d6i
véi cac tinh toan dugc dong hoc.

LUUY: Céc thong tin dugc in ddm 13 méi hodc dwge hi¢u chinh so véi phién ban truéc dé

Nhom thw Khang sinh Ham Puwdng kinh ving e ché Piém giy MIC twong Luuy

nghiém/
bao cao

lwgng

(mm)

duwong (pg/mL)

S

I

R

s | 1 | R

PENICILLINS

C Penicillin
C Ampicillin

<0.06 | 0.12- >0.5
<0.12 0.25 >2

(8) Khoanh gidy khuéch tan véi ampicillin
va penicillin cho két qua khong dang tin cdy
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0.25-1 d6i v6i Neisseria meningitidis. Nén dung
phuong phap MIC ddi voi cac chung nay
CEPHEMS
C Cefotaxime hoic 30 pg >34 - - <0.12 - - Xem luu y (6)
C Ceftriaxone 30 ug >34 - - <0.12 - - Xem luu y (6)
CARBAPENEMS
C | Meropenem \ 10 pug | >30 - - | <0.25 | - - | Xem luu y (6)
MACROLIDES
C Azithromycin 15 pg >20 - - <2 - - Xem luu y (6) va (7).
(9) C6 thé chi thich hop dung trong du
phong cac truong hop tiép xtc voi
meningococcal. Tiéu chuan dién giai nay
khong ap dung ddi véi bénh nhan viém
mang nio ma xam lan.
TETRACYCLINES
C | Minocycline | 30pg | >26 - - | <2 - - | Xem luu ¥ (6) va (9)
FLUOROQUINOLONES
(10) B6i voi muc dich giam sat, MIC cua axit nalidixic > 8 pg/mL hodc dudng kinh ving trc ché < 25 mm dong nghia véi giam nhay cam véi
fluoroquinolone.
C Ciprofloxacin Sug >35 33-34 <32 | <0.03 0.06 >0.12 | Xem luuy (9)
C Levofloxacin - <0.03 0.06 >0.12
THUOC UC CHE CON PUONG FOLATE
C Sulfisoxazole - - - - <2 4 >8 Xem luu y (9)
C Trimethoprim- 1.25/ >30 26-29 <25 |<0.12/}{ 0.25/ >0.5/ | (11) Day la khoanh gidy dugc wa dung trong
sulfamethoxazole | 23.75 ug 2.4 4.75 9.5 phat hién sy khang sulfonamide.
Trimethoprim-sulfamethoxazole dung dé dy
doan tinh nhdy cam va khang véi
Trimethoprim-sulfamethoxazole va
sulfonamides. Sulfonamides c6 thé chi thich
hop dung trong du phong cac trudong hop
tiép xtc voi ndo md ciu
PHENICOLS
C Chloramphenicol 30 g >26 20-25 <19 <2 4 >8 (12) Khong béo céo thuong qui cac chung
phén 1dp tuor dudng niéu

ANASAMYCINS
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| C | Rifampin | spg | >25 12024 | <19 [ <05 ] 1 | >2 [Xemhuy(9). |
Viét tit: ATCC, tén thwong mai cua hé théng chung chuén theo tiéu chuin cua Hoa Ky; AST, thtr nghi€ém nhay cam khang sinh; BSC, tu an toan sinh hoc;
BSL2, An toan sinh hoc cép d6 2; BSL3, An toan sinh hoc cép d6 3; CAMHB, canh thang Mueller-Hinton da diéu chinh cation; LHB, Mau ngua ly giai;
MHB, Canh thang Mueller-Hinton; MIC, Néng do trc ché tdi thiéu (Néng d6 khang sinh t6i thiéu wre ché vi khuén); QC, dam bao chat lwong xét nghi€m;
CDC, Trung tdm kiém soat va phong ngira dich bénh (Hoa Ky); CFU, don vi khuan lac;




Bang 2 J. Tiéu chuin dién giai két qua cho vi khuin ky khi

Picu kién thir nghiém

Mobi truwong: Pha loding canh thang: canh thang Brucella dugc bd sungb
sungb6 sung hemin, Vitamin K; va mau ngua ly giai
Pha loang trén thach: Thach Brucella dwoc b6 sungbé sungbé
sung hemln, Vltamln K; va mau ngua ly giai

Huyén dich vi khuan Thach: 10° cfu trong mét diém

Canh thang: 10° cfu/mL

Dicu kién nudi ciy: 44-48 givi trong 36 °C, ky khi
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Khuyén cido QC tbi thiéu (xem bang 4D va 4E cho khoing gia
tri QC cho phép)

Bacteroides fragilis ATCC® 25285

Bacteroides thetaiotaomicron ATCC® 29714

Clostridium diffcile ATCC® 700057

Eubacterium lentum ATCC® 43055

Kiém tra 2 chiing véi pha loing trén thach; kiém tra mot
chiing duy nhit véi pha loing canh thang

Luu y chung

(1) Khoing khang trung gian di dwgc xac dinh béi sw khé khin trong viée doc cac diém mut va nhém cac gia tri MIC ¢ hodc gin nhirng ndng dd
ranh giéi. Noi thong tin kha dung, nhimg huéng din dién giii dwoc dya trén thong tin dwge dong hoc, khoang phin bé ciia MIC, va nhirng
nghién ciru vé hi¢u qua ldm sang. Dé dat dwoc ndng dd khang sinh cao nhit ¢ thé trong cac 6 ap se va/hodc cac md twéi mau kém, didu phai doi
mit thwdng xuyén trong nhiém trung loai nay, li¢u lwong tdi da cho phép cita cic khang sinh dwge khuyén cao cho cac phap d6 didu tri nhiém
trung ky khi. Khi lidu lwgng t6i da dwge sir dung cung véi nhitng li¢u phap hd trg phi hgp, né duge tin rﬁmg nhirng chiing véi MIC trong
khoang nhay cam thuwong dap ing véi phac do, va nhirng chiing véi MIC trong khoang khang trung gian c6 thé dap @ng, nhhirng sy dap @ng cia
bénh nhan cin phai dwgc theo déi. Céc liéu phap hd trg nhw cac thi thuit din hru va cit loc, 1a cwe ky quan trong cho diéu tri nhiém trung ky

khi hiéu qua.
LUUY: Céac thong tin dugc in dam 1a méi hodc dwge hiéu chinh so véi phién ban trudéc doé
Nhém thir Khang sinh Tiéu chuin dién giai MIC Luu y
nghiém/bao (ng/mL)
cao S | 1 | R
Penicillin
C Ampicillin <05 1 >2 (2) Cac thanh vién ctia nhém Bacteroides fragilis dwoc cho la

khang. Cic vi khuin ky khi Gram-am khic c6 thé cin duoc sang
loc B-lactamase bf?lng test nhanh, néu c6 thé, bao cdo 1a khang
penicillin, ampicillin, va amoxicillin. Nhimg néng d9 khang sinh
cao hon trong mau dat dwgc: nhiém trung giy ra béi cic chiing
khong sinh B-lactamase véi MIC cao hon (2-4 pg/mL véi khodng
nghi dung thude day dii) c6 thé diéu tri dwge. Cac diém gi¢i han
cia amoxicillin dwoc can nhic twong dwong véi cac diém gioi
han cia ampicillin. Nhirng thong tin cia cidc nghién ciru in vitro
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chwra hoan thi¢n chi ra rang hai khang sinh nay c6 tac dung
twong tw nhau chong lai vi khuin Ky, khi khi tién hanh MIC, tuy
nhién, cic diém gi¢i han cho amoxicillin chua dwore thiét 1ap.

C Mezlocillin <32 64 >128

C Penicillin <0,5 1 >2 Xem luu y (2)

C Piperacillin <32 64 >128 | (3) Nhirng gia tri MIC sit dung ca thach mau Brucella hoic thach
Wilkins Chalgren (méi trudng chuén cii) dwge cho 13 twong
dwong, dwa trén nhimg tw liéu in vitro di dwgc cong b va mot
thir nghiém hgp tac lién trung tim cho nhirng khang sinh nay.

(4) Nhirng gia tri MIC cho thach hoic canh thang vi pha loang dugc
cho la twong duwong

C Ticarcillin <32 64 >128

Phoi hop B-lactama va trc ché B-lactamase

A Amoxicillin-clavulanic <4/2 8/4 >16/8 | Xem luuy (3)

acid

A Ampicillin-sulbactam <8/4 16/8 >32/16 | Xem lvu y (3) va (4)

A Piperacillin-tazobactam | <32/4 64/4 >128/4 | Xem lvu y (3)

A Ticarcillin-clavulanic <3272 64/2 >128/2 | Xem luvu y (3)

acid
Cephem (dwong ti€ém) (bao gf)m cephalosporin I, 11, I11, va IV, tham khao phu luc 1.)

C Cefemetazole <16 32 > 64

C Cefoperazole <16 32 > 64

C Cefotaxime <16 32 > 64

C Cefotetam <16 32 > 64 Xem luwu y (3)

C Cefoxitin <32 64 >128 Xem lvu y (3) va (4)

C Ceftriaxole <16 32 > 64 Xem luu y (3)

Carbapenem

A Ertapenem <4 8 >16 Xem luu y (4)

A Imipenem <4 8 >16 Xem lvu y (3)

A Meropenem <4 8 >16 Xem lvu y (3)

Tetracycline
C | Tetracycline | <4 | 8 | >16 |
Fluoroquinolone
| Moxifloxacin | <2 | 4 | >8 |
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Lincosamide
A | Clindamycin | <2 | 4 | >8 | Xem lvu y (3) va (4)
Phenicol
| Chloramphenicol | <8 | 16 | =32 |[Xemlwuy@3)va4)
Nitroimidazole
A | Metronidazole | <8 | 16 | >32 | Xem luu y (3) va (4)

Viét tat: MIC, Nong d6 trc ché t6i thiéu (Nong d6 khang sinh t6i thiéu trc ché vi khuan);
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Biang 3A. Khoanh gidy khuéch tan: Giéi han cho phép ddi véi cac chiing kiém tra chit lrgng (chiing QC) ciia cic chiing dé nuéi ciy (Sir dung méi

trwomg Mueller-Hinton khdng b6 sung cic thanh phin khic)

Escherichia Staphylococcus Pseudomonas Escherichia
Khang sinh Ham lwong khoanh gidy coli aureus aeruginosa coli
ATCC"* 25922 ATCC" 25923 ATCC"®27853 ATCC"35218"
Amikacin 30 g 19-26 20-26 18-26 -
Amoxicillin-clavulanic axit 20/10 pg 18-24 28-36 - 17-22
Ampicillin 10 pg 16-22 27-35 - 6
Ampicillin-sulbactam 10/10 pg 19-24 29-37 - 13-19
Azithromycin 15 pg - 21-26 - -
Azlocillin 75 ng - - 24-30 -
Aztreonam 30 ug 28-36 - 23-29 -
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Carbenicillin
Cefaclor
Cefamandole
Cefazolin
Cefdinir
Cefditoren
Cefepime
Cefetamet
Cefixime
Cefmetazole
Cefonicid
Cefoperazone
Cefotaxime
Cefotetan
Cefoxitin
Cefpodoxime
Cefprozil
Ceftaroline
Ceftazidime
Ceftibuten
Ceftizoxime
Ceftobiprole
Ceftriaxone
Cefuroxime
Cephalothin

Chloramphenicol

Cinoxacin
Ciprofloxacin
Clarithromycin
Clinafloxacin
Clindamycin
Colistin

100 pg

30 pg
30 pg
30 pg
Sug
Sug
30 pg
10 pg
Sug
30 pg
30 pg
75 pg
30 pg
30 pg
30 pg
10 pg
30 pg
30 pg
30 pg
30 pg
30 pg
30 pg
30 pg
30 pg
30 pg
30 pg
100 pg
Sug
15 pg
Sug
2 ug
10 pg

23-29
23-27
26-32
21-27
24-28
22-28
31-37
24-29
23-27
26-32
25-29
28-34
29-35
28-34
23-29
23-28
21-27
26-34
25-32
27-35
30-36
30-36
29-35
20-26
15-21
21-27
26-32
30-40

31-40

11-17

27-31
26-34
29-35
25-32
20-28
23-29

25-34
22-28
24-33
25-31
17-23
23-29
19-25
27-33
26-35
16-20

27-35
26-34
22-28
27-35
29-37
19-26

22-30
26-32
28-37
24-30
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Daptomycin® 30 ug - 18-23 - -
Dirithromycin 15 pg - 18-26 - -
Doripenem 10 pg 27-35 33-42 28-35 -
Doxycycline 30 g 18-24 23-29 - -
Enoxacin 10 pg 28-36 22-28 22-28 -
Ertapenem 10 pg 29-36 24-31 13-21 -
Erythromycin 15 pg - 22-30 - -
Faro pe nem 5ug 20-26 27-34 - -
Fleroxacin 5ug 28-34 21-27 12-20 -
Fosfomycin® 200 pg 22-30 25-33 - -
Garenoxacin 5ug 28-35 30-36 19-25 -
Gatifloxacin 5ug 30-37 27-33 20-28 -
Gemifloxacin 5ug 29-36 27-33 19-25 -
Gentamicin® 10 pg 19-26 19-27 16-21 -
Grepafloxacin 5ug 28-36 26-31 20-27 -
Iclaprim 5ug 14-22 25-33 - -
Imipenem 10 pg 26-32 - 20-28 -
Kanamycin 30 g 17-25 19-26 - -
Levofloxacin 5ug 29-37 25-30 19-26 -
Linezolid 30 g - 25-32 - -
Lomefloxacin 10 pug 27-33 23-29 22-28 -
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Bing 3A (Tiép)
Escherichia Staphylococcus Pseudomonas Escherichia
Khang sinh Ham lwong khoanh gidy coli aureus aeruginosa coli
ATCC® 25922° ATCC® 25923 ATCC®27853 ATCC® 35218"

Loracarbef 30 ug 23-29 23-31 - -
Mecillinam 10 pg 24-30 - - -
Meropenem 10 pg 28-34 29-37 27-33 -
Methicillin 5ug - 17-22 - -
Mezlocillin 75 ng 23-29 - 19-25 -
Minocycline 30 ug 19-25 25-30 - -
Moxalactam 30 g 28-35 18-24 17-25 -
Moxifloxacin 5ug 28-35 28-35 17-25 -
Nafcillin 1 pg - 16-22 - -
Nalidixic axit 30 g 22-28 - - -
Netilmicin 30 g 22-30 22-31 17-23 -
Nitrofurantoin 300 pg 20-25 18-22 - -
Norfloxacin 10 pug 28-35 17-28 22-29 -
Ofloxacin 5ug 29-33 24-28 17-21 -
Oxacillin 1 pg - 18-24 - -
Penicillin 10 don vi - 26-37 - -
Piperacillin 100 pg 24-30 - 25-33 12-18
Piperacillin-tazobactam 100/10 pg 24-30 27-36 25-33 24-30
Polymyxin B 300 don vi 13-19 - 14-18 -
Quinupristin-dalfopristin 15 pg - 21-28 - -
Razupenem 10 pg 21-26 = - -
Rifampin 5ug 8-10 26-34 - -
Sparfloxacin Sug 30-38 27-33 21-29 -
Streptomycin® 10 pg 12-20 14-22 - -
Sulfisoxazole' 250 pg hodc 300 pg 15-23 24-34
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Teicoplanin 30 g - 15-21 - -
Telavancin 30 g - 16-20 - -
Telithromycin 15 pg - 24-30 - -
Tetracycline 30 g 18-25 24-30 - -
Ticarcillin 75 ng 24-30 - 21-27 6
Ticarcillin-clavulanic axit 75/10 pg 24-30 29-37 20-28 21-25
Tigecycline 15 pg 20-27 20-25 9-13 -
Tobramycin 10 pg 18-26 19-29 19-25 -
Trimethoprim' A 5pug 21-28 19-26 - -
Trimethoprim-sulfamethoxazole' 1.25/23.75 ng 23-29 24-32 - -
Trospectomycin 30 ug 10-16 15-20 - -
Trovafloxacin 10 pg 29-36 29-35 21-27 -
Ulifloxacin (pruliﬂoxacin)h 5ug 32-38 20-26 27-33 -
Vancomycin 30 ug - 17-21 - -
Viét tat: MHI, Thach Muller-Hinton
LUUY: Céc thong tin dugc in ddm 13 méi hodc dwge hi¢u chinh so véi phién ban trudéc dé

Luuy

a0 o

ATCC la tén thuong mai ctia hé théng ching chuan theo tiéu chuan ciia My.

Vi cac chung nay dé mét plasmid, yéu cau cay chuyén va giir ching cin than; tham khao tai liéu M02-A10, Phan 15.4.
Chiing QC dugc khuyén céo khi tién hanh lam khang sinh d6 voi phic hop B-lactama/Uc ché p-lactamase

Khi thir nghiém phuong phap khoanh gidy khuéch tan voi khang sinh erythromycin va clindamycin, S. aureus ATCC® BAA-977 (khang qua trung

glan ermA) va S. aureus ATCCRBAA-976 (co ché khang qua bom day macrolide qua trung gian msrA) 1a cac chung chuan dugc dé xuat sir dung
v&i muc dich danh gia chat luong bd sung (vi du, dao tao, danh gia nang luc hodc danh gia thir nghiém). S. aureus ATCC®BAA-977 nén dung dé
khing dinh tinh khang clindamycin do kich thich (vi dy, thir nghiém ving D dwong tinh), trong khi S. aureus ATCC® BAA-976 khong nén dung dé
khéng dinh tinh khang clindamycin do kich thich. S. aureus ATCC® 25923 khong nén st dung cho kiém soat chat luong thuong qui (vi du, hang

tudn, hang ngay) d6i v6i khang sinh erythromycin va clindamycin str dung thach Mueller-Hinton tiéu chuan.

e. Mot so 16 thach Mueller-Hinton thiéu calcium va tao ving @c ché nho.

=

Khoanh gidy fosfomycin ham lwgng 200 pg chira 50 pg glucose-6-phosphate.

g. Dé kiém soat gi6i han khoanh gidy khang sinh gentamicin ham lugng 120 pg va streptomycin ham lwong 300 pg, sir dung chung Enterococcus

faecalis ATCC® 29212 (gentamicin:16 dén 23 mm); streptomycin: 14 dén 20 mm).
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. Ulifloxacin 1a chat chuyén héa cé hoat tinh ctia khang sinh dang thir nghiém 1am sang prulifloxacin. Chi dung ulifloxacin trong thir nghiém tinh nhay
cam khang sinh.

Nhiing khang sinh nay c6 thé bi anh huéng néu ndng d6 thymidine va thymine vuot qua ngudng. Xem M2-A9, Phan 7.1.4 hudng dan xir Iy cac van
dé trong kiém soét chat luong.

Razupenem dwgc kiém tra bang S. aureus ATCC® 25923 ¢6 thé tao ra ving trc ché kép (hai ving trc ché duge tao ra). Pé c6 dwoc két qua
QC chinh xic, sir dung S. aureus ATCC® 29213 (khong cé viing irc ché kép) véi gioi han chip nhén 13 33-39 mm.
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Bang 3B. Gi6i han cho phép ddi véi cic chiing kiém tra chit lrgng dung trong kiém soat d9 chinh xac ciia phuong phap khoanh gidy khuéch tin

ctiia cac chiing khé nuéi cay

H: Haemophilus Haemophilus Neisseria Streptococcus
. . am lwong . . .
Khang sinh influenzae influenzae gonorrhoeae pneumoniae
ATCC® 49247 ATCC® 49766 ATCC®49226 ATCC® 49619
Amoxicillin-clavulanic axit’ 20/10 pg 15-23 - - -
Ampicillin 10 pg 13-21 - - 30-36
Ampicillin-sulbactam 10/10 pg 14-22 - - -
Azithromycin 15 pg 13-21 - - 19-25
Aztreonam 30 ug 30-38 - - -
Cefaclor 30 ug - 25-31 - 24-32
Cefdinir 5ug - 24-31 40-49 26-31
Cefditoren Sug 25-34 - - 27-35
Cefepime 30 ug 25-31 - 37-46 28-35
Cefetamet 10 pg 23-28 - 3543 -
Cefixime Sug 25-33 - 3775 16-23
Cefmetazole 30 pug 16-21 - 31-36 -
Cefonicid 30 ug - 30-38 - -
Cefotaxime 30 pg 31-39 - 38-48 31-39
Cefotetan 30 pg - - 30-36 -
Cefoxitin 30 pug - - 33-41 -
Cefpodoxime 10 pug 25-31 - 35-43 28-34
Cefprozil 30 ug - 20-27 - 25-32
Ceftaroline 30 ug 29-39 - - 31-41
Ceftazidime 30 pug 27-35 - 3543 -
Ceftibuten 30 ug 29-36 - - -
Ceftizoxime 30 ug 29-39 - 42-51 28-34
Ceftobiprole® 30 ug 28-36 30-38 - 33-39
Ceftriaxone 30 pg 31-39 - 39-51 30-35
Cefuroxime 30 ug - 28-36 33-41 -
Cephalothin 30 pg - - - 26-32
Chloramphenicol 30 pg 31-40 - - 23-27
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Ciprofloxacin Sug 34-42 - 48-58 -

Clarithromycin 15 pg 11-17 - - 25-31
Clinafloxacin S5ug 34-43 - - 27-34
Clindamycin 2 ug - - - 19-25
Daptomycind 30 pug - - - 19-26
Dirithromycin 15 pg - - - 18-25
Doripenem 10 pg 21-31 - - 30-38
Enoxacin 10 pg - - 43-51 -

Ertapenem 10 pg 20-28 27-33 - 28-35
Erythromycin 15 pg - - - 25-30
Faropenem Sug 15-22 - - 27-35
Fleroxacin 5 ug 30-38 - 43-51 -

Garenoxacin Sug 33-41 - - 26-33
Gatifloxacin S5ug 33-41 - 45-56 24-31
Gemifloxacin S5ug 30-37 - - 28-34
Grepafloxacin Sug 32-39 - 44-52 21-28
Iclaprim S5ug 24-33 - - 21-29
Imipenem 10 pg 21-29 - - -

Levofloxacin S5ug 32-40 - - 20-25
Linezolid 30 pg - - - 25-34
Lomefloxacin 10 pg 33-41 - 45-54 -

Loracarbef 30 pg - 26-32 - 22-28
Meropenem 10 pg 20-28 - - 28-35
Moxifloxacin Sug 31-39 - - 25-31
Nitrofurantoin 300 pg - - - 23-29
Norfloxacin 10 pg - - - 15-21
Ofloxacin S5ug 31-40 - 43-51 16-21
Oxacillin 1 pg - - - <12°
Penicillin 10 don vi - - 26-34 24-30
Piperacillin-tazobactam 100/10 pg 33-38 - - -

Quinupristin-dalfopristin 15 pg 15-21 - - 19-24
Razupenem 10 pg 24-30 - - 29-36
Rifampin Sug 22-30 - - 25-30
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Bang 3B (Tiép)
Haemophilus Haemophilus Neisseria Streptococcus
Khang sinh Ham lugng influenzae influenzae gonorrhoeae pneumoniae
ATCC® 49247 ATCC® 49766 ATCC®49226 ATCC® 49619"

Sparfloxacin Sug 32-40 - 43-51 21-27
Spectinomycin 100 pg - - 23-29 -
Telavancin 30 g - - - 17-24
Telithromycin 15 pg 17-23 - - 27-33
Tetracycline 30 g 14-22 - 30-42 27-31
Tigecycline 15 pg 23-31 - 30-40 23-29
Trimethoprim-sulfamethoxazole 1.25/23.75 pg 24-32 - - 20-28
Trospectomycin 30 pg 22-29 - 28-35 -
Trovafloxacin 10 pg 32-39 - 42-55 25-32
Vancomycin 30 pug - - - 20-27

Cic diéu kién thir nghiém khoanh gidy khuéch tan déi véi cac chiing phan lap tir 1Am sang va tién hanh kiém soat chét lwong

. g . Streptococci va
Ching Haemophilus influenzae Neisseria gonorrhoeae Neisseria meningitidis
Thach GC base va 1 % yéu t6 kich thich tang "
Mbi truon Moi truong thir nghiém cho truong thich hop. Khong yéu céu s dung | MHA bo sung 5% mau ctru da loai
& Haemophilus (HTM) chat kich thich tang truong phi cystein doi voi bo to huyét
phuong phép khoanh giay khuéch tan.
Huyén dich vi khuan Truc tiép tir khuan lac Truc tiép tir khuan lac Truc tiép tir khuén lac
Diéu kién nudi ciy 5% C02; 16 - 18 h; 35 °C 5% CO02; 20 - 24 h; 35 °C 5% C0,,20 to 24 h; 35 °C

Viét tat: HTM, mdi truong thir nghiém Haemophilus; MHA, thach Mueller-Hinton

LUUY:

Cac thong tin duoc in dam 1a méi hodc dwge hiéu chinh so véi phién ban trudéc doé

Luuy
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Mic du thiéu mét tiéu chuan dién giai két qua khoanh gidy khuéch tan cho S. pneumonia voi timg nhom B-lactama, Streptococcus pneumoniae
ATCC®49619 1a ching duoc chi dinh cho kiém soat chit lugng tit ca cac thir nghiém khoanh gidy khuéch tan déi vé6i Streptococcus spp.
Khi thir nghiém Haemophilus trén moi truong HTM, cac gidi han cho phép ddi voi chung kiém tra chat lugng E. coli ATCC® 35218 1a 17 dén 22
mm dbi véi amoxicillin-clavulanic axit khi u & diéu kién hiéu khi.
H. influenzae ATCC® 49247 hodc 49766 co6 thé sir dung trong kiém soat chit lugng thudng qui.
Mot s6 16 thach Mueller-Hinton thiéu calcium va tao ving trc ché nho.

Dé’ kiém tra chat luong khoanh gidy khang sinh oxacillin stir dung chiing chuan Staphylococcus aureus ATCC® 25923, véi dudng kinh ving trc ché
chap nhan duogc 1a 18-24mm.



Bang 3C. Khoanh glay khuech tan: Huéng din tham khio vé tan suét thir nghlem kiém tra chét lwgng
Béng ndy tom tit cac dé xuat vé tan suat cho viéc kiém tra chat lugng thudong qui khi sir dung cac chung chudn ATCC" khuyen céo bai CLSI d6i véi cac
thir nghiém tinh nhay cam khang sinh (AST). Chi ap dung ddi véi cac khang sinh cin thir 20-30 ngay dé cho thoa min két qua mong doi.
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S6 ngay lién tiép cin tién hanh thir nghi¢m

QcC*

Piéu chinh thir nghiém

1|

5 | 20 hodic 30

Luuy

Khoanh gidy khang sinh

Str dung cho mdt 16 hang maéi

Str dung cho nha san xuat maéi

M&bi trudmg (dia thach dwgce chuin bi)

Str dung cho mdt 16 hang maéi

Str dung cho nha san xuat maéi

Chuén bij huyén dich vi khuin

St dung céc phuong phap chuan bj huyén dich vi khuan/chuan hoa
thiet bi do do duc c6 hudng dan kiém soat chat lugng riéng

Vi du:

Chuyén viéc diéu chinh d6
duc bang mét thuong sang
phwong phap do d6 duc
bang thiét bicé huéng dan
kiém soat chat luong cua
hang.




M100-S21
Chuyén viéc chuan bi huyén dich vi khuan/chuan héa mét phuong X Vi du:
phap phu thudc vao ky thuat ctia ngudi tién hanh. Chuyén viéc diéu chinh do
duc bang mét thuong sang
mot phuong phap khac ma
khong dung thiét bi do do
duc.

Po ving e ché

Thay d6i phuong phap do dudng kinh viing trc ché X Vi du:
Thay vi phuong phap do
duong kinh ving e ché
thong thuong bang mat
thuong sang dung may do
tu dong.
Ngoai ra, tién hanh cac
nghién ctru ty danh gia.

Thiét bi/phan mém (vi du, may doc dwong kinh viing trc ché ty dong)

Céc phan mém cap nhat anh huong dén két qua AST X Kiém soét tat ca cac thudc,
khong chi nhitng thudc
lién quan trong viéc diéu
chinh phan mém.
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Stra chita thiét bi anh hudng dén két qua AST X Phu thudc vao viéc stra
chira (vi du: cac bd phéan
quan trong nhu thiét bi do
dd duc) co thé can tién
hanh cac thir nghiém b
sung (vi dy, ndm ngay).

LUU Y 1: Khi cé thém bét ky khang sinh MOI nao, can thir nghiém kiém soét chat lugng 20-30 ngay lién tuc dé thoa méan diéu kién thir nghiém (xem MO02-
A10, Phanl5.7) trudc khi str dung.

LUU Y 2: QC c6 thé tién hanh trudc hodc dong thdi véi cac thir nghiém trén chung bénh pham. Két qua ciia bénh pham c6 thé dugc bao cdo trong ngay d6
néu ket qua kiém tra chat lugng nam trong gidi han cho phép.

LUU Y 3: Can tuin thi cac huéng dan va qui dinh ciia nha san xuat ciing nhu nhirng quy dinh cia timg cia timg labo.

LUU Y 4: Bbi véi cac truong hop két qua nam ngoai gidi han, tham khao M02-A10, Phan 15.8.

LUU Y 5: Canh thang va nudc mubi sinh 1y dé pha huyén dich vi khuan khong can kiém tra chat lwong thudng qui.
Luuy

a. Khong duogc bo qua viée kiém tra chit lugng thudng qui hang tuan hodc hang ngay.
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Bang 3D. Khoanh gidy khuéch tan: Hudng din xir Iy cac van dé vé kiém soat chat lugng
Béng ndy cung cap cac hudng din xir Iy sy c6 cac truong hop kiém soat chat luong ndm ngoai gidi han cho phép ciia cac thir nghiém nhay cam khang sinh
s dung moi truong thach Mueller-Hinton. Dé ¢ thém thong tin chi tiét tham khao M02-A10,
Phan 15 vé Quan Iy Chét luong va Quan Iy Bam bao Quy trinh. Céc truong hop két qua thir nghlem nam ngoa1 g101 han cho phép, truge hét, can phai tién
hanh lai thu nghiém khéng sinh do. Néu van de khong dugc khac phuc, hudng dan xu ly sy ¢0 nay cung cap mét s6 bién phap bd sung cho cac truong hop
ket qua cua thir nghiém kiém soét chat lwong nam ngoai gi¢i han, Ngoai ra, néu van khong giai quyét duoc van dé, can thong bao cho nha san xuat vé cac
van dé cua san pham.

Luu y chung

(1) Duy tri chung QC: tranh cay chuyen nhiéu 1an. Ciy chuyén chung QC méi tir dang stock sang dng du trit. Néu st dung chung dong kho, tuén thu huong
dan cua nha san xuat Giir ching gdc E. coli ATCC™ 35218 va K. pneumoniae ATCC® 700603 & -60 °C hodc thip hon va chuan bi ching & dang chia nho

cho st dung hang tuan.

Khang sinh Chiing kiém tra chit lwong Quan sat Nguyén nhén c6 thé Ban luian/Hanh dong
Aminoglycosides Bat ky Vung trc ché qua nhd  pH moi truong qué thap Khoang pH cho phép
= 7.2-7.4. Tranh CO0,
vi lam giam pH
Aminoglycosides Bat ky Vung e ché qué 16n pH moi trudong qua cao Khoang pH cho phép =
7.2-7.4
Aminoglycosides P. aeruginosa ATCC® 27853 Vung e ché qua nhd  |Ca’™ va/hodc Mg qua St dung 16 moi truedng
cao moi thay theé
Aminoglycosides P. aeruginosa ATCC" 27853 Ving trc ché qua I6n  |Ca™ va/hodic Mg qud St dung 16 méi trudng
thap moi thay thé

Amoxicillin-clavulanic axit

E. coil ATCC® 35218

Vung trc ché qua nho

Axit clavulanic bi bién
tinh. Khoanh giay mat hi¢u
luc.

Str dung 16 khoanh
gidy khang sinh méi.
Kiém tra diéu kién
bdo quan va toan bo
1 L




Ampicillin

Nhom Beta-lactam

Aztreonam
Cefotaxime
Cefpodoxime
Ceftazidime
Ceftriaxone

E. coli ATCC® 35218

Bét ky

K. pneumoniae ATCC® 700603

Vung e che qua 16n

Ban dau ving trc ché
c6 thé chap nhan
dugc nhung sau d6 bi
giam va c6 thé nim
ngoai gidi han.

Vung trc ché qua rong

Mit plasmid ma hoa
enzyme beta-lactamase

Khoanh gidy khang sinh mat

hiéu luc

Mit plasmid ma hoa
enzyme beta-lactamase

M100-S21
Xem luu ¥ (1) vé duy tri
ching kiém tra chat
luong QC.

St dung 16 khoanh
gidy moi. Kiém tra
diéu kién bao quan va
toan bd bao goi.
Imipenem, axit
clavulanic, va
cefaclor 1a cac khang
sinh d& bi bién tinh.

Xem ban ludn (1) veé
duy tri chung kiém tra
chat lugng QC.

Cefotaxime/clavulanic axit
Ceftazidime/clavulanic axit

K. pneumoniae ATCC® 700603

Xét nghiém khing dinh
ESBL 4m tinh

Mat plasmid mé héa enzyme

beta-lactamase

Xem ban lue;m (1) vé duy
tri chung kiém tra chat
lwong QC.

Penicillins Bat ky Vung e ché qua rong  |pH mdi trudng qua thap Khoang pH cho phép =
7.2-7.4. Tranh u trong
diéu kién CO,, thuong
tao pH thap hon.

Penicillins Bat ky Vung e ché qua nhd  |pH méi trudng qua cao Khoang pH cho phép =

7.2-7.4




M100-S21

Carbenicillin

P. aeruginosa ATCC® 27853

Vung qua nho

Céc chung QC tré nén
khang thuoc sau khi cay
chuyén nhiéu lan.

Xem ban ludn (1) vé duy
tri chung kiém tra chat
lwong QC.

Ticarcillin-clavulanic axit

E. coli ATCC® 35218

Vung trc ché qua nho

Axit clavulanic bi bién
tinh. Khoanh giay mat hi¢u
luc.

Str dung 16 khoanh
gidy moi. Kiém tra
diéu kién bao quan va
toan bd bao goi.

Clindamycin S.aureus ATCC" 25923 Vung Grc ché qua nhd  |pH mdi trudng qua thap Khoang pH cho phép =
72-7 4. Tranh i trong dieu
kién CO0o, thuong tao
pH thap hon.

Clindamycin S.aureus ATCC" 25923 Vung e ché qua rong  |pH mdi trudng qué cao Khoang pH cho phép=
7.2-7.4

Daptomycin S.aureus ATCC" 25923 Ving trc ché qua nho Ca’H trong moi trudong qua St dung 16 méi truong

thap méi thay theé

Macrolides S.aureus ATCC" 25923 Vung Grc ché qua nhd  |pH mdi trudng qua thap Khoang pH cho phép =
7.2-7.4. Tranh u trong
dicu kién CO,, thuong
tao pH thap hon.

Macrolides S.aureus ATCC" 25923 Ving e ché qua rong  |pH mdi trudng qué cao Khoang pH cho phép =

7.2-7.4




Bang 3D. (Tiép)

M100-S21

Khang sinh Chiing kiém tra chit lrong Quan sat Nguyén nhén c6 thé Ban luan/Hanh dong
Quinolones Bat ky Vung tc ché qua nho pH moi truomg qué thap Khoang pH cho phép
=7.2-7.4. Tranh CO0o,
thuong cho pH thap
Quinolones Bat ky Ving tc ché qua 16n pH moi truong qua cao Khoang pH cho phép =
7.2-7.4
Tetracyclines Bat ky Ving tc ché qua 16n pH moi trudng qua Khoang pH cho phép
thap =7.2-7.4. Tranh CO,,
thuong cho pH thap
Tetracyclines Bit ky Ving tc ché qua nho pH moi trudng qua cao Khoang pH cho phép =
7.2-7.4
Tetracyclines Bat ky Vung qua nho Ham luong Ca'" va/hoic St dung 16 méi
Mg"" qué cao. trudng moi thay the.
Tetracyclines Bit ky Vung qua lon Ham luong Ca++ va/hodc  |Str dung 16 moi truong
Mg++ qua thap. mdi mai thay the.
Sulfonamides E. faecalis ATCC® 29212 Ving rc ché <20 mm Mai truong chira thymidine |Strdyung 16 méi
Trimethoprim ham luong qua cao. truong mai thay the.
Trimethoprim-

sulfamethoxazole
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Nhiéu loai Bat ky Nhiéu ving trc ché qua  |Huyén dich vi khuan qua  |Pha lai sit dung d6 duc
rong lodng chuan 0.5 McFarland
L4i trong chudn bi huyén  |hodc thiét bi do do duc
dich vi khuan tiéu chuin hoa khac.
Mbi trudng d6 qua mong Kiém tra han dung va
Moi truong MHA khong diéu kién bao quan néu
dam bao vé dinh dudng, dung bari sulfate
Str dung dia thach c6 d6
diy 4mm
Kiém tra 16 MHA thay
thé
Nhiéu loai Bat ky Nhiéu viung tc ché qua  [Huyén dich vi khuan qua  |Pha lai st dung do duc
nho dam dac. chuén 0.5 McFarland
L4i chuan bi huyén dich vi  |hodc thiét bi do do duc
khuén. tiéu chudn hoa khac.
D6 moi truong qua day. Kiém tra han dung va
Moi truong MHA khong diéu kién bao quan néu
dam bao vé dinh dudng dung bari sulfate
Str dung dia thach c6 d6
diy 4mm
Kiém tra 16 MHA thay
thé
Nhiéu loai Bit ky Mot hodc nhiéu ving tc  Ldi do dac duong kinh Kiém tra budc doc ddi
ché qua nho hodc qua  ving e ché. v6i 16i do dac va 16i
16n L4i ghi két qua ghi két qua.
Khoanh gidy kém chat Xét nghiém lai. Néu
lwong ngau nhién két qua xét nghiém lai
Khoanh gidy khong duoc nam ngoai giéi han va

ap hoan toan vao bé mat
thach

khong c6 16, tién hanh
sua 10i.




Nhiéu loai

S. pneumoniae ATCC" 49619

Viung qua lon. Khuén‘
lac khong dugc dan déu

Khuan lac ciy chuyén qua
cli hodc chira nhiéu vi
khuén khong hoat dong
(ngt-nonviable). Dia cay
chuyén chi nén tir 18-20h.

M100-S21
Céy chuyén chung
chuén va lap lai xét
nghiém QC hodc pha
ching chuén tir dng du
triz ching QC

Nhiéu loai Bit ky Mot chiing QC ngoai gioi|Str dung mot ching QC ¢ |Kiém tra lai ching nay
han, nhung cac ching thé 1a tot hon cho viéc xac  |dé khing dinh két qua
khac nam trong voi ciing |dinhldi vé QC 1ap lai. Banh gia chung
mot loai khang sinh thay thé v6i cac MIC da

biét. Tién hanh budc sira
16i vé1i van dé chung
QC/khang sinh

Nhiéu loai Bit ky Hai chiing QC ndm ngoai | Van dé vé khoanh khang Str dung 16 khoanh
gi61 han véi cung mot sinh khang sinh thay thé.
khang sinh Kiém tra diéu kién

bao quan va toan bd
bao goi

Nhiéu loai Bit ky Céc vung bi chong 1én  |Quaé nhiéu khoanh khang Khong qué 12 khoanh
nhau sinh trén mdt dia khang sinh trén dia

150mm va khong qua
5 khoanh khang sinh

trén did 100mm; dbi
v&i mot s6 vi khuan
kho moc c6 thé cho

ving e ché 16n hon
thi s6 khoanh khang

Viét tat: ESBL, khang betalactama pho rong; MHA, thach Mueller-Hinton; MIC, néng dd e ché tdi thiéu; QC, kiém soat chat lugng.
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Bang 4A. MIC: Gi6i han cho phép dbi véi cac chiing chuén kiém tra chét lwong dugc sir dung dé dam bao tinh chinh x4cvéi cac chiing dé nudi ciy
(Méi trwomg Mueller-Hinton khong bo sung mau hodc cac chat dinh duwdng [da dieu chinh cation véi canh thang])

Staphylococcus Enterococcus Escherichia Pseudomonas Escherichia
Khang sinh aureus faecalis coli aeruginosa coli
ATCC® 29213° ATCC® 29212 ATCC" 25922 ATCC" 27853 ATCC" 35218"*

Amikacin 1-4 64-256 0.5-4 1-4 -
Amoxicillin-clavulanic axit 0.12/0.06-0.5/0.25 0.25/0.12-1.0/0.5 2/1-8/4 - 4/2-16/8
Ampicillin 0.5-2 0.5-2 2-8 - -
Ampicillin-sulbactam - - 2/1-8/4 - 8/4-32/16
Azithromycin 0.5-2 - - - -
Azlocillin 2-8 1-4 8-32 2-8 -
Aztreonam - - 0.06-0.25 2-8 -
Besifloxacin 0.015-0.06 0.06-0.25 0.06-0.25 1-4 -
Carbenicillin 2-8 16-64 4-16 16-64 -
Cefaclor 1-4 - 1-4 - -
Cefamandole 0.25-1 - 0.25-1 - -
Cefazolin 0.25-1 - 1-4 - -
Cefdinir 0.12-0.5 - 0.12-0.5 - -
Cefditoren 0.25-2 - 0.12-1 - -
Cefepime 1-4 - 0.015-0.12 1-8 -
Cefetamet - - 0.25-1 - -
Cefixime 8-32 - 0.25-1 - -
Cefmetazole 0.5-2 - 0.25-1 >32 -
Cefonicid " - 0.25-1 - -
Cefoperazone 1-4 - 0.12-0.5 2-8 -
Cefotaxime 1-4 - 0.03-0.12 8-32 -
Cefotetan 4-16 - 0.06-0.25 - -
Cefoxitin 1-4 - 2-8 - -
Cefpodoxime 1-8 - 0.25-1 - -
Cefprozil 0.25-1 - 1-4 - -
Ceftaroline 0.12-0.5 0,25-2¢ 0.03-0.12 - -
Ceftazidime 4-16 - 0.06-0.5 1-4 -
Ceftibuten - - 0.12-0.5 - -
Ceftizoxime 2-8 - 0.03-0.12 16-64 -
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Ceftobiprole 0.25-1 0.06-0.5 0.03-0.12 1-4
Ceftriaxone 1-8 - 0.03-0.12 8-64
Cefuraxime 0.5-2 - 2-8 -
Cephalothin 0.12-0.5 - 4-16 -
Chloramphenicol 2-16 4-16 2-8 -
Cinoxacin - - 2-8 -
Ciprofloxacin® 0.12-0.5 0.25-2 0.004-0.015 0.25-1
Clarithromycin 0.12-0.5 - - -
Clinafloxacin 0.008-0.06 0.03-0.25 0.002-0.015 0.06-0.5
Clindamycin 0.06-0.25 4-16 - -
Colistin - - 0.5-2 0.5-4
Dalbavancin® 0.03-0.12 0.03-0.12 - -
Daptomycinf 0.12-1 1-4 - -
Dirithromycin 1-4 - - -
Doripenem 0.015-0.06 1-4 0.015-0.06 0.12-0.5
Doxycycline 0.12-0.5 2-8 0.5-2 -
Enoxacin 0.5-2 2-16 0.06-0.25 2-8
Ertapenem 0.06-0.25 4-16 0.004-0.015 2-8
Erythromycind 0.25-1 1-4 - -
Faropenem 0.03-0.12 - 0.25-1 -
Fidaxomicin 2-16 1-4 - -
Fleroxacin 0.25-1 2-8 0.03-0.12 1-4
Fosfomycin' 0.5-4 32-128 0.5-2 2-8
Garenoxacin 0.004-0.03 0.03-0.25 0.004-0.03 0.5-2
Gatifloxacin 0.03-0.12 0.12-1.0 0.008-0.03 0.5-2
Gemifloxacin 0.008-0.03 0.015-0.12 0.004-0.015 0.25-1
Gentamicin’ 0.12-1 4-16 0.25-1 0.5-2
Grepafloxacin 0.03-0.12 0.12-0.5 0.004-0.03 0.25-2.0
Iclaprim 0.06-0.25 0.004-0.03 1-4 -
Imipenem 0.015-0.06 0.5-2 0.06-0.25 1-4
Kanamycin 1-4 16-64 1-4 -
Levofloxacin 0.06-0.5 0.25-2 0.008-0.06 0.5-4
Linezolid 1-4 1-4 - -
Lomefloxacin 0.25-2 2-8 0.03-0.12 1-4
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Bang 4A. (Tiép)
Khang sinh Staphylococcus Enterococcus Escherichia Pseudomonas Escherichia
aureus faecalis coli aeruginosa coli
ATCC® 29213" ATCC® 9212 ATCC® 25922 ATCC® 27853 ATCC® 35218"

Loracarbef 0.5-2 - 0.5-2 >8 -
Mecillinam - - 0.03-0.25" - -
Meropenem 0.03-0.12 2-8 0.008-0.06 0.25-1 -
Methicillin 0.5-2 >16 - - -
Mezlocillin 1-4 1-4 2-8 8-32 -
Minocycline® 0.06-0.5 1-4 0.25-1 - -
Moxalactam 4-16 - 0.12-0.5 8-32 -
Moxifloxacin 0.015-0.12 0.06-0.5 0.008-0.06 1-8 -
Nafcillin 0.12-0.5 2-8 - - -
Nalidixic axit® - - 1-4 - -
Netilmicin <0.25 4-16 <0.5-1 0.5-8 -
Nitrofurantoin 8-32 4-16 4-16 - -
Norfloxacin 0.5-2 2-8 0.03-0.12 1-4 -
Ofloxacin 0.12-1 1-4 0.015-0.12 1-8 -
Oritavancin® 0.015-0.12 0.008-0.03 - - -
Oxacillin 0.12-0.5 8-32 - - -
Penicillin 0.25-2 1-4 - - -
Piperacillin 1-4 1-4 1-4 1-8 -
Piperacillin-tazobactam 0.25/4-2/4 Ya-4/4 1/4-4/4 1/4-8/4 0.5/4-2/4
Polymyxin B - - 0.25-2 0.25-2 -
Quinupristin-dalfopristin 0.25-1 2-8 - - -
Razupenem 0.008-0.03 0.25-1 0.06-0.5 - -
Rifampin 0.004-0.015 0.5-4 4-16 16-64 -
Sparfloxacin 0.03-0.12 0.12-0.5 0.004-0.015 0.5-2 -
Sulfisoxazole™™ 32-128 32-128 8-32 - -
Sulopenem 0.015-0.12 2-8 0.015-0.06 - -
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Teicoplanin 0.25-1 0.25-1 - - -
Telavancin 0.12-1 0.12-0.5 - - -
Telithromycin 0.06-0.25 0.015-0.12 - - -
Tetracycline 0.12-1 8-32 0.5-2 8-32 -
Ticarcillin 2-8 16-64 4-16 8-32 -
Ticarcillin-clavulanic axit 0.5/2-2/2 16/2-64/2 4/2-16/2 8/2-32/2 8/2-32/2%
Tigecycline® 0.03-0.25 0.03-0.12 0.03-0.25 - -
Tobramycin 0.12-1 8-32 0.25-1 0.25-1 -
Trimethoprim™ 1-4 0.12-0.5 0.5-2 >64 -
Trimethoprim- <0.5/9.5 <0.5/9.5 <0.5/9.5 8/152-32/608 -
sulfamethoxazole

Trospectomycin 2-16 2-8 8-32 - -
Trovafloxacin 0.008-0.03 0.06-0.25 0.004-0.015 0.25-2 -
Ulifloxacin (pruhﬂoxacm) - - 0.004-0.015 0.12-0.5 -
Vancomycin® 0.5-2 1-4 - - -

Viét tat: AST, thir nghiém tinh nhay cam khang sinh (khang sinh d6); HTM, méi truong thir nghiém cho Haemopilus; LHB, mau ngya ly giai; MHB, canh

thang Mueller-Hinton.

LUUY 1: Céc gia tri MIC nay thu dugc tir mot s6 phong xét nghiém tham chiéu (phong xét nghiém chuén thirc) bang cac phuong phap vi pha lodng.

Néu bdn hoic it hon 4 néng d6 duoc thir nghiém, viée kiém soat chat lugng cod thé kho khan hon.

LUUY2:  Thongtinin dim ld méi hodc di dwoc diéu chi so véi phién ban truéc.

oo o

ATCC la tén thuong mai ctia hé théng ching chuan theo tiéu chuan ciia My.

Yéu cau cdy chuyén va giit chiing cin than vi cdc ching niy c6 thé mét plasmid; tham khao tai liéu MO7-A8, Phan 16.4.

Chiing chuin dwgc khuyén cdo sir dung khi tién hanh thir nghiém véi khang sinh phirc hop betalactam/khing betalactamase
Chiing nay chi dwgc coi nhir 1a chiing chuén bd sung va khong cin thiét phai tién hanh thir nghiém kiém tra chit lugng thuwong quy
Gi6i han kiém tra chat lvgng d6i cia E. coli ATCC® 25922 vi ciprofloxacin, nalidixic axit, minocycline, va sulfisoxazole khi thir nghiém trong moi

truong CAMHB bo sung 2.5 dén 5% mau ngua ly giai,  trong diéu kién hiéu khi hodc 5% CO2 (khi thir nghiém véi N. meningitides) gidng véi thir
nghiém dugc mo ta trong Bang 4A.
f. Khi erythromycin va clindamycin & ciing mot giéng dé phat hién khang clindamycin do khich thich, S. aureus ATCC® BAA-977 (khang qua trung
gian ermA) va S. aureus ATCC*BAA-976 (co ché khang qua bom day macrolide qua trung gian msrA) 1a cac ching chuén dugc dé xuat sir dung voi
muc dich danh gia chit luong. S. aureus ATCC*BAA-977 thé hién tinh khang véi clindamycin do kich thich (phat trién dwoc trong gleng) trong khi
S. aureus ATCC® 29213 va S. aureus ATCC® BAA-976 khong thé hién tinh khang clindamycin do kich thich (khéng phat trién trong giéng).
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Nhimg gi6i han QC phan anh cac gia tri ciia MIC thu dwgc khi st dung méi trudng canh thang Mueller-Hinton duge bd sung 0.002% polysorbate 80.
Nhing gi¢i han QC phan anh cac gia tri MIC thu dugc khi sir dung moi truong canh thang Mueller-Hinton duge bd sung canxi dé dat nong do cudi
cung 1a 50 pug/mL. Phuong phap pha loang trén thach khong co6 gia tri voi daptomycein.
Phuong phap dé xac dinh MIC dugc phé duyét 1a pha lodng trén thach. Moi truong thach can bd sung 25 pg/mL glucose-6-phosphate. Khong nén
tién hanh thir nghiém pha lodng trong moi trudng canh thang.
D6i v6i cac chung chuan cho thir nghiém sang loc khang aminoglycoside mirc d6 cao ddi véi Enterococci, xem Bang 2D-S6 & cudi Bang 2D.
Thir nghiém nay chi nén tién hanh bang pha loang trén thach.
Ulifloxacin 1a chit chuyén hoa c¢6 hoat tinh ciia khang sinh dang thir nghiém (chua dwoc chp thuan) prulifloxacin. Chi sir dung ulifloxacin trong xét
nghiém tinh nhay cam khang sinh

. Thir nghiém rat phu thudc chat lwong moéi truong, dic biét 1a dbi véi Enterococci

Céc gioi han kiém tra chit luong ddi voi E. coli ATCC® 35218 khi str dung méi truong thir nghiém Haemophilus (HTM) 1a 16/2 dén 64/2 pg/mL.
Déi v6i thir nghiém vi pha lodng cua tigecycline, khi cac bac MIC duoc chuén bi, moi truong phai dugce chuan bi mdi trong ngay st dung. Mbi
truong khong dé qué 12h tinh tir lic cac bac MIC duge chuan bi; tuy nhién cac panel co thé giit dong lanh cho lan sir dung tiép theo.

D6i vé6i cac chung chuan thir nghiém sang loc vancomycin ciia cac chung Enterococci, xem Bang 2D-S66 cudi Bang 2D.
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Bang 4B. Giéi hn cho phép dbi v6i cac chiing kiém tra chét lwgng dwgc sir dung dé kiém tra sw chinh xac ciia ndng dd vre ché toi thiéu (ug/mL) cia
cac ching khé moc (Pha loing trén canh thang)

Haemophilus Haemophilus Sfreptococcus
Khang sinh influenzae influenzae pneumoniae

ATCC® 49247 ATCC® 49766 ATCC® 49619
Amoxicillin® - - 0.03-0.12
Amoxicillin-clavulanic axit® 2/1-16/8 - 0.03/0.015-0.12/0.06
Ampicillin 2-8 - 0.06-0.25
Ampicillin- sulbactam 2/1-8/4 - -
Azithromycin 1-4 - 0.06-0.25
Aztreonam 0.12-0.5 - -
Besifloxacin 0.015-0.06 - 0.03-0.12
Cefaclor - 1-4 1-4
Cefamandole - 0.25-1 -
Cefdinir - 0.12-0.5 0.03-0.25
Cefditoren 0.06-0.25 - 0.015-0.12
Cefepime 0.5-2 - 0.03-0.25
Cefetamet 0.5-2 - 0.5-2
Cefixime 0.12-1 - -
Cefmetazole 2-16 - -
Cefonicid - 0.06-0.25 -
Cefotaxime 0.12-0.5 - 0.03-0.12
Cefotetan - - -
Cefoxitin - - -
Cefpirome 0.25-1 - -
Cefpodoxime 0.25-1 - 0.03-0.12
Cefprozil - 1-4 0.25-1
Ceftaroline 0.03-0.12 - 0.008-0.03
Ceftazidime 0.12-1 - -
Ceftibuten 0.25-1 - -
Ceftizoxime 0.06-0.5 - 0.12-0.5
Ceftobiproleb 0.12-1 0.016-0.06 0.004-0.03
Ceftriaxone 0.06-0.25 - 0.03-0.12
Cefuroxime - 0.25-1 0.25-1




Cephalothin - - 0.5-2
Chloramphenicol 0.25-1 - 2-8
Ciprofloxacin® 0.004-0.03 - -
Clarithromycin 4-16 - 0.03-0.12
Clinafloxacin 0.001-0.008 - 0.03-0.12
Clindamycin - - 0.03-0.12
Dalbavancin® - - 0.008-0.03
Daptomycin® - - 0.06-0.5
Dirithromycin 8-32 - 0.06-0.25
Doripenem - 0.06-0.25 0.03-0.12
Doxycycline - - 0.015-0.12
Enoxacin - - -
Ertapenem - 0.015-0.06 0.03-0.25
Erythromycin - - 0.03-0.12
Faropenem - 0.12-0.5 0.03-0.25
Fleroxacin 0.03-0.12 - -
Garenoxacin 0.002-0.008 - 0.015-0.06
Gatifloxacin 0.004-0.03 - 0.12-0.5
Gemifloxacin 0.002-0.008 - 0.008-0.03
Gentamicin - - -
Grepafloxacin 0.002-0.015 - 0.06-0.5
Iclaprim 0.12-1 - 0.03-0.12
Imipenem - 0.25-1 0.03-0.12
Levofloxacin 0.008-0.03 - 0.5-2
Linezolid - - 0.25-2
Lomefloxacin 0.03-0.12 - -
Loracarbef - 0.5-2 2-8
Meropenem - 0.03-0.12 0.06-0.25
Metronidazole - - -
Moxifloxacin 0.008-0.03 - 0.06-0.25

Nalidixic axit®
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Bang 4B. (Tiép)
Haemophilus Haemophilus Sfreptococcus
Khang sinh influenzae influenzae pneumoniae
ATCC® 49247* ATCC® 49766 ATCC" 49619
Nitrofurantoin - - 4-16
Norfloxacin - - 2-8
Ofloxacin 0.015-0.06 - 1-4
Oritavancin® - - 0.001-0.004
Penicillin - - 0.25-1
Piperacillin-tazobactam 0.06/4-0.5/4 - -
Quinupristin-dalfopristin 2-8 - 0.25-1
Razupenem - 0.008-0.03 0.008-0.06
Rifampin 0.25-1 - 0.015-0.06
Sparfloxacin 0.004-0.015 - 0.12-0.5
Spectinomycin - - -
Telavancin - - 0.004-0.03
Telithromycin 1-4 - 0.004-0.03
Tetracycline 4-32 - 0.06-0.5
Tigecycline' 0.06-0.5 - 0.015-0.12
Trimethoprim- 0.03/0.59- - 0.12/2.4-
sulfamethoxazole 0.25/4.75 - 1/19
Trospectomycin 0.5-2 - 1-4
Trovafloxacin 0.004-0.015 - 0.06-0.25
Vancomycin - 0.12-0.5
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Cic diéu kién thir nghiém d6i véi cic chiing bénh phim va chiing chuin kiém tra chit lrong

Chung vi khuan Haemophilus influenzae Streptococcus pneumoniae va Neisseria menigitidis
Streptococci,
Moi truong Canh thang pha loang: Canh thang | Canh thang pha loang: Canh thang Canh thang pha loang: Canh thang
thtr nghi¢m Mueller-Hinton d diéu chinh Mueller-Hinton d3 diéu chinh cation véi
Haemophilus (HTM) cation v&i méau ngua ly gidi (2.5- mau ngua ly giai (2.5-5% v/v)
5% v/v)
Huyén dich vi khuan | Pha tryc tiép tir khuan lac Pha truc tiép tir khuan lac Pha truc tiép tir khuan lac

bicu kién nuoi cay

35 °C; hiéu khi; 20-24 hours

35 °C; hiéu khi; 20-24 hours

5% COg; 20-24 gioy; 35 °C

(Chiing chuan S. pneumoniae ATCC 49619,

5% CO, hodc hiéu khi, ngoai trir véi
azithromycin chi duy nhat ¢ di€u ki€n hiéu
khi)

Viét tat: CAMHB, canh thang Mueller-Hinton diéu chinh cation; HTM, méi truong thir nghiém cho Haemopilus; LHB, mau ngya ly giai; MHB, canh thang

Mueller-Hinton; MIC, ndng do e ché tdi thiéu.
LUU Y 1: Thong tin in ddm 12 m&i va da di€u chinh so v&i phién ban trude

LUU Y 2: Déi v6i cac gidi han pha lodng 4 1an, cac két qua néu cach xa gidi han cho phép thi nén kiém tra lai. Panh gia hiéu luc kiém tra chit luong véi dir

liéu tir cc ching kiém tra chat luong khac.

Ghi chu

Gi6i han kiém soat chat luong véi E. coli ATCC® 35218 khi thir nghiém trén HTM 14 4/2 dén 16/8 pg/mL ddi véi amoxicillin-‘lavulanic axit va >
256 ug/mL dbi véi amoxicillin; thir nghiém véi amoxicillin ¢6 thé giup khang dinh cac ching van duy tri dugc kha ning sinh enzyme B-lactamase.
St dung H. influenzae ATCC® 49247 hodc 49766 d6i voi thir nghiém kiém tra chat lugng thuong qui.

Gi6i han kiém tra chét lwong ddi v6i E. coli ATCC® 25922 véi ciprofloxacin, nalidixic axit, minocycline, va sulfisoxazole khi thir nghiém trén moi
truong CAMHB véi 2.5-5% mau ngua ly giai, nudi cay & diéu kién hiéu khi hodc 5% CO2 (voi thir nghiém cho N. meningitides) giong nhu liét ké
trong Bang 4A.

Gi6i han QC phan anh MIC dat dwgc khi méi trudng canh thang Mueller-Hinton dugc bd sung 0.002% polysorbate 80.

Gi6i han QC phan anh MICs dat duoc khi méi truong canh thang Mueller-Hinton duoc bd sung canxi dé dat nong do cudi 50 pg/mL. Pha lodng trén
thach khong hiéu luc dbi voi daptomycin.

Déi véi thir nghiém vi pha lodng cua tigecycline, khi cac bac MIC duoc chudn bi, méi trudng phai duoc chuin bi méi trong ngay sir dung. Mbi
truong khong dé qua 12h tinh tir lic cac bac ndng d dugc chudn bi; tuy nhién cic panel cé thé giit dong lanh cho 1an st dung tiép theo.
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Bang 4C. Gi6i han cho phép di v6i cac chiing kiém tra chét lwong sir dung dé kiém tra dd chinh xac ciia cic ndng d e ché toi thiéu (MICs)

(ng/mL) cia Neisseria gonorrhoeae bang phuwong phap pha loang trén thach

Neisseria
Khang sinh gonorrhoeae
ATCC® 49226"

Amoxicillin -
Cefdinir 0.008-0.03
Cefepime 0.015-0.06
Cefetamet 0.015-0.25
Cefixime 0.004-0.03
Cefmetazole 0.5-2
Cefotaxime 0.015-0.06
Cefotetan 0.5-2
Cefoxitin 0.5-2
Cefpodoxime 0.03-0.12
Ceftazidime 0.03-0.12
Ceftizoxime 0.008-0.03
Ceftriaxone 0.004-0.015
Cefuroxime 0.25-1
Ciprofloxacin 0.001-0.008
Clarithromycin -
Doxycycline -
Enoxacin 0.015-0.06
Erythromycin -
Fleroxacin 0.008-0.03
Gatifloxacin 0.002-0.015
Gentamicin -
Grepafloxacin 0.004-0.03
Lomefloxacin 0.008-0.03
Meropenem -
Metronidazole -
Moxifloxacin 0.008-0.03
Ofloxacin 0.004-0.015
Penicillin 0.25-1
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Sparfloxacin 0.004-0.015
Spectinomycin 8-32
Telithromycin -
Tetracycline 0.25-1
Traspectomycin 1-4
Trovafloxacin 0.004-0.015

Cic diéu kién thir nghiém dbi véi cac chiing bénh phidm va chiing chuin kiém tra chit hrgng

Chiing vi khuin Neisseria gonorrhoeae
Moi truong Pha lodng trén thach: thach GC co ban va 1% yéu to kich thich ting trudng. St dung chat bo trg phi cystein doi VOi
phuong phap phq loang trén thach v&i carbapenems va clavulanate. Yéu t6 kich thich chira cysteine khong thay doi
mot cach dang ke ket qua thtr nghiém pha loang voi cac loai khang sinh khac.
Huyén dich vi khuan Pha tryc tiép tir khuan lac, dat d duc tuvong duong d6 duc chuan 0.5 McFarland
Diéu kién nudi cay 36 = 1° C (khong vuot qua 37 °C); 5% C0,; 20-24 gioy

LUU Y 1: Théng tin in ddm lam méi va da diéu chinh so voi phién ban trudc.
LUU Y 2: Ddi véi cac gidi han pha lodng 4 lan, cac két qua néu cach xa gidi han cho phép thi nén kiém tra lai. Danh gia hiéu lyc kiém tra chat luong véi dir
lidu tir cac chung kiém tra chat luong khac.



Bang 4D. MIC: Giai gi6i han cho cic chiing kiém sodt chét lwong ddi véi cac vi khuén ky khi (phwong pha

pha loiang trén thach)

Bacteroides Bacteroides Cl(()l;?jtp;;g:m Eubacterium
Khang Sinh fragilis thetaiotaomicron ATCC® lentum ATCC®
ATCC® 25285 ATCC® 29714 43055°
700057
Amoxicillin-clavulanic 0.25/0.125- 0.25/0.125- ab
acid (2:1) 10.5 0.5/0.25-2/1 1/0.5 NR
Ampicilin 16-64 16-64 14 b
AP 0.50.25-21 0,5/0,25-2/1 05025472 1 g 2500.125-21
Cefmetazole 8-32 32-128 P 4-16
Cefoperazone 32-128 32-128 b 32-128
Cefotaxime 8-32 16-64 b 64-256
Cefotetam 4-16 32-128 b 32-128
Cefoxitin 4-16 8-32 b 4-16
Ceftizoxime NR? 4-16 b 16-64
Ceftriaxone 32-128 64-256 b NR*
Chloramphenicol 2-8 4-16 b b
Clinafoloxacin 0,03-0,125 0,06-0,5 b 0.03-0.125
Clindamycin 0,5-2 2-8 2-8 0,06-0,25
Doripenem P P 0,5-4 P
Ertapenem 0,06-0,25 0,25-1 b 0,5-2
Faropenem 0,03-0,25 0,12-1 P 1-4
Fidaxomixin b b 0,06-0,25 b
Garenoxacin 0,06-0,5 0,25-1 0,5-2 1-4
Imipenem 0,03-0,125 0,125-0,5 b 0,125-0,5
Linezolid 2-8 2-8 1-4 0,5-2
Moropenem 0,03-0,25 0,125-0,5 0,5-4 0,125-1
Metronidazole 0,25-1 0,5-2 0,125-0,5 b
Mezlocillin 16-64 8-32 P 8-32
Moxifloxacin 0,125-0,5 1-4 1-4 0,125-05
Nitazoxanide b b 0,06-0,5 b
Penicillin 8-32 8-32 1-4 b
Piperacillin 2-8 8-32 4-16 8-32
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Piperacillin-tazobactam | 0,125/4-0,5/4 4/4-16/4 4/4-16/4 4/4-16/4
Ramoplanin b b 0,125-0,5 b
Razupenem 0,015-0,12 0,06-0,25 0,06-0,25 0,06-05

Rifaximin b b 0,0039-0,0156 b
Sulopenem b 0,06-0,5 1-4 0,5-2
Tetracycline 0,125-0,5 8-32 b b
Ticarcilin 16-64 16-64 16-64 16-64
Ticarcillin-clavulanate NR? 0,5/2-2/2 16/2-64/2 16/2-64/2
Tygecycline 0,12-1 0,5-2 0,125-1 0,06-0,5
Tinidazole b b 0,125-0,5 b
Tizoxanide b b 0,06-0,5 b
Vancomycin b b 0,5-4 b

Viét tat: MIC, Nong dé trc ché toi thiéu; QC, kiém soat chat lwong;
Chu y 1: Thong tin in ddm la méi va cé su dieu chinh so véi phién ban truée
Chu y 2: don vi l1a microgram trén mililite (ng/mL) ngoai trir cho penicillin

Chu thich
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a. NR chirng té ring khong cé gia tri MIC nao dugc khuyén cdo véi cac cip vi khuian/khang sinh. Trong nhirng trwomg hop cu thé, nhimg nd
Iuc xac dinh khodng gia tri gié¢i han cho QC da chirng té rang rat nhi€u khoang gia tri rong thu dwgc (amoxicillin-clavulanic acid véi E.
lentum ATCC® 43055; ceftriaxone voi E. lentum ATCC® 43055; ceftriaxole véi B. fragilis ATCC® 25285; va ticarcillin-clavulanic véi B.

fragilis ATCC® 25285). Theo nhw trén, nhirng cip vi khudn/khang sinh d6 khéng phi hop cho QC.

b. Ky hiéu-" chirng té ring khong c6 mdt nghién ciru nio vé QC di dwogrc tién hanh bang cac phwong phap dwgc khuyén cdo gin day.
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Bang 4E. MIC: Giai giéi han cho cic chiing kiém soat chit lrgng (QC) ddi véi cac vi khuin ky khi (phwong phap vi pha loing canh thang)

Khang Sinh Bacteroides Bacteroides Clostridium Eubacterium
fragilis thetaiotaomicron difficle ATCC®  lentum ATCC®
ATCC® 25285 ATCC® 29714 700057 43055*
Amoxicillin-clavulanic 0.25/0.125- 0.25/0.125-1/0.5 € NR*
acid (2:1) 1/0.5
Ampicillin-sulbactam 0.5/0.25-2/1 0.5/0.25-2/1 € 0.5/0.25-2/1
2:1)
Cefotetan 1-8 16-128 € 16—64
Cefoxitin 2-8 864 € 2-16
Ceftizoxime NR* NR* € 8-32
Chloramphenicol 4-16 8-32 € 4-16
Clindamycin 0,5-2 2-8 € 0,06-0,25
Doripenem 0,12-0,5 0,12-1 € NR*
Doxyciline 0,12-0,5 2-8 € 2-16
Ertapenem 0,06-0,5 0,5-2 € 0,5-4
Faropenem 0,015-0,06 0,12-1 € 0,5-2
Garenoxacin 0,06-0,25 0,25-2 € 0,5-2
Imipenem 0,03-0,25 0,25-1 € 0,25-2
Linezolid 2-8 2-8 € 0,5-2
Meropenem 0,03-0,25 0,06-0,5 € 0,125-1
Metronidazole 0,25-2 0,5-4 € 0,125-0,5
Moxifloxacin 0,12-0,5 1,0-8 € 0,12-0,5
Penicillin 8-32 8-32 € NR*
Piperacillin 4-8 8-64 € 8-32
Piperacillin-tazobactam  0,03/4-0,25/4 2/4-16/4 € 8/4-32/4
Razupenem 0,03-0,25 0,12-0,5 0,06-0,5 0,12-0,5
Sulopenem NR* 0,03-0,25 0,5-2 0,25-1
Ticarcillin-clavulanate 0,06/2-0,5/2 0,5/2-2/2 € 8/2-32/2
Tygecycline” 0,06-0,5 0,25-1 0,03-0,12 NR?

Viét tat: MIC, Nong dd trc ché toi thiéu

Chu ¥ 1: Nhirng thong tin dwec in dim 13 méi hodc dd dwoc diéu chinh so voi phién ban truéce

Chu y 2: Vi giai pha loing béc 4, nhimg két qua & ngoai xa giéi han cho phép cin phai nghi ngd. Panh gia lai gia tri cia ndng dd khang bang
thong tin tir cac chiing QC khac.
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Chu thich Lo
. NR thé hién khodng gi¢i han cho phép cua cac chiing QC chua dugec xac lap thanh cong méc du da c¢6 nhiéu 10 luc nghién ciru

. Dbi véi thir nghiém vi pha loang cia tigecycline, khl cac bac MIC dugce chuin bi, moi trwong phai dugc chuin bi méi trong ngay sir dung.

Moi trlro’ng khong de qua 12h tinh tir lic cac bac nong do dwgc chuin bi; tuy nhién cac panel cé thé gur dong lanh cho lan sir dung tlep theo.
Ky hiéu _ thé hién rang khong mgt nghién ctru nao da tién hanh béi nhirng phwong phap dwgc khuyen cdo gan day.
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Bing 4F. MIC:- Huéng din tham khao vé tin suit kiém soat chat lwgng

Béng ndy tom tit cac dé xuat vé tan suit cho viéc kiém tra chat lugng thuong qui khi sir dung cac chung chuan ATCC®’khuyé’n céo bai CLSI d6i véi cac
thur nghiém tinh nhay cdm khéang sinh (AST). Chi 4p dung d6i vdi cac khang sinh can thir 20-30 ngay dé cho thdéa man ket qua mong doi.

S6 ngay lién tiép cén tién hanh thir
nghiém QC*

Piéu chinh thir nghiém | 1 E | 20hogc30 | Luu y
Thu nghiém MIC
Str dung cho mét 16 hang mai | X | | |

Mo rong gi6i han pha loang X Vi du: chuyén gi6i han ngudng
sang cac bac MIC m¢ rong gioi
han

Giam gidi han pha loang X Vi du: Chuyén MIC mé rong
gi61 han sang cac bac gidi han
ngudng

Str dung phuong phap mai (cung cong ty) X Vi du:

Chuyén tir mat thuong sang thiét
bi doc tu dong cac bac.

Chuyén tir ting sinh qua dém sang
thtr nghi¢m MIC nhanh

Thyc hién cac nghién ctru danh
gia hiéu lyc tu ché tai phong xét
nghiém.

Thay d6i nha san xuét test MIC X Thyc hién cac nghién ctru danh
gia hiéu lyc tu ché tai phong xét
nghiém.




Thay d6i nha san xuat moi trudng canh thang hoic
thach

Chuén bi huyén dich vi khuan

Str dung cdc phuong phap phuén bi huyén dich vi
khuén/chuén hoa d¢ duc bang cac phuong phap
c6 huong dan kiém soat chat luong

Vi du: .
C‘huyénrviéc diéu chinh d6 duc
bang mat thuong sang phuong

phép do quang c6 hudng dan kiém

soat chat lugng.

Chuyén viéc chudn bi huyén dich vi khuan/chuan
hoa sang mot phuong phap phu thude vao ky thuat
cua nguoi tién hanh.

Vi du:

Chuyén viéc diéu chinh do duc
bang mit thudng sang mot
phuong phédp khac ma khong
dung do quang.

Thiét bj/phﬁn mém (vi dy, may doc duong kinh vun

g trc ché tu dong)

Céc phan mém cap nhat anh huong dén két qua
AST

Kiém soat tat ca cac thudc,
khong chi nhitng thudc lién
quan trong viéc diéu chinh
phan mém.

Stra chira thiét bi anh huong dén két qua AST

Phu thudc vao viéc stra chita (vi
du: cac bo phan nhu thiét bj do

quang) c6 thé can tién hanh cac
thir nghiém bo sung (vi dy, nim
ngay).

LUUY 1: Khi c6 thém bat ky khang sinh MOI nao, can thir nghiém kiém soat chat lugng 20-30 ngay lién tuc (xem M07-A8, Phan

16.7.2) trude khi st dung.
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LUUY 2: QC ¢ thé t@é’n hanh trudce hodc ddng thdi véi cac chung bénh phim. Két qua ciia bénh pham c6 thé duoc bao cao trong ngay d6 néu két qua
kiém tra chat lugng nam trong gidi han cho phép.
LUUY3:  Can tuin thu cic hudng dan va qui dinh ciia nha san xuat.
LUUY 4: Céc gioi han QC MIC cho phép d6i vi thir nghiém nhay cam khang sinh dugc phé duyét bai FDA c6 thé khang vai giéi han QC CLSI.
] Ngudi sir dung nén tuan thu huéng dan cua timg phuong phép. .
LUUYS:  Doivoi cac truong hop két qua nam ngoai giGi han, tham khao M07-A8, Phan 16.9.
LUUY 6: Canh thang, nuéc va nudc mudi sinh 1y dé pha huyén dich vi khuan khong can kiém tra chat lugng thuong qui.

Luuy

a. Khong dugc bo qua viée kiém tra chit lugng thudng qui hang tuan hodc hang ngay.
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Bing 4G. Huéng din xir Iy cac van de vé kiém soat chit hrong MIC
Béng nay cung cp cac hudng dan vé nguyén nhan va xtr 1y su ¢b cac truong hop kiém soat chéat luong nam ngoai gidi han cho phép cia cac thir nghiém
nhdy cam khang sinh s dung moi truong canh thang CAMHB vi pha loang. Tham khao M07-A8, MIC, Phan 16, Huéng dan klem soat chat lugng va Quy
trinh ¢dam bao chit hrong, Cac truong hop két qua nam ngoai gidi han trude hét can phai tién hanh lap lai thu nghlem Néu van dé khong duge glal quyét,
hucrng dan xu Iy sw c6 cung cp mot s6 bién phap bo sung cho cdc trudng hop két qua kiém soat chét lugng nam ngoai gidi han, Ngoai ra, néu van khong
giai quyét dugc van dé, can thong bao cho nha san xuit vé cic van dé cta san pham.

Luu y chung
(1) Duy tri ching QC: tranh cAy chuyén nhiéu lan. Cay chuyén ching QC méi tir dng du trit (dang luu giit). Néu st dung chung dong khé, tudn thi huéng

dan cua nha san xuat. Giit chiing gbc E. coli ATCC™ 35218 and K. pneumoniae ATCC" 700603 & -60 °C hodc thap hon va chuan bi ching & dang sir
dung hang tuan.

Khang sinh Chiing i:f::gtm chat Quan sat Nguyén nhén c6 thé Luwu y/Khic phuc
Aminoglycosides Bat ky MIC qua cao pH moi truong qué thap Khoang pH cho phép = 7.2-
7.4. Tranh CO, vi tao ra pH
thap hon
Aminoglycosides Bit ky MIC qua thap pH méi trudong qué cao Khoang pH cho phép = 7.2-7.4
Aminoglycosides P. aeruginosa MIC qua cao Ca"" va/hoic Mg ™ qua Gidi han cho phép = Ca™" 20-25
ATCC" 27853 cao mg/L
Mg 10-12.5 mg/L
Aminoglycosides P. aeruginosa MIC qua thap Ca" va/hodc Mg ™ qua Gidi han cho phép = Ca™" 20-25
ATCC" 27853 thap mg/L
Mg 10-12.5 mg/L
Amoxicillin- E. coil ATCC® MIC qua cao Axit clavulanic bi bién tinh. Str dung 16 khoanh gidy
clavulanic axit 35218 Khoanh giay mat hi¢u luc. khang sinh méi. Kiém tra
dicu kién bao quan va toan bo
bao goi.




Nhom Beta-lactam

Bit ky

MIC ban dau ¢6 thé
chap nhan dugc nhung
sau do bi ting va c6 thé
nam ngoai gii han.

Khoanh gidy khang sinh bi
giam hiéu luc

Str dung 16 khoanh gidy moi.
Kiém tra diéu kién bao quan
va toan b bao goi. Imipenem,
axit clavulanic, va cefaclor la
cac khang sinh dé bi bién tinh.

Aztreonam K. pneumoniae MIC qua thap Mit plasmid ma hoa enzyme |Xem luu y chung (1) vé duy tri

Cefotaxime ATCC® 700603 beta-lactamase mot cach ngau |chung kiém tra chat luong QC.

Cefpodoxime nhién

Ceftazidime

Ceftriaxone

Cefotaxime/clavulanic (K. pneumoniae Thir nghiém khang dinh |Mat plasmid ma hoa enzyme |Xem luu ¥y chung (1) vé duy tri

axit ATCC® 700603 ESBL am tinh beta-lactamase mot cach ngau |chung kiém tra chat luong QC.

Ceftazidime/clavulanic nhién

axit

Carbapenems P. aeruginosa ATCC® | MIC qué cao Nong do Zn"" trong moi Str dung 16 mdi truong méi thay
27853 trudng qua cao the.

Carbapenems P. aeruginosa ATCC® | MIC qué cao Cac khang sinh bi giam tac Str dung 16 moi truong mai thay

27853

dung

thé. Két qua imipenem lap lai 4
ng/mL voi P. aeruginosa ATCC®
27853 ¢6 thé phan anh sy giam
chit luong ctia khang sinh.
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Penicillins S. aureus MIC qua cao Cac ching QC c6 kha nang  |Lap lai thi nghiém can than va
ATCC® 29213 sinh B—lactqanlase;’ﬁ qua thoi  |diéu chinh thoi gian 1
gian co thé dan dén tang MICs
Penicillins Bat ky MIC qua thap pH moi truong qué thap Khoang pH cho phép =7.2-7.4.
Tranh CO; vi tao ra pH thap hon.
Penicillins Bit ky MIC qua cao pH méi trudong qué cao Khoang pH cho phép = 7.2-7.4
Carbenicillin P. aeruginosa MIC qué cao Cac chung QC tré nén khang  |Xem luu y (1) vé duy tri chiing
ATCC" 27853 thu6e sau khi cay chuyén kiém tra chat lugng QC.
nhiéu lan.
Ticarcillin-clavulanic E. coli MIC qua cao Axit clavulanic bi bién tinh. Str dung 16 khoanh gidy méi.
axit ATCC® 35218 Khoanh giay mat hiéu luc. Kiém tra dieu kién bao quan
va toan bd bao goi.
Clindamycin S.aureus MIC qua cao pH moi truong qué thap Khoang pH cho phép=7.2-7.4.
ATCC® 25923 Trénh i rong diéu kién CO, thudng
E. faecalis tao pH thap hon.

ATCC® 29212
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Bing 4G. (Tiép)

Khang sinh

Chiing kiém tra chét

Quan sat

Nguyén nhén c6 thé

Luu y/Kh:?'lc phuc

Mg " qua cao

lwgng
Clindamycin S aureus MIC qua thap pH moi trudong qua cao Gidi han pH cho phép = 7.2-7.4
ATCC" 29213
E. faecalis
ATCC" 29212
Daptomycin S. aureus MICs qué cao Ham luong Ca™ qua thép Gi6i han ham luong Ca"™" cho
ATCC"® 29213 ) Ham lugng Ca’™" qua thap phép 50 pg/mL trong CAMHB
E. faecalis MICs qua thap Diéu chinh nong d6 Ca"™" hoic
ATCC® 29212 str dyng 16 moi truong méi
thay the.
Macrolides va S.aureus MIC qua cao pH moi truong qué thap Khoang pH cho phép=7.2-7.4.
Ketolides ATCC"® 29213 Trénh i trong dicu kién CO,, thuong
E. faecalis tao pH thap hon.
ATCC® 29212
Macrolides va S.aureus MIC qua thap pH moi trudong qua cao Khoang pH cho phép=7.2-7.4.
Ketolides ATCC® 29213
E. faecalis
ATCC® 29212
Quinolones Bat ky MIC qua cao pH moi truong qué thap Khoang pH cho phép=7.2-7.4.
Tranhu trong diéukién C0O,, thuong
tao pH thap hon.
Quinolones Bit ky MIC qua thap pH mdi trudong qua cao Gidi han pH =7.2-7.4
Tetracyclines Bit ky MIC qua thap pH méi truong qua thip Gidi han pH =7.2-7.4
Tetracyclines Bit ky MIC qué cao pH méi trudong qua cao Gidi han pH =7.2-7.4
Tetracyclines Bit ky MIC qua cao Ham luong Ca™" va/hodc Gi6i han cho phép = Cat++ 20-

25 mg/L Mg++10-12.5 mg/L
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Tetracyclines Bit ky MIC qua thap Ham luwong Ca™" va/hodc Gid6i han cho phép = Cat++ 20-
Mg"" qua thép 25 mg/L Mg++10-12.5 mg/L
Tigecycline Bit ky MIC qué cao CAMHB khong dugc Béc pha loang vdi chung
chuén bi méi chuén phai duoc sir dung
hodc luu giit & nhiét do
dong trong vong 12 khi
CAMHB di dugc chuin bi
Nhiéu loai Biét ky Nhiéu gia tri MICs Huyén dich vi khuan qua Lap lai sir dung thiét bi do do
qué thap trong (loang); 16i trong qua  duc chuan McFarland 0.5 hodc
trinh chuén bi huyén dich vi  thiét bi chuén hoa d6 duc. Kiém
khuan tra han dung va diéu kién bao
quan néu ding dng barium
sulfate hodc latex. Kiém tra céac
budc trong chuan bi huyén dich
va qui trinh pha huyén dich.
Thyc hién phuong phap cay dém
khuén lac trude khi G va sau khi
U (E. coli ATCC® 25922 gan
xap xi 5 x 10° CFU/mL).
Nhiéu loai Bit ky Nhiéu gia tri MICs CAMHB khéng tbi wu St dung 16 moi truong thay thé

qué cao hodc qua thap




Nhiéu loai Bit ky Nhiéu gia tri MICs Huyén dich vi khuan qua duc |Lap lai st dung thiét bi do d6 duc
qua cao hodc qua thip chuan McFarland 0.5 hodc thiét bi
chuén hoa do duc. Kiém tra han
dung va diéu kién bao quan néu
ding 6ng barium sulfate hozc
latex. Kiém tra cac budc trong
chuan bi huyén dich va qui trinh
pha huyén dich. Thuc hién
phuong phép cdy dém khuan lac
trude khi v va sau khi 0 (E. coli
ATCC" 25922 gan xép xi 5 x 10°
CFU/mL).
Nhiéu loai Bit ky Nhiéu giéng bi bo qua  [Ngoai nhiém. Lap lai thur
Huyén dich vi khuan khong ~ |nghiém QC. Str
dam bao hodc pha tron huyén |dung 16 moi
dich khong phu hop. Nong do |trudong méi thay
thudc trong cac giéng khong | thé.
chinh x4c. Thé tich méi
trudng trong cac giéng khong
chinh xac.
Nhiéu loai Bat ky Mot s6 diém MIC qua  |C6 thé do 16i doc két qua/ldi  |Kiém tra bude doc két qua

cao hodc qua thap

sao chép

Str dung 16 thay thé
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Bing 4G. (Tiép)

Khang sinh

Chiing kiém tra
chat lwgng

Quan sat

Nguyén nhén c6 thé

Ban luidn/Hanh dong

nam ngoai gidi
han d6i véi cling
mot loai khang
sinh.

khéng sinh.
Co the day 1a mot 16i hé
thong

Nhiéu loai S. pneumoniae Nhiéu gia tri Huyén dich vi khuan Cay chuyén chung QC va lap lai
ATCC® 49619 MICs qua thap dugc chuan bi tir dia thir nghiém QC; hodc ciy chung
cdy chuyén qua cii. Chi  |médi QC tir 6ng dur tri.
nén st dung dia trong St dung 16 mai thay thé.
vong 18-24h. MHB va
LHB khong t6i wu.

Nhiéu loai Bat ky Mot chung QC C6 thé ching QC nay t6t | Xac dinh xem ching QC nam
nam ngoai gidi hon chung khéc trong  |trong gidi han c6 thich hop 1am
han, nhung céc viéc kiém tra chat lugng |chi sé v6i khang sinh thir nghiém
chiing khac nim (vi dy, P. aeruginosa hay khong. Lap lai thir nghiém
trong gi¢i handdi  |ATCC® 27853 tot hon  |voi ching nay dé khing dinh lai
v6icung mot loai  |E. coli ATCC® 25922  |két qua.
khang sinh. d6i v6i imipenem. Panh gia cac ching thay thé vai

cac gia tri MIC da biét.
Thuyec hién viée xtr Iy su ¢d bt
dau tir van dé cap chung
QC/khang sinh.

Nhiéu loai Bit ky Hai ching QC Phéan 4nh van dé vé Thyc hién viée xu 1y su cd bat

dau.
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Nhiéu loai Bat ky Mot két qua QC nim
ngoai gioi han,
nhung khang sinh
khong dugc bdo cao
st dung trén bénh
nhan (vi du, khong
c6 trong li¢u phap
diéu tri dugc st dung
trong bénh vién)

Néu khang sinh thuong khong
duoc bao cao, khong can tht
nghiém lip lai ma c6 thé sir dung
cac kiém soat phu hop khéc thay
thé khang sinh c6 két qua nam
ngoai gioi han nay

M100-S21

Viét tait: CAMHB, Canh thang Mueller-Hinton diéu chinh cation; CFU, don vi khuan lac; ESBL, Khang betalactamase phé rong; LHB, mau ctru ly giai;

MHB, canh thang Mueller-Hinton; MIC, Nong d trc ché t6i thiéu: QC, quan 1y chat lugng



Bang 5A. Dung mdi va chit hoa tan dé chuin bi dung dich khang sinh

Khang sinh
Amikacin
Amoxicillin

Amoxicillin-clavulanic acid

Ampicillin
Azithramycin
Azlocillin
Aztreonam
Besitloxacin
Carbenicillin
Cefaclor
Cefadroxil
Cefamandole
Cefazolin
Cefdinir
Cefditoren
Ceiepime
Cefetamet
Cefixime
Cefinetazole
Cefonicid
Cefonerazone
Cefotaxime
Cefotetan
Ceioxitin
Ceipodoxime
Cefprozil
Ceftaroline

Ceftazidime
Ceftibuten
Ceftizoxime
Ceftobiprale
Cefiriaxone
Cefuroxime
Cephalexin

Dung mboi hoa tan
Nudc
DPém Phosphate, pH 6.0, 0.1 mol/L
DPém Phosphate, pH 6.0. 0.1 mol/LL
DPém Phosphate, pH 8.0, 0.1 mol/L
95% ethanol hoic axit acetic bang™
Nuodc
Saturated solution sodium bicarbonate
Methanol
Nudc
Nudc
DPém Phosphate, pH 6.0, 0.1 mol/L
Nudc
Pém Phosphate, pH 6.0, 0.1 mol/L
DPém Phosphate, pH 6.0, 0.1 mol/L
Pém Phosphate, pH 6.0. 0.1 mol/L
Pém Phosphate, pH 6.0, 0.1 mol/L
Pém Phosphate, pH 6.0, 0.1 mol/L
DPém Phosphate, pH 7.0, 0.1 mol/L
Nudc
Nudc
Nudc
Nudc
DMSO*
Nuodc
0.10% (11.9 mmol/L) dung dich Natri bicarbonate
Nuodc

DMSO chiém 30% thé tich tong, sau d6 xac dinh thé tich dii voi mudi

Natri carbonate’

1/10 voi DMSO

Nuodc

DMSO thém axit acetic bing "
Nuodc

Pém Phosphate, pH 6.0, 0.1 mol/L
DPém Phosphate, pH 6.0, 0.1 mol/L

M100-S21

Chéthoa tan

DPém Phosphate, pH 6.0, 0.1 mol/L
DPém Phosphate, pH 6.0. 0.1 mol/L
DPém Phosphate, pH 6.0, 0.1 mol/L
Moi truong canh thang

Nudc
Nudc
Nudc
DPém Phosphate, pH 6.0, 0.1 mol/L
Nudc
Nudc
DPém Phosphate, pH 6.0, 0.1 mol/L

VVater
DPém Phosphate, pH 7.0, 0.1 mol/L

Nudc
Nudc

0.85% nude mudi sinh Iy

Nudc
Nudc

Nudc, vortex manh

DPém Phosphate, pH 6.0, 0.1 mol/L
Nudc



Cephalothin
Cephapirin
Cephradine
Chloramphenicol
Cinoxacin

Ciprofloxacin
Clarithromycin
Clavulanic axit
Clinatloxacin
Clindamycin
Colistin®
Dalbavancin
Daptomycin

Pém Phosphate, pH 6.0, 0.1 mol/L

Pém Phosphate, pH 6.0, 0.1 mol/L

Pém Phosphate, pH 6.0, 0.1 mol/L

95% ethanol .

1/2 thé tich nudc, thém 1 mol/LL. NaOH, nho giot d€ hoa tan

Nuodc

Methanol° or glacial acetic axit®
DPém Phosphate, pH 6.0, 0.1 mol/L
Nudc

Nudc

Nudc

DMSO

Nuoc

Nudc
Nudc
Nudc
Nudc
Nudc

DPém Phosphate, pH 6.5, 0.1 mol/L
DPém Phosphate, pH 6.0, 0.1 mol/L

Nudc
DMSO#
Nudc
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Bang 5A. (Tiép)

M100-S21

Khang sinh Dung moéi hoa tan Chit hoa tan

Dirithromycin AXxit acetic bang” Nude ]

Dorinenem 0.85% nudc mudi sinh v 0.85% nudc muoi sinh ¥

Doxvceveline Nude _

Enoxacin 1/2 thé tich nude, nhé giot 0.1 mol/L. NaOH dé hoa tan Nudc

Ertanenem Dém phosphate. pH 7.2. 0.01 mol/L Dém phosphate. pH 7.2. 0.01 mol/LL

Ervthromvcin 95% ethanol hoiic axit acetic bing™ Nudc

Faropenem Nudc Nudc

Fidaxomicin DMSO _ Nude

Fleroxacin 1/2 thé tich nude, nhé giot 0.1 mol/L. NaOH dé hoa tan Nudc

Garenoxacin Nude (két hop khugv)

Gatitloxacin Nude (két hop khuav)

Gemiiloxacin Nudc

Gentamicin Nudc

Iclaprim DMSO# Nude

Imipenem Dém Phosphate. pH 7.2. 0.01 mol/L Dém Phosphate. pH 7.2. 0.01 mol/LL

Kanamvcin Nude _

Levofloxacin 1/2 thé tich nude, nhé giot 0.1 mol/L. NaOH dé hoa tan Nudc

Linezolid Nudc

Linonristin-tlopristin DME® Nudc

Lomefloxacin Nudc

L oracarbet Nudce

Mecillinam Nudc

Meropenem Nudc

Methicillin Nudc

Metronidazole DMSQ¢ Nudc

Mezlocillin Nudc

Minocycline Nudc . .

Moxalactam 0.04 mol/L HOI (dé yén 1.5 dén 2 h) Dém Phosphate, pH 6.0, 0.1 mol/L.
(diammonium salt)b

Moxiiloxacin Nude

Mupirocin Nude Nudce

Nafcillin Nudc
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Nalidixic axit

1/2 thé tich nude, nho giot 0.1 mol/L NaOH dé hoa tan dissolve

Netilmicin Nudc
Nitazoxanide DMSO* DMSO*
Nitrofurantoin® Dém Phosphate, pH 8.0, 0.1 mol/L Dém Phosphate, pH 8.0, 0.1 mol/L
Norfloxacin 1/2 thé tich nudce Nudc
Ofloxacin 1/2 thé tich nudc Nudce
Oritavancin 0.002% polysorbate-80 in wate' 0.002% polysorbate-80 trong nude'
Oxacillin Nudc
Penicillin Nudc
Pineracillin Nudc
Polymyxin B Nudc Nudc
Quinunristin-dalfooristin Nude
_Ramonblanin Nude Nuée
Razupenem Dém Phosphate. pH 7.2. 0.01 mol/L. Dém Phosphate. pH 7.2, 0.01 mol/L.
Rifampin Methanol® (nong d6 toida= 640 ug/ml) Nude (két hop khuay)
Rifaximin Methonol 0,1 M dém phosphate, pH 7,4 +0,45% Natri
dodecyl sulfonate
Sparfloxacin Nudce
Sphectinomvein Nudc
Streptomyvein Nudce
Bang 5A. (Tiép)
Khang sinh Dung moi hoa tan Chét hoa tan
Sulbactam Nudc . .
Sultonamides 1/2 thé tich nudc nong va mét hugng t6i thicu 2.5 mol/L NaOH dé hoatan  Nudc
Sulopenen? 0.01 M dém phosphate, pH 7.2, vortex dé hoa tan 0.01 M dém phosphate, pH 7.2
Tazobactam Nudc
Teicoplanin Nudce Nudce
Telavancin DMSO# Nudc
Telithromvein Axit acetic bing" Nudc
Tetracvcline Nudc
Ticarcillin Dém Phosphate . pH 6.0. 0.1 mol/L Dém Phosphate. pH 6.0. 0.1 mol/L
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Ticarcillin-clavulanic aci

Dém phosphate. pH 6.0. 0.1 mol/LL

Dém Phosphate. pH 6.0. 0.1 mol/LL

Tigecvcline Nudc Nudc
_Tinidazole DMSOQ*! Nuére
_Tizoxanide DMSOQ*! DMSO®!
Tobramyein Nude i ] _
Trimethoprim 0.05 mol/L lactic’hodc axit hydrochloric®, 10% thé tich cudi Nude (co thé can dun ndng)
Trimethoprim (néu lactate) Nudce
Trospectomvcin Nude
Ulifloxacin DMSO# Nuée
(prulitloxacin)
Vancomvcin Nudce

LUU Y: Thong tin in ddm 1a méi hodc ¢6 diéu chinh so véi phién ban truée

a. Colistin su dung trong thur nghiém tinh nhay cam khang sinh 1a colistin sulfate, khong phai colistin methane sulfonate (sulfomethate).

Ghi chu

b. Mubi diammonium cua maxalactam rat on dinh, nhung gan nhu toan bg 1a dang d6ng phan R tinh khiét. Moxalactam str dung trén lam sang la hon
hop cua hai dang dong phﬁn RvaSvéitilé 1:1. Do d6, muoi dugce hoa tan trong 0,04 mol/l HCI va dé€ trong 1,5 dén 2h d¢€ chuyén hoan toan bo dang
dong phan S sang dang dong phan R.

c. Phuong phép thay thé, nitrofurantoin c6 thé hoa tan trong dimethyl sulfoxide (DMSO).

d. Natri carbonate (Na;CO3) khan dugc dung v6i lugng chinh xac 1a 10% ceftazidime. Natri carbonate dugc hoa tan trong nude. Khang sinh dugc hoa
tan trong dung dich natri carbonate, bo sung nudc dé dat the tich vira di. Dung dich nay dugc st dung cang sdm cang tot, c¢6 thé bao quan toi da 6h &

nhiét 36 khong qua 25 °C.

e. Céc hop chit nay c6 thé c6 doc tinh. Can tudn thu cic huéng din an toan ctia nha san xudt truée khi sir dung cac vat liéu nay.

f. D4i vai axit acetic bang, sir dung % thé tich nudc, sau d6 nho giot axit acetic bang cho dén khi hoa tan hoan toan, khong vugt qua 2.5 pL/mL.

g. Dung dich ban dau cua dalbavancin nén bat dau tir ndng d6 khong qua 1600 pg/mL. Nong do trung gian 100x nén pha loing bang DMSO. Ti 1¢ pha
lodng cudi cting 1:100 nén pha truc tiép vao méi trudng CAMHB dugc bd sung 0.002% (v/v) polysorbate-80, do ¢ nong do cudi ciing cia DMSO
trong mdi tuyp s& khong 1én hon 1%. Xem Bang 7A.

h. Ddi v6i mbi ceftobiprole 1,5 mg, thém 110 pL hdn hgp 10:1 MDSO va axit acetic bang. Vortex manh trong 1 phut, sau d6 vortex 1ién tuc trong vong
15 phat. Thém nuéc cat vira di 1.0ml.

i. Dung dich ban d4u ciia oritavancin nén bat du tir ndng do khong qua 1600 pg/mL trong 0,002% polysorbate-80 trong nudc. Nong do trung gian
100x oritavancin nén dugc chuan bi trong 0,002 polysorbate-80 trong nudc. Ti 1é pha lodng cudi ciing 1:100 nén pha tryc tiép vao moi truong
CAMHB duoc bd sung 0,002% polysorbate-80 (v/v), do d6 ndong do cudi cung cia polysorbate-80 trong mdi tuyp s& 1a 0,002%.



—
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Can pha MOI mdi ngay st dung.
Dimethylformamide (DMF) dat 25% thé tich cubi/nudc
ang do cudi cung cia DMSO khong dwoc phép vugt qua 1%. N6 co thé dwoe chuin bi theo quy trinh sau: 1) chuin bi dung dich dv true &
nong dj cao hon nong dd du trir dw dinh 10 lin (vi du, chuin bi & ndng dd 12.800 pg/mL hon la 1280 pg/mL); 2) thém 1,8 mL nwée khir
trung vao mdi giéng thach; 3) thém 0,2 mL khang sinh di pha loing vao mdi giéng thach.
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Bang 5B. Chuén bi dung dich me ciia cac khang sinh véi hoat tinh dwgc biéu hién theo don vi

Khang sinh Tinh chit (tham khao) Tinh toan cho pg/mg Vidu
Potassium 0,625 pg/don vit Nhén hoat tinh dugc biéu hién theo don|[Pon vi hoat tinh/mg x 0.625 pg/don vi = Hoat tinh
Penicillin G vi/mg v6i 0.625 pg/don vi. ug/mg (vi dy, 1592 don vi/mg x 0,625 pg/don vi =
995 ng/mg)
Sodium 0,6 ng/don vi) Nhan hoat tinh dugc biéu hién theo don|Pon vi hoat tinh /mg x 0.6 pg/don vi = Hoat tinh
Penicillin G vi/mg voi 0.6 pg/don vi. ug/mg
Polymyxin B 10 000 don vi/mg = Nhén hoat tinh dugc biéu hién theo don|Don vi hoat tinh /mgx 0.1 ug/don vi = Hoat tinh
10 don vi/ug = vi/mg v4i 0.1 pg/don vi. pg/mg
0.1 pg/don vi*” Chia hoat tinh duoc biéu hién theo don[Pon vi hoat tinh /mg/ 10 don vi/ug = Hoat tinh
vi/mg v&i 10 don vi/pg ug/mg
Colistin sulfate® 30000 don vi/mg = Nhan hoat tinh dugc biéu hién theo don|Pon vi hoat tinh /mg x 0.03333 pg/don vi = Hoat
30 don vi/ug =0.03333 ug/don vi/mg vai 0.03333 pg/don vi. tinh pg/mg
vi? (vi du, 20277 don vi/mg x 0,03333 pg/don vi = 676
Chia hoat tinh dugc biéu hién theo don|Pon vi hoat tinh /mg /30 don vi/ug = Hoat tinh
vi/mg v&i 30 don vi/pg ug/mg
(vidy, 20277 don vi/mg /30 don
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Streptomycin

785 don vi/mg®

Chia s6 don vi dugc dua ra cho 785. S&
thu duoc % bot tinh khiét. Nhan % nay
voi 850, 1a luong streptomycin tinh
sach nhit. Con sb nay sé& twong duong

v&1i hoat tinh trong pg/mg

([S6 don vi hiéu lyc/mg] / [785 don vi/mg]) x (850
M9/™9) = Hiéu luc pg/mg [vi du, (751 don vi/mg / 785
don vi/mg) x 850 ug/mg = 813 pg/mg]

Néu bot d6 chira 2,8% nude:

813 x (1-0.028) = hiéu Iyc

813 x0.972 = 790 pg/mg

Ghi chu

*Khong str dung colistin methanesulfonate d6i vi thir nghiém nhdy cam khéng sinh in vitro.

Tai liéu tham khao dbi véi Bang 5A:

1. Kucers A, Crowe SM, Grayson ML, Hoy JF. Penicillin G. The Use of Antibiotics. 5th ed. Oxford, UK: Butterworth-Heinemann; 1997:3-70.
2. Kucers A, Crowe SM, Grayson ML, Hoy JF. Polymyxins. The Use of Antibiotics. Sth ed. Oxford, UK: Butterworth-Heinemann; 1997:667-675.
3. United States Department of Agriculture, OPHS, Laboratory QA/QC Division. Bioassay for the detection, identification and quantitation of
antimicrobial residues in meat and poultry tissue. 2004;1-58, vol. MLG 34.01.




Bang 5C. Chuin bi dung dich va méi truwong ddi véi cac khang sinh phoi hop

M100-S21

Khang sinh

Ti 18 phéi hop

Pha ché

Vi du

Amoxicillin-axit

clavulanic axit

Tilg 2:1

(amoxicillin:clavulanic axit).

Pha ché nong d6 ban dau
10x) voi ti 1€ 2:1 ratio va
pha lodng cac mirc ndng do

1
A

can

D v6i nong d6 ban dau 128/64 & mot dng, chuan bi ong dur trir
c¢6 nong do 10x ciia amoxicillin 2560 pg/mL va 1280 pg/mL
d6i v6i clavulanic axit. Sau d6 phdi hop mot luong twong
duong véi moi dng pha lodng ban dau, ma sau d6 s& dat duoc
mot phdi hop c6 ndng d6 1280/640 pg/mL. Pha lodng 1:10 véi
canh thang dé dat duoc nong d6 cudi ciing mong mudn trong

modi giéng.

gap d6i ndng do can va pha
lodng giam dan 2 lan theo
thtr tw. Thém mot thé tich
tuong duong tazobactam 80

ng/mL vao mdi tuyp.

Ampicillin- Tilg 2:1 Gibdng v6i amoxicillin-
suibactam (ampicillin:sulbactam). clavulanic axit.

Piperacillin- Nong d6 cb dinh cua Chuan bi nong d6 ban ddu  |Ddi voi ndng d6 ban dau 128/4, chudn bi nong d6 éng dy trix
tazobactam tazobactam ¢ 4pg/mL. 10x cua piperacillin & mutc ctia piperacillin & 2560 pg/mL va pha lodng giam dan 2 lan

theo thtr tu dé dat duoc néng dd cudi cung trong danh sach. Pha
dung dich éng du trir tazobactam 80 pg/mL. Thém thé tich
tuong duong tazobactam 80 pug/mL vao mdi tuyp piperacillin
da pha loang. Vi dy, 5 mL dung dich 2560 pg/mL piperacillin +
5 mL of 80 pg/mL tazobactam = 10 mL of 1280/40 pg/mL
piperacillin-tazobactam. Pha lodng 1:10 v&i canh thang dé thu

dugc nong do cudi cung trong mdi tuyp.
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Ticarcillin-clavulanic

axit

Nong do c6 dinh
clavulanic axit dat 2

ug/mL.

Chuan bi nong dé ban dau
10x cua ticarcillin & mirc cao
gap d6i ndng do can va pha
lodng giam dan 2 lan theo
thir ty. Thém mot luong thé
tich tuong duong clavulanic
axit 40 pg/mL vao mdi tuyp
da pha loang.

Doi véi néng d0 ban dau 128/4, chuén bi dung dich (5ng du trir
10x cua ticarcillin & 2560 pg/mL va pha lodng giam dan 2 lan
theo thtr tu dé dat néng do thr?ip nhat cudi cung mong muén. Pha
dung dich éng duy trit clavulanic axit & 40 pg/mL. Sau d6 thém
mot thé tich twong dwong clavulanic axit 40 pg/mL vao mdi
tuyp ticarcillin da pha loang. Vi dy, 5 mL dung dich ticarcillin
2560 pg/mL + 5 mL clavulanic axit 40 pg/mL =10 mL
ticarcillin-clavulanic axit 1280/20 pg/mL. Pha loang 1:10 trong

canh thang d¢ dat nong d¢ cudi cing mong muon.
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Bang 5C. (Tiep)

Khang sinh Ti 18 phéi hop Pha ché Vi du
Trimethoprim- Tilg 1:19 Chuén bi néng do ban dau DPbi véi néng dd ban dau 8/152, chuan bi néng do6 10x cua
sulfamethoxazole (trimethoprim: 10x cua trimethoprim & 1600 |trimethoprim ¢ 160 pg/mL. Chuan bj ndng d6 ban dau
sulfamethoxazole) pg/mL (hodc & 1280 pg/mL  |10x cta sulfamethoxazole & 3040 pg/mL. Thém mot thé

sau d6 sé& pha loang dé dat tich tuong duong trimethoprim 160 pg/mL va

nong d6 160 pg/mL). Chuan |sulfamethoxazole 40 pg/mL vao tuyp pha lodng ban dau
bi néng do ban dau 10x cia  |va sau do pha loang giam dén 2 1an theo tha ty. Vidy, 5
sulfamethoxazole ¢ a log, cua |mL trimethoprim 160 pg/mL va 5 mL sulfamethoxazole
1520 pg/mL (vi dy, 1520, 3040 pg/mL = 10 mL trimethoprim-sulfamethoxazole
3040, hodc 6080 pg/mL) phu |80/1520. Pha lodng 1:10 v6i canh thang dé dat ndng do

thudc vao ndong d6 ban dau cudi ciing mong mudn.
mong mudn.

Quinupristin- Khong can pha ché vi bot

daltopristin khang sinh d ¢ dang phdi

Linopristin- hop

Aopristin

LUU Y: Dé pha nong do trung gian cua cdc khang sinh, sir dung cong thire C; x Vi = C; x V3, trong d6, C, 1a nong d6 cua dung dich me (thuong 1a 1280
pg/mL hoac 16n hon); Vi la thé tich can tinh dé tao ndng d6 trung gian; C, 1a ndng do trung gian mong mudn; va pg/mL V, 1a thé tich dung dich trung gian
can pha.

Vi du: Dé pha 20ml dung dich 40 pg/mL tir dung dich me 1280 pg/mL
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C1 X V1 = C2 X V2

1280 pg/mL x V| =40 pg/mL x 20 mL
Vi= 40 pg/mL x 20 mL
1280 pg/mL

V1 =0.625 mL

Do d6, thém 0,625 ml dung dich me 1280 pg/mL vao 19,375 ml dung méi pha lodng (thuong 1 nuée) dé thu dwoc 20ml dung dich 40 pg/mL.
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Bang 6A. H¢ thong cac dung dich khang sinh sir dung trong thir nghi¢m tinh nhiy cim biang phwong phap pha loing trén thach

Dung dich khang sinh
Buéc Nong dd Ngudn Thé tich Pha loang Nong do trung  Nong dd cudi cang & 1:10 Log;
(ng/mL) (mL) (mL) gian (ug/mL) pha loang trén thach
(ng/mL)
5120 ong du trit - - 5120 512 9
1 5120 ong dy trit 2 2 2560 256 8
2 5120 bngdyutrt 1 3 1280 128 7
3 5120 éngdytrit 1 7 640 64 6
4 640 Budc 3 2 2 320 32 5
5 640 Budce 3 1 3 160 16 4
6 640 Budce 3 1 7 80 8 3
7 80 Budce 6 2 2 40 4 2
8 80 Budce 6 1 3 20 2 1
9 80 Budce 6 1 7 10 1 0
10 10 Bude 9 2 2 5 0.5 -1
11 10 Bude 9 1 3 2.5 0.25 -2
12 10 Budc 9 1 7 1.25 0.125 -3

LUU Y: Bang nay dugc Ericsson HM, Sherris JC diéu chinh. Thir nghiém nhiy cam khang sinh. Bio cdo nghién ctru hop tac qubc té. Acta Pathol Microbiol
Scand. 1971; 217 (suppl B):1-98.
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Bing 7A. H¢ thong cic dung dich khing sinh sir dung trong thir nghi¢m tinh nhiy cim bang phwong phap pha loing trén canh thang

Dung dich khang sinh
Buoc Nong dd Ngudn Thé tich® N CAMHB" ~ Nong dd cudi cing Log,
(ng/mL) (mL) Thé tich® (mL) (ng/mL)
1 5120 Ong du trix 1 9 512 9
2 512 Budce 1 1 1 256 8
3 512 Budce 1 1 3 128 7
4 512 Budce 1 1 7 64 6
5 64 Budc 4 1 1 32 5
6 64 Budc 4 1 3 16 4
7 64 Budc 4 1 7 8 3
8 8 Budce 7 2 2 4 2
9 8 Budce 7 1 3 2 1
10 8 Buéce 7 1 7 1 0
11 1 Bude 10 1 1 0.5 -1
12 1 Budce 10 1 3 0.25 -2
13 1 Budce 10 1 7 0.125 -3

LUU Y: Bang nay dugc Ericsson HM, Sherris JC diéu chinh. Thir nghiém nhiy cam khang sinh. Bio cao nghién ctru hop tac qudc té. Acta Pathol Microbiol
Scand. 1971; 217 (suppl B):1-90.
Ghi chi
a. Céc thé tich bat ky c6 thé tinh toan dya trén bang nay, phu thudc vao s lugng xét nghiém can tién hanh.

b. Dicu chinh cation, n€u can thict, thyc hién trudc budc nay.
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Bang 7B. Chuén bi dung dich cac khang sinh khong tan trong nwéc sir dung trong thir nghi¢m tinh nhiy cim bang phuong phap pha loing trén

canh thang
Dung dich khang sinh
Chit hoa tan  Nong d9 trung
(mL) gian (ug/mL)
Nong do Thé tich (vi du, Nong dd cudi cing & 1:100
Buéc (ng/mL) Nguon (mL) DMSO") ~ (ng/mL) Log,
1 1600 ong dy trir 1600 16 4
2 1600 ong dy trix 0.5 0.5 800 8.0 3
3 1600 6ng du trix 0.5 1.5 400 4.0 2
4 1600 6ng du trix 0.5 3.5 200 2.0 1
5 200 Budc 4 0.5 0.5 320 1.0 0
6 200 Budc 4 0.5 1.5 160 0.5 -1
7 200 Budc 4 0.5 3.5 80 0.25 -2
8 25 Budc 7 0.5 0.5 40 0.125 -3
9 25 Budc 7 0.5 1.5 20 0.0625 -4
10 25 Budc 7 0.5 3.5 10 0.03 -5
11 3.1 Bude 10 0.5 0.5 5 0.016 -6
12 3.1 Bude 10 0.5 1.5 2.5 0.008 -7
13 3.1 Bude 10 0.5 3.5 125 0.004 -8
14 0.4 Budc 13 0.5 0.5 0.2 0.002 -9

" Dimethyl sulfoxide
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Phu luc A. Nhirng dé nghi cho thir nghi¢m xac nhan véi cic két qua dinh danh va khang sinh @6 cho két qua 1a Khang (R), Trung gian (I) va khong
nhay cim (NS)

Mire do phé bién va y nghia cia két qua khang va nhirng buéc lam dé xac
dinh két qua®
Nhém I Nhoém I1 Nhém 111
Khéng dwogc bao cao | Khong phd bién & moi C~0 the pl}O bién,
hoic gin nhw chwa bao | trung tim nghién ciru nhu"ng tPuang du’(irc A
gio’ dugc bao cao (1abo) cho I3 nhirng van dé vé
: mit dich té hoc
Cic buéc tién hanh:
¢ X4c nhan lai ma e X4ac nhan lai ma ¢ X4c nhan lai ma
(bénh nhén hoac (bénh nhan hoic (bénh nhan hoac
bénh phim) va bénh phim) va bénh phim) va
khang sinh dd (xem khang sinh dd (xem khang sinh dd (xem
chu thich a). chi thich a) néu két chi thich a) néu két
Vi khuin hoic nhém vi Pic diém kiéu hinh khang dwoc * Bé? cdo tf”;i khoa 2 q}l,\ﬁ n}1y khﬁ“% phﬁv qua kh(:)ng [{hﬁ bién &
Khuin ) phit hién® : chong nhiém khuan. bién ¢ trung tam cuaa trung tam cua ban. )
| e Giii t¢i phong xét ban. e Viéc xac nhén lai tién
nghiém ciia cdc trung | ® Viéc xdc nhén lai tién | hanh cung khoa
tim Y té Cong cong. hanh cung khoa chéng nhiém néu nhu
e Luu giit chiing. chdng nhiém néu nhw | quy trinh béo cdo dic
Chu y: c6 Ié sé phu hop quy trinh bao cao biét hoac cac budc
néu cinh bdo téi khoa dac biét hodc cac lam ky cang hon
chong nhiém khuén budc lam ky cang dugc dat ra.
trude sau do thue hién hon dwgc dat ra.
thir nghiém xdc nhdn ¢ Cung véi trung tim
dich te hoc trong
vung tién hanh xac
dinh chiing nao sé
dugc bao cao vao
thoi diém dé bao cdo.
Bat ky Enterobacteriaceae | Carbapenem — I hoiic R’ X
Amikacin, gentamicin, va X
tobramycin - R
Escherichia coli Cephalosporin pho rong — I hoic R” X
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Klebsiella spp.
Proteus mirabilis

Salmonella spp.*

Cephalosporin thé h¢ III va/hoic
fluoroquinolone — R




Phu luc A. (Tiép)
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Acinetobacter baumannii

Colistin/polymycin — R

Carbapenem — I hoac R

Pseudomonas aeruginosa

Colistin/polymycin — I hoac R

Amikacin, gentamicin, va tobramycin — R
Carbapenem — I hoiac R

Stenotrophomonas
maltophilia

Trimethoprim-sulfamethoxazole —I hoac
R

Haemophilus influenza

Carbapenem —NS
Cephalosporin pho rong® — NS
Fluoroquinolone — NS

Amoxicillin-clavulanic acid — R
Ampicillin — R va B-lactamase 4m tinh

Neisseria gonorrhoeae

Cephalosporin pho rong® — NS

Fluoroquinolone-I hodc R

Neisseria meningitides

Ampicillin hodc penicillin —-R
Cephalosporin pho rong® — NS
Meropenem — NS

Minocycline — NS

Ampicillin hodc penicillin — I
Azithromycin — NS
Rifampin — I hodc R

Chloramphenicol — I hodc R
Fluoroquinolone — I hodac R

Enterococcus spp.

Daptomycin — NS
Linezolid — R

Vancomycin — R
Aminoglycoside nong dj cao — R

Staphylococcus aureus

Vancomycin MIC > 8 ng/mL*

Daptomycin —-NS

Linezolid — R
Quinupristin-dalfopristin — I hoac R
Vancomycin MIC =4 pg/mL

| A

Oxacillin — R




Phu luc A. (Tiép)
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Staphylococcus coagulase Am
tinh

Daptomycin — NS

Linezolid — R
Quinupristin-dalfopristin — I or R
Vancomycin — I hoiic Rf

Streptococcus pneumonia

Linezolid — NS
Vancomycin — NS

Fluoroquinolone -I or R
Imipenem or meropenem — I or R
Quinupristin-dalfopristin— I or R
Rifampin — I or R

Using nonmeningitis breakpoints:
Amoxicillin or penicillin — R
Cephalosporin pho rong° — R

Streptococcus, tan mau B2

Ampicillin or penicillin —-NS
Cephalosporin pho rong® — NS
Daptomycin — NS

Ertapenem hoic meropenem — NS
Linezolid — NS

Vancomycin — NS

Quinupristin-dalfopristin —I hoac R

Streptococcus, nhém viridans

Daptomycin — NS
Ertapenem or meropenem — NS
Linezolid — NS

Quinupristin-dalfopristin — I hoac R

Vancomycin — NS

Viét tat: I, Khang trung gian; MIC, Néngﬁ@ e ch,é' t6i thiéu; NS, Khﬁng,nhay cam; R, Khang; CoNS, Staphylococcus coagulase am tinh. .
Khong nhay cim: La m{t cach dién gidi két qua dung cho mot s6 chiing vi khuan chi cé tiéu chuan doc két 1a nhdy caim. Béi vi hiem hoac

khong cé cic trueomg hop khing xay ra & cac chiing vi khuin nay. Cac chiing vi khuin c¢é gia tri MIC cao hon hoic cé dwong kinh ving irc

ché thip hon gi4 tri nhiy caim cin dugc bao cio 1a khong nhiy cam.

LUU Y 1: Mt chiing cho két qua khong nhiy cam khong c6 nghia 1a chiing d6 thue su ¢6 co ché khang. Diéu nay c6 thé do cic chiing, c6 gia

tri MIC 16m hon gia tri nhay cam, thiéu co ché khang. Co ché khang nay cé thé gip phai trong nhém phéan bo tw nhién rong sau thoi diém

xay dung gia tri nhay cam.
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LUU Y 2: DPoi v6i cic chiing cho két qua “khdng nhiy cam”, phén lap dinh danh va thir nghiém nhiy cim khang sinh can dwoc khing dinh

lai (Xem chu thich a).

. Pim bao ring két qua ciia thw nghi¢ém khang sinh d6 va dinh danh vi khuén 1a chinh x4c va d& hrgng gia. Can nhic cac buédc sau:

1. Kiém tra lai nhirng trong qua trinh ghi chép s6 sich, nhiém bén, bac thang pha loing bi thiéu giéng, dia nudi ciy, card.

2. Kiém tra nhirng bao cao trwéc dé trén cing mdt bénh nhan dé xac dinh chiing vi khuin d6 da tirng dwoc phan Iap va xac dinh sém.

3. Thuc hién lai toan by qua trinh dinh dang va khang sinh d6 bing phwong phap ban dau dé dam bao thir nghiém cho két qua c6 tinh lip
lai. (V6i nhém I va II, chon loc mdt s6 chiing bé qua bwée 3 tién hanh ludn bwéc 4 va 5. Véi nhém IT1, lam lai thir nghiém hodc/va cac
thir nghiém xac dinh c6 1& khong can thiét néu két qua khang da dwgc xic dinh béi trung tim ciia ban.)

4. Xic nhin lai qua trinh dinh danh dwoc thye hién bang mgt phwong phap khac trong ciing mdt labo hoic dugre tién hanh tai labo tham
chiéu.

5. Xac nhin lai két qua khang sinh d6 bing mdt phwong phap khac (vi du ciing mdt labo hoic tai labo tham chiéu). Phwong phap thir hai
¢6 1& 1a phwong phap chuin thire cia CLSI (vi du: vi pha loing canh thang, pha lodng trén thach, hoic khoanh gidy khuéch tin) hoic
mot phwrong phap dwgce thwong mai héa da dwoce phé chuin béi FDA.

. MIC cua Imipebem cho cac chiing Proteus spp., Providencia spp., va Morganella morganii cho xu huéng cao hon (vi du, MIC trong khoang

gia tri Khang trung gian va Khing méi) so véi MIC ciia doripenem. Nhirng chiing nay c6 MIC cao hon béi nhirng co ché khic ngoai c6 ché

tao ra carbapenemase.

Cephalosporin pho rong = cephalosporin thé h¢ III va IV (xem phu luc III).

. D¢ trinh 1én cac trung tim dich t& chirc ning két qua khang sinh dé cho Salmonella spp. ma khing trung gian hoic khang véi cephalosporin

thé hé III va/hoic khang trung gian hoic khing fluoroquinolone hoic khang véi nalidixic acid.

Rit hiém khi gip. Chi c6 gia tri chéng nhiém khuin va dich t&, tién hanh theo cic khuyén co ciia nhém I dé nhic nhé khoa chdng nhiém

khuén va cac ¢é quan cé chirc niing dich té.

C6 mdt vai chiing Staphylococcus coagulase 4m tinh (CoNS) khi tién hanh thir nghiém MIC ciia vancomycin roi vao khoang gia tri khang

trung gian. Trai nguwoc lai, cé rat it CoNS khang vancomycin.
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g. Xac nhén lai ring nhém C va G 1a nhém c¢6é khuén lac lon khong phai 1a khuén lac nhé khong dién hinh. Nhém C va G ¢6é khuin lac nhé

khong dién hinh bao gom nhém viridians.
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Phu luc B. Khang néi tai-Enterobacteriaceae

Khang ndi tai dwoc dinh nghia 1a khang khing sinh mang tinh chét von c6 hoic bim sinh (khéng phai thu nhin dwgc). Pic diém nay phin anh
dang khang khang sinh ty nhién cia phan 16n hodc gan nhu toan bd cac vi khuin. Khang ndi tai 1a pho bién, 1am cho thir nghiém khang sinh do tré
1én khong can thiét. Vi du nhw cac loai Citrobacter khang ndi tai véoi ampicillin.

Bang sau c6 thé hiru dung béi 3 1€ sau: 1) cung cAp mét phwong phap danh gia tinh chinh xic ciia cac phwong phap thir nghiém; 2) hd tro cho viée
nhin dang cic dic diém kiéu hinh phé bién; va 3) phit hop véi viée danh gia cic thong tin khang sinh dd tich liy. Trong bang, chir “R” xuit hién &
tirng cip vi khuén / khang sinh ¢6 nghia 13 chiing thir nghi¢m phai khang. Mt ty 1¢ phan trim nhé (1-3%) c6 thé biéu hién nhay do phwong phap
khong chuén, dot bién hoic mirc d) khang dwoc biéu hién ¢ mirc dd thip.

Két qua khang sinh do cho 13 “nhay” phai dwgc xem lai v6i sy thian trong. Pam bao ring két qua khang sinh d6 va dinh danh chinh xac va tin ciy.
Xem Phu luc A, chu y a.
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Citrobacter freundii R R R R R R
Citrobacter koseri R R R R | R
Enterobacter aerogenes R R R R R R
Enterobacter cloacae R R R R R R
Escherichia coli Khong c6 khiang B-lactam ndi tai & nhirng chiing nay
Escherichia hermannii R
Hafnia alvei R R R R
Klebsiella pneumoniae R R R R R | R R
Morganella morganii R R R R R | R R
Proteus mirabilis Khong c6 khiang B-lactam ndi tai & nhirng chiing nay
Proteus penneri R R R R | R R
Proteus vulgaris R R R R | R R
Providencia rettgeri R R R R | R R
Providencia stuartii R R R R | R R
Salmonella va Shigella spp. Khong cé khiang B-lactams ndi tai & nhirng chiing nay: xem Bing 2 A,chii y (6) cho béo cio
Serratia marcescens R | R R \ | R | R | R | | R | R
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| Yersinia enterocolitica | R | R | \ | R | R | | | | | \
Cephalosporin thé hé III, cefepime, aztreonam, ticarcillin-clavulanate, piperacillin-tazobactam, va carbapenems khong c6 trong danh sich, vi
khong c6 khang ndi tai véi Enterobacteriaceae.




Phu luc C. Cic chiing kiém soat chit lwgng ddi véi cac thir nghi¢m tinh nhiy cim khang sinh

Ching QC

E. faecalis
ATCC®29212

Dic diém chiing

Khoanh gidy
khuéch tan

MIC

*Vi khuan gram-

duong dé moc

Xét nghiém sang loc

*Thach Vancomycin HLAR

Khac

* Banh gia moi
truong phu hgp
ddi véi xét
nghiém MIC
cho sulfonamide
hoac
‘[rime‘[hoprimd
Danh gia sy phu
hop cia ndng do
cation trong moi
16 mo6i truong
canh thang pha
Mueller-Hinton
d6i véi

daptomycin

M100-S21
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E. taecalis » Khang voi *Thach Vancomycin HLAR
ATCC" 51299 vancomycin
(VanB) va
aminoglycosides
murc d6 cao
E. coli « B -Lactamase 4m tinh  [*Vi khuan gram-  |+Vi khu4n gram-am
ATCC® 25922 am dé moc d& moc
*Neisseria *Neisseria
meningitidis meningitidis
*Cac khang sinh su
dung cho vi khuan
dung trong khung
b6 sinh hoc
E. coli « Chira plasmid ma « Phi hop B- « Phi hop B-
ATCC" 35218 hoa TEM-1 (- lactam/chat trc lactam/chat tic ché
lactamase (khong- ché B-lactamase | B-lactamase
ESBL)™"ef
H. influenzae *BLNAR (beta- *Haemophilus spp.|*Haemophilus spp.

ATCC® 49247

lactamase am tinh,

khang ampicillin)




H. influenzae

* Nhay cam véi

*Haemophilus

*Haemophilus spp.

ATCC" 49766 Ampicillin spp. (c6 thé d& (c6 thé dé luong

luong gia hon gia hon ddi véi mot
d6i v6i mot s6 s6 khang sinh P
khang sinh f lactams chon lgc)
lactams chon
loc)

H. pylori *H. pylori

ATCC" 43504

K. pneumoniae * Chira SHV-18 *Sang loc ESBL  [*Sang loc ESBL

ATCC® 700603  |ESBL"®f va xét nghiém va xét nghiém

khang dinh khang dinh
N. gonorrhoeae * CMRNG (M. *N. gonorrhoeae |*N. gonorrhoeae

ATCC® 49226

gonorrhoeae khang

penicillin qua trung

gian chromosom
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P. aeruginosa * Chtra -lactamase * Vi khuan *Vi khuan gram- *» Banh gia ham
ATCC®27853¢ AmpC do kich gram am dé am dé moc lugng cation phu
thich moc *Cac khang sinh su hop trong moi
dung cho vi khuan 16/mé canh thang
dung trong khung Mueller-Hinton
b sinh hoc va khoanh giay
khuéch tan d6i
Vo1 xét nghiém
gentamicin MIC
va khang sinh do
S.aureus * B-Lactamaseam tinh *Vi khuan gram
ATCC"25923 * mecA am tinh duong dé moc
« {t c6 gid tri trong xét
nghi¢m MIC do nhay
cam voi hau hét cac
khang sinh
Phu luc C. (Tiép) _ ]
Chiing QC Dic diém chiing Khang sinh do MIC Xét nghiém sang loc Khiac
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S. aureus * Céc chung sinh - * Vi khudn gram * Thach Oxacillin * Danh gia ham
ATCC" 29213 lactamase yéu am dé moc lugng cation phu
* mecA am tinh * Cac khang sinh su hop trong mdi
dung cho vi 16/mé canh thang
khuén dung trong Mueller-Hinton
khiing bd sinh hoc d6i daptomycin
S. aureus * Khang Oxacillin, * Xét nghiém voi * Xét nghiém MIC v6i |« Thach Oxacillin
ATCC ®43300 mecA duong tinh khoanh gidy Cefoxitin
Cefoxitin
S. aureus * Khang mupirocinmirc | * Xét nghiém sang |+ Xét nghiém sang loc
ATCC*BAA-1708 |d6 cao qua trung gian loc khang khang mupirocin mic
mup/A mupirocin mirc 0 |do cao
cao
S. pneumoniae * Khang trung gian véi » S.pneumoniae |* S.pneumoniae
ATCC" 49619 penicillin boico ché bién |* Streptococcus |* Streptococcus spp.

ddi protein gan penicillin

Spp.

* N. meningitidis

* N. meningitidis

* Cac khang sinh su
dung cho vi
khuén dung trong
khiing bé sinh hoc




Céc ching QC bo sung®

E.faecalis MIC cua ceftaroline

ATCC®29212

E. faecalis « Thay thé E. faecalis

ATCC"33186 ATCC"29212 Dénh
gia moi truong phu
hop doi véi xét
nghi¢m MIC cho
sulfonamide hoac
thmhopﬁnf

H.influenzae » Danh gia mdi 16 mé moi

ATCC® 10211 truong HTM vé kha
ning phét trién ctia vi
khuén
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K. preumoniae « Ching sinh KPC * Xét nghiém xac
ATCC®BAA-1705 |+ Xét nghiém Hodge dinh kiéu hinh
duong tinh cac chiing sinh
carbapenemase
(xét nghiém
K. pneumoniae + Khang carbapenems * Xét nghiém
ATCC® BAA-1706  bdi céc co ché khéc xéc dinh kiéu
carbapenemase hinh cac
* Xét nghiém Hodge chung sinh
am tinh carbapenemas

S. aureus

ATCC® BAA-976

* Chira khang
marcrolide duy nhét
qua trung gian msrA

e (xét nghiém

Hodge d diéu
* Danh gia xét
nghiém gin
dung véi khoanh
gidy khang sinh
erythromycin va
clindamycin
(Xét nghiém
vung D am tinh)

* QC—xem Béng 2C-
S4,2C-S5,3A, va4A

M100-S21
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S. aureus « Chita khang qua trung |+ Danh gia xét « QC thuong qui doi véi

ATCC®BAA-977  |gian ermA nghiém gan dang  |xét nghiém clindamycin
voi khoanh gidy  |bang phuong phap MIC
khang sinh Xem Béang 2C-$4, 2C-
erythromycinva  |S5,3A, va4A
clindamycin (Xét
nghi¢m vung D
duong tinh)

Phu luc C. (Tiép)

Ghi chu

E. coli ATCC® 35218 dugc dé xudt 1am chung chuin dbi voi phdi hop e ché -lactamase, nhu cac phdi hop chira axit clavulanic, sulbactam, hodc
tazobactam. Chuing nay chira plasmid ma hoa B-lactamase (khong ESBL); do dé khang véi nhidu khang sinh khong bén véi penicillinase nhung
nhdy cam vé6i cac phdi hop khang sinh p-lactam/chat trc ché p-lactamase. Chiing chuan phai chira plasmid nay; tuy nhién plasmid ¢ thé mat trong
qué trinh bao quan & nhiét d6 am. Dé dam bao plasmid van con, kiém tra ching vdi khang sinh nhom B-lactam don (hodc ampicillin, amoxicillin,
piperacillin, hoic ticarcillin) va kiém tra véi khang sinh phdi hop B-lactam/chit trc ché B-lactamase (vi du, amoxicillin-clavulanate). Néu ching mat
plasmid, chung d6 s& nhdy cam v&i khang sinh B-lactam dang don doc, va ching d6 s& khong c6 gia tri 1am chung chuan, cin st dung ching chuan
E. coli ATCC® 35218 méi.

Can luu ¥ viéc duy tri chung (vi du, cay chuyén) va bao quan (vi dy, -60°C hodc thip hon) dic biét quan trong ddi véi cac ching chuan E. coli
ATCC"™35218, K. pneumoniae ATCC® 700603, va K. pneumoniae ATCC® BAA-1705, boi vi d& mat plasmid mi hoa B-

lactamase or carbapenemase. Mét plasmid dan dén két qua QC ndm ngoai gi6i han cho phép, vi du nhu giam MICs cua E. coli ATCC”

35218 ddi voi cac khang sinh nhém penicillin khong bén vdi enzyme (vi duy, amplcﬂhn p1perac1111n va ticarcillin), giam MICs cua K. pneumoniae
ATCC ® 700603 v6i cephalosporins va aztreonam, va xét nghiém Hodge 4m tinh gia (MHT) d6i voi K. pneumoniae ATCC® BAA-1705.

Tré nén khang thudc khang sinh nhoém B-lactam sau khi cay chuyén nhiéu lan. Han ché bang cich cdy chuyén ching méi tir ong du trir it nhét
hang thang hodc bat ctr khi nao xuét hién sy khang thudc.

Céc diém gidi han can dé doc (Trén hodc bang 80% khuan lac so v6i ching chuén) néu méi trudng c6 cac mirc thymidine chip nhan duoc.

Rasheed JK, Anderson GJ, Yigit H, et al. Characterization of the extended-spectrum beta-lactamase reference strain, Klebsiella pneumoniae K6
(ATCC® 700603), which produces the novel enzyme SHV-18. Antimicrob Agents Chemother. 2000;44:2382-2388.
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Queenan AM, Foleno B, Gownley C, Wira E, Bush K. Effects of inoculum and beta-lactamase activity in AmpC- and extended-spectrum beta-
lactamase (ESBL)-producing Escherichia coli and Klebsiella pneumoniae clinical isolates tested by using NCCLS ESBL methodology. J Clin
Microbiol. 2004;42:269-275.

Céc chiing chuan dugc kiém tra thuong xuyén (vi du, hang ngay hoac hang tuan) dé ¢am bao he thdng hoat dong tt va cac két qua roi vao cac gioi
han dic biét duoc liét ké trong M100. Céac ching chuan dugc dé xuat trong tai liéu nay can duoc thir nghlem theo phuorng phap khoanh gidy
khuéch tan hoic MIC tham khao CLSI nhu dugc trinh bay & day Déi voi he thong xét nghiém thuong mai, tat ca cac qui trinh QC cin tudn thu
theo cac khuyén cdo ciia nha san xuat. Cac ching chuan QC bé sung dugc ding dé danh gia cac dic tinh ciia mot xét nghiém hodc hé théng xét
nghiém trong cac tinh hudng lya chon cu thé hodc c6 thé thay thé chung QC. Vi du, Haemophilus influenzae ATCC*10211 khé moc hon H.
influenzae ATCC® 49247 hodc H. influenzae ATCC® 49766, va duoc ding dé dam bao HTM c6 thé hd trg t6t (cung cip dinh duong) cho sy phat
trién cua cac chung H. influenzae va H. parainfluenzae phan 1ap tir 1am sang. Cac ching QC bd sung c6 thé ¢ cac dic tinh nhdy cam hodc khang
dac biét ddi voi mot hodc mot sb xét nghiém duogc 1iét ké trong tai licu M02-A10 va M07-A8. Chung c6 thé duoc dung dé danh gia xét nghiém
mdi, tap huép cho ngudi méi, danh gia nang lyc. Cac chung chuan QC b sung khong can thiét cho vao trong chuong trinh QC AST hang ngay
hodc hang tuan.



Phu luc D. Bio cio thir nghiém tinh nhiy cam khang sinh liiy tién d6i véi cac vi khuin nhém Bacteroides fragilis

Céac chung dugc phan 1ap tir cac bénh vién Hoa Ky
01/01/2007-31/12/2009°
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cam (%S) R R R S |R R
va % Khang
(%R)"
gia tri gioi < > < > < > < > < > < > | <] =z] £ ]2 < >
han pg/mL 8/4 | 32/16 32/4 128/4 | 16 | 64 4 16 4 16 4 16 | 2 | 8 2 8 8 32
B. fragilis 872 89 4 98 1 85 6 96 2 98 2 97 2 164 28| 53 |38 | 100 0
B. 342 86 3 92 2 32 | 13 | 96 2 99 0 99 1 |27 56| 44 |34 | 100 0
thetaiotaomi
cron
B. ovatus 67 93 2 93 2 37 | 15 | 98 0 100 | O 100 | O |54 39| 43 |39 | 100 0
B. vulgatus 70 67 6 100 0 83 4 98 2 98 2 98 2 149 |51 | 43 |46 | 100 0
B. uniformis 60 87 2 91 0 42 | 13 | 97 0 100 | O 98 2 |35[52] 35 |50 | 100 0
B. eggerthii 58 95 0 93 0 98 2 100 | O 100 | O 100 | O [29 55| 28 |55 | 100 0
Parabactero | 111 69 11 91 2 41 | 16 | 97 0 100 | 0 100 | O [30 |41 | 54 |38 | 100 0
ides
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distasonis
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fragilis
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khong ké
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98
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39
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39
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%86 liéu duge xay dung tir cac chung riéng 1é phan 1ap tir bénh phdm, giri dén ba phong xét nghiém tham khao: Tufts New England Medical Center, Boston,
MA; Loyola University Medical Center, Maywood, IL; and R.M. Alden Research Laboratory, Culver City, CA. Xét nghi€ém dugc tién hanh bang phuong

phdp pha loang trén thach
b Khang v6i metronidazole hiem khi xdy ra.

¢ Khang trung gian khéng dwgc trinh biy, nhung c¢é thé thu dwgc bang cich trir %S va %R & mdi khang sinh




Phu luc E. Bio c4o thir nghiém tinh nhiy cim khang sinh lity tién ddi véi cac vi khuin Ky, khi khong bao gom nhém Bacteroides fragilis
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Cac 43 100 0 100 0 47 26 100 0 100 O 0 79 9 56 21 74 12 100 0
Clostridium
spp. khac
*S6 liéu duge xay dung tir cac chiing riéng 1é phan lap tir bénh phim, giri dén ba phong xét nghiém tham chiéu: Tufts New England Medical
Center, Boston, MA; Loyola University Medical Center, Maywood, IL; and R.M. Alden Research Laboratory, Culver City, CA. Xét nghiém dwoc
tlen hanh bang phwong phap pha loang trén thach

> s lwong dwoge cong tinh liy tién it hon so véi tai liéu CLSI M39 khuyén c4o véi 30 chiing
¢ C. difficile dwgc phan 1ap tir bénh phim phan; nhirng két qua nay khong bao ham cho tac dung nhiém trung ngoai 6ng tiéu héa. MIC ciia
Vancomycin vé6i cac chiing nay <4 pg/mL.
d Khang trung gian khéng dugc trinh bﬁy, nhung cé thé rat ra bﬁng cach trir %S va %R ¢ mdi khang sinh

¢ Céu khuin Gram dwong Ky khi bao gom cac loai: Peptococcus, Peptostreptococcus, Finegoldia, Peptoniphilus, va Anaerococcus.
Bang chii thich I (Phan 1). p-Lactams: Nhém va phian nhém va tén goc

Nhom khang sinh Phan nhém khang sinh Cic khang sinh cu thé; tén gbc
Penicillins® Penicillin® Penicillin
Aminopenicillin® Amoxicillin
Ampicillin
Ureidopenicillina® Azlocillin
Mezlocillin
Piperacillin
Carboxypenicillin® Carbenicillin
Ticarcillin
Céc penicillin bén véi Penicillinase” Cloxacillin
Dicloxacillin
Methicillin
Nafcillin
Oxacillin
Amidinopenicillin Mecillinam




Phoi hop B-Lactam/tic ché

f-lactamase

Amoxicillin-axit clavulanic
Ampicillin-sulbactam
Piperacillin-tazobactam

Ticarcillin- axit clavulanic

Cephems (duong ti€m)

Cephalosporin I “¢

Cefazolin
Cephalothin
Cephapirin
Cephradine

Cephalosporin IT “©

Cefamandole
Cefonicid

Cefuroxime (duong tiém)

Cephalosporin III “°

Cefoperazone
Cefotaxime
Ceftazidime
Ceftizoxime

Ceftriaxone

Cephalosporin IV “©

Cefepime

Cephalosporins ¢6 hoat tinh khang MRSA

Ceftaroline

Ceftobiprole

Cephamycin®

Cefinetazole
Cefotetan
Cefoxitin

Oxacephem

Moxalactam
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Cephems (duong udng)

Cephalosporin®

Cefaclor
Cefadroxil
Cefdinir
Cefditoren
Cefetamet
Cefixime
Cefpodoxime
Cefprozil
Ceftibuten
Cefuroxime (oral)
Cephalexin
Cephradine

Carbacephem

Loracarbef

Monobactams®

Aztreonam

Penems

Carbapenem

Doripenem
Ertapenem
Imipenem
Meropenem

Razupenem

Penem

Faropenem

Sulopenem

* Khong bén véi penicillinase; bi thuy phan boi penicilinase do tu cau sinh ra.

®Khong bi thuy phan boi penicillinase tu cau.
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¢ Cephalosporin thé hé 1, IL, 111, IV d6i khi duge viét 1a 1,2, 3, 4 twong ing. Cephalosporin thé hé III, IV cling dugc goi 1a “cephalosporin phé rong”. Thuat
ngit ndy khong am chi hoat tinh khang vi khuan gram am sinh ESBL.
4 Mic du thuong duge qui 1a khang sinh cephalosporin thé hé 2, cephamycin khong dugc bao gdm véi cac khang sinh cephalosporin khac khi dé cap dén cac
chung sinh ESBL.
Pbi véi tat ca cac ching sinh ESBL, doc két qua va bao cao khang voi cac khang sinh trong nhom hodc phan nhém nay.



Bang chii thich I (Phan 2). Cac khang sinh khiac—p-lactams: Nhém va phan nhém, tén gbc

Nhom khang sinh

Phian nhém khang sinh

Cic khang sinh cu thé; Tén goc

Aminocyclitols

Spectinomycin

Trospectinomycin

Aminoglycosides

Amikacin
Gentamicin
Kanamycin
Netilmicin
Streptomycin

Tobramycin

Ansamycins

Rifampin

Quinolones

Quinolone

Cinoxacin
Garenoxacin

Nalidixic acid

Ruoroquinolone

Besifloxacin
Ciprofloxacin
Clinafloxacin
Enoxacin
Fleroxacin
Gatifloxacin
Gemifloxacin
Grepafloxacin

Levofloxacin
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Lomefloxacin
Moxifloxacin
Norfloxacin
Ofloxacin
Sparfloxacin
Trovafloxacin

UliAoxacin (prulifloxacin)

Uc ché con dudng chuyén héa folate

Iclaprim
Sulfonamides
Trimethoprim

Trimethoprim-sulfamethoxazole

Fosfomycins Fosfomycin
Glycopeptides Glycopeptide Vancomycin
Lipoglycopeptide Dalbavancin
Oritavancin
Teicoplanin
Telavancin
Glycylcyclines Tigecycline
Ketolides Telithromycin
Lincosamides Clindamycin
Lipopeptides Daptomycin
Polymyxins Colistin
Polymyxin B
Marcrocyclic Fidaxomicin
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Macrolides Azithromycin
Clarithromycin
Dirithromycin
Erythromycin
Nitrofurans Nitrofurantoin
Nitroimidazoles Metronidazole
Oxazolidinones Linezolid
Phenicols Chloramphenicol
Pseudomonic acid Mupirocin

Streptogramins Linopristin-flopristin
Quinupristin-dalfopristin

Tetracyclines Doxycycline
Minocycline

Tetracycline
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Bang chi thich II. Chir viét tit/Puong ding/Phin nhém ddi véi cac khang sinh dwoc liét ké trong M100-S20

Khang sinh Chir viét tat* Puong dl‘lngb Phan nhém
PO M v Cuc bd
Amikacin AN, AK, Ak, X X Aminoglycoside
AMI, AMK
Amoxicillin AMX, Amx, AMOX, X Penicillin
AC

Amoxicillin-clavulanic AMC, Amc, A/C, AUG, X B-Lactam/trc ché B-
axit Aug, XL, AML lactamase
Ampicillin AM, Am, AMP X X X Penicillin
Ampicillin-sulbactam SAM, A/S, X B-Lactam/irc ché f-

AMS, AB lactamase
Azithromycin AZM, Azi, AZ1, AZ X X Macrolide
Azlocillin AZ, Az, AZL X X Penicillin
Aztreonam ATM, AZT, Azt, AT, X Monobactam

AZM

Besitloxacin BES X Fluoroquinolone
Carbenicillin (mudi CB, Cb, BAR X X X Penicillin
indanyl)
Carbenicillin
Cefaclor CEC, CCL, Cfr, FAC, X Cephem

CF
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Cefadroxil CFR, FAD Cephem
Cefamandole MA, CM, Cfm, FAM X X Cephem
Cefazolin cz, CFZ, Cfz, FAZ,KZ X X Cephem
Cefdinir CDR, Cdn, DIN, CD, Cephem
CFD
Cefditoren CDN Cephem
Cefepime FEP, Cpe, PM, CPM X X Cephem
Cetetamet CAT, FET Cephem
Cetixime CFM, FIX, Cfe, IX Cephem
Cefmetazole CMZ, CMZS, CMT X X Cephem
Cefonicid CID, Cfc, FON, CPO X X Cephem
Cefoperazone CFP, Cfp, CPZ, PER, X X Cephem
FOP, CP
Cetotaxime CTX, TAX, Cft, FOT, CT X X Cephem
Cefotetan CTT, CTN, ctn, CTE, X X Cephem
TANS, CN
Cefoxitin FOX, cx, Cfx, FX X X Cephem
Cefpodoxime CPD, Cpd, POD, PX Cephem
Cefprozil CPR, CPZ, FP Cephem
Ceftaroline CPT X Cephem
Ceftazidime CAZ, Caz, TAZ, TZ X X Cephem
Ceftibuten CTB, TIB, CB Cephem
Ceftizoxime 70X, CZX,Cz Cz, X X Cephem
CTZ, T1Z
Ceftobiprole BPR X Cephem
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Ceftriaxone CRO, CTR, FRX, Cax, Cephem
AXO, TX
Cefuroxime (udng) CXM, CFX, Cephem
Ceturoxime (tiém) ROX, Crm,
FUR, XM
Cephalexin CN, LEX, CFL Cephem
Cephalothin CF, Cf, CR, CL, CEP, Cephem

CE, KF
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Bang chi thich II. (Tiép)

Khang sinh Tén viét tit Puwong ding” Nhom
PO M 1\ Tai chd

Cephapirin CP, HAP X X Cephem
Cephradine RAD, CH X Cephem
Chloramphenicol C,CHL, CL X X Phenicol
Cinoxacin CIN, Cn X Quinolone
Ciprotloxacin CIP, Cp, Cl X X Fluoroquinolone
Clarithromycin CLR, CLM, CLA, X Macrolide
Clinafloxacin CFN, CLX, LF X X Fluoroquinolone
Clindamycin CC,CM, CD, Cd, CLI, DA X X X Lincosamide
Colistin CL, CS,CT X Lipopeptide
Dalbavancin DAL X Glycopeptide
Daptomycin DAP X Lipopeptide
Dicloxacillin DX, DIC X Penicillin
Dirithromycin DTM, DT X Macrolide
Doripenem DOR X Carbapenem
Ertapenem ETP X X Carbapenem
Erythromycin E, ERY, EM X X Macrolide
Faropenem FAR, FARO X Penem
Fidaxomicin FDX X Macrocyclic
Fleroxacin FLE, Fle, FLX, FO X X Ruoroquinolone
Fosfomycin FOS, FF, FO, FM X Fosfomycin
Garenoxacin GRN X X Quinolone
Gatitloxacin GAT X X Fluoroquinolone
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Gemitloxacin GEM X Ruoroquinolone
Gentamicin GM, Gm, CN, GEN X Aminoglycoside
Grepatloxacin GRX, Grx, GRE, GP X Fluoroquinolone
Iclaprim ICL X Ut ché con dudng Folate
Imipenem IPM, IMI, Imp, IP X Carbapenem
Kanamycin K, KAN, HLK, KM X Aminoglycoside
Levofloxacin LVX, Lvx, LEV, X X Fluoroquinolone
LEVO, LE
Linezolid LNZ,LZ,LZD X X Oxazolidinone
Linopristin- LFE X Streptogramin
Lometloxacin LOM, Limf X Ruoroquinolone
Loracarbef LOR, Lor, LO X Cephem
Mecillinam MEC X Penicillin
Meropenem MEM, Mer, MERO, MRP, X Carbapenem
Methicillin DP, MET, ME, se X Penicillin
Metronidazole MTZ X X Nitroimidazole
Mezlocillin MZ, Mz, MEZ X Penicillin
Minocycline MI, MIN, Min, MN, MNO, X X Tetracycline
Moxalactam MOX X Cephem
Moxitloxacin MXF X X Fluoroquinolone
Mupirocin MUP, MOP, MU Axit pseudomonic
Nafcillin NF, NAF, Nai X Penicillin
Nalidixic acid NA, NAL X Quinolone
Netilmicin NET, Nt, NC X Aminoglycoside
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Nitrofurantoin F/M, FD, Fd, FT, Nitrofurantoin
NIT, NI, F

Norfloxacin NOR, Nxn, NX Fluoroquinolone

Ofloxacin OFX, OFL, OA, OF Fluoroquinolone

Oritavancin ORI Lipoglycopeptide

Oxacillin 0X, Ox, OXS, OXA Penicillin

M100-S21



Béng chu giai IL. (Tiép)

M100-S21

Khang sinh Tén viét tat* Puong ding” Nhom
PO ™M v
Penicillin p, PEN, PV X X X Penicillin
Piperacillin PIP, PI, PP, Pi X X Penicillin
Piperacillin-tazobactam TZP, PTZ, P/T, PTc X B-Lactam/irc ché B-lactamas
Polymyxin B PB X Lipopeptide
Quinupristin-dalfopristin SYN, Syn, QDA, RP X Streptogramin
Razupenem RZM X Carbapenem
Ritampin RA, RIF, Rif, RI, RD X X Ansamycin
Sparfloxacin SPX, Sfx, SPA, SO X Ruoroquinolone
Spectinomycin SPT, SPE, SC X X Aminocyclitol
Streptomycin S, STR, StS, X X Aminoglycoside
Streptomycin synergy SM, ST2000,
HLS
Sulfonamides SSS, S3 X X D6i lap con duong Folate (chi doi
v6i mot s6 PO)
Sulopenem SLP, SULO X X Penem
Teicoplanin TEO, TPN, Tei, X X Glycopeptide
TEI, TP, TPL
Telavancin TLV X Glycopeptide
Telithromycin TEL X Ketolide
Tetracycline TE, Te, TET, TC X X Tetracycline
Ticarcillin TIC, TC, TI, Ti X X Penicillin
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Ticarcillin-clavulanic acid

TIM, Tim, T/C, TCC, TLc

B-Lactam/trc ché B-lactamase

Tigecycline TGC Glycylcycline
Tobramycin NN, ™™, TO, To, TOB Aminoglycoside
Trimethoprim TMP, T, TR, w X Uc ché con duodng folate
Trimethoprim-sulfamethoxazole SXT, SxT, T/S, TS, COT X Uc ché con dudng folate
Trospectinomycin Aminocyclitol
Trovailoxacin TVA, Tva, TRV, TV X Ruoroquinolone
Ulifloxacin (prulifloxacin) PRU X Fluoroquinolone
Vancomycin VA, Va, VAN X Glycopeptide

PO = mbi OS (udng); IM = tiém bap; IV= Tiém tinh mach.
* Céc chir viét tat duogc st dung cho mot hodc nhiéu san pham chan doan & Hoa Ky. Néu khong ¢6 san pham chan doan nao ¢6 san, chit viét tat d6 1a cua nha

san xuat.
b ot o )
San ¢6 & Hoa Ky.



Phu luc ITL. Danh sich céc chir viét tit ding cho hon mt khang sinh & Hoa Ky, cic sin phdm chin doan

Chir viét tat Khang sinh
AZM Azithromycin
AZ Azithromycin
CB,Cb C Ceftibuten
CFR, Cfr C Cefaclor
CF, CfC Cefaclor
CM Clindamycin
CFM, Cfm C Cefixime
CZ,CzC Ceftizoxime
CD, CdC Clindamycin
CPz Cefprozil
CP,Cp C Cephapirin
CN, CnC Cephalexin
CFX, Cfx C Cefoxitin
CL Cephalothin
CH Clarithromycin
DX Doxycycline
FO Fleroxacin
SC Spectinomycin
SO Sparfloxacin
TC Tetracycline
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