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25.0 ¢, bwwnphnwh phnnuny$uwn' 40.7 ¢, snp |Gnh' 4.75 q: Swjuup' 82.05q 1 |hinp dhowduwyph hwdwn: Udunnlwjwgdwt tupwlw sk
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Yuqdwybpynipjwu wudwunwdu nt hwught, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubhnewu dwdytinh hunwly L
Lo v whunwubhniejwu dwdybinh hunwly upndubpp: Ladws L in vitro Yhpwndwt dwuht upndp Yud unyuwlwiwgdwt ipugnighs wy) dhongubin,
Upnudutipp: Lodwd £ in vitro Yhpwndwt dwuht tpnwdp Yud unyuwluiwgdwt jnugnighs wyp dhengubin, op.' Yuwwnwinguiht hwdwp, N
op." Yuwnwinguht hwdwp, wwypwuph hwdwp: udpwpwuwlu wdpnnoniejwdp |huh dhwnbuwl (dwdltinh, wpnwnpnnh b hwpbpwdnpdwu
wuwpwuph hwdwn: udpwpwuwlu wdpnnonyejwdp |huh dhwinbuwl (dwdybnh, wpnwnpnnh b hwpbpwynpdwt wnnwing) W niubuw
wnnwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtwyht ubipluywgynn npulyh hwywunwghp, gnpdwnuwlwu puniewanbiph
wpunwnpnnh Ynndhg fudpwpwtwypt ubiplwjwgynn npwyh hwjwuwnwghp, gnpdwnuwlwt punypwgnbph thnpdwpliuniejwu \
\ thnpdwpluntpiwt wpryniupubip: Upnwnpniegniut niubuw ubpnpdwd npuilyp Yunwdwpdwt hwdwlwpg' npuwyht ubpuywgynn dhowqquiht
wpryntupubip: Upnwnpnipgniut niubuw ubpnpdwd npuyh unwdwpdwy hwdwlwpg' npuwlht ubpluywgynn dhowqquihu hUO hUO u Ubpht hud huwil (1SO 13485, 9001, CE W/l IVD):
unwnupnubnht hwdwywnwufuwy (SO 13485, 9001, CE W/l IVD): tunttrpentbinit hutuiguiniu I a Vs
< dw ] " uttinwdph) 8 L ytu U uu udnipuby dnubjwb U dwu hwdwp:
wpunwgdwts dhouiuyn” dlitnudrtinphg, onhg U Lbuwipuiliulut bnyeh LunigUiphg uuidntfuiinh wigundwl huduin Lwpunwgdwt dhowyw)n' uttnuidpbinphg, ophg U YEbuwpwuwlyw Uynyeh tdnubiphg uwdnubjwubph wugwndwl hwdwp: Uhowywjpp
Uhowywypp hwdwubin, pwg ntinuwyniu thnph £: Uhgwydwjph jnipwpwtgnip 1000 dj-p ywhwugnud £ 4 gpud twnphnuwh ubituhnh hudwub bt thngh £: Uhgudunh u 1000 & huignu & 4 g hruth ubibhwh ws g Q0US
, [hwdwubn, pug nbnuwyniu thnph & wywjph Jnpwpuitiginin -0 Wwhwgnu gpwd uwwnphnuwh ubBuhnh wybugnud (pun
i J Q0US 31659-2012/hUO 6579:2002-] hwugutiph), S | (hunwd 4 U b iy R
:“{ dlu’gm (E”;: N / h upuhwgutinh), nnp Ygywd & ihunud dhguiuynh jinwpuibignin thupbpwdnnIWLD' | 310 co o 510110 6579:2002-h uihwtiginh), npp Ugdws £ huntd dhewduph Jntpwpwbgniy thuwpbpudnpdutp’ hudugunwl
wlwwywinwutuwl Yondwdpny:
, , ipwdpn;
m ub| u dwdljint wnujwqu 70%-| U Ui Jwl wwhht, punhwunip dwdybnp' u up' 4 , . .
hunibihnyejut duidlinl wnidwd o-h wnluneni duinulupuwndwts wwhh, pnhutnin dwdyfng’ Uwqugnyup’ 4 nuwph Mhunwubhniejwl dwdlbnt wnudwqu 70%-h wnlwjnieinit dwnwlwpwpdwt wwhht, punhwunp dwdlbnp’ uwqugnyup’ 4 tnwph,
UbGuhwnwjhtu wpquiiwly Yud gnpdwpwuwiht hipdtnhy thwpbpwdnpdwdp b gnpdwpwuwiht whuwywynpnuing (hwdwéwju 1ISO 18113 pwpph unwunwnpunubph 5 Uwghts hepdbnhly b Swde L annd Luhu dn (husdwdugl 1O 18113 u Ut
6 Lby$unth dhowdwn' Ygqwsd wwhwigh): Mwpwnwnhp bu* fudpwpwtiubh dSwdywaghpp, wpnwnpnn juquwltpyniewt wigwunwt n hwugbl, wpnwnpnnh Ynndhg annownuy ndtunhl thupbpunpdwdp U gnpdwnubught whinwlunpnudng (hududw, 2uinph unwlinuipunbnh

punpnnulwt hwdbinuing

wpunwnpdwu wduwpeyh b yhunwubihnyewt dwdytnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquiht hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp huh
dhwinbuwy (dwdlbnh, wpnwnpnnh U hwebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubiplujwgynn npuyh
hwjwuwnwghp, gnpdwnuwlwl punyewgnpbiph thnpdwptitniejwt wpryniuputin: Upnwnpnugyniut niubuw ubipnpdwsd npulh
Yunwwpdwt hwdwlwng' npwyht ubplujwgynn dhowggquihtt hUO unwnwpunubipht hwdwwwuwutuwl (ISO 13485, 9001, CE b/ywd
IVD):

wwhwtgh): Mwpwnwnhp bu' fudpwpwtwyh dwdlwghpp, wpunwnpnn Yuquiwlbipynieiwt wuwtnw ne hwugbt, wpnwnpnnh Ynndhg
wpunuwnpdwy wduwpyh b wyhunwubhnyejwl dwdybnh hunwy upnwdubinp: Lagws b in vitro Yhpwndwt dwuht ugndp Yud unyuwlwwgdwy
Inwgnighs wy) dhongtin, on.' Ywwnwingwjht hwdwp, wwypwuph hwdwn: fudpwpwbwlu wdpnnonuejwdp huh dhwinbuwl (dwdytnh,
wpuwnpnnh U hwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwlyht ubpyujwgynn npuyh hwdwuwnwghp,
qnpdwnuwlwl punipwgnbinh thnpdwpliunipejwl wprynuputin: Upunwnpnueniut niubuw ubipnpdwsd npubh yunwdwpdwy hwdwlwnpg'
npulht ubplwjwgynn dhowqquihtt hUO unwunwpnubipht hwdwwwwnwutuwu (1ISO 13485, 9001, CE W/ywd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Eti::lnﬂﬂﬁ ':1:[‘;::1z:ﬁ;ﬁqf:;:::hﬂizi:::::fgljgiwl:{:irgul:J—Jl::Jrllljzl:i:zz:glhunjl:d;h:llf:l:ﬁn;it‘z:ﬁziz:ﬁu:fil::}:{hh Uhowywjnpp twfuwwnbudws b uuunwdebpphg U wpnwpht dhowdwiph wy| opjtlintubiphg uwdnubjwutinh hwpunwgdwt b ubibyunhy
hhnpinihquin: Unl.ul{‘hlu.lqnqh swtuup 10‘00 4, dhowdapht l{qu'limd £30,0 g (F0US 31659—201’2): wugwndwl hwdwp, dnnh$hlwgywsd b: Uhgwduypp hwdwubn, Yuwunw-Yuiiwg gnyuh thngh &, wwpuwnhp wwpniuwynd £ Yugbhuh
Mhunwubihnipiwl dwdlyinu wnudwqu 70%-h wnlwjniyenit Jwinwlwpwpdwt wwhht, punhwun dwdybnp' ujwquignyup’ 4 nwph, hhnpnihquin: Unuitiugnil duifuup lOOOodl dhgwuyphl Yuqunud £ 30,0 g (FOUS 31659-2012): \ \
qrndwnwliuht hbndtunhl thupbpudnnwde U gnpdwnwbuhl whnwludnpnng (hwdwawl 1SO 18113 supph uwnwbnwnubnh Mhwnwutihnyejwt dwdltint wnudwqu 70%-h wnlwynipiniu dwunwlwpwpdwl wwhht, punhwunp dwdybunp’ uuqugnyup’ 4 tnwph,
Nwwywynynpn-Ywuhhwnhuh wwhwtgh): Mwpwnwnhp b fudpwpwtwyh dwdljwghpp, wpnwnpnn juqiwlbpyniewl wudwinwu nu hwugbi, wpnwnpnnh Ynndhg qnn:m{:wheﬁb hbndbmh:hwml[jahramqudmlip l; annduinuiwh u{hmwllu:;{nn;udnq (hw;!wtmjhuls(;ulfms 2wn[_ih ummhnwpmhhphd
7 dhowywyn' dnnh$hlyugywsd wpunwnpiwt wduwpedh b whnwubihnyejwt dwdliinh hunwl gnwiubpp: Logwsd § in vitro Yhpwndwt dwuht upnudp Yud wwhwgh): Mwpuwnhp b fudpwpuitiwlh dwdlwghnp, wpnwnpnn uqdwy Nl uf Ywunwiu ni hwugbt, wpnwnpnnh Ynndhg
Unyuuwluitiugduwt pugnighs wyy hongin, on." Yunwinguhts huidun, wujpuwtiph hwdun: FudpupwbuLY wipnngnypwdp (huh wpunuwnpdwy wduwpyh W u{hmmhhmmrajmh dwdlybnh hunwy upndubipp: Lagwd k in vitro Yhpwndw dwuht ugndp Yud unyuwlwwgdwt
\nwgnighy wy| dhengubip, op." Ywwnwinquiht hwdwn, wwpwuph hwdwn: fludpwpwtwlu wdpnnontpjwdp (huh dhwnbuwl (dwdlybnh,
:hu;lmhqu ::}ujduh:h, :‘F:‘ULVWL"]}‘ u Lhu;[a:[;un[r;nﬂu;z umminq) u m:h:;u uJSmLur}nnqh Hntr}zhgn}:tdjpmf:hmghgUhnl{:}:]mgl{nq nnuyh wpunwnpnnh U hwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwlyhtu ubpyujwgynn npulh hwdwuwnwghn,
wywunwghp, gnpdwnuwlwl punyewgnbiph thnpdwpliunipjwl wpnyniupubp: Upunwnpnuygniit niubuw ubpnpywsd npul .
\ gnpdwnuwlwu punypwagntiph thnpdwpiuniejw wpryniuputin: Upnwnpniginiut niubuw ubipnpdwd npulh yunwdwpdwl hwdwluwpg'
IL:/uI;r;:uL{mndmh hwdwlwng' npwyht ubplwjwgynn dhowqquihtt hUO unwunwpunubpht hwdwwwnwutuwt (ISO 13485, 9001, CE b/{wd nnwbih UnUuuigdnn dhouwigquh PUO utnwbnwpunbbpht hwdwuwinwufuwt (SO 13485, 9001, CE Wl IVD):
<blywinbu Eunbiphy wqwpp dbnd puunpnnuiwu b wwpptipwyhs dhowywp £ utunwdpbpphg, uwuhnwpulwl bpwiwyniyejwu Lblwnbu Funbiphy wqupp dbnd punpnnulwt W tnwppbpulhs dhowywyp £ utiunwdebinphg, uwthunwpwlwt Upwuwynipjwt opjtlnubtphg W
opjtijinutinhg b Yihuhywlwu udnipubphg wnhpwiht wiunwdhu dwuptubph hwpunuwpbpdw hwdwp 1ISO 21567-hu hwdwwwwwufuwy: — |Yhuhywlwy udnubphg wnhpwiht wiunwdht dwuptubph hwntuwpbpdwt hwdwp 1ISO 21567-htu hwdwwwwnwufuwl: Pnbudwl hwdwutin
Pnpbudwl hwdwubn quugyuws £: Punwnpnieiniup’ quitigywd k: Pwnuinpnypniup’
Mbwywnnu - 12 g Mbuwwnnu -12 q
Lbnwpepywhu wntip - 9 q Lbnwppywht wnbp - 9 ¢
Indwjhu bpunpuln - 3 q Wpndwjht bpunpwlyn - 3 q
Lwlwnqu - 12 g Lwywnnqu - 12 g
Uuwihghti - 2 q Uwihght -2 q
Uwhuwpnqu -12 g Uwhiwpnqu -12 g
‘Lwwnphnuwh pinphn - 5 q Lwuphnuwh pinphn -5 q
10 [<bywnnklu wqup Lwwnphnwh phnuny$wwn - 5 q Lwuwnphnuih phnuny$win - 5 q
Eplwpeh wdnuhnwiwiht ghunpuwn - 1,5 g bplwph wdnupndwihu ghnpwn - 1,5 q
Uqup-15q Uqup -15¢q
(@ent $nipupt - 0,1 q @ent $nipupt - 0,1 g
Ppndphdn Juwnywn- 0,065 g Ytipguwlwt pH 7.5 + 0.2 25°C - nu: Ppndphun| jwwnyw- 0,065 g Ytipguwlwu pH 7.5 + 0.2 25°C - nui:
Yhpwnnuip' 76 g thngh dhowydwn' 1| pnpwd opht, wywnnfudwgnid sh wwhwgnd: Yhpwnnuip' 76.67 g thngh dhowywn' 1| pnpwd opht, wywnnywywgnud sh wwhwgnud:
Mhunwubhnipiwl dwdybnp' wnuduqu 70%-h wnlwjnyeniu dwnwlwpwpdwl wwhht, punhwunip dwdybnp' uuwqugnyup' 4 nwph, | Mhuwubhnipwt dwdybnp' wntduqu 70%-h wnlwjnyeniu dwnwlwpwpdwl wwhh, punhwunip dwdybnp' Uwqugnyup' 4 nwph,
thwptipwynpnuip' hipdbnhly twwpwutipnyd' 0.5 Yq Yondwdpubipny, gnpdwpwiwiht yhnwlwynpnwing: thwptipwynpnuip' hbpdbnhly wwpwubpnd' 0.5 Yq Yandwdpubipny, gnpdwpwtwiht whnwlwynpnwing:
Lwdwwwwnwufuwih npulht ubplujwugynn dhowqquihu hUO unwunwpnutipht W/ Ywd niubuw npuwyh hwywunwghp (wpnwnpnnh - [<wdwwywnwuafuwih npubht ubipyujwgynn dhgwqquiht hUO unwunwpunubpht W Ywd niubuw npuyh hwgwunwghp (wpunwnpnnh Ynndhg
Ynndhg fudpwpwtiwlht ubpluywgynn hwdwuwnwghp): fudpwpwuwlp wdpnnonyejwdp (huh dhwinbuwy ([Gwdlbnh, wpunwnpnnh W fudpwpwuwyht ubpywjwgynn hwlwunwghn): dpwpwuwyp wdpnnentejwdp |huh dhwnbuwl (Gwdltnh, wpnwnpnnp b hwpbpwynpdwu
thwpbpwynpdwl wnnwiny): wnnwiny):
Lwhiwwnbudwsd E FOUS hUO 6222-2018-h wwhwugubpny wquph Ypw dwuptubph hwpduwpydwy hwdwp: <wdwubn nbnuwydns tingh | Lwhuwnbudws £ $0US hUO 6222-2018-h ywhwugubpny wquph Ypw dwuptubph hwadwpldw hwdwnp: <wdwubn nbnuwydniu tingh k:
k: Pwnunpnigniup. Pwnwnpniejniup.
Sphwywnt' 6,0 g Sphywnt' 6,0 g
2np npndwiht bpunpulwn' 3,0 g 2np npndwjht bpunpulywn' 3,0 g
11 [¥pndwhu bpunpwlnny wqwp  [Uqup' 10-20 g.: Uguwn' 15q.:
Mhunwubihnyejwt dwdlytinh wnudwaqu 70% h wnlwnieiniu dwnwlwpwpdwl wwhht, punhwuny dwdybnp' 3-4 tnwph, dhugk 0.5 g | Nhuwbihnyeywt dwdytinh wnudwqt 70% h wnlwjnuyenit Jwnwlwpwpdwt wwhht, punhwuni dwdybnp' 3-4 wwph, dhugl 0.5 Yg
hpdtnhl, gnpdwpwuwiht thwpbpwdnpdwdp b wyhuwywynpdwdp nwpwubpny: Cwdwwwnwutuwth npwlht ubpluywgynn hbpdbinhl, gnpdwpwuwiht thwpbpwynpdwdp b whnwlwydnpdwdp nwpwubpny: Cwdwwwnwutuwiuh npuyht ubplwjwgynn dhowqquihtu
dhowqquijhts unwunwpuubpht b / Ywd nubuw npwyh hwdwunwghp Yud hwdwywnwuauwuh unwunwpunht: udpwpwtwlyp unwunupnubpht b/ Yud niubuw npubh hwyuwe ahp Yud hwd Jfuwth unwunwpunht: ludpwpwtwlp wdpnngnipjwdp |huh
wdpnnonipjwdp (huh dhwinbuwly (dwdlbnh, wpnwnpnnh b hwpbpwynpdwt wnnwiny): dhwwnbuwy (dwdybwnh, wpnwnpnnh b hwpbpwynpdwt wenwind):
Cunhuinin gmgd‘mh thnzbludil ulinignn dhswuun b ng wuhuiignun GuitinkUinh wétigduwts huiduin: Cunhwunip gnigdwts thn2budwt utingnn dhowyuwyn £ ng ywhwugynin dwupbutinh wébgdwt hwdwp:
Pwnunpnupiniup’ 1000 J] wywnpwuwnh dhowdwjpnud. |
bunt - 10 Pwnwnpnipeyniup’ 1000 d| wwwnpwuwnh dhowduwjpnd.
uhy ¢ whuwnu -10 q
Uuwjht tpunpulyn - 10 g
Uuwjhu bpunpwlywn - 10 g
wusinnhrwdh pinnhn - 3 Lwwnphnuh pinphn - 5 ¢
UlthJun 25 thnah lthUJ!-lLujn .1000. L npus gnfi Butuup' 25 g thnoh dhowdw)p 1000 | pnpwd ophu:
(Sisco Research Laboratories, HiMedia, Merck Ywd hwdwnpdtip): Mhunwubihniyejwt dwdlytint wnuduqu 70%-h wnluwjnipniu Mhunwihnyejul dudlinl wibiuql 70%-h wnljunypinit dunwlunwpdwl wwhhl, pghwbng dwdlng' Uwqwanyup' 4 nwph
12 |Uuw-ybwywnnbwiht wpquiiwly Jwunwlwpwpdwl wwhh, punhwun dwdybnp' ujwqugnyup’ 4 tnwph, gnpdwpwwihu hepdanhly hwebpwdnpdwdp W ! !

qnpdwnpwiwiht whinwlwynpnuwing (hwdwéawl 1SO 18113 wnph utnwtnwpuutinh wwhwtgh): Mwpwwnhp bu® udpwpwiwyh
Swdlwghpp, wpnwnpnn Yuqdwlbpynipjwt wudwundu ne hwugbl, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b whnwubihnyesjuu
dwdltinh hunwl upnututipp: Lpdws £ in vitro Yhpwndwt dwuht ugnuip Yud unyuwlwuwgdwt ipwgnighs wy) dhengutin, op.'
Yuwnwinquiht hwdwp, wwypwuph hwdwn: udpwpwtwlu wdpnnoniejwdp (huh dhwinbuwl (dwdlbnh, wpunwnpnnh b
thwpbpwynpdwt wnnwing) U niubuw wpunwnpnnh Ynndhg udpwpwtwlyht ubpluywgynn npwlh hwdwunwghp, gnpdwntwlwt
punewgntiph thnpdwpltinuejwt wpryntupttin: Upnwnpnipyniut niubuw ubpnpdwsd npwlh junwywpdwt hwdwlwpg' npulyhtu
ubiplyuywgynn dhowgquihtt hUO unwunwpunubpht hwdwwwwnwuluwl (ISO 13485, 9001, CE W/ywd IVD):

gnpdwpwuwjht htipdbnhly thwpebpwdnpdwdp b gnpdwpwuwiht whunwlwdnpnwing (hwdwéwjt 1ISO 18113 wpph unwunwnpunubph
wwhwtgh): Mwpwnwnhp bU* fudpwpwtwyh dwdlwghpp, wpunwnpnn Yuquiwlbipynieiwt wuwtnw ne hwugbt, wpnwnpnnh Ynndhg
wpunuwnpdwy wduwpyh b wyhunwubhnyejwl dwdybnh hunwy upnwdubinp: Lagws b in vitro Yapwndwt dwuht ugndp Yud unyuwlwwgdwy
Inwgnighs wy) dhongtin, on.' Ywwnwingwjht hwdwn, wwypwuph hwdwn: fudpwpwbwlu wdpnnoniejwdp huh dhwinbuwl (dwdytnh,
wpuwnpnnh U hwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwlyhtu ubpyujwgynn npulh hwdwuwnwghp,
qnpdwnuwlwl punipwgntinh thnpdwplitinipejwt wpryniuputin: Upunwnpnueniut niubuw ubipnpdws npubh yunwdwpdwy hwdwlwung'
npwlht ubplwjwgynn dhowqquihtt PUO unwunwpnubpht hwdwwwnwutuwu (1ISO 13485, 9001, CE L/ywd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Pngbudwl quugqwd - punhwunip gnigdw utunignn dhowidujp: Pnpbudwt quugywd - punhwunip gnigdw utnignn dhowiduw)n:
Pwnunpnipniup’ 1000 U wwwnpwuwnh dhowywjpnid. Pwnunpnipiniup’ 1000 d) ywnpwuwnh dhowydwjpnud.
Mbwwnhy Yeunwuwlwu hjnudwdp - 10 g Mbuwnhly Yeunwuwlwu hjnudwdp - 10 q
Uuwjhu tpunpulyn - 5 q Uuwijht bpunpwlyn - 5 g
Lwnphnwh pinphn - 5 g Lwuaphnuwh pinphn - 5
13 Uuw-wbwyunnuwihtt wqwp Yuwd  |Ugup-wqup 15 q Uquip-wqun 15 g
utnignn wquip 1% whujunnuny Mhunwubhnipjwl dwdybnp wntduqu 70% h wnlwjnyeni dwnwlwpwpdwl wwhh, punhwunip dwdybnp' uwqugnyup 4 nwph, Mhunwubhnipiwl dwdlynp wnudwqu 70% h wnlwnyenit dwnwlwpwpdwl wwhht, punhwunp dwdybnp' Wwqugnyup 4 nwph,
thwptipwynpnuip' 0.5 Yq - wung htipdwnhy winuhtipny: thwptipwynpnwip' 0.5 Yq - wung hbpdbnhl winuhtipny:
Owluup' 35 g thngh dhowywjn 1000 | pnpwd ophu: Buwluup' 35 g thngh dhowywjp 1000 4| pnpwd epht:
Cwdwwwwnwufuwth npulht ubiplujwgynn dhowqquihu hUO unwunwpwnubipht U / Yud niubuw npwlyh hwjwunwghp (wpnwnpnnh - [<wdwwywnwuafuwth npuyht ubipyujwgynn dhowqquihu hUO unwunwpunubipht W/ Yud niubuw npwlyh hwdwunwghp (wpnwnpnnh Ynndhg
Ynndhg fudpwpwtiwlht ubpluywgynn hwdwuwnwghp): ludpwpwtwlyp wdpnnoniejwdp (huh dhwnbuwy (Gwdybnh, wpunwnpnnh b fudpwpwuwyht ubpywjwgynn hwluwunwghn): udpwpwuwyp wdpnneniejwdp |huh dhwnbuwl (dwdltinh, wpnwnpnnp b hwebpwynpdwu
thwpbpwynpdwl wnnwiny): wnnwiny):
:ﬂt}”ﬂ:‘:ﬁ:ﬂt‘;g :‘(}"&“Oh';:"::mi"ﬁ:’rz:ﬁﬁh““L'"L'h"h wliguuil finh-utilunhy dhowyun: Uihuhluwlut U ns Yhthulwl udnglbnhg unwhiwlnlnh wébguut bilnhy-ubibunhy dhewdun:
Guighhth hhnpinghquin - 10 ¢ Pwnwnpnipiniup’ 1000 ) ywwnpwuwnh wqupnu.
Uuwjht jndwdgnip - 1 g bbb bhannihquin -10 g
D-duitithu - 10 ¢ g“l;“’t:r‘l"‘b“‘gq"‘g e
-dwutpwn -10 g
Lo 5o
Uquin-15 g l&;h!ml q1u15ndhp -0.025q
| | N o . N P . qun - 19 q
15 |Uwuhwn-wnwjhtu wqwn :ulﬁ::fd;g)O"ﬂ—[::u?!?h;:;]zrjg33)?][?[2222:::1{:35’:; %;’2I;hzrrlz;:’::j:&;?:::::qzs:jpizzn:ﬁmch?zc:;qﬁzz:f:zfat;}:n; it Buwlfuup' 111.0 - 111.02 g thngh' 1000 | dhowywipht (Liofilchem, HiMedia, Thermo Fisher Scientific, Becton Dickinson GmbH b wy) hwdwndtip):
ujwqugnyup' 4 twph, gnpdwpwwiht hipdbnhl thwpbrwdnpdwdp bW gnpdwpwwjht u{hmmqmlinnmdm{ (hwdwdwju 1ISO 18113 "nhlgmbh{mr;tu:bdl:;!q:?!;‘mnl;Qm(ﬁj 73%;? ulllnumjglrajm: d?:\ulhmnuclnlflmh wdm:h:, n:n:m!:}mg:msdl{:mn' hl:]mqmq:qbn' 4n‘;‘“;1[‘hv
! . N gnpdwnwtiw)| nukin wpebpwynpdwdp b gnpdwpwuwiht wyhunwlwynpnwing (hwdwéwju 1ISO 18113 wpph unwunwnunubn
st st Tt 8y S, st AT A L o Mt b, s A o D T
bt Upnudp U Ungbwluuigau uignighs w dhenglbn, on.' Guinuwinguihli hudw, wunuiliph hudun: Fodpupwsly wpunuwnpdwy wduwpyh W u{‘hmmbhmmrajmb dwdlybinh hunwy ugndubipp: Laqwd k in vitro Yhpwndw dwuht ugndp Yud unyuwlwwgdwt
\nwgnighy wy| dhengubip, op." Ywwnwinquiht hwdwn, wwpwtph hwdwn: fudpwpwtwly wdpnnontpjwdp (huh dhwnbuwl (dwdlybnh,
wdpnnonipjwdp (huh dhwinbuwly (dwdlbnh, wpnwnpnnh b hwpbpwynpdwt wanwng) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyhu wpinwnpnnh U thupbpudnndut wannd U niubbw wpuwnpnnh Ynndhg fudpupwtislil Ubpluwpugdnn npubh hudwunughn,
utinbuwugynn npuh hml{mummq'hn, gnndumntiulwts pnipuigntinh thnpuiplitnipjuli wpryalipln: Upwrpnipindili niuGuw Lnnndud qnpdwnuwlwl punpwantinh thnpdwptiuniejwt wpryntupubin: Upnwnpnieiniut niubuw ubpnpdws npwyh junwdwpdwy hwdwlwng'
npwlh Yunwlwpdwt hwdwlwpg' npulht ubipluywgynn dhgwgquihtt hUO unwunwpunubpht hwdwuwwwnwuluwu (ISO 13485, 9001,
npwlht ubplwjwgynn dhowqquihtt PUO unwtnwpunubphu
CE W/ IVD):
<ningbu pwg-ntnuwynit thnph £, bwhuiwwnbudwsd fudnpuutlbph b pnppnuwutiph punpnquywt wbkgdwu hwdwn: <ndngbu pug-nbnuwyniu thngh b, bwhiwnbudws fudnpuutybiph W pnppnuwutlyph punpnnuywy wébgdwy hwdwn:
Pwnwnpnipejniup' 1000 | ywinpwunh dhowdwjpnud. Pwnwnpnipniup' 1000 U} wwnpwuwnh showdwjpnud.
Ywqtihuh hhpnihquin 5 g “wqbhuh hhnpnihquin 5 ¢
Ybunwuh hjnwdwdph whwwhy dqusdp 5 g Ykunwuh hjnudwdph whwwnhly dqudp 5 g
Syniynqui 40 q Syniynqus 40 q
Linpwddtithyn) 0,05 q Linpwddbuhyn; 0,05 g
Uqup-wqun 15 q Uqup-wqun 15 q
Ouwfuup' 65.05 g thnoh dhowdwjn 1000 | pnpwd ophu: Bwfuup' 65.05 g thngh dhowduyn 1000 dj pnpwd opht:
16 Uwpnipn wgwp pinpud$buhyniny | (Liofilchem, Biolife Italiana, Himedia ywd hwdwpdtip): Mhnwubihnipjwt dwdybnt wnuduqu 70%-h wnlwjniyeynit Junwlwpwpdw (Liofilchem, Biolife Italiana, Himedia Ywd hwdwndbp): Mhunwubjhnipjwt dwdybnt wnudwqu 70%-h wnwnieinit dwnwuwpwpdwt wywhht,

wwhhu, punhwunip dwdybnp’ uduqugnyup' 4 twph, gnpdwpwwiht hipdbnhy hwpbrpwynpdwdp wnwybwgnyup 0.5 Yg
Yondwdptbipny b gnpdwpwtiwht whinwlywynpnwing (hwdwawju 1SO 18113 gwnph unwlnwpwntbiph wwhwsh): Mwpunwnhp bu*
fudpwpwuwyh dwdljwghpp, wpunwnpnn Yuqiwlbpynuyejwt wujwunwdu nehwugbu, wpnwnpnnh Ynndhg wpnwnpdwt wduwedh W
whunwubhniejwu dwdlbnh hunwl Upnwdubipp: Ladws £ in vitro Yhpwndwt dwuht upndp ud unyuwlwuwgdwt (pugnighs wy
dhengutin, op." Yuwnwinqujht hwdwp, wypwuph hwdwp: ludpwpwlwl wdpnnontpjwdp |huh dhwnbuwy (Gwdltinh, wpnwnpnnh b
thwpbpwynpdwt wnnwing) U niubuw wpnwnpnnh Ynndhg udpwpwtwyht ubplujwgynn npwlyh hwdwunwghp, gnpdwntwlwt
puniewgntiph thnpadwpltinuejwt wpryntupttin: Upnwnpnieiniut niubuw ubpnpdws npwlh junwywpdwt hwdwlwpg' npuwlyht
ubipyuywgynn dhowgquiht hUO unwunwpuubipht hwdwwwwnwuluwl (ISO 13485, 9001, CE W/ywd IVD):

punhwunip dwdlybnp' bdwquignyup' 4 nwph, gnpdwpwuwiht hipdanhy hwpbpwdnpdwdp wnwybwgnyup 0.5 Yg Yondwdpubipny
gnpdwpwliwiht whnwywynpnuwing (hwdwdwiu 1SO 18113 wnph utnwunwpwnutiph wwhwgh): Mwpwwnhp ' udpwpwtiwyh dwdywahpp,
wpuwnpnn jugqdwlbpwyniejwt wudwunwdu ne hwugbl, wpunwnpnnh Ynndhg wpnwnpdwt wduwpdh b yhnwubihnguwt dwdybnh hunwy
upnuiubipp: Lpdwsd £ in vitro Yhpwndwt dwuht tznwdp Ywd unytwywbwgdwt jpugnighs wy) dhengutin, op.' Yuwnwingwjht hwdwn, wwpwuph
hwdwp: ludpwpwuwlu wdpnnonyejudp |huh dhwnbuwy (dwdltnh, wpunwnpnnh b hwebpwynpdwt wnnwing) b niubuw wpunwnpnnh
Ynndhg fudpwpwtiwlht Ubpluywgynn npwlh hwdwunwghp, gnpdwnuwlwt puntewgntph thnpdwptiunuejwt wpryniuputin: Upnwnpnueiniu
nibbw ubipnpdwsd npwyh Yunwywpdwt hwdwlwpg' npubht ubpuywgynn dhowgqgquihts hUO unwunwpunubipht hwdwwywunwutuwt (ISO
13485, 9001, CE W/ywJ IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Upquitwlyp bwhiwnbudws E fludnpuwutytph b pnppnuwutybph webgdwt hwdwp, htuswbu bwb pdolwlwt bpwtwlniejwu gnpdhpubiph
U hdniuninghwlwt wwwnpwuwnnjubph dwupbwgbpddwt npulh huynnniejwt hwdwn: <ndngbt pug nbnuwyniu hngbudw quugud
E:
Pununpnipntup' Upqutiwlp bwhiwnbudws £ ludnpwutlbph U pnppnuwutlybiph wébigdw hwdwp, hugwbu bwb pdoluwlut tpwbwynyesjwt gnpdhputiph W
Yhpunpnqui 20 g hunwininghwlwt wwwnpwuwnnubph dwupbwgbpddwu npuwyh huynnniegut hwdwp: <ndngbu pug nEnuwyniu thngbudwt quiigwd k:
Ykunwuh hjnwdwdph whwwnhy hhnpnihquinn 5 g Pwnwnnnieniup’
Ywqbhtuh wwulpbwnhl hhapnihquin 5 Cwinniy wbwwnnt 10 ¢
Yud. Qyniynqu 20 q.
Zwunnly whywnnu 10 g Sutuup’ 30 g thnzh dhgwiuiyn 1000 U| pnpwd onhu:
17 |Uwpnnn wnquiuy Qyniynqui 20 g Mhunwubhnypjwt dwdlybnt wnudwqu 70%-h wnlwjnueint dwnwlwpwpdwl wwhht, punhwun dwdybnp' uwqugnyup 4 nwph,
Suwluup' 30 g thngh dhewdwyn 1000 4 prpwsd epht: gnpdwpwuwiht hbpdbunhy thwebpwdnpdwdp wnwdbwagnyup 0.5 Yq Yondwdpubinny b gnpdwpwuwiht whuwywynpnuing (hwdwéwju 1SO
Mhuinwtbihniejwt dwdliEnt wntjwqt 70%-h wnlwniegnit dwinwlwpwpdwl wwhht, punhwtngn dwdlbnp' twqugnytp 4 nwph, (18113 2wnph unwtnupunutinh wwhwtigh): Mwnwnhp bu* udpwpwiwlh Swdlwghnp, wpnwnnnn Yuquwlbnunuewl wiywlnuit nu
gnpdwpwiwht htipdtnhy thwpbpwnpiwdp wnwytwgnytp 0.5 Yg Yondwdputipny U gnpdwpwitiwiht whunwwynpnuing (hwdwawgt - [hwught, wpnwnpnnh Ynndhg wpnwnpdwt wduweyh b whinwbihnyejwt dwdynh hunwl tonuiubinp: Lagws £ in vitro Yhpwndwt dwuht
1SO 18113 pwnph unwunwpunbinh wwhwtgh): Mwpnwnhp b fudpwpwtwlh Swdljwghpp, wpnwnpnn Yuquwlbpynyejwl Uznuip Ywd unyuwlwtiwgduts pugnighs wy dhenglitin, op.” unwinquhts hwiwp, wupwtph hwdwn: tudpwpwwlu wdpnnenipjwdp (hth
wbwnwiu nt hwugk, wpnwnpnnh Ynndhg wpnwnpiwt wduwpdh U whnwbbhngwt dwdybnh hunwl Unwubipp: Lagws E in vitro [dhwinbuwy (dwiltnh, wpinwnpnnh U hwebpwynpdwt wenwind) b nibuw wpnwnpnnh Ynndhg fudpupwtiulht uplujwgdnn npwih
Yhpwniwt Jwuht tznuip ud unyuwlwtwgdwl pugnighs wy) Shengubip, on.' Yuwnwinguht hwdwp, wwypwiph hwdwp: hwjwuinwghn, gnpdwntiwluits puniewantinh thnpdwptitnuejwt wpmyniiplibin: Upunwnpniegnitt niubuw upnpyws npwlh unwdwnpdwl
udpwpwitiwliy widpnnontejwdp (huh dhwinbuwl (Gwdlnh, wpnwnpnnh U thwpbpwynpdwt wenwind) U niubuw wpnwnpnnh 4andhg  [hwdwluing” npwht ubinywjwgdnn dhowqquihts PUO unwtinuinuntiiphts hwdwwwinwuhuwl (1SO 13485, 9001, CE W/jwd IVD):
fudpwpwuwypts ubpyuywgynn npwhh hwdwunwghp, gnpdwntwlw punyewgnbinh thnpdwplunipjwl wpryniupubip: Upnwnpnieiniu
niubtw ubpnnpywsd npwlh Yunwywpdwt hwiwlwpg' npwyht ubipyuywgydnn dhewqquihtt hUO unwtnwpntinht hwiwwwwnwutuwt
(S0 12488 QNN1T_CF L/l IVON-
<ndngbu nnuwyniu thnoh £, bwhuwnbudwsd | pdoluljut tpwtwnyejw hpbiph W YEuuwpwuwlwt unyeh tdnph dwupbwgbpddwu
nnml;; umnmzhlnll{ hhzT{hzuhhth mh;rmp hlimmtrfnéqdmintbthh mﬁqhgtrialmb th:Jr;l: u P u iniph 2 rLuaEn <ndngbu nnuwyniu thngh £, twhuwwnbudws £ pdo4ulut tpwtwynigywu hpbiph b Yeuuwpwiwlwu tngeh udnigh dwupbwgbipddwu npulyp
1000 | ywwnpwuwnh dhowdwnnut wquph wwpniwlniyeyniup 0.75 g U 0.001 g nbiquigqniphtuh wnlwjnyeyniu: unnighint, hguu Ll wpng U wtuwkpnp dwbntltinh wétigiub hwdwp:
. 1000 d| wwwnpwuwnh dhowdwjpnid wgwph wwpniiwynygyniup 0.75 g b 0.001 g nbiquigniphth wnlwnygniu:
Mhunwubhniewt dwdlytnu wnujwqu 70%-h wnlwjnyeniu dwnwlwpwpdwt wwhht, punhwunip dwdybnp' ujuqugnyup 4 nwph, Mhunuitbhniewt dwdlbnt wntdwl 70%-h wnluynupini dwnwlupupdul wuhht, funhwbng dwilnp' Wuquagnytp 4 nwph
gnpdwpwlwiht hpdtnhy hwpebpwynpdwdp’ wnwdtjiwgnyup 0.5 Yg Yondwdpny U gnpdwpwwiht whuwlwynpnwing (hwdwdwt 1ISO ; \ ! '
N gnpdwpwuwihu hbpdbnhly thwpebpwdnpdwdp' wnwybwgnyup 0.5 Yg Yondwdpny b gnpdwpwwht whunwluwdnpnwing (hwdwdwgu 1ISO 18113
18113 gw| unwunwnunub, whwugh): Muwpuw bt fudpwpwuwlyh Swdlyw , wpunwnpnn juqiwlbpwnipjwt wudwunuu nu |
18  |Fhngihynjwihtu dhowuwip hmugéb nu!j:mmrmnr:]hnqnqdpg :pmmr}frimb ml[;um[arl}{r;]nu u{hﬁmphhimra]it dmdihi?\nsuml:q h;qd:l:{pnflhzgmr;i ir:a:/itro l{h:mndmb owpph unwunwnpunubph wwhwgh): Mwpunwnhp B udpwpwwlh dwdlwghpp, wpunwnpnn Yuqiwlbpyniejwt wudwunwu ne hwugbt,
dwuhu !;znuin Y Unyuluibiugduwts ugnighs wyt Shengln, on.’ Lwnunguyhl hudun, wgnuiph hudwn: Fodpwputull wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh b wyhnwubihngjwu dwdlybnh hunwl ugnuwiubpp: Ladwd | in vitro Yhpwndwl dwuht tgnwip
wdpnnonipjwdp [huh dhwinbuwy (dwdybnh, wpunwnpnnh b Q;Lurahraml{npdum wnnudny) Ll‘mhhhm wpunwnpnnh Ynndhg fudpwpwuwyhu Yuad Unyluyutiuigdul nuignighs wyy dhangliin, on.” Yuinwinguihl hutduin, wiujpuiiph hutdw: Rudpuipuitiuli wipnngnipjudp hth
! dhwnbuwy (Gwdybwnh, wpunwnpnnh b hwpbpwynpdwt wnanwinyg) b niubuw wpunwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgdnn npwyh
ubpluywgynn npwlh hwwunwghp, gnpdwnuwlwl punipwgnbiph thnpdwptitinyeju wpryniupttin: Upnwnpnueyniut niubuw ubpnpdws
\ hwywunwaghp, gnpdwnuwlwl punipwgnbph hnpdwptiinyejwl wpyniupubin: Upnwnpnueyniut niubuw ubpnpdwsd npwlp Yunwduwpdwu
ZEWWHE ”;‘I':/“l‘)‘){“‘"d“"‘ huduiluing: npuybs Uiplwjwgdnn dhgwaqguiht PUO unubupinbinhts uduuinwutuu (SO 13485, 9001, - e 1o ot tinluguigynn thewqquiht PUO utnwbinwpunbbphl huduwuuwinuuw (SO 13485, 9001, CE Lyluwd IVD):
wi :
h : P h
i:?ﬁ:‘ztiﬁjg I:pu{bu el dhouugn Buintipnpuluntphubiinh utinhy wgundul hwdun: Pug ninbudni hudwutn Unwownplyntd £ npuybiu mwppbpwlydwy showduyp Eunbpnpwlunbphwubph ubitynhy wugwndw hwdwp: Pwg nbnuwynis hwdwubin thngh
’ quqyws k:
1000 | ywwnpwuwnh dhowdwinnud ppndypbgninuynipyniph 0.01 g wwpniuwynipjwdp papwd ophu:
1 0.01 ul U} 3 9phu:
Mhunwubihnyeiwl dwdlytint wnudwqt 70%-h wnlwjnientt Jwnwlwpwpdwt wwhht, punhwunip dwdybnp' bjuqugnyup 4 nwph, g:gjt:‘;:‘px:z&ﬂtﬁ:ﬁwﬂlﬁjncg%r;i%ngr“rln::m::] dwmt::{uujp:l ;ﬁ;lp{:ihripn{::hm%?:l dudng’ Luiquignybin 4 nwnh
gnpdwpwlwiht hpdtnhy hwpbpwynpdwdp' wnwdtjiwgnyup 0.5 Yg Yondwdpny b gnpdwpwwiht whuwlwynpnwing (hwdwdwt 1ISO el 4 ; \ i nwn u o n o uanytn n
X N gnpdwpwuwihu hbpdbnhy thwpbpwdnpdwdp’ wnwybwgnyup 0.5 Ygq Yondwdpny b gnpdwpwtwiht whnwluwdnpnwing (hwdwdwgu 1ISO 18113
Uwl-4nult wpquiwly 18113 gwpph unwunwpuubph wwhwugh): Mwpnwnhp ' fudpwpwtwlh dwdywghpp, wpnwnpnn juqdwybpwynyejwt wudwunwu n |
19 L owpph unwunwnpunubph wwhwgh): Mwpunwnhp B udpwpwuwlh dwdlwghpp, wpunwnpnn Yuquwlbspyniejwt wudwunwu ne hwugbt,
ppndyptigninuynipuynipng hwugb, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnyewi dwdybnh hunwl upnwdubpp: Ladws b in vitro Yhpwndw o
dwuht Ugnup Yud tnglwlubugdul pugnighs wyy Shenglbip, on." Yunuwinguiht huidun, wuypwuph hwdwp: Rodpuputuly wpuwnpnnh Ynndhg wpunwnpdwt wduwpdh b wyhnwubihnygjwu dwdlybnh hunwl ugnwiubpp: Ladws | in vitro Yhpwndwl dwuht tgnwip
wdpnnonipjwdp [huh dhwinbuwy (Gwdlbnh, wpunwnpnnh b q;wrahpr{nndwu wnnuiny) u'mubuw wpunwnpnnh Ynndhg fudpwpwuwyhu Yuad Unyluyutiuigdul nuignighs wyy dhangliin, on.” Yuinuwinguithl hutduin, wiujpuiph hutdwp: Fudpuipuitiuli wipnngnipjudp hth
ubpuywgynn npwlh hwwunwghp, gnpdwnuwlwl punipwgnbiph thnpdwptitinyejut wpryniuptbin: Upnwnpnuyeyniut niubuw ubpnpdws dhuntuwl (dwdynh, wpmwnannh U hwptpwnndwt wenuday) L aibu wpawepnh Yondhg fudpuputiulht Upwgugdan sl
npwbh Yunuwduinduwt hudwlung spubi Ubpluwwgdnn dhewaguiht hUO unutinuiinbbhl huduwuinwutut (SO 13485, 9001 hwywunwaghp, gnpdwnuwlwl punipwgnbph hnpdwptiinuejwl wipyniupubin: Upnwnpnueyniut niubuw ubpnpdwsd npwlyp Yunwduwpdwu
C'é Wl VD) n na nn maugUnn dhguwaguy rupuatEn “‘ I hwdwlwing' npwUht ubpluwugdnn shewqguiht hUO unuwitnwnubbph hwdwwwinwufuwy (SO 13485, 9001, CE W/wd IVD):
Lbnhny, dwuniulugnyuny b shiqnp Yupdhpny wpquwl' bwiuwnbudws utunudph) X b gpowlyw dhowywjph w |
e o s b 1 2P ans haleapt L, Sustiniguljuignyn] 4 sqnp Uundhan wnauutul tisfuuwinbudus utinuwdpknphg, onhe b zngwljus dheuduynh wy opstluntiinhg
Mhunwubihnyejwl dwdlytint wnudwqu 70%-h wnlwjniyenit Jwnwlwpwpdwt wwhh, punhwuny dwdlbnp' bjwqugnyup’ 4 nwph, Ljf]nf:t?ujzguf:up;:b:f;:l:‘g;n:u:jiir:{lrzu;g;‘l; :Ju:ilﬂju::{hn'l:ﬂ:&wuw Wl wuwhht, punhuwting dudybing’ udwqugnybp' 4 wwph
gnpdwpwlwiht hpdtnhy hwpbpwynpdwdp' wnwdtjiwgnyup 0.5 Yg Yondwdpny b gnpdwpwtwiht whuwlwynpnwing (hwdwdwt 1ISO el < N \ i) nun i o " o uanytn .
X . gnpdwpwuwihu hbpdbunhy thwpbpwdnpdwdp’ wnwybwgnyup 0.5 Yg Yondwdpny b gnpdwpwtwiht whnwluwdnpnwing (hwdwdw)u 1ISO 18113
Pnipbnwiht dwtuniwlwgnyuny 18113 gwpph unwunwnpuubph wwhwgh): Mwpumwnhp Bt® fudpwpwuwlyh dwdlwghpp, wpnwnpnn Yuqiwlybpyniewi wudwunwdu n winph unwnunubnh wwhwtgh): Mupwnhn b fudpwpwtiubh Swdughnp, whnwnpnn Guqiulbpynel wijwtnu nt huughl
20 |stgqnp Yupdhpny (Gnwjhu hwugb, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnyejwy dwdybnh hunwly uznwubpp: Ladws b in vitro Yhpwndwu 2une rupuntiann W 2n): nuwnin PR N0, wipunnnnn 4w MUAnte) 95,

wnquwl (Violet Red Bile Broth)

Jwuht upnuip Ywd unyuwlwuwgdwl jpwgnighs wy) dhengubin, op.' Ywwnwinquiht hwdwn, wwpwuph hwdwp: udpwpwtwyu
wdpnnonipjwdp (huh dhwinbuwly (Gwdlbnh, wpnwnpnnh b hwebpwynpdwt wonwng) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyhu
ubpluywgynn npwlh hwwunwghp, gnpdwnuwlwl puniewgnbph thnpdwptitinyejut wpryniupubin: Upnwnpnuegniut niubuw ubpnpdws
npwih Yunwdwpdwt hwiwlwpg' npwlht ubplujwgynn dhewqguihtt PUO unwunwpunubpht hwdwwwunwufuwt (1ISO 13485, 9001,
CE Wlwd IVD):

wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh b yhnwubihnygjwu dwdlybnh hunw ugnwiubpp: Ladws | in vitro Yhpwndwl dwuht bgnwip
Ywd unyuwlwbwgdwu jpugnighs wy) dhengubip, op." Yuwnwingwjht hwdwp, wwypwuph hwdwn: fudpwpwiwlu wdpnnenyejwdp (huh
dhwwnbuwy (Gwdybwh, wpunwnpnnh b hwebpwynpdwt wanwinyg) b niubuw wpunwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgdnn npwyh
hwdwunwaghp, gnpdwnuwlwl punipwgnbph hnpdwptitinuejwl wpryniupubin: Upnwnpnueyniut niubuw ubpnpdwsd npwlyp Yunwdwpdwu
hwdwlwpg' npwyht ubipluwjwgynn dhowqquihtt hUO unwunwpuubipht hwdwwwwnwutuw (1SO 13485, 9001, CE W/ywd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)

Ng punpnnulwt, punhwunip oguugnpddwt utunignn dhowdwp &, npt, wnniu wybjugubinig hiunn, ogunwgnpdynid | | wwhwuglnin Ng pnpnnuiljw, punhwunip ogunugnpddwt utingnn dhgwyuwn £, npt, wnjni wybuguting htinn, oquwgnpdynid £ | wwhwgynin
dwipkubiph wébguwl hwdwn: <ndnglt nbntwynit thngh £: Pwnunpnienip. dwptutinh wébiguwt hwdwn: <ndnglb nenuwyniu thnzh £: Fwnunpnipjniup.

Swjwph uptnh bthniy 500 g Swiyjwph upwh Gihny 500 g

Sphuyinnqui 10 g Sphujunnqui 10 g

‘Lwwnphnuh pnphn 5 g Luwnphnwih piphn 5 g

Uqup-wqup 15 g Uqup-wqun 15 g

Owtuup 40 g thngh 1000 [ pnpwd onht (Liofilchem, HiMedia, Thermo Fisher Scientific, Becton Dickinson GmbH U wj| hwdwindbip): Buwfuup 40 g thnzh 1000 dj pnpwd gnht: Muinpuunh dhowduwinp wwhwtgnud £ 5% ntShpphtiugws dwupbwqbind wnjnit:
Muinpwuinh dhowiwypp wwhwtgnud £ 5% nbbhpphtiwgywsd dwtipkwqtind wpyni: Mhunwlbihnipjut dwdlint wntuiqu 70%-h wnluynie)ni dwinwlwpwpdwt wwhht, punhutnin dwdynp’ tuquignytp 4 wuwnh,

22 |Unjniwghts wqwiph hhup Mhuinwitbhnipywt dwilint wnbidwql 70%-h wnljwjnip)ntt dwinwlwpwptuwl wwhht, punhwunin dwdytnp' Ujwqugnyup 4 nwph, — |9npdwpwiwht hpdtwnhl hwebpwynpdwdp b gnpdwpwiiwht whnwluwdnpnwing (hwdwauwj 1SO 18113 2wnph unwunwpnubnh
gnpdwinwliwght hipdtinhly thwpebpwynpdwdp U gnpdwpwbiught whinwlwynpnuwing (hwdwawl 1SO 18113 pwipph unwlinwpuntbnh wwhwgh): Mwpwnwnhp b fudpuputiuyh dwdlwahpp, wpnwnpnn Yuqdwlipuneiut wigunuu nehwugh, wpnwnpnnh Ynndhg
wwhwtgh): Mwpwnwnhp BU' fudpwpwtiwyh dwdlwghpp, wpnwnpnn Yuqiwybpwnuyejwt wudwunu ne hwugbt, wpunwnpnnh Ynndhg wnunwnpiwt wduwpdh b whinwubhnpwt dwdltnh hunwy uznuiutinp: Lagws £ in vitro Yhpwndwl dwuht tznuwp Yuid unywlwbwgdwl
wnunwnpdwt wiuwpedh U whinwtbihnyeiwt dwdlinh hunwl pnuiutinp: Lagws b in vitro Yhpwndwl dwuht tpnudp Yud Inwgnighs wy| dhgnglitin, on." Yuinwinquuhti huidun, wuypwph hwdwn: ludpwputiul wipnngnipiudp thth dhwinbuwy (dwdytnh,
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquihtt hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp |huh wpuuwnnnnh U thwpbpwynpdwt wnwiny) U niubuw wpnwnpnnh Ynndhg fudpwputiulht utinhwjwgynn npwih hwjwunwghp,
dhunnbuwly (dwdyinh, wpinwnpnnh U thwpebpwdnpiwt wanwind) b niubuw wpnwnpnnh Ynndhg fudpwputiulih bpbuwjwgdnn npwlh |gnndwnbiwlut punyewdntiph thnpdwplitnipjut wppniuplitin: Upnwnpnieinitit niubuw ubipnpdwd npubh Yunwdwpdwt hudwluing?
hwjwuwnwghp, gnpdwnuwlwl punypwagnpbiph thnpdwptitinuejwt wpryniuputin: Upnwnpnigyniut niubuw ubipnpdwd npulh npulht ubipluywgynn dhgwqquiht hUO unwunwpintiipht hwdwwwinwutuw (ISO 13485, 9001, CE U/ywd IVD):

Ywnwywpdwt hwdwlwng'
npwlht ubpluywgynn dhowqquihtt hUO unwunwpunubpht hwdwwwnwutuwu (1ISO 13485, 9001, CE W/{wd IVD):
Uhowdwyp t Eunbipnpwluntiphwutiph wugwindwt b tnwppbpwldwt hwdwp:
1Fny| puunpnnulwt dhowyuyp £ utiinwdptinphg b Yihuhyulwl tdnputinhg (wyungp $bpdbtunwgting U shtipdtunwgunn |Uhgwdwip & tuntipnpulunbiphwttiph wigundwt U wuppbipuldwt hudwp:
Funbpnpwlunbphwutiph hbnwgnndw bW inwpptpwldwt hwdwp: Ut bwb oquiwgnpdynud £ opgwlw dhowywiph f&ny| punpnnuiluit dhowdwyp & utitnuidrelinphg b yihuhlwlwt bdnipubinhg (wlnngp $epdttnwglng b shbpdbunwgunn
udniubipnud Ynih$npdubiph wnluynipjwt npngdwt hwdwn: Mwhwwidwt dwdlybnp dwnwluwpwpdwt wywhht wnuuqu Euunbipnpuslpntiphwtitinh htanwanindws U inuppbipulidut hudwp: Uk bwl oquugnnddnud tZPQl:Jl{UJ dhgusjwynh Udnigutipnud Ynth$npdutinh
23 |Lupth dhewdup 70%, plnhuwitini wwhwwdwl dwdnn watidwat 4 wwnh: Mwhuitgyned b, ubphuwgh/fudpwpuitiwbh Yang, wpnwnpnoh wnwjnipjwl npn2dwt hwdwp: Mwhwywudwt dwdybnp Jdwnwlwpwpdwt ywhht wntidwqu 70%, punhwun wwhwywudwy dwdybnp
wnudwqu 4 nwph: Mwhwugynu . ubphwh/fudpwpwtwyh Ynnp, wpnwnpnnh wudwunwdp b hwugbl, wpunwnpnygjwu Gplhpp,
wiuuitinuip U huiugtit, wpwwnpneiul ipihnp, wpnwnpntejw wduwphin & whinwbihniew dwdytinp: wpuuwnpnipjwl wduwphyp W whnwubihnpjwt dwdlybinp: ludpwpwuwyh npuwyh Yywjwgnh wnlwjnyeniup, $niulighntiw punyewagntinh
tudpwpuitiuiyh npwbh Yyuguigph wnbugniejniup, $niiyghntiw punuewdntinh thapdwnlduit wpryniupltinp: thnpawnldwl wpryniuputinp: Upnwnpnieiniup whup § niubuw npubh junwdwpdwt hunbigpdws hwdwluwng' 1SO npulh dhowqquiht
Upuiwripniejnitip whunp & niiblu npuh Yunwduinduw hunbgndud hwdwlung' 1SO npubh dhgwigguht unwbnuwpuinht hwduwwanwutuwt (SO 13485-2017, 90012015, CE W/ IVD)
utnwunwpnubpht hwdwwwnwafuwl (1ISO 13485-2017, 9001-2015, CE L/ywd IVD)
Lwhuwwnbudwsd £ F0US hUO 22718-2018-h wwhwugutipny odwutijhpw-Ynudtnhluwlwl wpnwnpuuph by Staphylococcus aureus-h Lwhwwnbuwsd  F0US hUO 22718-2018-h wwhwugutinny odwutihpw-Ynudbinhlulwu wpunwnpuwuph dbg Staphylococcus aureus-h
punpnnuiut wibgdw b unyuwlwiwgdwt hwdwp: <wdwubn pbnuwdnit thnoh £ Punwnpnigniup. punpnnuiywt wibkgdwu b unyuwlwtwgdwt hwdwn: <wdwubn nbnuwdniu thngh & Punwnpnieiniup.
Ywqbhu hhnpnihquin - 10.0 g; Ywqbhtu hhnpnihqun - 10.0 g;
Ipndwhu bpunpwlwn - 1,0 ¢; “Hndwjht bpunpwlywn - 1,0 g;
Uuh bpunpulywn - 5,0 g; Uuh Epuwnpulun - 5,0 g;
AP —— Lwuwphnwh whpnwwn - 10,0 g; Lwwphnuwh whpnjwn - 10,0 g,
25 dhowdun L-qihghti - 12,0 q; L-qihght - 12,0 g;
Lhphnuh pinphn - 5.0 g; Lhehnuh pinphn. - 5.0 g;
Uqup -12-hg 22 g Uquwp - 12-hg 22 q
Mhwnwubihniejwl dwdljinh wnuduqu 70% h wnlwjnieinit dwwnwywpwpdwt wwhht, punhwun dwdybnp' 3-4 mwph, dhus 0.5 Yg | Mhnwubihnyejwt dwdlybnh wnuduqu 70% h wnlunieinit dwnwlwpwpdwt wywhht, punhwuny dwdybnp' 3-4 nwph, dhusle 0.5 Yg
htpdtinhly, gnpdwpwuwiht hwpbpwdnpdwdp b wyhnwlwynpdwdp nwpwubpny: <wudwywnwafuwuh npuyht ubplujwgynn hbpdtnhly, gnpdwpwuwht hwpbpwynpdwdp b yhunwlwdnpdwdp nwpwutpny: <wudwywnwufuwuh npulht ubplujwgdnn dhowqquihu
dhowqquujhts unwunwpunubpht b / Yud niubuw npwyh hwdwunwghp Yud hwdwywnwubuwuh unwunwpnht: udpwpwtwyp unwunuwpuubpht b/ Yuwd niubuw npwyh hwjwunwghp Yud hwdwywnwufuwuh unwunwpunht: udpwpwtwyp wdpnnonejwdp (huph
wdpnnontpjwdp |huh dhwinbuwl (dwdlbinh, wpnwnpnnh b hwpbpwynpdwt wnnwind): dhwwnbuwl (dwdlybnh, wpnwnpnnh b hwebpwynpdwt wnnuiny):
Lwhiwwnbudwsd £ dwupbwpwiwlwt uunignn dhowdwjpbph funnieggniup wybjwgubinte hwdwp: <wdwubin Yptdwgnyt thngh b Lwhwwnbudws b dwupbwpwuwlwl uungnn dhowduypbiph funnuegniup wdbugubine hwdwp: <wdwubin Ynbdwanyu tingh £
Mhunwubihnipiwl dwdytinh wnudwqu 70% h wnlwnieiniu dwnwlwpwpdwl wwhht, punhwunp dwdybnp' 3-4 tnwph, dhtugl 0.5 g [ Nhuwbihnyeiwt dwdynh wntudwqt 70% h wnlwjnyenit Jwnwlwpwpdwl wwhht, punhwun dwdybnp' 3-4 nwph, dhugl 0.5 Yq

26 |Uqup-wquwnp htpdtwnhy, gnpdwpwuw)ht hwpbpwdnpdwdp b whnwywynpdwdp nwpwubpny: Cwdwywnwufuwth npwlht Ubplujwgynn hbpdtinhl, gnpdwpwuwiht hwpbpwdnpdwdp b whnwlwynpdwdp nwpwutpnyg: Cwudwywnwufuwih npulyht ubplwjwgynn dhowqquihtu
dhowqquijht unwunwpunubpht W/wd niubuw npuyh hwwunwghp Yud hwdwwywnwuluwuh unwinwpunhtuht: vdpwpwuwyp utnwunuwpunubpht W/wd niubuw npuyh hwwunwghp Yud hwdwwywnwuluwth vnwtnwpnhtuht: udpwpwuwyp wdpnnenyejwdp |huh
wdpnnonipjwdp (huh dhwinbuwy (dwdybnh, wpnwnpnnh b hwebpwynpdwt wnnwiny): dhwwnbuwy (dwdybnh, wpnwnpnnh b hwpbpwynpdwt wnnwind):
<ningbt pug Jwpduwgnyt thngh £ bwhuwnbudwsd § «P» fudph unpiywnwlnybph wibgdwt hwdwp: Lpndngbtu puipnnulwt
dhowuyn k: Pwpbpwnpnuip’ wnwybwgnyup 500 gpuidwtng nnuhbpny/nwpwitpny: Punwnpnyeiniup’ wpninbhtuh hhnpnihquin,
pnublin, ppndngbit untpunpwin, punpnnulwt pununphsubin, wqwp: Mwnpwunh wqupp Wwhwugnd b hwydbnudh wybjwgnid: <ndngbl pug dwpduwgnyl thngh £ Uwhuwinbugws £ «R» fudph unpbiunwynlbiph wébigiwt hwdwn: 2pndngbl pwnpnnului showduyn £:

«P» fudph unpbunwlnybph . | Mhnbbhntewl dwdlnp wnliuqt 70% h wnlwnieini dwinwlwpwndwt wwhht, purhwbnn dwdytang’ uduqugnyp 3 uwph, Puwpbpwynpnuip’ wnwybjwgnyup 500 gpwdwtng nnuhtipnd/nwpwtbpny: Pwnwnpnieiniup’ wpninbhtuh hhnpnihquin, pri$tin, ppndngbit
agalactiae) wliguniuil i thwpbpwynpnuip' htipdtnhly: untpunpwwn, punpnnulw pwnwnphsubn, wqup: Mwunpwunh wqwpp wwhwugnd § hwydbinwdh wl{h[wgnld:'

27 Mhunwubihnieywl dwdybnp wnudwqu 70% h wnlwjnieiniu dwnwlwpwpdwt wwhht, punhwunp dwdybnp' uduwqugnyup 3 nwph,

nwppbpwldwu fupndngbu
punpnnulwu showiduyp_1

Lwdwwwwnwufuwuh npuwlyht ubpyuwjwgynn dhowqquiht unwunwnpunubpht unwbuw npwlyh hwjwunwghp (wpnwnpnnh Ynndhg
fudpwpwuwypt ubpywjwgynn hwdwuwnwghn):
«P» fuiiph unpbunuwlnyph (S. agalactiae) wt

an E P

1hg (Himedia M1840-500G {wd hwdwndbp):

Lt fanndna bl nt 1

np wbinp & (hth 28

swihwpwdth hbw hud nuwry

thwpbipwynpnuwip' htpdbnhy:
Cwiwwwwinwufuwih npwyht ubplwjwgynn dhowqquiht unwtnwpunubpht bnibuw npulh hwdwuwnwghp (wpnwnpnnh Ynndhg
fudpwpwuwyht ubpywyjwgynn hwdwunwghn):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
UbEYwnhy hwdbind £, npp ywpniuwlnud £ Ynhunht 10 dq, bwihnhpuwpepent 10 dg, gbunwdhght 2 dg: $npbudwt quugyuwsd k:
Mhunwubihnpiwl dwdlytinp wnudwqu 70% - h wnlwnyeniu dwnwlywpwpdwt wwhht, hwebpwynpnuip' hepdbnhl:
<P fudph winnupnutinliEnh (S. | Cuunyunuuuwh npulbt Ubpuwgugdnn shewagui PUO unwnupubibnht U i npulh huguunughn (wnawnpnnh Yendhg VtEnhd huind £ nnp yupnditiaud £ ynhuabt 10 dg, bwibrhpusieen: 10 g, qelunudhghl 2 dq: ®ngidul quiigius
28 agalactiae) wugwwndwu L fudpwpwitiwlht ubplwjwgynn hwjwunwahp): Mhwnwubihnyejwt dwdytinp wnuduqu 70% - h wnwjnuyeinit dwnwlwpwpdwt wwhht, hwpebpwynpnuip' hipdunhl: Cwdwywnwufuwuh
nwpptipwldwu fupndngbu «@» fudph L nltinh (S. agalactiae) wit Swt L Enwbdwt lunndnakbl gk Tunnh hwdEmsn bk budwé £ 27 b npulht ubplwjwgynn dhowqquihtt PUO unwunwpnbipht W ndubuw npwyh hwdwuwnwghp (wpunwnpnnh Ynndhg fudpwpwtwyhu
Uhguwiywjnh huiytinud 29 suihwpwehtiutinh hbwn huwinbn Yhpwnbine huiup U wuwnp £ huh unyt wpnwnpnahg. (Himedia FD273- VL Yui hwwpdtp): |UENYwwgynn hwywunwghn):
qunn hm[ummhun{mé t ph$hnnpwlnbphwubiph pwqdwehy mhumhhhph qmlmhl{ujgdu.m L u{u.lhu.|u1hdu.m hwdwp: Uquipp twhiwwmbudwsd t ph$hnnpulnbphwutiph pwqdwehy wbuwlubph Ynynhdwgdwt b ywhywudwt hwdwn:
Lwnpnipjwl dkg L - ghunbht hhnpnpinphnh 0.3 q L wquph 15 g wwpnwnhy Pwnunpnipejul dtg L - ghunkhu hhnpnpinphnh 0.3 U wquph 15 q wwpnwnhp wnywjnieyniu:
Mhunwubihneywt dwdlytinu umhu{mqh 70%-h wnluynipynit dwnwlwpwpdwl wwhht, Ehr}hummn dwdlinp' ujwqugnyup' 4 tnwph, Mhunwubhnypjwt dwdltnt wnudwqu 70%-h wnlwnueinit dwnwlwpwpdwl wwhht, punhwung dwdybnp' Uwqugnyup' 4 nwph,
qnpdwpwiwhts hipdnhly thwpbpwdnpiwdp’ wnwybugnyup 0.5 Yg Yondwdptbipny W gnpdwpwiwhts whnwlwdnpnwng (hwdwdwj |gnpdwpwliwhts hipdaunhy thwpbpwdnpdwdp’ wnwybwgnyup 0.5 g Yondwdptbipny W gnpdwpwiwihts whnwlwdnpnwng (hwdwawjt 1ISO
1SO 18113 wnph unwunwpwntbph wwhwugh): Mwpwwnhp bt fudpwpwliwyh dwdywghpp, wpnwnpnn Yuqiwybpwnuyejw 18113 gwnph unwtnwpuutiph wwhwsh): Mwpunwnhp Gu' udpwpwtwlyh Swdywghpp, wpnwnpnn Yuqiwybpwnuyejwt wudwunwu nu
Ph$hnnpwlntiphwltinh wudwunwdu nt hwugbu, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhunwubhnyejwt dwdybnh hunwl upnwdubpp: Lagws b in vitro [hwugbl, wpnwnpnnh Ynndhg wpunwnpdwt wduwpdh b wyhnwubhnygjuwt dwdlybnh hunwy ugnudubipp: Ladws kin vitro Yhpwndwl dwuht
31 wébigiwt utnignn dhowuwn Yhpwniwt Jwuht tznuip ud unyuwlwtwgdwl pugnighs wy) Shengubip, on.' Yuwnwinguht hwdwp, wwypwiph hwdwp: upnuip Yud unywlwiwgdwt pugnighs wy dhongubin, op." uwnwinquihtt hwdwp, wwpwph hwdwn: fudpwpwtwlu wdpnngnipjwdp (huh
fudpwpwtwlu wdpnnonipjwdp |huh dhwnbuwl (dwdlybnh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg - [dhwnbuwl (dwdybnh, wpnwnpnnh b hwpbpwynpdwt wenwind) b niubuw wpnwnpnnh Ynndhg udpwpwuwyht ubpluywgynn npwyph
fudpwpwuwypht ubpyuywgynn npwlhh hwdwunwghp, gnpdwntwlwu punyewgnbinh thnpdwplunipjwl wpryniupubp: Upnwnpnipniut [hwdwunwghp, gnpdwntwlwt punipwgnbph thnpdwpliiniejw wipyyniupubin: Upnwnpnueyniu niubuw ubpnpdwsd npwlyp Yunwyuwpdwu
niubbw ubpnnpywsd npwlh Yunwywpdwt hwiwywng' npwyht uipuywgdnn dhswqquihtt hUO unwtnwpnutipht hwdwwwwwufuwt  [hwdwlwng' npwlht ubiplwjwgynn showqgwihtu hUO unwunwnuntbpht hwdwwwwnwufuw (1SO 13485, 9001, CE W/ywd IVD):
(ISO 13485, 9001, CE U/ywd IVD):
o] Synid tphwub U dwu hwdwp: <ndngbl nbinu u :
p:tm:jqn:l q:lu t\ wilpnnpulyntiphuliinh wligwinduil huduin: ndngti ntintudni tingh & Ogunwgnpdynid £ jwlunpwlnbphwubph wugwndwt hwdwn: <ndngbu nbinuwdntu thnoh k:
nunnniRIndin Pwnwnpnipjniup’
Mpninbingnuybiyunu
Mpnunbingnuybwwnu
Uuwjht Eputnpuln
Uuwjht Epunpwln
Inndwjhu bpunpwyn
aynin Hndwjht bpunpwlyn
untynq Syniynq
Syhu 80-1g Suh 80 - 1
Udnupnuwih ghinpuin M
Udnupnuwih ghwpwin
Lwwnphnuwh wgbnwn Lunphnuh wgtnun
MRS wqup Uwqubghnuwih uny$uin meIThq}:nth ?m B
2 \wlunnpwlnbphwubph Uwuqwuh unydwin Uw: wih nlfbl.ultn
wbgdwu/hwjinuwpbpdwt Lwwnphnuih hhqpn$nu$wm Yud Yuipnuih $nu$|.um Luql.un -12- 13 q: P Hnt
huidwp (SUft 80-nd) Suhts 80-h U b ol . o hn b Lwwphnuwh hhnpn$nudwn Ywd Yuihnuh $nubwn, wqun -12-13 q:
wasin " dh -h wuph tzqus p y ° ) R Syht 80-h b wqwnh tpdwd pwtwlnieiniuiipny wnfwjnieiniup wwpuwnhn k:
Mhunwubhnipjwt dwdlybinu u.mhl{l.uqh 70%-h anl{u.lJnlrajmb dwmwl{wpwndwb wwhh, punhwunip dwdlbnp' udwqugnyup' 4 twph, . .
Mhunwubihniejwl dwdltnt wnudwqu 70%-h wnlwjnieinit dwnwlywpwpdwt wwhht, punhwun dwdybnp' uwqugnyup' 4 tnwph,
gnpdwpwlwiht htipdtnhy hwpbpwynpdwdp' wnwdbjwgnyup 0.5 Yq Yondwdputipny b gnpdwpwtwiht whunwlwynpnwing (hwdwédwju \
N gnpdwpwuwiht hbpdbnhly hwpbpwdnpdwdp’ wnwybugnyup 0.5 Yg Yondwdpubipny b gnpdwpwiwght yhunwywdnpnuwng (hwdwdwju 1ISO
1SO 18113 pwpph unwunwpwnubiph ywhwugh): Mwpwnwnhp Bu* udpwpwtwyh dwdlwghpp, wpunwnpnn Yuqdwybpynuyejwu N
Lo 18113 pwpph unwunwpuubiph wwhwgh): Mwpunwnhp BU* udpwpwtwyh dwdhwghpp, wpnwnpnn juqdwlbpwniyejwt wudwunudu nu
wudwunwiu nt hwugb, wpunwnpnnh Ynndhg wpnwnpdwt wduwpyh b yhunwubihnygjuwt dwdybnh hunwy upnwdubipp: Ladws Lk in vitro Lo
| hwughbu, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhnwubhnewu dwdlybnh hunwl uynwiubpp: Lodws £ in vitro Yhpwndw dwuhu
Yhpwndwu dwuht Upnwdp Yud unyuwlywuwgdwl pugnighs wyp dhongubin, op.’ Yuwnwinguyht hwdwp, wwpwuph hwdwp: \
Ugnuip Yud unyuwlwuwgdw pugnighs wy) dhongubip, op.” juunwinqwiht hwdwn, wwypwuph hwdwn: ludpwpwtwlyu wdpnnonipjwdp (hup
fudpwpwuwlu wdpnnonipjwdp (huh dhwnbuwy (dwdltinh, wpnwnpnnp b hwpbrpwynpdwt wnnwind) b niubuw wpnwnpnnh Ynndhg
dhwwnbuwl (dwdlybnh, wpnwnpnnh b hwebpwdnpdwt wanwing) W niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubplujwgdnn npwyh
fudpwpwuwyht ubpluywgynn npwlyh hwjwuwnwghp, gnpdwnuwlwu punypwagnbiph thnpdwptiunupjwy wpryniupubin: Upnwnpnigniut
\ hwdwuwnwghp, gnpdwnuwlwt punpwgpbiph hinpdwpluniejw wpryniupubip: Upnwnpniegniut niubuw ubpnpdwd npuyh unwdwndwu
niubuw ubpnpdwd npuilyh Yunwdwpdwu hwdwlwpg' npuwyht ubpuywgynn dhowqquihtt hUO unwunwpuubipht hwdwwwnwufuwu N
hwdwlwpg' npwyht ubplujwgynn dhowqquiht hUO unwunwpuubpht hwdwwwunwuluw (ISO 13485, 9001, CE W/jwd IVD):
(ISO 13485, 9001, CE L/ywd IVD):
Uhgwywjpp twhiwnbudws £ utinwdptipphg U Yihuhlwlwt bnyetinhg Yinunphnhwutiph ubitlnhy wugwndwt hwdwnp: <ndnqtu Uhgwwjpp twhuwwnbugws b utiinwdetipphg U Yihuhlulwt nyebiphg Yinunphnhwubph ubityunhy wugwndwt hwdwp: <ndngbl nbnuwyniu
nbnuwyniu thingh E: thngh £:
Pwnunpnipjniup’ Pwnwnpniejniup’
Ywqbihuh hhnpnihqun' 10 g Ywgbhuh hhnpnjhqun' 10 g
. [Lwwphnuwh uny$hin’ 0,5 ¢ Lwwnphnwh unybhwn' 0,5 g
Bnluie-unydhuiuhti dhowduin™ g aluweh (11l ghipwin' 0,5 g Enluwph (I11) ghtnpwn* 0,5 q
a3 Yinuinphnhwttiph (wyn pynud Uquin-wqun' 15 q Uquin-wqup' 15

wbp$phugbiuuh) hwynuwptpdwu
b wugwndwu hwdwnp

Owluup' 26 g thngh dhowywjp 1000 d| pnpwd gpht:

Mhunwubihnyeiwl dwdlyint wnudwqt 70%-h wnlwjnyeintt Jwnwlwpwpdwt wwhht, punhwunip dwdlybnp' ujuqugnyup 4 nwph,
thwpbpwynpnuip hbpdbunhly:

Lwdwwwwnwufuwih npulht ubplujwgynn dhgwqquiht hUO unwunwpwnubpht W/ Juwd niubuw npwyh hwjwunwghp (wpnwnpnnh
Ynndhg fudpwpwtiwlht ubpluywgynn hwwuwnwghp): fudpwpwwlyp wdpnnonyejwdp (huh dhwinbuwy (Gwdlbwnh, wpunwnpnnh b
thwpbpwynpdwy wnnwiny):

Buwluup' 26 g thnoh dhowdwyp 1000 d) pnpwd ophu:

Mhwnwbihniyejwt dwdlbint wnudwqu 70%-h wnlwnieiniu dwunwlwpwpdwl wwhht, punhwunp dwdybnp' uuqugnyup 4 twph,
thwpbpwynpnuwip hbpdbunhly:

Cwidwwwwnwufuwuh npwlht ubiplujwgynn dhewqguiht hUO unwunwpunubpht W/ Ywd niubuw npulp hwdwunwghp (wpuwnpnnh
Ynnuhg fudpwpwwlht ubpluywgynn hwwuwnwghp): ludpwpwuwyp wdpnnenyejwdp (huh dhwnbuwy (Gwdlbwh, wpnwnpnnh b
thwpbpwynpdwl wnnwind):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
<ningbu nnuwdnwu thnoh &, Yhpwndnid £ npuybu Eunbpnpulunbphwubph niwppbpuldwu dhowdup:
| | <nudngbu nnuwyniu thngh £, Yhpwnynid £ npuybu Bunbpnpulnbphwubph wwppbpwlydwy dhowdwyn:
Mhunwubihnipjwl dwdlbnt wnuduqu 70%-h wnlwnipnit dwnwlwpwpdwl wywhht, punhwun dwdybnp’ ujwqugnyup' 4 tnwph, Mhunutihnypul dudlnt wdugt 70%-h wljuynupnts dunulunupdwl wwhh, gughwbng dwdlng' Ujwquanyun 4 nwph
qnpdwpwlwht htipdenhy hwpbpwdnpdwdp b gnpdwpwlwihtt whnwlwynpnwng (hwdwéwt 1ISO 18113 gwpph unwunwpunutiph 5 iy hindb b o U annd Lt § h' Swawi 1SO 18113 u Ut '
wwhwugh): Mwpnwnhp ' fudpwpwuwlh dwdlwghpp, wpnwnpnn juqiwlbpynieiwl wudwinuwu ne hwught, wpnwnpnnh Ynndhg Gnnduinuituh ntunhl thuipbipunpdudp U gnpdwputughts uhiwlunpnung (hududw, 2uinph unwinuipuntnh
wpuwnptwl wiuwedh U whunwtbhnysut dwdlnh hunuwl Undubpp: Lagws E in vitro Yhpundwl dwuht Upnidp Yuwd whuiugh): Muipiuinhp B fudpuipuitiulih dwluighnp, wpinwpnn Yuqdupunieul wljulinul nchuugb, wpanwnpnnh Gandhg
37 |Uhdnuuh dhowywp unrlhwazmw St rlau - :‘ wyt dhen u': on." uinunquhl hidw nlE' fuu h hudun: thr; Wity w f n? widp (it wpunuwnpdwt wduwpyh b whnwibhniyejwl dwdybnh hunwy ugnwubpp: Lagwd b in vitro Yhpwndwt dwuht ugnwdp Yud unyuwlwbwgdwt
; 9 [nwignighs wil thgngtn, on- Gl e n: fudpwp RAINLRJUUR Inwgnighs wy| Shongubip, on." Ywwnwinquyht hwdwp, wwpwuph hwdwn: ludpwpwtwlu wdpnnontpjwdp |huh dhwinbuwl (dwdlytnh,
dhwinbuwy (dwdlbnh, wpnwnpnnh b thwpbpwynpdwt wnnwng) b nubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubplujwgdnn npuyh wpinwnpnnh U thupbpugnnul wanund) U nbuw wpuwnpnnh Ynndhg fudpupuwubht ubpluugdnn npubh hudwunuwghn
h , gnpdwinu u pu b Guipli u upuitip: U Uu niubuw Ut I} ’ N
uz:z:zwl?ﬂ: h?:l?wt:‘ w}q: wihr:z:ql:]wpln lﬂ:n :;Qw mr:j:u :ngr:miu nw 2?;";2”:23; r:mwrruwlr:r(}lnsli)wﬁzgﬁggﬂ 9001 gnpdwnuwlwu punypwagnbiph thnpdwpliuniejw wpryniupubn: Upnwnpniginiut niubuw ubipnpdwsd npulh wnwywpdwl hwdwlwpg'
2005 CETuuw 5D g np IHEIRGHAN ERSGS MpLAELay . ' nnuiliht Ubpbuwgdnn dhowdqguiht UO unwlnwputpht hwdwwunwufuwl (1SO 13485-2017, 9001-2015, CE W/wd IVD):
<ndngbl Ywu - ntinu u i} bu Ll bphwby bpwldwl J : O 1000 dj
d[r:g ni L|huu1 ;;;:us r;grlzuu{m thnzh £, Ghnundnud £ nnuytu Euntipnpuluntphuibnh inwnptinulidul dhouidwn: Dufuup L <ndngbit Yutiwgw - ntnuwyniu tingh £, Yhpwnynd £ npybu Bunbipnpulntiphwutiph wwppbpwldwt dhgwyw)p: Swiuup 1000 d) dhowywjphu
wywjn 18-29.2 g:
X A A 29.18-29.2 g
(Thermo Fisher Scientific, Himedia, Difco U wy| hwdwpdtip): Mhuwubihnipjwt dwdytint wnudwqu 70%-h wnlwjnieniu Mhunuitbhniejwl dwdlbnt wntiuq 70%-h wnluynyeini dwinulwpupdul wuhht, gughuting dudng' Wwqugnytp’ 4 nwph
g Jwb wwhhu, punhwunip dwdlnp' u up' 4 S uwjht hbpdb b duwidp b ! !
mu;mhm:mp Uw wwhht, o r}ﬂuj 2:1 L‘m ;I :I?sohl]l;(ﬁgqmj o mw{:h, anlb;unlu “‘Lh U f)‘ 'nmhl-l thuip ra::ll‘lnndw i u gnpdwpwuwiht hbpdbnhly thwpbpwynpdwdp b gnpdwpwwiht wyhunwlwdnpnwing (hwdwdwju 1ISO 18113 wpph unwunwnpunubph
28 Ugbinwunuhtu mwppbipwyhg gnr; wpubuwh u{hmmumqnnr; n: Lt l:J udwtnudy ZUJ:Qh u;r;ui nuwpubinh L‘m oh): l‘ll“;“‘:lhl:j fu pouguJ mzc u wwhwtgh): Mwpwnwnhp bU' fudpwpwtwyh dwdlwghpp, wpunwnpnn Yuquiwlbpyniejwt wiuwtnwt ne hwugbt, wpnwnpnnh Ynndhg
wquwp wlighnn, winununann ywqdwy nu{rTLpJ%u wljuutinudt nu huug, wipuiripnnh Gnndhg winuwrindu widuwedh u{hmm‘ thnipju wpunuwnpdwy wduwpyh b wyhunwubhnyejwl dwdlybnh hunwy upnwdubnp: Lagws b in vitro Yhpwndwt dwuht ugndp Yud unyuwlwwgdwy
dwdlybiinh hunwl Ugnidubipp: Lodws £ in vitro Yhpwndwt dwuht Ugnidp Yud unyuwlwuwgdwl (pugnighs wy| dhengubip, on. puignighs wyt dhengliin, o." Luinuinguyhti hudun, wynuwtiph husduwn: hdpuputull wdpngnusjwde (ith dhunbusl dudybnh
Yuwnwinquiht hwdwp, wwpwtph hwdwn: udpwpwbwlu wdpnnenipjwdp thuh dhwnbuwy (dwdltinh, wpunwnpnnh b . ! . !
wpunwnpnnh U hwpbpwynpdwt wnnwing) U niubuw wpnwnpnnh Ynndhg fudpwpwuwlhtu ubpyujwgynn npulh hwdwuwnwghn,
thwpbpwynpiwt wnnwing) b niubuw wpunwnpnnh Ynndhg udpwpwuwlht ubpluywgynn npwlh hwdwunwghp, gnpdwntwljwt \
\ gnpdwnuwlwu punipwanbiph thnpdwpliunipiwt wpryniuputin: Upunwnpniginiut niubuw ubipnpdud npulh junwdwpdwl hwdwlwpg'
punipwgnbiph thnpdwpltnipjwl wpryniupubin: Upnwnpnipiniut niubuw ubpnpdwsd npwlyh junwdwpdwt hwdwlwng' npwlh
U U Jl u hUO u ubiphl hwdi u (ISO 13485-2017, 9001-2015, CE U IVD):
ubnlujwgunn hewqquihti hUO uwlinwputbnhl hutwywnwutuwl (SO 13485-2017, 9001-2015, CE W/ IVD): nnuht uiptuugdnn dhguwaguht PUO unwbnwpnbbphl hwdutuwintuuut ( ' » CE W VD)
Ywihnwh whiniphwnh 3,5% ndnype’ updulutpny, jnipwpwtgnipnud wntuduqu 10 d;: Mhunwubhnyeiwt dwdlybnt wnudwqu 70%-h
Ywihnuwih wbniphnh 3,5% midnye’ upduiiubpny, Jnipupwtginipnud wnuwqu 10 d): Mhunwbhnipiul dwdybnl wnuduqu 70%-h wnlwjnpint dwnwlwpwpdwl wwhht, punhwunip dwdybnp' uwqugnyup' 2 nwph, gnpdwpwliwiht hepdanhly hwpbpwdnpdwdp W
wnluwynupnit dwnwlwpwpdwl ywhht, punhwunp dwdytinp’ uiwqugnyup' 2 viwph, gnpdwpwwiht hipdtnhy hwebpwynpdwdp b |gnpdwpwiwiht yhnwlywynpnwing (hwdwdwjt 1ISO 18113 swnph unwunwpunubph wwhwugh): Mwpunwnhp BU' fudpwpwtwyh dwdlwghpp,
qnpdwpwlwht whnwlwynpnuing (hwdwawu 1SO 18113 gwpph unwunwpunutph wwhwugh): Mwpuwnhp pwpwtw wpnwnpnn Yuquuwybpwyneiwt wudwunuiu nehwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpe whunwubhnyejwt dwdlnh hunw
S uwjht uny (hwdwdawju 1SO 18113 U b huwgh): M Bt fug U Julb U wugwunuiu nehwugbl 0] il wdi L by U dwdlytinh h
4 dh wbs 3 5%-wi Swdljwaghpp, wpnwnpnn Yuquwytipyniejwt wudwunuiu nehwugbt, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b whnwtbihngejut Jugnuiubipp: Ladws b in vitro Yhpwndwt dwuht Ugnudp Yud unyuwwtiwgdwt pugnighs wyp dhengutin, on.' Yuwnwingwiht hwdwp, wwpwuph
40 wipnudh wininhunh 3,5% witing 1 dwdlbiinh hunw upnwiubinp: Loqwsd k in vitro Yhpwndwl dwuht upnwdp ud unyuwlwbwgdwu jpugnighs wy) dhengubin, op.' hwdwp: ludpwpwuwlyu wdpnnenypjudp |huh dhwwnbuwy (Gwdltnh, wpunwnpnnh b hwpbpwynpdwt wnnwing) W niubuw wpunwnpnnh
i Yuunwinquijhtu hwdwp, wwypwuph hwdwn: udpwpwtiwlu wdpnnonipjwdp (huh dhwinbuwly (dwdlbnh, wpnwnpnnh b Ynnuhg fudpwpwwlht Ubpluywgynn npwlh hwdwunwghp, gnpdwnuwlwi punipwgnbph thnpdwptiinyejw wpryniupubin: Upnwnpnueiniut
thwpbpwynpiwt wnnwing) b niubuw wpunwnpnnh Ynndhg udpwpwuwlht ubpluywgynn npwlh hwdwunwghp, gnpdwntwljwt niubbw ubipnpywsd npwlh Yunwywpdwt hwdwlwng' npuwyht ubipyujwgynn dhowqaquijht hUO unwunwpunubipht hwiwwwwnwufuw (ISO
punipwgnbiph thnpdwpltnuyejwl wpryniupttin: Upnwnpnieyniut niubuw ubpnpdwsd npuh junwdwpdwt hwdwlwng' npwyhu 13485, 9001, CE b/ywd IVD):
ubplujwgynn dhgwqquihtt hUO unwunwpunubpht hwdwwwwnwuluwl (ISO 13485, 9001, CE W/ywd IVD):
:]Jrll-uf”u‘m"‘bl“lwsbith"t‘]lbqﬂ:l{"uiﬂghr:“dl:;‘[‘ n}:‘[?:; mLTr;:EFWuhil?hQ;l:‘llegi En:nc;)hh gbthl['uimh *hnzr;;: Pw:wr}:nl:rajl;:nhu:lqbphh Lwhiwwnbuws k Bunbipnynytiph hwdwp' npytiu nwpptipwlhs dhowdwp: <ndngbu ninuwyniu thngh &: Pwnunpnuejniup’ yuqbhtuh
nninquin, i yniutuiph Wy M, udnpuidliupt imowdqduiop, Bxgall, tuinppnudn pinphn, bulinuht, Sriwel hhnpnihquin, Yeunwuh hinudwdph wbiwwhy Ghniy, fudnpuutuihtu (néwdqyudp, Oxgall, uwwnphnwh pinphn, fulynyht, Gplweh wdnupnud
wdnuhnud ghnnpwwn, bwwnphnuwh wghn, wquip: ghwnpuwin, Lwinphnuth wahn, wqu:
Mhunwitihnajut duidliinl wntidwdl 70%h wluwjnyejnits dunwlupuipdu uuhhl, piphuting dudyng Uwquigayby’ 4 uwph, 'ﬁhmwhh;jmlrajwh dwdl{bmh’wnhl{wqh 70%-h wnlwjnipinit dwinwlywpwpdwt wwhht, punhwunp dwdybnp' uuqugnyup' 4 tnwph
5 uwjht hbpdt b dwdp' b up 0.5 5pny U gnpdu uwjht dny (hwdwdéwju 1SO ’ !
\ nndwnuibugh ndinhly thwpipuinn Lu R nu lqu\u o g Ugnduidpny L gnpduinuitiuhts whiwluwidnpnudng (husuiuy qnpdwpwliwiht htipdbnhy hwpetpwynpdwdp' wnwybwgnyup 0.5 Yg Yondwdpny U gnpdwpwwiht whinwlwynpnwing (hwdwdwju 1SO 18113
Lbnw-tuynuhtuwihtu wqwph hhdp' [18113 gwpph unwunwpunubiph wwhwgh): Mwpuwnhp Gu® fudpwpwuwyh dwdlywghpp, wpnwnpnn Yuqdwybpyniewt wudwundu n ) |
43 L 2wpph unwunwpunubiph wwhwgh): Mwpuwnhp BU* udpwpwtwyh dwdlwghpp, wpunwnpnn Yuqdwybpyniejwt wudwunwu ne hwugbt,
uwwphnuwh wghnny hwugbt, wpunwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubhnpwi dwdltinh hunwl bynwubpp: Lodws Ein vitro Yhpwndwt winwnpnnh Ynndhg wpumwnnuul wiwpdh b whuwthngeput dwdlnh hunwl upnudbpp: Lodws E in vitro Yhpuwnduwl dwuht tgnudp
dwuht ugnud, J unyu uwgdwu Ji ubip, op.' U hwdwp, uph hwdwp: hud; uwlju . '
uleuh 2n Edl{“’ hhnt;jh w“l: wg(;u ;S:g;lghz wt dhong u[]h Of‘h l{wmwgnqlllujh :‘ w[ll w:;r;w ph huduin 4 pu;pu.l U;u Lwbht Yuwd unyuwlwuwgdwu pugnighs wy dhengubin, op.’ Yuwnwingwiht hwdwp, wwpwuph hwdwp: ludpwpwtwlu wdpnnonipjwdp (huh
wdpnngnijudp wintuuly (dwdlnh, wpunnpnnh wpbpwnnduwl wnnudny) L nibikbu wpwnpnnh Ynndhg fudpupuitiubh dhwwnbuwy (dwdybwnh, wpunwnpnnh b hwebpwynpdwt wnanwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgdnn npuyh
utnluugynn npwh huiuuinwghn, gnpdwnliwut punyewgntinh thnnawplinuejwl wipryniipliin: Upununpnieinii it Wnnndws hwywuwnwghp, gnpdwnuwlwt punipwgnbph thnpdwpltuniejwl wpryniupubip: Unpnwnpnueyniu niubuw ubpnpdwsd npwlyp Yunwyuwpdwu
Jwt hwd 3 U Uk dl u huo i utipht huwds u (ISO 13485, 9001, K )
EFEWWHEL‘?I':’;‘){”’" b huduluing: npuilt Ueplugugunn dhgwaguih uunuilnuwpntigphls huiduwuinuufut hwdwluing' npwbhl Ubpluwwgynn Shewqquihts PUO unwitinuinulipht huwdwwwinwufuwt (1SO 13485, 9001, CE Wl IVD):
Luihuwintuduws  dtdppuitiught $hinpdui dapnny tuntipnbntinh huizdwpldub L inwppbpuliult hudup: Gwunipnieatn Lwhuwwnbudwsd § dbdppwtiwht $hinpdw dbennny Funbpnynybph hwagupydwt b nwppbpuldwt hwdwp: Punwnpnieiniup’ Sphuwnng -
Sphuyung - 20.0, npnduh dqduwdp 5.0, qninqu - 2.0, Yuwihnuh hhnpn$nuuwin - 4.0, Uwnphnwh wahn, 0.4, TTX - 0.1, Ugwn 10 - 15 PRutint phinn font¥ MAATHENh Nizuwn bl e T ununnnieinin Snhunng
nhegnng = £E.5, TNCUYNT UQUUop 5.5, quntinqu - 2.5 i 5 e - Raun 20.0, npndwiht dqywsdp 5.0, qunihnqu - 2.0, Ywihnuh hhnpn$nu$win - 4.0, tunphnush wghn, 0.4, TTX - 0.1, Uquip 10 - 15 g (hwdwawju
q (hwdwdawju hUO 7899-2:2000-h): Cwfuup' 41.4 - 46.5 q thnph 1000 | enpwd 9phu: hUO 7899-2:2000-h): Duifuup’ 41.4 - 46.5 g thnoh 1000 prpwd gphts
(Thermo Scientific, HiMedia, Merck, Sigma-Aldrich luid hudwndtip): Nhwwitibihniejuts dwidliint wnliuil 70%-h wluwjipint (Thermo Scientific, HiMedia, Merck, Sigma-Aldrich ud hwdwpdtip): Mhunwubhnyejwl dwdlbnt wnudwqu 70%-h wnluw)nipiniu
dwinwywpwpdwt wwhht, punhwtnn dwdytinp’ ujwqugnyup’ 4 nwph, gnpdwpwtwh hipdbwnhy thwpebpwynpdwdp Jwwnwlwpwpdwl wwhht, punhwunp dwdlinp' bjuqugnyup' 4 wwph, gnpdwpwuwiht hbpdbunhly thwpbpwdnpdwdp’ wnwdbugnyup 0.5
wnwybtjwgnyup 0.5 Yq Yandwdpny U gnpdwpwuwiht yhnwlwynpnwing (hwdwdawju 1SO 18113 gwpph unwunwpuutiph wwhwugh): g Ypndwdpny U gnpdwpwbight whunwlunpnudng (hudwéwt SO 18113 gwnph unwtnuwnuntbph wwhwtish): Mwpnwnhp bu
44 [Ujwubg-Pwpuih wquph hhdp Muwpwwnhp bt* udpupwtwyh Swdywghpp, wpnwnpnn juquwltpyniejwt wigwunwt n hwugbl, wpnwnpnnh Ynndhg )

wpunwnpdwu wduweyh b yhunwubihnyewu dwdytnh hunwly upnwdubpp: Lagws b in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwwgdwl pugnighs wy Shengubin, on.' Ywwnwinquihtt hwdwp, wwypwiph hwdwn: fudpwpwbwlu wdpnnoniejwdp |huh
dhwinbuwy (dwdlbnh, wpnwnpnnh b hwebpwynpdwt wnnwing) U niubuw wpnwnpnnh Ynndhg fudpwpwtwyhtu ubiplujwgydnn npuyh
hwdwuwnwghp, gnpdwnuwlwl punyewagnpbiph thnpdwptitinuejuwt wpryniuputin: Upnwnpniginiut niubuw ubipnpdwsd npulh
Yunwlwnpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwnwpunubiphts hwdwwwwnwutuwl (ISO 13485, 9001, CE W/ywd
IVD):

fudpwpwuwyh dwdljwaghpp, wpnwnpnn Yuqiwlbpynuyejwt wudwundu ne hwugbu, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W
whunwubhniejwt dwdlbnh hunwl upnwiubpp: Ladws & in vitro Yhpwndwt dwuht upnwdp fud unyuwlwbwgdwt )pugnighs wy) dhengubin,
on." Ywwnwinquiht hwdwp, wwpwuph hwdwp: udpwpwtwl wdpnnontpjwdp |huh dhwnbuwl (Gwdlytinh, wpnwnpnnh b hwebpwdnpdwu
wnnwiny) U niubuw wpnwnpnnh Ynndhg fudpwpwtwlht ubplujwgdnn npulh hwwuwnwghp, gnpdwnuwlywl punyewanbiph
thnpawpliunyejw wpryniupubin: Upunwnpnueniut niubuw ubipnpdws npwlh Yunwdwpdwl hwdwlwpg' npulht ubpluywgynn dhowqquiht
hUO unwunwpwnubtiphtt hwdwwwwnwufuwt (ISO 13485, 9001, CE U/{wd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
<nungbl pwg-ntnuwyniu thnph £, bwhiwwnbudwsd Ynphubpwhnbphwubiph punpnnuijuwt wibgdwu hwdwn: <ningbu pwg-nbnuwyniu thngh b, bwuwwnbudwsd Ynphubpwlnbphwubiph punpnnulwt wébgdwu hwdwn:
Pwnunpnipniup’ 1000 U wwwnpwuwnh dhowywjpnid. Pwnunpnipiniup’ 1000 d) ywnpwuwnh dhowydwjpnud.
Ybunwuh hjnudwdph whwywnhy dqyudp 10 g Ybunwuh hjnwdwdph wbuwwnhly dqudp 10 g
Uuwjhtu dqudp 10 g Uuuiht dqudp 10 g
‘Lwwnphnuwh pinphn 5 q Lwuphnuwh pinphn 5
YUnphubpwlwnbphwubiph wébgdwu|Uqun 15 g: Uquip 15 g:
45 [ hwynuwpbpdwu <njjh Muwpwuwnh dhowdwypp wwhwgnid £ 5% wpjwt W Yuihnwh wbniphnh wytjugnid: Muwwnpwuwnh dhowywnp ywhwgnud £ 5% wpjwt W Yuihnuwh nbiniphnh wybjugnud:
dhgwywyph hhdp Mhunwubhnipjwl dwdlybnp' wnuduqu 70% h wnlwjnyenit dwnwlwpwpdwl wwhht, punhwung dwdybnp' uwqugnyup 2 nwph, Mhunwttihnuyejwl dwdllinnp' wntgwqt 70% h wnlwnieiniu dwinwlwpwpdwl wwhht, punhwinn dwdlnp' bjuqugnytp 2 twph,
thwptipwynpnuip' hipdbunhl thwlwsd, wnwybjugnyup 100 gpudwing wwpwibpny: thwpbipwynpnwp' hipdbwnhly hwlydws, wnwdtjwgnyup 500 gpwdwtng nwpwtipny:
Owluup' 40 g thnph dhowwjn 1000 | pnpwd gphu: Buwluup' 40 g thngh dhowywjn 1000 | pnpwd ophu:
Cwdwwwwnwufuwth npulht ubipluywgynn dhowqquihu hUO unwunwpnutipht W/ Ywd niubuw npuwyh hwywunwghp (wpunwnpnnh - [<wdwwywinwuafuwth npubht ubipyujwgynn dhowqquiht hUO unwunwpunubipht W Ywd niubuw npuyh hwgwunwghp (wpunwnpnnh Ynndhg
Ynndhg fudpwpwtiwlht ubpluywgynn hwdwuwnwghp): ludpwpwtwlyp wdpnnoniejwdp (huh dhwnbuwy (Gwdybnh, wpunwnpnnh b fudpwpwuwyht ubpywjwgynn hwluwunwghn): udpwpwuwyp wdpnneniejwdp |huh dhwnbuwl (dwdltinh, wpnwnpnnp b hwebpwynpdwu
thwpbpwynpdwl wnnwiny): wnnwiny):
<bnnuy dhowdwp £ bwhiwnbudws uwthnwpw-twupbwpwbwlwl, wn pdnud Ynudbphy dhongutiph Jwupbwiht pwnwpldwt npngdwt [<bnnwy dhowdwp £ bwuwnbudwsd uwthnwpw-dwupbwpwiwlwl, win pdnud Ynudbphl dhengutiph dwupbwiht pwnwplydwt npnadw
hwdwp: Pwnwnpnueniup’ Yuabhuh hhnpnihquin, Yeunwuh hjnwdwsdph wbwwnhy dqywép, bwwnphnwh pinphn, Yuihnwh $nuduwn, hwdwn: Pwunwnpnieyniup' Yugbhuh hhnpnihquin, Yeunwuh hjnwdwsdph wbwwnhly dqywsdp, bwinphnwh pinphn, Yuihnwh $nuwin,
nbipuinpng, |tighwnht, wnhunppwn Ywd wndhtu 80: Mhuwubjhniejwt dwdljbnt wnudwql 70%-h wnfwjnieinit dwnwwpwpdwt nbpuwnpng, |tighnht, wnihunppwn Yud wndht 80: Mhunwubihniejwi dwdljbnt wnudwqu 70%-h wnlwjnieiniu dwunwlywpwpdwt wwhht,
wwhht, punhwunip dwdytinp' bwqugnyup 4 twph, gnpdwpwuwiht hipdbunhl thwpbrpwdnpdwdp b gnpdwpwwht punhwunip dwdlytivp' ujwqugnyup 4 nwph, gnpdwpwwiht htipdnhy hwpbpwynpdwdp b gnpdwpwuwiht whunwlwynpnwing (hwdwdwju
SCDLP wpquuwy' Sphujunhy whunwlwynpnuwing (hwdwéwjt 1SO 18113 wnph unwnwpuutinh wwhwtgh), wnwytjwgnytp 0.5 4g Yondwdpnd: Mwpnwnhp bu* 1SO 18113 wnph unwunwnpwnutiph wwhwgh), wnwytjwgnyup 0.5 Yg Yondwdpny: Mwpunwnhp ' ludpwpwwyh dwdywghpp, wpwnwnpnn
48  |unwjh |Gghwnhtny b wnyhuny fudpwpwuwyh dwdljwghpp, wpnwnpnn Yuqiwlbpynyejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W Yuquiwybpynipjwt wudwunwiu ne hwugb, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubihnyewu dwdybnh hunwly upnuwubpp:
wpquiiwly whunwubhniejwt dwdybnh hunwl upnwdubipp: Lodws k in vitro Yhpwndwt dwuht upnudp hud unyuwlutwgdwl (pugnighs wyg Loywsd £ in vitro Yhpwndwt Jwuht upnuwip Yud unyuwluuwgdwl jpwgnighs wyp Shengubin, op.' Ywwnwinquht hwdwp, wwpwuph hwdwn:
dhongutip, on.' Yuwnwingwjht hwdwp, wypwph hwdwp: ludpwpwtwlu wdpnnoniejwdp |huh dhwnbuwl (dwdlytinh, wpnwnpanh b | ludpwpwtiwlt wdpnnonipjwdp thuh Jhwnbuwl (dwdlbnh, wpnwnpnnh b hwptipwynpiwt wnnwing) b niubuw wpnwnpnnh Ynndhg
thwpbpwynpiwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwlyht ubpluywgynn npwyh hwdwunwghp, gnpdwntwlw fudpwpwuwyhtu ubpywjwgynn npwhh hwdwunwghp, gnpdwntwlw punyewgnbinh thnpdwplunipjwl wpryntupubip: Upnwnpnieiniut niubuw
punipwgptiph thnpdwpltinuejwt wpnyniupttin: Upnwnpnieyniut niubuw ubpnpdwsd npulh junwdwpdwt hwdwlwpg' npwyht ubipnpdwd npwyh Yunwywpdwt hwdwlwnpg' npwlht ubiplwywgynn dhowqquihtt hUO unwunwpuutipht hwdwwwwnwutuw (1SO 13485,
ubipyujwgynn dhowqquihtu hUO unwunwpwnutipht hwdwwwwnwufuwt (ISO 13485, 9001, CE W/{wd IVD): 9001, CE b/ywd IVD):
Ungbiu u Gudwt quiugqws k, U Lujwd Luwnb tphwub 0] Lpdbu utint h u
CnungkL, dupnuugnyl thngbUl quigws £, Lwhiwinbulud tunbpnpulintiphwinh Ynndhg whnngp SendGunuglbin hutninieu <ndngbt, Jupnwgnyt thnpbudwt quugyws E, bwuwwnbudwsd tunbipnpulnbiphwutinh Ynndhg jwlunngp $bpdbunwgubne hwnlynipjwu
nwnwiuwuppdwt hwdwp (<huh gniuwynp 2wpp): Mwpniuwynud £ hunhlwwnp BP (9pwinyd Yuwnywn U nngnjwperent) Yud
s hunhy U h il up' 0.4 ' 1000 4] dhowduwypht nwnwuwuhpdwt hwdwp (<huh gniuwynp 2wpp): Mwpniuwynud § hunhwnnp BP (9pwinyd Yuwnywn U nngnjwerent) Yud
ppndypGgninunipuynip punpuitnnp: Uqwinp wwpniiwyniginiup 0.4 q L Upuyujppt: \ \
dlnbi u : U \(l up' 0.4 ¢' 1000 4y u:
Mhunwubhnipjwl dwdybnt wntguqu 70%-h wnlwjnipiniu dwnwlwpwpdwl wwhht, punhwunp dwdybnp' buqugnyup' 2 nwph, Enp; lﬂ;mq;l““lmz“;mf;l:‘b ’}tqm"‘:’l‘lﬂ uq;;)[;/h:{m[‘:l mumr‘?‘n; o y ¢ i hl hgfﬁ\l'imllhqh Unip dwdng’ U un' 2 n
| wnwlbihniejwt dwidlbint wnudwqt %-h wnYwinieiniu Jwinwlwpwpdwt wwhht, punhwun dwdlbnp' buqugnyup' 2 twph,
gnpdwpwwiht hipdnhy hwpbpwdnpdwdp’ wnwybugnyup 0.25 Yq Yondwdpny b gnpdwpwtiught whunwlwdnpnwing (hwdwduwg \
S uwyhu hbpdb bi Jwd b up 0.25 Spny L gnpd Uwjht dny (hwdwdwyu 1SO
1SO 18113 wpph unwunwpunubph wwhwugh): Mwpuwnhp BU' udpwpwtwlh dwdlwghpp, wpnwnpnn Yuqdwlepynyejwt wudwunuu annéuipuitiughls hpdtinbl upreurdnndudp’ wnu [IUQJ‘WLJ C la Gndwpnil U gnpduipuiight b uadnpnudng (ududuy
50  |<huh dhowduyn jwlwngny L 18113 gwpph unwunwpuubph wwhwgh): Mwpuwnhp BU* udpwpwtwyh dwdhwghpp, wpnwnpnn juqdwlbpwniyejwt wudwunwiu nu
nt hwugb, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b whnwbhnpjut dwdybnh hunwy ugnwdubipp: Ladws £ in vitro Yhpwndwu Lo
| hwugbt, wpnwnpnnh Ynndhg wpunwnpiwt wduwpyh b whnwbjhnpjut dwdlybnh hunwy ugnwiubpp: Laqws kin vitro Yhpwndwl dwuht
dwuht ugnwip Ywd unyuwlwbwgdwt ipugnighs wy) dhengubip, on.' Yuwnwinguiht hwdwp, wupwuph hwdwp: udpwpwuwlu \
tgnuip Yuwd unyuwlwuwgdwl jpugnighs wyp dhengubip, op.' jwwnwinquiht hwdwn, wwpwuph hwdwn: fudpwpwtwl wdpnnonuyejwdp (hup
wdpnnonipjwdp (htuh dhwinbuwly (dwdlbnh, wpnwnpnnh b hwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhu
dhwnbuwy (Gwdybwh, wpunwnpnnh b hwpbpwynpdwt wanwinyg) b niubuw wpunwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgdnn npwyh
ubpuywgynn npwlh hwwunwghp, gnpdwnuwlwl punipwgnbiph thnpdwptitinyejut wpryniuptbin: Upnwnpnuyeyniut niubuw ubpnpdws
npwbh Yunuwduinduwt hudwlung spubi Ubpluwwgdnn dhewaguiht hUO unutinuiinbbhl huduwuinwutut (SO 13485, 9001 hwywunwaghp, gnpdwnuwlwl punipwgnbph hnpdwptiinuejwl wipyniupubin: Upnwnpnueyniut niubuw ubpnpdwsd npwlyp Yunwduwpdwu
C'é Wy VD) n na nn maugUnn dhguwaguy rupuatEn “‘ I hwdwlwing' npwbht ubpluwwgdnn Shewqgquiht hUO unuwitnwnulbph hwdwwwinwufuwy (1SO 13485, 9001, CE W/wd IVD):
<ndnghu, u Gudwt quigqwsd , U Ludwd Lunt tphwub 0 bpdbu ubin h u
ndngbl, quinnuignyl thglbdu quitiuud £, Uuuuntugwd Euntipnpuilintphuitiph Gnndhg gyniingn $andtlinwgliing hutnlnipiu <ndngbit, Jupnwgnyu thngbudw quiugdwd k, twhuwnbudwsd Eunbpnpulunbiphwubnh Ynndhg quniyngn ipdbunwgutnt hwinynipyu
nunwuwuhpdwt hwdwp (<huh gniawdnp 2wpp): Mwpniawynud £ hunhluwwnnp BP (opuwinyd uwnywun b nngnjweent) Yud
N \ nunwiuwuhpdwt hwdwn (<huh gniiwynp 2wpp): Mwpniswynud £ hunhlwnnp BP (opuinyd Yuwnywn W nngnjweent) Yud
ppndypbigninuynipuynip hunhlywunnp: Uguph wywpniswlnuegniup' 0.4 ' 1000 ) dhowdwjpht: N .
\ \ ppndypbigninynpwyney hunhwwnnp: Uquiph wywpniuwlnueggniup' 0.4 ' 1000 i dhowdwjpht:
Mhunwubhnipjwl dwdlint wnuduqu 70%-h wnluwnipnit dwnwlwpwpdwl wywhht, punhwunp dwdybnp' bjuqugnyup' 2 tnwph, . .
\ Mhunwubhnypywt dwdybnt wnuduqu 70%-h wnlwjnipiniu dwnwlwpwpdwl ywhht, punhwun dwdybnp' uwqugnyup' 2 nwph,
gnpdwpuwiiwiht htpdtinhly thwpbpwdnpdwdp’ wnwybjwgnyup 0.25 Yg Yondwdpny U gnpdwpwtwiht whunwlwynpnwing (hwdwdwiu \
1SO 18113 h u ubh hustigh): ™ i B4 fud u swdluigh Yuquult 1 wbdwtnuy gnpdwpwuwiht hbpdbnhly hwpbpwynpdwdp’ wnwybugnyup 0.25 Yg Yondudpny b gnpdwpwtwh yhunwlywydnpnuing (hwdwdwju 1ISO
51 |<huh dhowyuwyp gynityngny 2ungn uinullrpuputinh tpihibgh): Flwpinn fudpuipuitiwlh Swdwghnp, wpunwnann uqdulnunipil wbutn 18113 gwnph unwtnwpuutinh wwhwsh): Mwpunwnhp bu' udpwpwtwlh Swdywghpp, wpnwnpnn Yuqiwybpwnuyejwt wudwunu nu

nt hwughbt, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b whnwbhnyejut dwdlytinh hunwy ugndubipp: Ladws £ in vitro Yhpwndwu
dwuht upnuip Yud unyuwlwbiwgdwt pugnighs wy) dhongubin, on.' Juwnwinquihtt hwdwp, wwpwph hwdwn: ludpwpwtiwlu
wdpnnonpjwdp (huh dhwinbuwy (dwdlbnh, wpnwnpnnh U hwpebpwynpdwt wnnwing) U niubuw wpunwnpnnh Ynndhg fudpwpwuwyhu
ubipyuywgynn npwlh hwwunwghp, gnpdwnuwlwu punyewgntiph thnpdwptiunyejwt wpryniuputin: Upnwnpnueyniut niubuw ubipnpdwsd
npwlh Junwywpdwt hwiwlwpg' npulht ubiplwjwgynn dhowqquiht hUO unwunwpwnubipht hwdwwwwnwutuwt (1SO 13485, 9001,
CE WYwd IVD):

hwughbt, wpnwnpnnh Ynndhg wpunwnpdwt wduwpyh b whnwubhnejut dwdytinh hunwy ugndutipp: Lawd £ in vitro Yhpwndwl dwuht
upnuip Yud unyuwwiwgdwt pugnighs wy Jhengubin, op." uwnwinquiht hwdwp, wwpwph hwdwn: udpwpwtwlu wdpnneniejwdp (huh
dhwwnbuwy (dwdybwnh, wpunwnpnnh b hwebpwynpdwt wnanwing) b niubuw wpunwnpnnh Ynndhg fudpwpwtwyht ubiplwjwgdnn npuyh
hwywuwnwghp, gnpdwnuwlwt punipwgnbph thnpdwpltuniejwl wpryniupubip: Unpnwnpnueyniu niubuw ubpnpdwsd npwlyp Yunwyuwpdwu
hwdwlwng' npwyht ubiplwjwgynn Showqgwihtu hUO unwunwpunubpht hwdwwwwnwufuw (1SO 13485, 9001, CE W/Ywd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Sndnglit, quipruugnylt thngGlduil quitiguud &, tufuwintugud Buntipnpuilintiphutiinh Ynndhg dwbhup $ndtlinwgttin huinbnipu <nudngbu, qupnwgnyl thngbudwt quiugqws b, bwfuwwnbudwsd tunbpnpuwlunbphwubph Ynndhg dwupnp $bpdbunwgubine hwinynuyejw
nwnuuwuhpdwl hwdwp (huh gniuwdnp 2wpp): Mwpniuwynud £ hunhYwwnnp BP (opwinyd Yuwnyn b nngnjweent) fud
\ nwnwitwuhpdwt hwdwp (<huh gntawdnp 2wnpp): Mwpniuwynad £ hunhlwwnnp BP (opwinyd Yuwnywn b nngnjwerent) fud
ppndypbgninynipunip hunhwwnnp: Uguph wwpniuwyniygpniup® 0.4 1000 d) dhowywyphu: N
| ppndynpbgninynipunip hunhwwnnp: Uguph wywpniwynyeyniup' 0.4q.1000 d) dhowduypht:
Mhunwubhnipjwl dwdlbnt wnuduqu 70%-h wnlwnipnit dwnwlwpwpdwl wywhht, punhwunp dwdybnp’ ujwqugnyup 2 wwph, .
Mhunwubjhnieywl dwdlbnt wnudwqu 70%-h wnlwjnieinit dwnwlywpwpdwt wwhht, punhwun dwdlbnp' udwqugnyup 2 nwph,
gnpdwpwwiht hbpdbnhy thwpbpwdnpdwdp b gnpdwpwuwiht whuwywynpnung (hwdwéwju 1SO 18113 gwpph unwunwpunubph
N gnpdwpwuwiht hbpdbnhly thwpbpwdnpdwdp b gnpdwpwuwiht whunwlywdnpnwing (hwdwdwju 1SO 18113 wpph unwunwpunubph
wwhwugh), wnwybpwgnyup 0.25 g Yandwdpny: Mwpuwnhp BU' fudpwpwtwyh dwdwghpp, wpnwnpnn Yuqiwybspwynuyejwu N
52 |<huh dhowywjp dwupuing . |ywhwugh), wnwdbiwgnyup 0.25 Yg Yondwdpny: Mwpwwnhp bU' fudpwpwuwlhh dwdlwaghpp, wpnwnpnn Yugqdwybpynueggwt wudwunwdu ne
wudwunwdu nt hwugb, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhniyejwy dwdybnh hunwly upnuwubpp: Lagwd b in vitro L
| hwugbt, wpnwnpnnh Ynndhg wpunwnpiwt wduwpdh b whnwbhnyejuwl dwdlybnh hunwy ugnwiubpp: Laqws kin vitro Yhpwndwl dwuht
Yhpwndwt dwuht ugnwip Yuwd unyuwlwwgdwt jpugnighs wy) dhengubip, on.' Yuwnwingwiht hwdwp, wwypwuph hwdwp: \
tgnuip Yud unyuwlwuwgdwl jpugnighs wyp dhengubip, op.' wwnwinquiht hwdwn, wwpwuph hwdwn: fudpwpwtwl wdpnnenuyejwdp (huph
fudpwpwuwlu wdpnnonipjwdp |huh dhwnbuwl (dwdlybnh, wpnwnpnnh b hwpbpwdnpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg
dhwwnbuwy (Gwdybwnh, wpunwnpnnh b hwebpwynpdwt wnnwinyg) b niubbw wpunwnpnnh Ynndhg fudpwpwtwyht ubiplujwgdnn npwyh
fudpwpwuwyht ubplyuywgynn npwlyh hwdwunwaghp, gnpdwntwlw punyewgnbph thnpdwpltniejwl wprynitupubip: Upnwnpnieiniuu
b Ubnnpduwd npubh Yunudunduwt hudwlung spubil ubpbuwgwgdnn dhewaguiht hUO unutinuinintbnht hudwwunuwotut hwdwunwaghp, gnpdwnuwlwl punipwgnbph hnpdwptitinuejwl wpyniuptbip: Upnwnpnueyniut niubuw ubpnpdwsd npwlp Yunwduwpdwu
i h: " e np PHEGEAN Shugey MHpRtEn “ hwdwlwpg' npwyht ubiplwjwgynn dhowqgquihtt hUO unwunwpuubipht hwdwwwwnwutuw (1SO 13485, 9001, CE W/ywd IVD):
(ISO 13485, 9001, CE b/lwd IVD):
Lhihwlwt shwgnieyniu £ twhuwwnbugws dwupbwpwtwlw jwpnpunnphwih watuwwnwupttiph hwdwp: Unwpedh bwnphnwwlwt Lhihwlwt shwgnipniu b wuwwnbudws dwupbwpwbwlw wpnpwnnphwih woluwnwputinh hwdwp: Unwperyh twnphnuwlwt wnu b,
53 Lhihwlyw dwpnip wn' wnu k, (ndynud | gpnud: Cwdwywinwufuwth npwlht ubpluywgynn dhowqquihts unwunuwpuutpht b/ Yuwd niubuw npulyh (nynud £ opnud: Cwdwwwinwufuwuh npwlyht ubpujwgynn dhowqgquiht unwunwpnubpht b/ Ywd niubuw npulh hwjwuwnwghp Yud
Uwwnphnuwh pinphn hwjwunwghp Yud hwdwwywnwufuwuh SOUS-hu: ludpwpwtiwlp wdpnnonipjwdp |huh d} Guwly (dwdlbunh, wy mnnnh b hwd sfuwuh GOUS-hu: fudpwpwtiwlp wdpnnonejwdp (huh dhwinbuwl (dwdlbnh, wpnwnpnnh U hwpbpwdnpdwt wnnwng),
puebpunfnpiuit wnnuind), gapduinuitiught thupbeuipdudp, wnihdbnusht nuwpubbpnd, 1-5 4q Ynuspttnn annéwputiuhl huebrewdnnduidp, wnihdbpuht uwpuibispnd, 5 4g Gndwdpbind:
Uhlipnonguihquutiph puw Spuadh inwpbipwlihs Unldwt huduin Wplutynyetinh huidupwsnt, app wupniwnud £ Uhypnopquuhqdubph pun Spwdh nwpbpwyhs ubpydwy hwdwp ubpluiynyetiph hwdwpwdnt, npp wwpniuwynud .
Pjnipbnwht dwunwlwgnyuh ndnype - 250 (2 x 125) 4i
Pnipbnwiht dwunwlwgnyup mdnype - 250 (2 x 125) )
Snnuwjht ndnype Ywd Lyngn - 250 (2 x 125) gt
Qnituwignln pdny - 250 (2 x 125) Snnuyhl Mdnype Ywd Lynigng - 250 (2 x 125) 4i
P nn Ry L Sniuwgnynn (ndnype - 250 (2 x 125) Ui
Uwdpwuht Yud $nipupt - 250 (2 x 125) 4 Uit Yuud $npuhla - 250 (2 x 125) o
o | \ w Lpuhl -
Mhunwubihnyejwl dwdlbint wnuduqu 70%-h wnlwnipinit dwnwlwpwpdwl wywhht, punhwunp dwdybnp’ ujwqugnyup 3 tnwph, Mhunutihnypyul dudlbint wduwat 70%-h wnljuynupns dwnwlunundut wwhhl, pughwbng dwdlng' Wuquanyun 3 nwph,
Spwdng ubpydw ubpybph gnpdwpwwiht hipdenhy thwpbpwdnpdwdp b gnpdwpwuwiht whuwywynpnwing (hwdwéwju 1SO 18113 swpph unwunwpunubph
56 \ gnpdwpwuwiht hbpdbunhy thwpebpwdnpdwdp b gnpdwpwuwiht whunwlywynpnwing (hwdwdwj 1SO 18113 swpph unwunwpwnubph
hwluwpwdnt wwhuwugh): Mwpwnwnhp Bu* fudpwpwuwlh dwdljwghpp, wpnwnpnn Yuqdwlbpynipywt wudwunwu nehwugbu, wpnwnpnnh Ynndhg \
L wwhuwtgh): Mwpnwnhp Bu* fudpwpwtwlh dwdljwghpp, wpnwnpnn Yuqdwlbpyniejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg
wpunwnpiwt wduwpyh b whunwubhniejwu dwdybnh hunwly ugnwubpp: Lagws b in vitro Yhpwndwt Jwuht ugnwdp Yud L
\ wpunuwnpiwt wduwpyh b whnwubhniyejwl dwdybnh hunwy upnwubpp: Lagwd b in vitro Yhpwndwt dwuht ugndp Yud unyuwlwwgdwt
Unyuwlwuwgdwu [pugnighs wyp dhongubin, op." Yuunwinqwiht hwdwp, wwypwuph hwdwp: ludpwpwuwlyu wdpnnenypjwdp huh |
\nwgnighs wy) dhongubip, op." Ywwnwinguiht hwdwn, wwpwph hwdwn: fudpwpwtwlu wdpnnontpjwdp (huh dhwnbuwl (dwdlybnh,
dhwwinbuwy (dwdlbnh, wpnwnpnnh b thwpbpwynpdwt wnnwng) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubplujwgdnn npwyh
huuunuah Sl punteugptph thanduwptin u nstbn: Unin Al nibuw Ubpnpdws npwlh wpuwnpnnh U thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwlyhtu ubpyujwgynn npuyh hwdwuwnwghp,
y " l? E’hq'nlr; g’ ihur::hql:‘ i d " 1;';19 lmtu :ng e hn. nu:r;r; :ajl; : Lu[u !r;r(}lr]SO 13425 9001, CE Wiy qnpdwnuwlwu punypwantinh thnpéwptiunieyw wpyntuputin: Upnwnpnieiniut niubitw ubipnpdws npwih junwdwpdwl hwdwlwpg'
|\7|J3r;u pupduity hudwiuing npw MHuugHnn dhawaquy vinulimpiputispnt hutuibuiintiu e M it ubipluwwgynn dhewqquiht hUO unwnwpubpht hwdwwywnwatuwy (1SO 13485, 9001, CE W/ywd IVD):
- = + : .
Snuuiin-wnuihl prcpipuhts iménye &, ph = 5,5 + 0,2 gniguitignd: Ppithg Uinluywgtinud £ dwinbuiqfind $nuuin-piplinuht Dnudwn-wnuwiht pnipbipwyht ;ndnype &, ph = 5,5 + 0,2 gnigwuhny: Ppbuhg ubpyuwjwgunut | dwupbwgbnd $nudwn-pnibbpwihti indnype, npp
\nwnype, npp wwpniuwynd £ dyubnuuidws $nubnpuppduiht uihnd, bphuntnuiuiyws $nudnpuprpdwiht bwnphnd, twnphnwh
| wwpniwwynd £ dblubnuluiws $nubnpuippeduiht Yuihnud, phunbnuyuidwsd $nubnpuprpdwiht twwnphnud, twunphnwh pinph W dwpnip
pinphn b dwpnip onip wuhpwdbipn dwywiny: Lndnuwd/pwjpwinud | untpuinpuntbiph npnawlh pwtiwyniegni’ hunhluwwnph N |
\ oninp wuhpwdtign dwywny: Lndniud/puypuiynid £ unipunpunubinh npnawyh pwtwlnieyni™ hunhuwwnnph ubiphuyniejwdp’ wnwowgubing
ubpyuynipjwdp’ wnwewgubiny gniuwynp (nnypubin: Yhpwnynud b uwuhnwpwlwt b Yihuhyulwy dwupbwpwunyeywi dbe: Lndnypp N
| gniuwynp (ndnypubin: Yppwndnud b uwtuhnwpwlwi W Yhuhhulwlu dwupbwpwuniyeut dbg: Lndnypp thwpbpwdnpdwsd E updwyubpnyg’
thwpbpwynpywsd b updulubpny’ jnipuwpwignipp wnudwqu 10-wlwt J) Swwiubpng: Mhunwubjhnyejwt dwdybnt wnudwqu 70%-h
. Jnipwpwugnipp wntudwqu 10-wlwt Jd) dwdwiubpnyg: Mhunwubhnpjwt dwdybnt wnudwqu 70%-h wnluynieinit dwnwlwpwpdwt wywhht,
wnlwjnipinit dwnwlwpwpdwl wwhht, punhwunp dwdybnp’ bwqugnyup 2 nwph, gnpdwpwuwhtu hipdbnhy hwpebpwdnpdwdp W N
57  [Pni$bipwiht nwdnyp punhwuntp dwdltinp' uuquignyup 2 mwph, gnpdwpwuwht hbpdanhl hwpbpwdnpdwdp bW gnpdwpwuwiht whunwlwynpning (hwdwéwiu
gnpdwpuwitwiht whnwlwynpnuing (hwdwdwyu ISO 18113 gwpph unwunwpunubph wwhwugh), niubuw fudpwpwtwyh
1SO 18113 pwipph unwunwpnubiph wwhwugh), niubuw fudpwpwuwlh b wypwupwuhywihtu dwdlwagnbp, wpnwnpnnh Ynndhg wpunwnpdwu
wwypwupwuhwiht dwdljwgptip, wpunwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhnwubjhnyewi dwdltinh hunwl tpnwiubpng:
wduwpyh b wyhnwubhnyewu dwdltinh hunwl uynwiubpny: udpwpwuwlyp Yph hunwy Swdljwghp, wdpnnonipjwdp |huh dhwnbuwy
fudpwpwuwyp Ynh hunwly dwdughp, wdpnnonyejwdp |huh dhwnbuwl (dwdlybnh, wpnwnpnnh b hwpbpwdnpdwt wonnuwing)
(dwdlybnh, wpnwnpnnh b hwpbpwdnpdwu wnnuwing) U niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubpluywgynn npwlh hwdwunwghp:
niubuw wpunwnpnnh Ynndhg udpwpwuwyht ubipluwjwgynn npwiyh hwwuwnwghp: Upnwnpnipgniut niubuw ubipnpdusd npuyh |
s hudwluwng' npwUht Uinuyugynn dhewqquiht UO unuwitinuinunbibnht hudwewnwufuwt (SO 13485, 9001, CE Wyl | Mwnnnieindil ntibl Unnnuud npuwih Yunuuindul hwdwlung npwt Unkupugdnn dhowqguhts PUO unuwinuwpnteh
R/”I’D')"_L“ql“” na nn gunn thawa s hwiwywnwufuwl (1SO 13485, 9001, CE /s IVD):
2np uyhwnwl thngbudw hwdwubin quiugws, oguuwgnpdynud | utunignn dhowywinpbph wwwpwundwy hwdwp: Mhunwubhnyejut 2np uyhwnwl thnpbudwu hwdwubn quiugyws, oquiwgnpdynid b utinignn dhgwdwypbph wwnpwuwndwl hwdwp: Mhunwubhnyejwy dwdybnu
dwdljiint wnudwql 70%-h wnluwynipiniu dwnwlwpwpdwt ywhht, hwpbpwynpnup’ wnwybugnyup 2-wlw Yg, hipdbanhy wnudwqu 70%-h wnywnieintt dwnwlwpwpdwl wwhht, thwpbrpwdnpnup’ wnwdbwgnyup 2-wlw Yg, hbpdbnhly nwpwubpnd' hunwy
59  [Rhdhwlwu dwpnip jwlnng wnwpwutpny' hunwy whnwywdnpdwdp, wypwiupwihoh b udpwpwtwlutiph wwpnwnhp ugnwiubpny: whunwlwynpdwdp, wwpwupwuhoh U fudpwpwuwlubph wwpunwnhp bgnwiubpny:
Cwiwwwwnwufuwuh npuwlht ubpyujwgdnn dhowqguwiht unwunwnpnubpht b niubuw npwyh hwywuwnwghp (wpnwnpnnh Ynndhg Cwdwwwinwufuwih npwyht ubplwjwgynn dhowqquiht unwtnwpunbpht W niubuw npuwyh hwdwunwghp (wpuwnpnnh Ynndhg
fudpwpwuwlyht ubpyuwjwgdnn hwjwuwnwghn): fudpwpwuwyht ubpywyjwgynn hwdwunwghn):
2np uyhwnwl thngbudw hwdwubin quiugws, oguuwgnpdynud | utunignn dhowywinpbph wwwpwundwy hwdwp: Mhunwubhnyejut 2np uyhwnwl thnpbudwu hwdwubn quiugyws, oquiwgnpdynid b utinignn dhgwdwypbph wwnpwuwndwl hwdwp: Mhunwubhnyejwy dwdybnu
dwdljiint wnudwql 70%-h wnluwynieiniu dwnwlwpwpdwt ywhht, hwpbpwynpnup’ wnwybwgnyup 2-wlw Yg, hipdbanhy wnudwqu 70%-h wnywnieintt dwnwlwpwpdwl wwhht, thwepbrpwdnpnudp’ wnwdbwgnyup 2-wlw Yg, hbpdbnhl nwpwubpnd' hunwy
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hwdwp 07 whunwubhnyejwt dwdlbnh hunwl upnwiubpnd: udpwpwuwyp Yph hunwly dwdljwghp, wdpnnonipjwdp |huh dhwwnbuwl (dwdlybnh, j
wnnwnnnih L hupbpugnniul wanund) U nbtw wpmwnannh Ynndhg fudpwpwubht dbnbugwgdnn npuwbih huduwunwehn ugnuiubpny: fudpwpwuwlyp Ynh hunwl dwdlwghp, wdpnnoniejwdp |huh dhwnbuwl (Gwdybnh, wpnwnpnnh b hwpbpwdnpdwt wenwind)
u wpwliw i :
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hurl?r:&n:?ﬁruw?(Isow1342?32101"%“&“&[?:;?/th it huaduiluing npuibh niuyigunn dhowqguyh unutnuwpitiinh Ywnwlwpdwt hwdwlwng' npwlht ubiplujwgynn dhowqguiht hUO unwunwpnubipht hwdwwwunwufuwt (1ISO 13485, 9001, CE W/lwd IVD
Ja) 0] U hdnuyl 5 S oh6i 5: M (] Jdkh Jwpdhuutip 08 tud
:qun:hhwhunljhldwg WEJ:L h ;l Eqwgllw wnunppgywd zhény, in$hihqugdwsd: Mupnitiwynud £ hwywdwpdhtiubn 08 udph Swiquiph Guwd ngfuwiph wnjwl hintuhquigywsd wnunppgywsd ghénu, (hnbhihquiglws: Mwpnitwlnud | hwlwiwpdhultn 08 fusph
wlnhgbwjht Yndwbpuh bywndwdp:
Y wwnhgbbwiht Ynduybpuh Ulundwdp:
Muwhywudwu dwdljnp U up 5 4-10°C: M| b U dwdljbint wnudwqu 70%-| 1 dwt
whuwidwl dwdlfinp Lwquignytin 5 wiph, huntishnyjut duidliint wnidwal 70% h wnlwjnuejnis dutnwlupuindus MNwhywudw dwdlnp ujwqugnyup 5 nwph, 4 - 10°C: Mhunwubhnipiwl dwdlbnt wnuduqu 70%-h wnlwjnyentu dwnwlwpwpdwu
2np uwdnubiinquihtu wwhht: Cwdwwwnwufuwuh npwlht ubpluyugynn dhowqquiht unwunwpnubpht b ndibuw npwyh hwdwunwghp (wpnwnpnnh wwihhl: Cuduuinuwuhisth npwbiht UnUuwugdnn dheuwqquhl unutnuinubinpht U nibblu npwbih huuunwahn wpnwnpnnh Yandhg
wnunppgqwd whunnpnahs 2htny [Ynndhg ludpwpwuwyht ubplwjwgynn hwdwunwaghp): Snpdwpwtwiht whunwluwdnpnwing (hwdwdwu 1ISO 18113 swpph .

72 fudpwpwuwyht ubpywjwgynn hwdwunwghn): Snpdwpwtiught whnwlwdnpnwing (hwdwdwgt 1ISO 18113 wpph unwunwpunubph wywhwugh),
wqynunhuwghwih nbwlghwih unwunuwpunubph wwhwugh), niubuw fudpwpwtwlh b wypwupwuhwiht dwdljwgptn, wpnwnpnnh Ynndhg wpnwnpiwt wduwppdh W bt fudpwpwbwbh U wputpubhowht Swugnt, wpnwnpnnh Ynndhg wpimwnpiwt wiuwedh & whnwbbihngeut dudbnh hunw
hwdwp 08 whunwubhniejwt dwdlbnh hunwl upnwiubpny: udpwpwuwyp Yph hunwly dwdljwghp, wdpnnonipjwdp |huh dhwunbuwl (dwdlybnh, |

ugnuiubipny: fudpwpwuwlyp Ynh hunwl dwdlwghp, wdpnnenipjwdp huh dhwnbuwl (dwdlbnh, wpnwnpnnh b hwpbpwdnpdwt wnnwind)
wnpunwnpnnh b thwpbpwdnpdwt wnnwing) b nubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubpyuwjwgynn npuwlh hwdwuwnwghp:
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ugnuiubipny: fudpwpwuwlp Ynh hunwly dwdlwghp, wdpnnontpjwdp |huh dhwnbuwl (dwdybnh, wpnwnpnnh b hwpbpwynpdwu wnnwing)
wpunwnpnnp b hwpbpwdnpdwt wnnwind) b niubuw wpunwnpnnh Ynndhg fudpwpwuwyht ubiplwjwgynn npwyh hwjwuwnwghn: |
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wiwwwinwufuw X s w
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i . wlwnhgbuh Uundwdp:
Muhywudw dwdlbnp 5 nwph, 4-10°C: Mhunwubhnyejwt dwdlbnt wnudwqu 70%-h wnlwnipiniu dwnwlwpwpdwl wwhh: o o .
2np uwdnubinquihu Cwiwwwwnwufuwuh npuwlht ubpyujwgdnn dhowqgwiht unwunwnpnubpht b niubuw npwyh hwywuwnwghp (wpnwnpnnh Ynndhg ’::J:uljlwziﬁui:iib:iiﬁtlh'uﬁﬂ in ""Il;l]nwhbmnr:?wb dﬁduhmthw::ltwstgfj’: Z:EU:]J:JTJJ”S‘“ZWEW(lLWr::E“’u::l;‘l{l:l:‘hf:;;]

78 wnunppgqwd wiuinnpnohs ohtnly [fudpwpwuwyht ubpyujwgdnn hwjwuwnwghn): Snpdwpwuwht whunwlywynpnwing (hwdwdwju 1SO 18113 gwipph unwunwnpwnubph s wu:uhwl{hh . l{anuJ dn er:u{uJJujw r;] )Q:?c;u:j m;::;:hqu;\r;mwu:u{n nu;nl{ (huu?umwu 10 18";‘2 hnummqnh w muqb hg whuitish)
wgynunhuwghwih nbwlghwih wwhwugh), niubtw fudpwpwuwyh b wwypwupwuhowiht Swdywgnbn, wpnwnpnnh Ynnidhg wpunwnpdwy wduwpdh bW wyhnwubhnyejwu P ruuguni ;- powin Ut i . 2une uupunkianh uf 2nh
hudwn H b huwnul upnuutpnd: Fodpupuitiulp Uh hunwl Swdluwahn, wipnnonypudp (huh Shunbuwy (dwdluh, wpnwnannh & niubbw fudpwpwtiwlh b wypwupwuhawiht dwdlwagnpbn, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubihniejwu dwdybnh hunwy

nHp thupbpudnpdu uJZnn de h.nlhhswgwnmwﬁn:r]h Unnihg [udpwng;.uuh!rj bntfnufj]wginq npwlih huuunwahn Ll'nmr;.nr}n:r; i ugnuiubpny: fudpwpwuwlyp Ynh hunwl dwdlwghp, wdpnneniejwdp huh dhwnbuwl (dwdybnh, wpnwnpnnh b hwpbpwynpdwt wnnwind)
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BSwquw wy ngfuwph wpjwu hdniuhqugywsd wnun wd ohénuy, (hn! wgywd: Mwpniuwynd | hwlwdwpdhuubp Hg dnpwlwihu
wbl:h::ht: buwiudwnl?p' rwl hinibhquigy munneguud 2héindy, thndhibqugy n u u nutitiin Hq dopuluf BSwqwph Ywd nsuwph wpywi hdntuhqugywd wnunppgdwd ghéndy, |hndhihquigdwsd: Muwpniuwynud | hwwdwpdhtuubp Hg dunpwlwihu
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hurdwl Enh St | b Shwbiwt hannl ttibinh hhdwl Switintub bnwbdwt hudwn:
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HnLuEn uwphuhulu . h ahtip s s 4-h wnuitipitinh ptin n wndtph N T st o dhongny, Ybuwphdhwlwl hwinynieiniuubiph hhdwt Ypw dwupkbubiph wwppbpwlydwl hwdwp:
huinynuejniiubnh hhuwt dpw husdwpunud | qliught Uh whipwdwitibih duwu: Qudut dwiwtiwl I swhwbdud N N 1 St
o s ) N N R R Quthwpwduh ghup duwynpynud | hwdbidws 1.1-h wypwupubiph punhwuni wpdbiph hwupwgnwwpny: <wybidws 1.1-p hwdwnpynud
wnwppbpwldwu API fwdlbunh fud) uwlh o L ip whwp £ hpwlut |h Shwutwlw: Uwutiwlgh Ynnidhg bupwlbnbphg
87 bhasdgomaln husd g | 'hE ll..‘ \nuuIpupnLiR W nnu ) .]:'L T NN o S buswbbmbnt up dblip Gruhts wuwjdwiwgph wupwdwubh dwu: Fudwt dwdwbwyuwgnygny uwhdwugws dwnwlwpuwpdwy dwdybnh fudpwpwuwlh dwnwlwpwpnuip
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Inwluqd dwuny dkpdydnud E: wiih:
Vwwnwlwpwpynn wypwiph <wzhy-wwypwipwgnbipp wnp | ubiply {6t huiduwiy fuwts hubws 1.4-nud plipdws g
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2-whwt upduly:

wlwt upduly:




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Nbwgbunubph hwdwpwdnt, bwtuwwnbudws Yhuhhulwt udnipubphg Yue-h bpunpwlyghuwih hwdwn: <wdwpwsdnit wwpniuwynud k. Nbwgbunubph hwjwpwdnt, twhuwnbudws Yhuhywywu udnpubphg Yule-h bpunpwlyghwih hwdwn: <wdwpwdnit ywpniuwlnud k.
Lhghuh jnényp 15 df’ 1 upduly Lhghuh jndnyre 30 4’ 1 upduwl
Lyuwgnn jnidnyp 1-15 d' 1 upduly Ldwgnn jndnype 1 - 30 )’ T upduly
Lywgnn jnidnype 2 - 50 | 1 upduly Lwgnn |ndnyp 2 - 100 df' 1T upduly
Nwhybipuwy unppbwn - 1,25 §)' 1 upduy Niwhdbpuw) unppliun - 1,25 4| 2 upduly
TE pnibbip YUMB-h bynighwyh hwdwp - 5 ' T upduly: TE pnibbip YU3-h bynighwih hwdwp - 5 ) 2 upquly:
Cwlwpwdnit bwhuwnbudws £ wnudwqu 50 udniph hwdwp (Ubpwnyw) unnighsubipp): Cwlwpwdni bwhuwwnbudwsd £ 100 udniph hwdwp (Ubpwnyw) unnighsubipp):
89 YUIS -h wugwndwl hwdwpwsdnt | Mhunwubihnyeywt dwdlytnp' uwqugnyup 12 wihu: Kwdwpwsénth nbnuihnfudw gbpdwyht nidhip 2 - 8°C L, 5 ophg ng wyb): Mhwnwbihnyejwt dwdltinp' 12 wdhu: <wdwpwdnth inbinwthnfudwu gkipdwjhu ntidhdp 2 - 8°C &, 5 ophg ng wyti: <wdwpwdniu
«YU(3 unpp -B» Cwlwpwdnit wnuuyinwgywsd k «Rotor-Gene» 3000/6000 Luduq[hfbhlp.umnnh hLudLup Mhunwubihnipjwl dwdlbnp wnudwuqu 70%-h wnuwwwnwgywsd £ «Rotor-Gene» 3000/6000 wdwh$hlywnnph hwdwp: Mhnwubihnpjwt dwdlybnp wnuduqu 70%-h wnluniyeniu
wnwjnieynit dwuinwlwpwpdwt wwhht: <wudwwywnwuuwth npulht ubpyujwgdnn dhowqguiht unwunwnpnubpht b niubuw npuwyh - [dwunwywpwpdwt wywhht: <udwwywnwufuwund § npubht bbpujwgynn dhowqquiht unwunwpunubpht W nieh npuwyh hwdwunwghp
hwdwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyht beplwjwgynn hwdwunwaghn): Snpdwpwtiwht wyhunwlwdnpnwing (hwdwdwu (wpwwnpnnh Ynndhg udpwpwuwyht ubpwjwgynn hwdwunwaghn): Snpdwpwtiwiht whunwluwdnpnwing (hwdwdwju 1ISO 18113 wpph
1SO 18113 ywpph unwunwpwnubph ywhwush), nubtw fudpwpwuwyh b wwypwupwuhywiht Swdlwgnbn, wpnwnpnnh Ynndhg unwunuwpuubph wwhwush), niuh fudpwpwtwyh b wypwupwuhowiht dwdljwagntip, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W
wnunwnpiwt wduwpyh b wyhunwubhniyejwl dwdlybnh hunwy upnwdubpny: fudpwpwtwlp Yph hunwl Swdlywaghp, wdpnnoniejwdp (huh [whunwubihniewu dwdlbnh hunwly uznwubpny: fudpwpwtwlp Ypnd § hunwy Swdlwghp, wdpnnonyejwdp dhwwnbuwl E(dwdlytnh,
dhwinbuwy (dwdlbnh, wpnwnpnnh b hwpbpwynpdwt wnnwng) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npwlh [wpunwnpnnh b hwpbpwynpdwt wnanwing) b niuh wpnwnpnnh Ynndhg fudpwpwuwyht ubplujwgdnn npulh hwdwuwnwghn:
hwywuwnwghp: Upnwnpnygniut niubuw ubipnpdwsd npwlh Yunwdwpdwt hwdwlwng' npubht ubipyuwjwgynn dhowqquihu hUO Upwnwnpnipniut niuh ubpnpdwsd npuwih junwdwpdwt hwdwlwpg' npwlht ubplujwgynn dshewqgwihtt hUO unwunwpunubphtu
unwunwpunubpht hwdwwwwnwuluw (ISO 13485, 9001, CE W/{wd IVD: hwiwwwwnwufuwu (1ISO 13485, 9001, CE L IVD:
MTN nbwqgbunutiph hwdwpwdnt Eunbpnwtunwdht (nhwpngbt) wnhpwjht gnuyhbubiph (EPEC, ETEC, EIEC, EHEC, EAGEC) YU(3-u
MEN nbwgbitnutiph hwywpwdnt Euntipnwiunwsdht (nhwpngbit) wnhpwjht gnuyhlutiph (EPEC, ETEC, EIEC, EHEC, EAGEC) FUf3-u Yihupywlwu b opowliw dhowdwyph udnipubiphg hhpphnhquighnt- $pnipbugbunuwh ntnblghwih dhongny (nwppbipwl FRT) hwjnuwpbpdwu
Yihuhywlwu b 2pgwlw dhowdwjph udnipubinhg hhpphnhquighnt- $ynipbugbunuwgh ninklghwih dhongny (tnwppbipwl FRT) hwdwp «ppwlwi dwdwuwlyhy» nbdhinud: <wywpwdnit bwuwwnbugws k55 nbwlghwjh hwdwp, ubpwnyw) unnighgubipp:
hwjinuwpbpdwt hwdwp «<hpulwt dwdwuwyhy» nEdhdnd: <wwpwdnit bwhuwnbuws £ ujuqugnyup 55 nbwlghwh hwdwp, Zuwpwdnit wnwumwgyws £ «Rotor-Gene» 3000/6000 wdwh$hywwnph hwdwn: Mhnwbihniejwt dwdlbunp' 9 wihu: <wdwpwdnth
Eunbpnwiunwdht (nhwpngbu) — Jubipwnjwi unnighsubipp: wbnwihnfudwt obipdwiht ntidhdp 2 - 8°C £, 5 ophg ns wyb;: Mhnwubihnipjwt dwdltivnp wnudwqu 70%-h wnlwjnieinit Jwnwlwpwpdwl
wnhpwjhu gnuyhlubiph (EPEC, Lwjwpwdnit wnwywnwgyws k «Rotor-Gene» 3000/6000 wduyih$hljwinnph hwdwn: Mhnwutihniejwt dwdltinp' bduqugnyup 9 wuwhht: Cwidwwwwnwuuwunw | npulht ubpyujwgynn dhowqguiht unwunwpunubpht b niuh npwyh hwywuwnwghp (wpunwnpnnh Ynndhg
%0 ETEC, EIEC, EHEC, EAGEC) VU3~ |wihu: wywpwénth nbinwihnfudwt gpdwyht nkdhdp 2 - 8°C k, 5 ophg ng wyb): Mhunwubijhnipjwl dwdlbint wnudwqu 70%-h fudpwpwwlht ubphuyjwgynn hwywuwnwghp): Snpdwpwtwiht whnwlwynpnwing (hwdwdwju 1ISO 18113 pwpph unwunwpnubph wwhwugh),
u Yihupywlwu U gpowljw wnlwynipniu dmmmqmpmpdmb wwhht: <wdwwywnwutuwuh npwlht Upluwjwgdnn dhowqquiht unwtnwpunubpht b niubbw npwyh - [nh fudpwpwtwyh b wypwipwuhpwiht dwdlwgntn, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W wyhnwubhnewu dwdytinh hunwy
dhowywyph udniputiphg hwywuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwlyht ubpluywgynn hwdwuwnwaghp): gnpdwpwtwiht yhnwlwynpnwing (hwdwdwu 1ISO [ugnuiubpny: fudpwpwtwlp Ypnud | hunwl dwdliwghp, wdpnnontpjuidp dhwnbuwly b(dwdybnh, wpnwnpnnh b hwpbpwynpdwt wnnwding) b
hwjinuwpbpdwu hwywpwdnt 18113 swpph unwunwpunubph wwhwugh), nubuw fudpwpwuwlh b wypwupwuhpwiht dwdywantin, wpunwnpnnh Ynndhg wpnwnpdwt [nwh wpnwnpnnh Ynndhg udpwpwuwyht ubplujwgynn npwlh hwdwunwghp: Upnwnpnigniut nish ubipnpdwsd npulh unwywpdwt
wduwpyh b whunwubhnyewu dwdytnh hunwly upniubpny: fudpwpwuwyp Yph hunwy dwdlwghp, W niubuw wpuwnpnnh Ynndhg hwdwlwng' npwlht ubipluwjwgynn Showqguihu hUO unwunwpunubpht hwdwuwwwnwufuwt (1SO 13485, 9001, CE L IVD:
fudpwpwwlht uipyuwjwgdnn npwyh hwwuwnwaghp: Upnwnpnieiniut niubtw ubpapdwd npuyh Yunwdwpdwt hwdwlwpg' npwyht
ubpluywgynn dhgwqquihtt hUO unwunwpuinubpht hwdwwwwnwuluwl (ISO 13485, 9001, CE W/wd IVD
MTN hwdwpwdnt Yihuhhuwhwt udngnud (preh U phppdwywuh hbwhu wwnh (npdwpwnwuphg punty) W dwupbwihu Ynyunipuwnud MM hwjwpwdnt Yihuhywlywl udngnid (peh W phepduwih hbnhtu wwnh npdwpwnwiphg punty) b dwupbwiht Ynynnipugnd juwnyn
Yuwnywn hwgh (Bordetella pertussis), hwplwwnywn hwgh (Bordetella parapertussis) U ppnutunubiuyinhlyngh (Bordetella bronchiseptica) hwgh (Bordetella pertussis), hwplywuwnywn hwgh (Bordetella parapertussis) b ppnufunubiwyunhyngh (Bordetella bronchiseptica) hwipnighsubiph Yule
Gy huigh (Bordetella hwpnighsubiph YU hhpphnhquighnt - $ynipbugbnwih nbwnblighwih dhengny (nwppbipwl FRT) wugwwunbint b tnwppbpwlybine hwdwp [hhpphnhqughnt - $ynipbugbunwihu nnblghwih dhongny (nwppbpwly FRT) wugwwnbint b tnwppbpwlybine hwdwp «hpwlwt dwdwuwlyh»
) h hugh «ppwlwt dwdwuwlyh» nbdhdnud: wdwpwdnit wnwwunuwglws k «Rotor-Gene» 3000/6000 wuwh$hlwwnnph hwdwip: <wdwpwdniu nbdhunud: <wlwpwdnit wnwuynwgywsd b «Rotor-Gene» 3000/6000 widwh$hlywwnnph hwdwp: <wlwpwdniu bwiuwwnbudwsd £ 100
F;;::S;::; :Taqtru:ljs?;) L Uwfuwwnbudws b wnudwqu 100 nbwlghwih hwdwp: Mhuwbihnyeiu dwdytinp' iwqugnyup 9 wdhu: Kwywpwdnth mbnuithnfudwt [nbwlghwih hwdwp: Mhnwubihnyejwt dwdlbinp' 12 wihu: <wdwpwdnth nbinuthnfudwl gbipdwihu ntidhdp 2 - 8°C £, 5 ophg ng wit:
oL ppnhhmuhu':mhl':nqh (Bordetella otipdwyht nkdhdp 2 - 8°C k, 5 ophg ng wyb): Mhunwubihnipiwl dwdltint wnudwql 70%-h wnlwnipniu dwmwuwnwndwb wwhhh Mhunwubhnieywi dwdlbnp wnudwqu 70%-h wnlwjnieynit dwunwywpwpdwt wywhht: <wdwwywnwuuwund b npulht ubpujwgdnn
bronchiseptica) hupnighstnh Lwdwwwwnwufuwih npulpht ubplujwugynn dhgwqquiht unwunwpunubpht b niubuw npuwyh hwywunwghp (wpunwnpnnh Ynndhg dhowqquiht unwunwpunubphu W nuh npwyh hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyhtu ubpyujwgdnn hwdwunwghn):
U Yl Wngubphg fudpwpwuwypts ubplyuywgynn hwwunwghn): Snpdwpwtiwght whunwlwdnpnwing (hwdwdwju 1ISO 18113 wpph unwunwpunubph Snpdwpwuwiht whunwywynpnwing (hwdwéwju 1SO 18113 gwpph unwunwpuubph wwhwugh), niuh fudpwpwuwyh b wwpwupwuhouht
hugnupbdul hugupuwdn: wwhwugh), niubtw fudpwpwuwyh b wwypwupwuhowiht dwdlwagnbn, wpnwnpnnh Ynndhg wpunwnpdwt wduwpdh b whuwubhnpgut [Swdljwgpbp, wpnwnpnnh Ynndhg wpnwnpdwu wduwpdh b whunwubihnyeyut dwdyenh hunwl upnuwubpnd: udpuwpwuwyp Ypnwd £ hunwly
dwdlybinh hunwl ugnuiubipny: ludpwpwuwyp Yph hunwly dwdlwghp, W niubuw wpnwnpnnh Ynndhg fudpwpwuwlhtu ubphujugynn Swdlywaghp, wdpnnonejwdp dhwwnbuwl E(dwdlybnh, wpnwnpnnh b hwpebpwdnpdwl wnenwind) b niuh wpnwnpnnh Ynndhg ludpwpwuwypt
npwlh hwjwuwnwghp: Upnwnpniegniut niubuw ubpnpdwsd npuyh junwdwpdwt hwdwlwpg' npuyht ubplujwgdnn dhowqguwiht hUO [ubiplujwgynn npwlh hwdwuwnwghp: Upinwnpnigniut niuh ubipnpdwd npuyh junwdwpdwt hwdwwng' npulht ubiplujwgdnn
unwunwpunubpht hwdwwwwnwutuwt (ISO 13485, 9001, CE L/{wd IVD dhowqquiht hUO unwunwpunubpht hwdwwwwnwutuwu (ISO 13485, 9001, CE L IVD:
MTN nbwgbuwnutinh hwjwpwdnit twiwwnbudws £ Shabjwubiph (Shigella spp.), Uwdnutijwutiph (Salmonella spp.),
MM nbwgbunubph hwdwpwdnit bwtuwwnbudws | Thabwubph (Shigella spp.), Uwdnubjwubph (Salmonella spp.), Ywdwhnpwlwnbphwutiph (Campylobacter spp.) VU3 Ghtuhljwljwt U spewljw dhowywyph udnigubiphg hhpphnhqughnt -
“uduihinpuluntiphuitinh (Campylobacter spp.) FLf@ ihthlulyw U ongwiyus dhounjuiph tdnigliiphg hhpphnhaughnl - $yunipbugbunuht ntntlghugh dhongny (tnwppbpwy FRT) hwyntwpbpdwt hwdwp «<hpulut dwdwuwyh» nbdhdnud:
("2:[} Illwl{wg)wléjm Ehz:[w;:pﬁ tunr;nbuihlilmgjtb r}:lghuih;gh ghgunghm{r(]u;‘w[:jphpu;ubFRT) hw;mhu;;hggwb hwdwp «<hpwlywy dwdwuwyh» nbdhdnud: Lwdwpwdniu Cwwpwdnit twuwinbudws £ 55 nbwlghwih hwdwn, utipwnywi unnighsubipp:
igella spp.), Uwdnubjwubn| whuwnbugws b wnujwqt nbwlghwjh hwdwp, ubpwnyw) unnighgubpp: \
(Salmonella spp.), CwJwpwdnit wnwuwnwgyws  «Rotor-Gene» 3000/6000 wiiwh$hlwwnph hwidwp: Mhunwubihnyejut dwdlybnp' uwqugnyup 9 <LuL{QO{inltJ quLquT‘mgq_rmé‘ £ iRortor:(‘;ene» 3000/6090 wduyihbhluinnph hwdwn: Nhunwibpniejui dujdl{obmﬂ 9 wdhu:
o |Swduhipubnhutinh wihu: Cwupwénth whnuithnfutwt gbpduwght nbdhip 2 - 8°C £, 5 ophg ng wby: Mhunwlbihnypjut dwdlbnt wnldugl 70%h Ywpuwénth wbnuithnfudu sbipduwhti nbidhip 2 - 8°CE, 5 onhg ng wyby: Mhiwtibijhnuejuit duniliinp 70%-h wnluynueiniu

(Campylobacter spp.), FUfd
YihuhYwlwts U 2pgwiljw
Uhguijuyph tdnigutinhg
hwjnuwpbpdwt hwdwp

wnlwjnipintu dwmwuwpwndwh wwhht: <wdwwwwnwuluwuh npulht ubplwjwgdnn dhowqguiht unwunwnpwubpht b niubuw npwyh
hwjwuwnwghp (wpnwnpnnh Ynndhg fludpwpwuwyht ubpluwjwgynn hwdwunwghp): gnpdwpwuwiht whunwlwydnpnwng (hwdwéwju 1SO
18113 gwpph unwunwpuubph wwhwugh), niubuw fudpwpwtwlh b wypwupwuhgwiht dwdljwgpbp, wpunwnpnnh Ynndhg wpnwnpdwu
wduwpyh b whunwubhniyejwl dwdlbnh hunwly uznwubpny: fudpwpwtwlp Yph hunwy Swdywaghp, b niubuw wpnwnpnnh Ynndhg
fudpwpwtwlht uipyuwjwgdnn npwyh hwywuwnwaghp: Upnwnpniegniuit niubtw ubpppdwsd npuwih junwdwpdwt hwdwlwng' npwyht
ubipyujwgynn dhowqquihtu PUO unwunwpwnubipht hwdwwwwnwufuwt (IS0 13485, 9001, CE W/wd IVD:

Jwuinwlwpwpdwt ywhht: Cwdwwwnwufuwth npuyht Uiplwjwgynn dhowqquihti unwtunwpunutipht b niubuw npwyh
hwjwuwnwghp (wpwnwnpnnh Ynndhg fudpwpwtwyht ubpyuywgynn hwywuwnwghnp): gnpdwpwuwiht whunwlwynpnwing
(hwdwéwyu 1SO 18113 gwnph utnwunwpwntbiph wwhwugh), niubuw fudpwpwuwyh b wwpwupwuhowiht dSwdljwgnbn,
wpuwnpnnh Ynndhg wpnwnpdwt wduwedh b whunwtbihniegjwt dwdlytinh hunwly upnwiutipnd: ludpwpwtwyp Ynh huinwy
Swdlywghn, b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubipyuywgynn npwyh hwdwunwghp: Upunwnpnggniut niubw
ubpnpywd npwlh Yunwdwpdwu hwdwlung' npubht ubpluywgynn dhowqgquyhtt hUO unwunwpunubipht hwdwwywinwufuwt

1SN 12485 ANN1_CFE Li/luwuf IVDY.




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
MM hunupudn Lpbhlulut U zngmum‘d‘hgwl{mjnh Pfimgbhnr)u; (e  oph Udn}gh Ynugtitunpuin) pubbngliinh hunnighsttinh MTN hwdwpwdnt Yihuhulwt b 2pgwlur dhowdwyph udnipubipnud (Ynwp U 9ph Udniph Ynugbunpwn) jtipuhtpnqubiph hwpnighgubiph
yhpnybun b wydhpnybuwn gnwdubiph (Yersinia enterocolitica, Yersinia pseudotuberculosis) VYU hhpphnhquighnu-$ynipbugbunwghu L. - L .
Jhpnybuwn b wyhpnybun gnwdubiph (Yersinia enterocolitica, Yersinia pseudotuberculosis) VU(d hhpphnhquighnu-$yninbugbunuwhu nbnbyghwh
ntwnblghwih dhongny (nwppbpwl FRT) wugwwnbint b twppbpwlbine hwdwp «hpwlwi dwdwbwlh» nbdhdnud: <wdwpwdniu
wnuuynwgyud £ «Rotor-Gene» 3000/6000 wiyh$hlutnnph huduip: <w snuh wbnuihnfuduts gbpuwht nbdhdp 2 - 8°C E, 5 dhongny (nwppbpwy FRT) wugwwnbint b mwppbpwybine hwdwp «hpulwt dwdwuwhh» nbdhdnud: <wdwpwdniu wnwwwnwglws £ «Rotor-
Bbipuhuhnqubiph hwpnighsubiph " s s ! Gene» 3000/6000 wiwh$hywwnph hwiwp: wdwpwdnth inbnuthnfudwt gbipdwjht ntidhdp 2 - 8°C k, 5 ophg ng wyti: <wdwpwdniu
ophg ng wyb: Cwdwpwdnit bwiuwwnbudwsd b ujwqugnyup 55 nbwlghwih hwdwnp' bbnmnjw[ ummqhibbnn Mhwuwubihniejwu \
Jhpnybuwn b wydhpnybun Uwhuwwnbudws k55 nbwhghwih hwdwp' ubpwnjw) unnighsubpp: Mhunwubihnyejwt dwdlybnp wnuduqu 70%-h wnlwniyeniu
. L. dwdybnp wnuduqu 70%-h wnluynieinit dwnwlwpwpdwt ywhhb: <wdwwywnwufuwih npulht ubpluyugynn dhowqquiht
guwdubiph (Yersinia enterocolitica, Jwunwlwpwpdwt ywhht: Cwdwwwunwufuwund £ npwlht ubpluywgynn dhowqquihts unwunwpuubpht b nwh npwyh hwdwuonwghp
93 L . unwunupunubpht b niubuw npwlh hwjwunwghp (wpnwnpnnh Ynndhg fudpwpwwyht ubplwjwgynn hwywunwghp):
Yersinia pseudotuberculosis) VYU N (wpwwnpnnh Ynndhg udpwpwuwyht ubpwjwgynn hwdwunwaghn): Snpdwpwtiwiht whunwluwdnpnwing (hwdwdwju 1ISO 18113 wpph
npdwpwwiht yhnwlwdnpnwing (hwdwdawju 1SO 18113 swnpph unwunwpunubph wwhwush), niubuw udpwpwuwyh W
- U wugwwnbint b tmwppbpwybne unwunuwpuubph wwhwush), niuh fudpwpwtwyh b wypwupwuhowiht dwdljwagntip, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W
wuynwupwuhpwiht dwdljwgnbp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnyewu dwdybnh hunwly uynuiubpny:
hwluwpwdnt fod whunwubhniejwt dwdlbnh hunwly upnwiubpnd: udpwpwuwlp Ypnud b hunwly dwdljwghp, wdpnnonipjwdp dhwnbuwy Kdwdybwnh,
pwpwuwlp Yph hunwly dwdljwghp, wdpnnonipjwdp |huh dhwwnbuwl (dwdlybnh, wpnwnpnnh b hwebpwdnpdwt wnnwng) W winwnpnnh U thupbpugnndul wannd) U nsh wpnwnpnnh Ynndhg fudpupuwtisbi ubnbuwgwgdnn nubh hudwunughp:
niubbw wpnwnpnnh Ynndhg ludpwpwuwyht ubplwjwgynn npwih hwjwunwghp: Upnwnpnuejniut niubbw ubipnpdwsd npulh Urr:mw:rr:mmmhh nzhl'abhnr}rr]u{wé npuih l{wnwl{wpdr:uh hrrdwuwnrcl;‘ "?"-“lﬂfu EbnuijgL{n: dhjgwiquithhUO umwqupmbnl;nhb
K/u;wt{wndwu hwdwlwng' npwyht ubplwjwgynn dhowqquihtt hUO unwunwpunubpht hwdwwwnwutuwt (ISO 13485, 9001, CE W/jwd huuunuehuw (SO 13485, 9001, CE L IVD:
MEMN hwywpwdnt Neisseria meningitidis, Haemophilus influenzae b Streptococcus pneumoniae-h YL 3-U nnunintinwjht htinnihg MTM hwdwpwdnt Neisseria meningitidis, Haemophilus influenzae U Streptococcus pneumoniae-h VU(3-U nnunintinuyht htinniyhg
hhpnhnhqwghnb $untpbiugbnuwht ntntighwih dhgngny (nwpptipwy FRT) hwjntiwptipdwt hwdwp <hpwlwt dwdwtwyh» ntdhdnuwd: - |hhpphnhquighntu-$yniptiugiunwht ntinklghwih dhengny (wpptipwl FRT) hwyntiwpbpdwl hwdwp <hpwlwt dwdwtwyh»
& énth nbnwihnfudwt gpdwyht nidhdp 2 - 8°C k, 5 ophg ng wybj: <wywpwdniu wnwuwnwgyws t «Rotor-Gene» 3000/6000 nbdhunud: Cwijwpwénth nbnuithnfudwy gbpdwht nkdhdp 2 - 8°C k, 5 ophg ng wifly: <wiwpwdnit wrwwynwgUuws b «Rotor-
wdwmfbhuwmnnh hwdwn, Uwhiwnbugwd £ udwqugnyup 55 nbiulghwih hwiwp' Ubpwnjw unnighgubinp: Mhuwbihnieiut dwdytnt oo 3000/6000 wiiwihbhywnnph hwiiwp, Uwhiwnbudws £ 55 nbwlghwih hwdwp' ubpwnywg unnghsubipp:
Neisseria meningitidis, wz!l:gwqh 7(:4?: : wlruwjnq?;m(dwmwuwnnu;nl:iwzrwr:l?b. <W3Wll:;1tlzruufuwuh$ﬂwhuhﬁ Ubnl{ug;lg;{nn GSqu:tht uu;]wbrhwnlrhbnl?hq Mhuwtbihnigjwt dwdytinp 70%-h wnlwjnieinit dwnwlwpwpdwt wwhht: <wudwywnwufuwundd £ npuyht ubipywjwgynn
Haemophilus influenzae L niuGtw npw wyunwgpn {(wptwinpn nnung [udpwpwiu nYwjugynn hwywunwghn), gnpowpwbwipl ypinwywynpnwin
S i e h YL@ | (st 150 18113 uinph uinutinuipuntinh wwhuiioh), nibbuw fudpupuitubi U wupubpwhowhl Swdlugnkn, wpnwnannh Uhgwqguyhtt unuitnuipuliipht L niuh npuih huduunughp (wpnwnpnnh Ynndhg fudpwpwitiulhl uipluywgynn
94 |Streptococcus pneumoniae-h il . hwywuwnwghp), gnpdwpwtwht whunwywynpnidng (hwdwdwyl 1ISO 18113 wnpph unwunwpwnutiph wwhwugh), niup
U Yhtuwpubiwlut tnyenud Ynndhg wpnwnpiwt wduwpedh b yhunwubhnyewt dwdlbnh hunwl upnudubpnd: ludpwpwuwyp Yph hunwly dwdljwghp, § N L ot U S " § P L o b sl
huyuruwpbpdwl hudwpusn wdpnnonipjwdp (huh dhwinbuwy (dwdlbnh, wpnwnpnnh b thwpbpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhu fudpwpuitiwlih b wupuiupwlihpuht Swdywaptin, wpnwnpnnh Ynndhg wpuwnpdwt wduweygh U whuowbipnuejwl dwdytnh
ubipluywgynn npwlh hwywuwnwghp: Upnwnpniegniut niubuw ubpnpdws npwlh junwywpdwt hwdwlyuwpg' npulht ubipyuywgdnn huwnwly upnuutipny: Fudpwpwwlp Ypnw £ hunwl wdlwghp, wdpnngnipjwdp dhwinbuwl (dwdltwh, wpunwnpnnh L
Uhowqquyhts PUO unwtinunintbipht hwidwwwinwutuw (1SO 13485, 9001, CE W/jud IVD thwpbpwnpiwt wenuny) U nih wpnwnpnnh Ynndhg fudpwpwtiwlht bbphwjwgdnn npwih hwywunwghp: Upnwnpnyegniit
niuh ubpnpdws npuyh Ywnwywpdwt hwdwlwpg' npwyht uipyuwywgynn dhowggquihu hUO unnwunwnuubphu
hwdwwwinwutuwu (1ISO 13485, 9001, CE b/ywd IVD
Uwlipkwyht dblhughutbph' N, h%l? fuwntinintiip” Cutiton M-428 2,5x Yuud hutdwndtip” bufuuintudud dwbnbuht diuhtghubtinh hupmighsinh hunbwpbnduli g oo vk Cusron M-428 2,5x Yuid husduwndbp Uufusinbudud dwtpbught dbuhtghutnh hunnighsibnh hugnbuptndut hudun:
S . widuin: o . . .
menlngltl?hs—h, H. influenzae-h L S. N.meningitidis-h, H. influenzae-h U S. pneumoniae-h FU-h huynliuspbniuit hudwpudnt: Lufuwinbudud b dwtnkughl dEuhughubbnh N.menlngltldls—‘h, H. |n1'1ue'nAzaAe—h s S: pneumoniae-h VYL(3-h hlfjjmhmphpdm'u hwjwpwdnt: Lufuwnbudws & dwupbwiht diuhughnubph
95  |pneumoniae-h VYL(3-h \ L . ) hwpnighsubiph' N.meningitidis-h, H. influenzae-h L S. pneumoniae-h MTMN dbpnnny hwjnuwpbpdwu hwdwn:
hwpnighsubiph' N.meningitidis-h, H. influenzae-h L S. pneumoniae-h MTM dbpnnny hwjntwpbpdwu hwdwn: \
hwjintuwpbpdwu W \ Cwywpwdniu Yuqudwsd b wdnip thwlynn Yuthwphsny wwunhys upduliubphg, npnug db igdwd bu hbwnlyw| nbwgbunubpp
Gwnhwywynpdwt hwwpwdnt Cuadwpwdnit Yuuquud & wiinin thuldnn Guiwrhsnd wunhll updwlnhg, npntig dbg (g B htinlyw) ntugtlinbing nbqopuhuniyyiinghntindnu$wntbin® dNTPs, MEM-pupbin, MgCI2, Taq FuI3-wnihdbpwqu, nbhnuhqugdwsd gnip:
Z nbiqopuhuniyinghntinbnubwintiin’ dNTPs, MEM-pnibtin, MgCI2, Taq YUIF-wnihdbpwqu, nhnuhqugdwsd ontp: ! ! ! ! :
MTN nbwgbunubiph hwdwpwdnt Legionella pneumophila-h FUI3-U 2pgwlw dhgwydwiph opjtnubpnud b Yihuhywlywu udnipubpnud MEMt nbwglinbiinh huupwsnt Legionella pneumophila-h FL(-U gnguilw dhuiwynh opiluntitinnud U Uihbhluw Yt Linignnud
hhpphnhquighnt-Bynibugbnught ntuntUghuih Shengny (nuwnpbpul FRT) puitiululu npnguut huduwn «hpuwlut dwduwtulh hhpphnhqughnu-$ynipbugbunuwht nbnbhghwih dhengny (nwppbipwy FRT) pwuwlwlwy npngdwt hwdwp «hpwlwi dwdwtwlhy nbdhdnd:
RRNrnAWg uninug e gnty g neun L nn2 n«hn Cwlwpwdnit bwuwnbudwsd £ 70 nbwlhghwih hwdwp, Ubpwnjug unnighsubipp:

. " nbdhdnud: Cwdwpwdnit bwuwnbudws b wnudwqt 70 nbwlghwih hwdwn, ubpwnyw) unnighsubipp: o
Legionella pneumophila-h YLr3-h Cunjuipuidni wnuwiyunuigduid E «Rotor-Genes 3000/6000 widugh$hluwnnph huwduin: <u snuh wbnuinfuduts gbpduwht nbdhdp 2 Cwywpwdni wnwwnwgywsd k «Rotor-Gene» 3000/6000 wdyh$hwwinnph hwdwp: <wywpwdnih nbinwidinfudw gbpdwjhu nkidhdp 2 - 8°C L,
apswlw dhowdwinh W 8°C f 5 oph : uu:qh g’ﬁhmwbhmm s duidltn wnbl{wwu 70%h w:uw -, nTU dwvlvwaw w dwul u;hr'm (uu(i-u; uu;wurumnhn 5 ophg ng wyb: Mhunwubihnipjwl dwdlybinp wnuduqu 70%-h wnlwniegniu dwnwywpwpdwy wywhht: <wudwwywnwutuwund b npulhu

96  |Yhuplwlwu udnpubpnud > onhg Ny L el o N . i) nun W i ubplwjwgynn dhowqguiht unwunwpwnubpht W niuh npulh hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwtiwlht ubpluywgdnn

pwuwlwlwu b npuwlwlwu
npn2dwt hwywpuwdnt

npwlpht ubplyujwgynn dhowqquiht unwunwpunubphu b niubuw npwyh hwdwunwghp (wpnwnpnnh Ynndhg fudpwpuwtiwlhtu
ubpluywgynn hwdwuwnwghp): Snpdwpwuwiht whnwlwynpnwing (hwdwdwju 1SO 18113 gwpph unwunwpnubph wwhwugh), niubuw
fudpwpwuwyh b wwypwupwuhowiht Swdlwgnpbn, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whnwbhnyejwu dwdlybnh hunwly
Ugnuiutipny: Upwnwnpnigyniut niubuw ubipnpdwsd npulh junwdwpdwt hwdwlwpg' npulht uiplujwgdnn dhowqquihu hUO
unwunwpunubpht hwiwwwwnwufuw (ISO 13485, 9001, CE W/jwd IVD

hwdwunwghp): Snpdwpwtiwght yhnwlwdnpnwing (hwdwdwju 1ISO 18113 swnpph unwunwpunubph wywhwugh), nih fudpwpwuwyh b
wuypwupwuhawiht dwdljwgnbp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnyegwy dwdybnh hunwl uznwdubpng:
hudpwpwuwlp Ypnud b hunwly dwdljwghp, wdpnnonipjwdp dhwnbuwl bdwdlbwnh, wpunwnpnnh b hwpbpwynpdwt wanwind) U niuh
wpunwnpnnh Ynndhg fudpwpwuwyht ubplujwgdnn npulh hwwuwnwghp: Upnwnpnueiniut nih ubpnpdwd npwlh junwdwpdwu
hwdwlwpg' npwyht ubipluwjwgynn dhowqquihtt hUO unwunwpuubipht hwdwwwwnwutuwu (1SO 13485, 9001, CE L IVD:




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
(Fhiunp bwhuwnbiujws £ hhjuunh pyuugph punipnid U fudph unpbiyunwynytiph wnfuyniegjut/pugulwiniejwt wpwg
Ftunp bwhiwwnbudws | hhywinh plutgph punpnid U fudph unpliyunwlniiph wnlwnuejwt/pugwljwnuewt wpwg npnadwt npngdwt hwdwp: Wu hhdugwd £ U fudph unpbiyunwynytph hwlywsdtuh hwntwpbipdwt pw: (Fhunt hptuhg ubipluywgunud
hwdwp: Wu hhdudws £ U fudph unpbynwynytph hwlwduh hwnbwpbpdwu gpw: @Gunt hpkuhg ubplujwgund £ wpwg, in vitro wpuwg, in vitro hdntiwppndwinngpwbhly hbnwgnuniegniu: Uygpniupp Yuywunad | uhunpngbignynquiht punwpltiph ypw U
huniuwppndwinngpuhly htinwgninnieyniu: Uygpnitupp Yuywtnud £ bhupngbignynquijhti punutiptiiph ypw U fudph unpbuyunwlnlph - [fudph unptiynwynytiph hwywsdth ufundwdp gipgquyniuwgyws dywt dnunyntiw) hwlwdwpdhtutiph htin hwywduh
hwlwduh jundwdp gipgquyniiugywsd dywt dntinyintiw hwlwidwpdhtbiph htn hwwsth thnluwgnbignipiwt hhdwt dpw U fudph - |ihinfuwgntignyejwt hhdwt Ypw U fudph unpbwunwynytiph npwluywl huwynuwpbpnudp: @bunbpp wihwnwlw
unpbywnwlnlybiph npwlwlywu hwyntwptpnudp: FGunbpp wuhwunwlwy hwpebpwynpdwdp Bu, punhwunp hwebpwynpdwu dby thwpbpwynpiwdp bu, punhwtnip thwpebpwynpiwl dbe tipwntiny twl npuwlwt U pugwuwlwl unnighs: 1 phunp
Ubpwntiny bwl npwlwi b pugwuwluwt unnighs: 1 phunp bwuwnbudws E 1 hGunwgnunejut hwdwp: @Gunuwht dwwywdbuubpng twhiwinbuws £ 1 hbinwgnunniejuits hwdwp: Fhutnwht dwwwybttbpny bphqubinp thwpbpwynnywd b wynuhtt
g [t [T i st s st s s 50 s s s st . 10 ot i g i
hwyinuwpbpdwt wpwg phun Uuiquignybip 20 phun: Mhuwlbihnueput dudng’ udwquanytp 12 wihu: Mhunwtbihngut dwdlbnt webduq 70%h Lwywpwdniu thwpbpwynpyws b undwpweneb wninwhh dby 1 winwhp wwpniuwynd £ 20 phuwn: Mhuwutijhniejwt dwdlbnp'
wnwjnueynit dwunwlwpwpdwt wwhht: <wudwwywnwufuwuh npuyht ubplujwgynn dhowqguht unwunwnpnubpht b niubuw npuyh uuiquignytip 12 wdhu: Mhuwbihnigjuwt dwdybint watyuiql 70%-h wnluynuein duwnwlwpwpdwl wwhht:
hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwtiwlht ubiplwjwgynn hwywuinwghn) b gnpdwpwuwihtt whnwlwynpnwing (hwdwéawu Cwdwywinwufuwunud £ npwlht tbpluwjwgynn dhowqquyhls unwunwputiipht W niuh npwih hwdwunwghp (wpunwnpnnh
1SO 18113 wpph unwunwpunubph wwhwugh), niubuw fudpwpwtwlh U wypwupwihpwiht Swdlwgnptp, wpnwnpnnh Ynndhg Unnuhg fudpwpwtwlyht ubiplwywgynn hwwuwnwghp) b gnpdwpwwht whinwlwygnpnuwing (hwdwawt 1ISO 18113 2wnph
wpunwnpiwl wiuwpdh U whuwbbihngesjuwl dudlnh hunwy pnuwiutipny: fudpwpwbwlp Ynh hunwl Swdlwghn, b nitbuw unwtinuipntiph wwhwgh), nip fudpwpwtiwyh b wupwtipwhawiht dwdlwgptip, wpunwnpnnh Ynndhg wpnwnpdwt
wpunwnpnnh Ynndhg fudpwpwtiwlht ubphuywgynn npulh hwdwutnwghp: Upnwnpnieiniit ndibuw ubpnpdwsd npwbh Yunwdwpdwt  Jwduwedh b wyhunwubpngggwt dwdytinh hunwly upnwdubipnyd: ludpwpwtiwyp Ypnud £ hunwl Swdlwghp, W niuh wpuwnpnnh
hwdwlwpg' npwlhtu ubplujwgynn dhewqguihtt hUO unwunwpuinubpht hwdwwwinwutuwl (1ISO 13485, 9001, CE b/ywd IVD andhg rudpmgu_mmqhu hhnumngqnq npwqh hu]Llujumuthn: Upmu"mmrajnmh nmh Uhﬂﬂﬂl{l-ué npwuh l{umu.u{ujpdl,ub
hwdwlwnpg' npwyhtu ubipyujwgynn dhowggwiht PUO unwunwpwnttipht hwdwwwwnwutuw (1SO 13485, 9001, CE W/ywd IVD
h2U phunp twhiwwntiujws  Helicobacter pylori-h wipwg in vitro 4ty thnywuh npulwlwt hwypntuwpbpdwt hwdwp: Npngnwdp hhdujws  |hRU phunp bwhuwwnbuws | Helicobacter pylori-h wpwgq in vitro dkY thnywuh npulwlwt hwyntuwpbpdwt hwdwp: Npngnwdp hhdudwd
b hdnwunppndwinngpuw$hwlw wuwihgh uygpniuph Ypw: Snipwpuwtgnip phun bwhuwwnbudwsd b1 npnadwt hwdwnp: Lpwlwqdp huntunppndwnngpuw$hwlwt wuwihgh uligpniuph Ypw: Snipwpwtgnip phun twhuwnbudws £ 1 npngdwt hwdwp: Lpwlwqdp bwuwnbudws
Uwhiwnbugws b wnujwqt 20 npnadwt hwdwp (Yud hwdwpdtip' 5 x 4, 10 x 2): Helicobacter pylori phuwnh dbl hwywpwdnit ubpwnnud E. | wnudwqu 20 npnpdwt hwidwp (Ywd hwdwpdbp' 5 x 4, 10 x 2): Helicobacter pylori phuwnh dbl hwywpwdniu ubpwnnid .
1. «Helicobacter pylori» huntunppndwnngpu$hwlw phunh bpntin uyhnwl wwunhy bphqubph dbg; 1. «Helicobacter pylori» hdniunppndwwnngpwbhwluw phunh 2bpntp uyhunwl wiwunhy Gphqubiph dkg;
2. Ywpenghy-Ywihwphsny thnpdwlnpubip' udnwndwl dnnny, npnup wwpniuwnut B udngh (nsdw prcbbip; 2. Ywpenghy-Ywihwphsny thnpédwnpubn' udnipwndwl &nnny, npnup wwpntuwynud Bu bdngh (Mddwu prcptip;
3. oquwgnpdnnh Ynnuhg thnpdwunpubph whnwlwynpdwy hwdwp unutudynn whunwlubp (wwpownhp sk, huwpwynpnieywi nbwpnid); (3. ogunwgnpdnnh Ynndhg thnpdwunpubph wyhnwlwynpdwt hwdwp unutdynn whunwlubp (Wwpnwnhp sk, huwpwynpnipjut nbwpnid);
4. «Helicobacter pylori» pbuwnh oquugnpddwt gnignidubin: 4. «Helicobacter pylori» phiunh oquugnpddwu gnignidubin:
Fhunwjhtu dwwywybuutipnd Bphqubpp thwpbpwynpuwsd bu wynwhub hwjwehpbinhg WYwnpwunyws wuhwnwlwl Julninwdwihu (Fhunuht dwwwdbuubpny Bphqubipp hwpbpwynpywsd Gu wynwhub hwjwphebnhg Wwnpwunyws wuhwunwlywy Julyninwwhu
thwpbipwynpdwl dby, npp wwpniuwynud § silica gel nnwpwlutip: Helicobacter pylori hwywpwdniu thwpbpwdnpyws £ undupweneb thwpbpwynpdw dby, npp wwpniuwynud L silica gel nnwpwlutip: Helicobacter pylori hwywpwdniu thwpbipwynpyws £ undupweneb wninthh
<bhynpwlnbp whinphh wnuhh dbg: SEpwnwbih b1 hwdwpwdnih hbn hwdwywnwutuwbwpwnp 1 Jwd 2 unnghs phunh npwdwnpnup: Mhunwubhnyejwu dbig: Ybpwnwbih £ 1 hwywpwdnih htin hwdwwwinwutuwbwpwn 1 Yuwd 2 unnighs phunh tnpwdwnpnwp: Mhuowibihnyejwt dwdlytnp'
98  |hwlwduh npnadw wpwg phun  |dwdlbinp' bwqugnyup 12 wdhu: Mhnwtbihnieiwt dwdltinp wnudwqu 70%-h wnlwnyeinit dwnwlwpwpdwl wwhh: ujwqugnyup 12 wdhu: Mhnwubhnejwt dwdytinp wntdwqu 70%-h wnbwnipiniu dwunwlwpwpdwt ywhht: <wudwwywunwufuwih npulht
(Ynwiupnud) Cwidwwwwnwufuwuh npwlht ubpyujwgynn dhowqguiht unwunwnpnubpht b niubuw npwyh hwywuwnwghp (wpnwnpnnp Ynndhg ubipluywgynn dhowqquiht unwunwpnubpht b niubuw npwlh hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwuwlyht ubplwjwgynn
fudpwpwuwyhts uUbpyuywgynn hwwunwghp): gnpdwpwuwiht whunwywynpnwing (hwdwéwju 1SO 18113 gwpph unwunwpunubph hwdwunwghp): gnpdwpwuwiht whnwywynpnwing (hwdwdéwju 1SO 18113 gwpph unwunwpnubinh wwhwgh), niubuw fudpwpwuwyh W
wwhuwugh), niubuw fudpwpwuwyh U wypwupwuhgwiht dwdlwgptp, wpunwnpnnh Ynndhg wpnwnpdwt wduwedh U wuypwupwuhawiht dwdljwgnbp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whunwubhnyegwy dwdybnh hunwl uznwdubpng:
whunwubhniejwt dwdlbnh hunwl Upnwiubpny: udpwpwuwyp Yph hunwly dwdljwghp, wdpnnoniejwdp |huh dhwwnbuwl (dwdlybwh,  [fudpwpwtwlyp Ynh hunwl Swdlwghp, wdpnnenipjwdp |huh dhwnbuwy (Gwdlbnh, wpnwnpnnh b hwpbpwynpdwt wnnwind) b ndubuw
wpunwnpnnh b thwpbpwdnpdwt wnnwing) b nubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubpyuwjwgynn npuwlh hwjwuwnwghn: wpunwnpnnh Ynndhg fudpwpwuwlyhtu ubplujwgdnn npulh hwwuwnwghp: Upnwnpnieiniut niubuw ubpnpdwsd npwlh junwdwpdw
Upwwnpnueyniut niubuw ubipnpdwsd npulh junwwpdwt hwdwlwpg' npulht uiplujwgynn dhowqquiht hUO unwunwpuutinhu hwdwlwnpg' npwyht ubiplujwgynn dhowqgquiht hUO unwunwpnubipht hwdwwwnwufuw (1ISO 13485, 9001, CE U/ywd IVD:
hwdwwwwnwufuwt (ISO 13485, 9001, CE U/ywd IVD:
hLU phuwnp Uwf tujwd t Campylobacter-h wpwgq in vitro bl thnywuh npwlwlywt hwynuwptpdwy hwdwp: Npnonudp hhdudwsd hLU phunp twjuwwnbudws £ Campylobacter-h wpwgq in vitro dky thnywuh npulwlwt hwpinuwpbpdwt hwdwp: Npngndp hhdudws |
hdntunppndwwnngpu$hwlw wuwihgh uygpniuph Ypw: Lpwlwqup bwhuwnbugws E wnudwqu 20 npnadwt hwdwp (Ywd hwdwpdtip' 5 |hdntunppndwinngpu$hwlw wuwihgh uygpniuph dpw: Lpwlwqup twuwnbudws  wnudwqu 20 npnadwt hwdwp (Ywd hwdwpdtp' 5 x 4,
x 4,10 x 2): Snipwpwugnip phun twuwwnbudwsd £ 1 npnadwt hwdwp: 10 x 2): Snipwpwgnip phun twfuwnbudws k1 npnpdwt hwdwn:
(@tunh dbl hwdwpwdniu ubpwnnud £. Fhuwnh Jdbl hwdwpwdniu ubpwnnud k.
1. «Campylobacter» huntunppndwinngpu$hwlwu phunh sbpntp uyhnwl wwunhly bphqubph dbg 'S5, 10 wd 20 hwwn: 1. «Campylobacter» huntunppndwinngpu$hwlwl phunh sbipntp uyhwnwl wwunhly Bphqubph dbg *5, 10 wd 20 huwn:
2. Ywpnghl-Ywihwphsny thnpdwunpubn' Udnwndwl dnnny, npnup wWwpniuwlnud Bu dnph |nédw prcptin' 5, 10 Yud 20 hwn: 2. Ywpenghly-Ywihwnhsny thnpdwtnpubn' tdnwndwl dnnny, npnup wwpniuwynwd Bu udnph nddwt prdtin' 5, 10 Yud 20 hwwn:
hwdwywunwufuwuwpwp. hwdwwwwnwuluwuwpwn.
3. ogunnwgnnpdnnh Ynndhg thnpdwunputiph whinwlwnpdwt hwdwp unubdynn whnwlubp (Wwpuownhp sk, huwpwynpniejut nbiuypnu)' (3. oquiwgnpdnnh Ynndhg thnpdwunpubiph whnwlwdnpdwt hwdwp unubdynn whnwlubp (Wwpuownhp sk, htwpwynpnieiut nbupnu)' 5, 10
5, 10 Yuwd 20 hwwn:, hwdwywnwufuwbwpwp; Yuwd 20 hwwn:, hwdwwywunwufuwbwpuwp;
4. (Ftiunh ogqunwugnpddwu gnignudubip - 1 hwwn, 4. ([Ftuwnh ogunwgnpddwt gnignudubip - 1 hwwn,
o YwiiwhinpwYnbph hwlwsth 5. <wjwpwdnit ubpwnnud | wnwudht ubppht unnighs bu: 5. Cwjwpwdniu ubpwnnud  wnwudht ubppht unnighs bu:

npn2dwt wpwq phun Ynwupnid

Fhunwihtu dwwywybuutipnd Ephqubpp thwpbipwdnpud bu wynwhub hwjwehpbinhg Ywnpwunyws wuhwnwlwl Juyninwwihu
thwpbpwynpdw dbg, npp wwpniuwlnud & silica gel winwpwljutip: <wdwpwdniu thwpbpwdnpdws E unjuwpwenel winthh dbe:
Shpwnwbih k1 hwdwpwdnth (5, 10 Yud 20 phuwn) htin hwdwywnwufuwtwpwp 1 Jwd 2 unnighs pbunh wpwdwnpnudp:
Mhunwtbihnipejwl dwdlytinp' uwqugnyup 12 wdhu: Mhunwtbihnyejwt dwdlbnp wnudwqt 70%-h wnluynuyejnit dwnwlwpwpdwl
wuwhht: <wdwwwwnwufuwh npwyht ubpluwjwgynn dhowqquiht unwunwpunubpht b ndbuw npuwyh hwjwuwnwghp (wpunwnpnnh
Ynndhg fudpwpwtiwyht ubipluywgynn hwdwuwnwghp): gnpdwpwuwht whunwlywynpnudng (hwdwédwju 1ISO 18113 gwpph
unwunwpunubph wywhwgh), niubuw fudpwpwuwyh b wwypwupwuhpwiht dwdlwgnbn, wpnwnpnnh Ynndhg wpnwnpdwt wduwpedh b
whunwubhniejwu dwdlbnh hunwl upnwiubpny: udpwpwuwyp Yph hunwly dwdljwghp, wdpnnonipjwdp |huh dhwnbuwl (dwdlybnh,
wpunwnpnnh b hwpbpwdnpdwt wnnwing) b nubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubpyuwjwgynn npuwlh hwdwuwnwghn:
Upuwnpnupinitt niubiuw ubipnpdwsd npuh Yunwdwpdwt hwdwlwnpg' npwyht ubplujwgynn dhowqqujhtt hUO unwnwpnutinht
hwdwuwwwnwuluw (ISO 13485-2017, 9001-2015, CE L/ywd IVD

(Fhunuhtu dwywybuutipny bphqubipp hwebpwynpdwsd Bu wynuwhub huywehpbnhg Wwnpwunywsd wuhwunwlywy Juyninwwihu
thwpbpwynpdwl dtg, npp wwpniuwlynud  silica gel nnwypwlubip: <wdwpwdniu hwpbpwynpdws  undwpweneb winthh dby: Stpwnwbih
1 hwdwpwdnth (5, 10 Jud 20 pbuwn) htin hwiwywnwutuwuwpwn 1 Gud 2 unnighs pbunh npwdwnpnudp: Mhuwbhniejwt dwdlytinp'
ujwqugnyup 12 wdhu, wnudwqu 70%-h wnlwjniyeinit dwnwlwpwpdwt ywhht: <wdwywnwufuwuh npuyht ubpyuwjwgynn dhowqquiht
utnwunuwpunubpht b niubuw npwbh hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubiphujwgynn hwdwunwghn): gnpdwpuitiught
whunwlwdnpniding (hwdwdwyu ISO 18113 wpph unwunwnunubph wwhwugh), niubuw fudpwpwuwyh b wypwupwuhpwiht dwdljwagntp,
wpuwnpnnh Ynndhg wpunwnpdwt wduwpedh b yhnwubihngjuwt dwdybnh hunwl ugnidubpnyg: ludpwpwuwyp Yph hunwly dwdlwghn,
wdpnnonipjwdp |huh dhwnbuwy (dwdybnh, wpunwnpnnh b hwebpwynpdwt wenwind) U niubuw wpunwnpnnh Ynndhg fudpwpwtwyhu
ubipyuywgynn npwlh hwywunwghnp: Upnwnpniginiut niubuw ubpnpdwsd npwyh jwnwywpdwt hwdwlwnpg' npwlht ubiplwjwgynn
dhowqquihtt hUO unwunwpunubpht hwdwwwwnwuluwl (ISO 13485-2017, 9001-2015, CE W/Yywd IVD




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Lwhuwwnbugws b Yihuhlulwl unyph' Ynwph udnpwndwt, nbnuihinfudwt b ywhywtdwt hwdwp: 8nipwpwtgnip thwebe Lwhuwwnbudws § Yihuhhulwt wnyeh' Ynwph tdnpundwt, wbnuihnfudwt b ywhywtdwt hwdwn: 3nipwpwgnip thwebe wwpniuwynw §
wuwpniuwynd £ dwupbwqbind Yeph-Plap dhowdwipny wnihunhpniwiht thinpdwunge b wjwuwnhly dnnny nt Yuthwphgnd Yhpwiudnid puniyp[dwupbwgbpd Yeph-Pibp dhowdwinnyg wnihunhpniwght thnpdwune b wjwuwnhly dnnny nt Yuihwphgny Jhpwiudnid puniyp Jbpgubine hwdwn:
Ytipgubint hwdwp: Uhgwyuwypp wpnwpht quudwdp wnwtg whuwbih thnthnfunyejniutibiph’ wpbin Yud wynwowlubn, snpugdwt Uhgwiwjpp wpunwpht quudwdp wnwtg nbuwtbih thinthnfuniygniitbiph’ §wpbin Jud wynwowlutip, snpwgdwt htiwptin, wéh wnlwjnypniu W
hbwnpbip, wéh wnluwynieyniu b wyu: wy(u:
MNuwhwwudwl dwdlytinnp' 18-30 wihu' hwdwdwju wpnwnpnnh Ynndhg tnpdwsd hwywunwgnh, 2-25°C ghipdwjht nkdhudh wwjdwbpnu: | Nwhwwudwl dwdytinp' 18-30 wihu' hwdwdwjt wpnwnpnnh Ynndhg wpdwsd hwywuwnwgnh, 2-25°C sipdwiht nkdhdh wwjdwubipnud:
Mhunwubihnpywt dwdlytint wnuduwqu 70%-h wnlwjnyenit dwnwlwpwpdwt wwhht: Uypwpp |huh gnpdwpwlwht Mhwnwutihnyejwt dwdltint wnudwqu 70%-h wnlwnipiniu dwunwlwpwpdwt wwhht: Uwypwupp (huh gnpdwpwtwht hwpebpwdnpdwdp b
thwptipwynpdwdp U gnpdwpwwiht whnwlywdnpnwing (hwdwawju 1SO 18113 wpph unwunwpuntbiph ywhwugh): Mwpunwnhp By’ qnpdwpwwht whnwlwdnpnwing (hwdwawjt 1SO 18113 pwnph unwunwpuntbph wwhwugh): Mwpuwnhp BU' fudpwpwtwyh dwdlwghpp,
100 Spuituunpunughl huduluing fudpwpwuwyh dwdljwghpp, wpunwnpnn Yuqiwlbpynuyejuwt wudwundu nehwugbu, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh W wpunwnpnn juqdwlbpwynipjwt wudwunwu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b yhnwubihngwt dwdybnh hunwly
Htiph Pitinh dhgwiuypny yhunwubhniejwu dwdlbnh hunwl Upnwdubipp: Ladws £ in vitro Yhpwndwt dwuht Ugndp hud unyuwlwbwgdwt (pugnighs wyg ugnuiubipp: Lpdwsd £ in vitro Yhpwndwt dwuht tpnwdp Ywd unyiwlwbwgdwt jpugnighs wy) dhengutin, op.' Yuwwwingwjht hwdwn, wwpwuph
dhongutip, on." Yuwnwinguiht hwdwp, wypwuph hwdwp: ludpwpwtwlu wdpnnoniyejwdp |huh dhwnbuwl (dwdlytinh, wpnwnpanh b [hwdwp: ludpwpwtwlu wdpnnenipjwdp (huh Shwnbuwy (dwdlbnh, wpnwnpnnh b hwpbpwynpdwl wanwnyg) b niubuw wpunwnpnnh
thwpbpwynpdwt wnnwing) U niubuw wpunwnpnnh Ynndhg udpwpwuwyht ubpluywgynn npwlyh hwdwunwghp, gnpdwntwlwt Ynnuhg fudpwpwwlht ubpluywgynn npwlh hwdwunwghp, gnpdwntuwlwt puniepwgnbph thnpdwpltniejwl wpryniupubp, huswbu twb
puniewgntiph thnpdwpltinuejwt wpryntupttin, htuswbu twl Yujniunyejwt quwhwwndwl wpryniupubin' hwdwdwu hUO 23640-h Yuyniunipjw quwhwindwt wpryniupttin® hwdwawj hUO 23640-h wwhwtgutiph: Upnwnpnieyniut niubuw ubipnnpdwd npwlh junwydwpdwu
wwhwugutinh: Upnwnpnieyniut niubw ubipnnpdwsd npwlh Yunwywpdwt hwiwlwpg' npulht ubipyuwjwgynn dhowqquiht hUO hwdwlwng' npwyht ubiplwjwgynn Showqgwihtu hUO unwunwnwntbpht hwdwwwwnwufuwt (1SO 13485, 9001, CE W/Ywd IVD):
unwunuwpunubpht hwdwwwwnwuluw (ISO 13485, 9001, CE W/ywd IVD):
Lwhiwwnbudwsd b ywhwugynn dwupbubp, dwutwynpwwbu Haemophilus influenzae, Neisseria gonorrhoeae, Streptococcus pneumonie Luwfuwwnbudws b wywhwugynin dwupbubp, dwutwynpwwbu Haemophilus influenzae, Neisseria gonorrhoeae, Streptococcus pneumonie
wuwpniuwlynn Yihuhhulwt unyeh udnundwl, wnbnuidnfudwt b wywhywtdwt hwdwn: Snipwpwugnip thwpebpe hp db wwpniiwynud § [uywpniuwlynn YihuhYulwu bnyeh udnipwndwl, wbnwhnfudwt b wywhwywudwt hwdwp: 8nipwpwugnip thwpbe hp dbe wwpniuwlnwd £
Uunynuwpunh dhowduwjpny wnthunhpniwiht thinpdwunge b uyjwuwnhyt thwynhynyg ni yuthwphsng dhpuifudnid puniyp yapgubiine hwdwn: Uwnjnuwpuinh dhowyduiypny wnihunhpnjwiht thnpdwunpe b wiwuwnhlt thwinhyny ne Yuthwphsny dhpwtudnid puniyp ybpgubint hwdwn:
Uhowwjnp wpwnwpht quudwdp wnwg nbuwubih thnthnfungegniutibph’ 6wpbin Yud ynwewlubp, snpwgdwt htinptip, wéh Uhowywjnp wpuwpht quudwdp wnwtg nbuwttih thnthnfunieyniuubph’ Swpbin Yud wynuewlutip, snpugdwl hbnptp, wéh wnlwjnyeniu W
wnlwjnueyniu b wy(u: wy(u:
MNuwhywudwl dwdybnp' 18-30 wdhu' hwdwdwiu wpnwnpnnh Ynndhg npdwsd hwjwuwnwgnh, 2-25°C ghipdwjht ntidhdh wwjdwuubipnud: | Nwhywudwt dwdlbnp' 18-30 wdhu' hwdwdwjt wpnwnpnnh Ynndhg wpdwd hwdwuwnwgnh, 2-25°C sbipdwjht ntidhdh wwjdwtubpnu:
Mhunwubhnipjwt dwdlytinu wnuduqu 70%-h wnlwjniyenit dwnwlwpwpdwt wywhht: Uypwupp |huh gnpdwpwlwhu Mhunwubhnyejwt dwdlbnt wnudwqu 70%-h wnlwnipiniu dwunwlwpwpdwt wwhht: Uwypwupp huh gnpdwpwtwht hwpebpwdnpdwdp b
Spwuwnpuiwht hwdwlung thwpbpwynpdwdp b gnpdwpwlwihtt whnwlwynpnwing (hwdwéwju 1ISO 18113 gwpph unwtnwpwnutiph wwhwtsh): Mwpunwnhp bu* qnpdwpwtwht whnwlwdnpnwing (hwdwawjt 1SO 18113 pwnph unwunwpwntbph wwhwtgh): Mwpwnwnhp bu* fudpwpwtwyh dwdljwghpp,
101 Utnjnuwpunh Showdjuwgpny fudpwpwuwyh dwdljwghpp, wpunwnpnn Yuqiwlbpynyejuwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W wpunwnpnn juqdwlbpwnipjwt wudwunwdu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b yhnwubihngwt dwdybnh hunwly
whunwubhniejwt dwdlbnh hunwl Upnwdubipp: Ladws £ in vitro Yhpwndwt dwuht ugndp Yud unyuwlwuwgdw (pugnighs wyg ugnuiubipp: Loqwd & in vitro Yhpwndwl dwuht tgnwdp Yud unyuwlwbwgdwt pugnighs wy) dhengutin, op." Yuwnwingwjht hwdwn, wwypwuph
dhongutip, on." Yuwnwingwiht hwdwp, wypwuph hwdwn: ludpwpwtwlu wdpnnoniejwdp |huh dhwnbuwl (dwdlytinh, wpnwnpanh b [hwdwp: ludpwpwtwlu wdpnnenipjwdp (huh Shwnbuwy (dwdlbinh, wpnwnpnnh b hwpbpwynpdwl wanwnyg) b nlubuw wpnwnpnnh
thwpbpwynpiwt wnnwing) b niubuw wpunwnpnnh Ynndhg udpwpwuwlht ubpluywgynn npwlh hwdwunwghp, gnpdwntwljwt Ynnuhg fudpwpwwlht ubpluywgynn npwlh hwdwunwghp, gnpdwntwlwt punipwgnbph thnpdwpltinuejwl wpryniupubp, huswbu twb
punipwgnbiph thnpdwplunuyejwl wpryniupttin, huswbu bwl Yuyniunyejwt quwhwundwl wpryniupttn' hwdwadwiu hUO 23640-h Yuwjniuniejwt quwhwndwt wpryniupubn' hwidwéwiu hUO 23640-h wwhwgubph: Upnwnpniegniut niubuw ubpnpdwd npwyh Yunwywpdwu
wwhwugubiph: Upnwnpnipiniut niubtw ubpnpdws npwih Yunwywpdwl hwdwlwnpg' npulyht ubpluyugynn dhowqquihu hUO hwdwlwnpg' npwyht ubipluwjwgynn dhowqgquiht hUO unwunwpunubipht hwdwwwwnwutuwl (1ISO 13485, 9001, CE W/ywd IVD):
unwunuwpunubpht hwdwwwwnwuluw (ISO 13485, 9001, CE W/ywd IVD):
Lwhiwwnbudwsd b ywhwugynn onuilywg b wuonwljwg dwupkubp wwpniiwlynn Yihuhywlywu bnyeh tdnpwndwl , wbnwihnfudwu W Luwtuwwnbudws § wwhwugynin onwljug b wuonwljwg dwuptubp wwpniuwynn Yihuhywlwu ynyeh udnipwndwl , wenwtnfudwu b
wwhuwwudwu hwdwn: Snipwpwugnip thwpebe hp dby wwpniuwynud  wlnhdugdws wdnifuny Udhtu dhowdwinny wnihunhpniwihu wwhwwudwy hwdwn: Snipwpwuginp thwpbe hp db wwpniiwynu § wlnhdugdws wdnifund Udhtu dhowdwinny wnihuinhpniwih
thnpdwunp U wiwuwnhl thwmhyny ne Yuthwphsny hpwtudnid puniyp ybpgubint hwdwn: thnpdwunp b wwuwnhly thwyinhyny ne Yuwthwphsny dhpwtudnid puniyp ybpgubint hwdwn:
Uhgwywjnpp wpwnwpht quudwdp wnwtg nbuwubih thnthnfungegniuubph’ wéh wnlwniegnit’ wnuinpniegniu, gnitwdnpnid b wyu: Uhswywjnp wpuwpht quudwdp wnwtg nbuwtih hnthnfunieggniutbph’ wéh wnlwnyeni’ wynunpnuegniy, gniiwydnpnud W wyju:
MNuwhwywudwl gbpdwunhéwup dhugl 28°C: MNuwhwwywidwl ghipdwunhéwup dhugl 28°C:
MNuwhywudw dwdlbnp' 18-30 wdhu' hwdwdwiu wpnwnpnnh Ynndhg npdwsd hwjwuwnwgnh, 2-25°C ghipdwjht ntidhdh wwjdwuubpnud: | Nwhywudwu dwdlbnp' 18-30 wdhu' hwdwdwjt wpnwnpnnh Ynndhg wpdwd hwdwuwnwgnh, 2-25°C sbipdwjht ntidhdh wwjdwuubpnu:
Mhunwubhnypjwl dwdlbnt wnuduqu 70%-h wnlunipnit dwnwlwpwpdwl wywhht: Uypwupp |huh gnpdwpwuwihu Mhunwubihnieywi dwdlbnt wnudwqu 70%-h wnlwjnieintu dwnwlywpwpdwy wywhht: Uwypwupp |huh gnpdwpwwiht thwpbpwdnpdwdp W
Spwbiuwynpuwht hwdwwng thwptipwynpdwdp U gnpdwpwwiht whnwlywdnpnwing (hwdwawj 1SO 18113 swnph unwunwpuutiph wwhwush): Mwpwnwnhp G qnpdwpwwiht whunwywynpnwing (hwdwawyu 1SO 18113 swnph unwunwpwnttbinh wywhwgh): Mwpwwnhp BU' fudpwpwuwyh dwdlwghpp,
102 |kyduh htinniy (Udhbu) fudpwpwuwyh dwdljwghpp, wpunwnpnn Yuqiwlbpynuyejwt wudwunwiu nehwugb, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh W wpunwnpnn juqdwlbpwnipjwt wudwunwu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b yhnwubihngwt dwdybnh hunwl
Showduwypny whunwubhniejwt dwdlbnh hunwl Upnwdubipp: Lodws £ in vitro Yhpwndwt dwuht ugndp hud unyuwlwbwgdw (pugnighs wyg ugnuiubipp: Lowsd & in vitro Yhpwndwl dwuht tgnwip Yud unyuwlwbwgdwt pugnighs wy) dhengutin, op." Yuwnwingwjht hwdwn, wwypwuph
dhongutin, on." Yuwnwingwiht hwdwp, wypwuph hwdwn: ludpwpwtwlu wdpnnoniejwdp |huh dhwnbuwl (Gwdlytinh, wpnwnpanh b [hwdwp: ludpwpwtwlu wdpnneniejwdp (huh dhwnbuwy (dwdlbinh, wpnwnpnnh b hwpbpwynpdwt wanwnyg) b nlubuw wpnwnpnnh
thwpbpwynpiwl wnnwing) b niubuw wpunwnpnnh Ynndhg udpwpwuwyht ubplujwgynn npwlh hwdwunwghp, gnpdwntwljwt Ynnuhg fudpwpwuwlht ubpluywgynn npwlh hwdwunwaghp, gnpdwntwlwt punepwgnbph thnpdwplitinuejwl wpryniupubp, htuswbu wb
punipwgnptiph thnpdwpltnyejwl wpryniuptitin, huswbiu bwb Yuyniunyejwt quwhwindwl wpryniuptbin' hwdwawiu hUO 23640-2015-h Yuwjniunipjwt quwhwndwl wpryniupubn' hwdwéwju hUO 23640-2015-h wwhwgubiph: Upnwnpnieyniut niubuw ubpnpdwsd npuwyh
wwhwugubph: Upnnwnpnieiniut niubitw ubpnpdws npwih Yunwywpdwl hwdwlwpg' npulyht ubpluywgynn dhowqquyhu hUO Ywnwlwpdwt hwdwlwpg' npwlht ubplujwgdnn dhowqgquiht hUO unwunwpnutiphtt hwdwwwwnwuluwt (ISO 13485-2017, 9001-2015, CE
unwunwpunubpht hwiwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD): U/yuwd IVD):
Guiquablipunnnuihl thuptie, npnud winl phihwut bniep Uwnphnuh hhripnunyduin Guid whinguing wuywhnynd & SGuqugbubpwnnpwiht thwpebe, npnwd wnw phdhwlwt Unyep (bwnphnwh hhnpnuny$uwn Ywd whpnqwin) wwywhndnd £ Epuhluinnpnud
Epuhlwwnpnud (2,5 ) prywduh Yiwunwdu nt dhypnwbpn$hy dhowduwyph unbndnuip (nipwpwiginn wuhwnwlwt thwebep):
\ (2,5 1) prYwduh Yiwunwu nt dhypnwtpndh) dhowdwph unbndnidp (nipwpwignip wuhwwnwlwi thwebep): Uuhwnwlwl thwpbpubpp (hubu
Uthwunwlw thwpbpubpp |hubu hwpbpwdnpdws 1 punhwunt hwpbpnut® wnwybiwgnyup 10-wlwt hwwn: Mhunwubhnuejwu \
thwpbpwynpdwsd 1 punhwunip hwpbpnut’ 10-wlwu hwn: Mhunwubihnyejwl dwdlybnt wnudwqu 70%-h wnlwnieiniu dwnwywpwpdwl
«FuwqMwlbwn»-ubp duidlinli wntidwdl 70%-h wnluynieynits duinwluipuinduws uwhht: Uyputipn (it gapdupuiiuht lhwrc)braw‘l{nndwdp u wwhhu: Uypwupp |huh gnpdwpwuwht thwpbpwdnpdwdp b gnpdwpwuwiht whunwywynpnwing (hwdwéwju 1SO 18113 swpph
gnpdwpwwiht wyhnwlwynpnwing (hwdwdwju 1SO 18113 swnph unwunuwipunubph wwhwugh): Mwpunwnhp Bu* fudpwpwuwyh |
104 Epuhywwnnpubph hwdwp swdughn, wninwnpnn Yuiquulnunueul wadwtn nchuughl, wnwnpngh Yendhg whnwnnul wdwpdh U whinwbhneut unwunuwpunubph wwhwugh): Mwpwnwnhp bU' fudpwpwuwyh dwdljwghpp, wpnwnpnn Yuqdwlbpynuejwt wudwunwiu ne hwugbt,

(dhbypnwtpndhy wwjdwtibp
uwnbindtint hwdwn)

dwdljiinh hunwy upnwiubipp: Lowsd k in vitro Yhpwndwt dwuht upnwip ud unyuwlwbwgdwt jpugnighs wy) dhengubin, op.'
Yuwnwinquijht hwdwp, wwypwuph hwdwn: udpwpwtwl wdpnnonuejwdp (huh dhwinbuwly (dwdlbnh, wpnwnpnnh b
thwpbpwynpdwt wnnwing) W niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubpluywgdnn npwlh hwdwunwghp: Upnwnpnieiniut
niubuw ubpnpdws npwlh Yunwywpdwt hwdwlwnpg' npwlht ubipluywgynn dhowqquihtt hUO unwunwnpuubipht hwdwwwwnwutuwl
(1SO 13485, 9001, CE W/ywd IVD):

wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh bW yhnwubihnygjwu dwdlybnh hunw ugnwiubpp: Ladws | in vitro Yhpwndwy dwuht tgnwip
Ywd unyuwlwuwgdwu jpugnighs wy) dhengubip, op." Yuwnwingwjht hwdwp, wwpwuph hwdwn: fudpwpwiwlu wdpnnenuyejwdp (huh
dhwwnbuwy (Gwdybwh, wpunwnpnnh b hwebpwynpdwt wanwinyg) b niubuw wpunwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npwyh
hwywuwnwghp: Upnwnpnugniut niubuw uipnpdwsd npwlh Yunwdwpdwt hwdwlwpg' npulht ubiplujwgynn dhowqquhu hUO
utnwnwpunubiphtt hwdwwwnwufuwu (ISO 13485, 9001, CE W/ywd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Opquuwlwt phihwlwu dhwgnugniu £, CHCl; $npdnywyny, wugnyu, punpng hninny: Uudwunud Bu uwb Gnpinpdbpwt, daphitupinphn |Opquuwlwt phdhwlwl dhwgnugniu £, CHCI3 $npdnyqwiny, wugnyl, punpn hnnnd: Uuduunud Bu bwb Gnpinpdbpw, dbphitupinphn Yud
Yuwd fuwnnt 20: Uwupbwpwiwlwt wpnpuwnnphugnud bhpwndnad £ opnid Ynih$wigh hwpntwpbpdw phunh hpuwywtwgdwt hwdwn: | fuwnnt 20: Uwupbwpwbwlwy jwpnpunnphwinud Y4hpwnygnid £ opnud Ynih$ugh hwpntwpbpdwt phunh hpwlwlwgdwt hwdwp:
Mhunwbjhniejwl dwdytnp wntduqu 70%-h wnlwjnieini Jwnwlwpwpdwt wwhh, thwebpwynpnudp’ hepdbnhly, wnwdbugnyup | Nhunwubjhngejwt dwdybnp wntuduqu 70%-h wnluwjnipiniu dwinwlwpwpdwl ywhh, hwpbpwynpnudp’ hepdbnhly, wnwybjugnyup 0.5 -
106  |Rinpn$npd 0.5 |-wung nwpwubpny: wung wwpuwubpny:
Lwdwwwunwufuwih npulht ubplujugynn dhowqquiht unwunwpnubpht Ywd hwdwwwnwupuwuh $OUS-hu b / Ywd niubuw npuyh [<wdwwwunwutuwth npubht ubiplujwgynn dhowqquiht unwunwpunubpht Ywd hwdwwwnwupuiwuh $OUS-hu b/ Ywd niubuw npulh
hwjwuwnwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubplwjwgynn hwdwunwghn): hwywunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubpyujwgynn hwdwunwghn):
fudpwpwuwlp wdpnnonipjwdp |huh dhwnbuwl (dwdybnh, wpnwnpnnh b hwpbpwdnpdwt wnnwing): hudpwpwuwlp wdpnngnipjwdp |huh dhwwnbuwl (dwdlybnh, wpnwnpnnh b hwpebpwdnpdwt wnnwing):
pwwalp' (NH2),CO: Lhihwlwu dhwgnieiniu b wduwppyh nhwihn: Uyhwnwl pniptinutip ' ndtih oph, bpwunih, htinnly wdnuhwyh |pwtwdabp' (NH2),CO0: Lhihwlwu dhwgneinit b wduwppyh nhwdhn: Uwhwnwl pniptinutip ' ndtih oph, bpwunih, htnny wdnuhwyh dbg:
dbg: hpbuhg ubpywjwgunu k wugnyl, wuhnn pnipbnubip: Pwpbpwynpnuip dhusk 0.250 - 0.5 Yg Yondwdpubpny: Uwpwtpp (huh hpbuhg ubphuwjwgunid b wugny, wuhnn pinipbinubn: Pwpbpwdnpnup dhugl 0.250 - 0.5 Yq Yondwdpubipny: Uwypwupp |huh gnpdwpwwihu
gnpdwpwwiht thwpbpwynpdwdp W gnpdwpwtwiht yhnwlwdnpnuwing (hwdwdwu 1ISO 18113 swnpph unwunwpunubph wwhwugh): thwptipwynpdwdp U gnpdwpwwiht whnwywdnpnwing (hwdwawt 1SO 18113 swpph unwunwpunubinh wwhwugh): Mwpwnwnhp G
107 |Uhquiujnip Mupwnwnhp ' fudpwpwtwlh dwdywghpp, wpnwnpnn juqiwlbpynieiwt wudwunwdu ne hwugbt, wpnwnpnnh Ynndhg wpunwnpdwt |udpwpwtiwlh dwdywaghpp, wpunwnpnn juqiwlbpynueiwt wudwunwiu ne hwugb, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh W
wduwpyh b wyhunwubhnyejwu dwdybnh hunwly uynwubpp: Lagws b in vitro Yhpwndwt dwuht ugnwp Yud unybwlwbwgdw whunwubhnieywu dwdlbnh hunwl upnwiubpp: Ladws  in vitro Yhpwndwt dwuht upnwp fud unyuwlwbwgdwt jpnugnighs wy) dhengubin,
Inwgnighs wy Jhongutin, op." Yuwwnwinguiht hwdwp, wwpwuph hwdwn: udpwpwtwlu wdpnnontpjwdp |huh dhwnbuwl (dwdlytnh, on." Yuwnwinquiht hwdwp, wwpwuph hwdwp: udpwpwtwl wdpnnoniejwdp |huh dhwnbuwl (Gwdlytinh, wpnwnpnnh b hwebpwdnpdwu
wpunwnpnnh U thwpbpwdnpdwt wnnwing) b niubtw wpnwnpnnh Ynndhg fudpwpwuwlhtu ubpyuwjwgynn npuwyh hwywuwnwghn: wnnwing) U niubuw wpunwnpnnh Ynndhg fudpwpwtiwyht ubpluywgdnn npwlh hwwunwghp:
Lpwlwqup punlugws & unyu hpwdbpht Yhg hwybgws 1.5-nud pipdwsd 5 wudwunwing snp 2hénljubiphg, npnup hpkughg ubplwjwgunud
Z!:Jﬁ;ﬂ:&iﬁ::ﬁ;LE2::ﬂi?!f;:f;:w;mmuﬁiﬁﬁgﬁwqwnh buad ngfurph E2iphfububiinh huadungunuutuus fudptnh Yauilngun Lpwlwqip punugws £ unyt ywjdwuwgph hwygbdws 1.1-nwd pipdwd 5 wudwunwing snp 2hénwubiphg, npnup hpkughg ubplwjwgunud Gu
e 17T A T ARG e £ L - L (hnhihquigduw haniu shniubin’ unwigws Gwawnh Yud nshuwnh babphfuhuitibnh huduwuinwufuwts fadpnh Yrpwnwlnywn
Egbinhtuhng wnihywbutn hupidth ghtip lunpynud | hudtiqwé 1.5-h wypuwiptiiph pun n wndtiph hwtipuignuduipny: Cunftiduws 1.5-p witinhgtiubipny hhubiphdniuhqugyws wnyniuhg:
[ hwdwipgnud £ qught puplh wupwdwtbih dwu: Fudwt dwiwbwlugnygny uwhdwidws jnipupwiignip dunwluipupdwt , bwrdrndrd b hasdbrd T S cunlbnd A
108 |Whunnnnzhs shnijubinh pnwlwiqd'f o el Sunwl §p whwnp £ hpwlwbiwgyh dhwutwluwt, § gh Ynnihg bupwlntinhg hwpwduh ghtp {npynud £ hwgbws 1.1-h wwypwtiptiiph pun n wndtiph hwtipwgnuwpny: Cwbws 1.1-p pynud |
pwnlugwd OKA, OKB, OKC, OKD L Eluunl{" P L Iqml;‘"' N N ubpnus Bupwlnbphg nplth G Gnubt wuyiwbwgph wipwdwubih dwu: Fudwl dwdwbiwly ygny uwhdwwé jnipupwitiginip & Ywpwpdwl dwdljnh udpwpwtwl}
U OKE snp 2hénijutinhg . i ) ok e i e i Yupuwpnudp whnp | hpwlwtiugyh dhuutiulwt
{ I Pyuils (wuhwtigynn funnipynitip, puitiulyp U wyjt) nbwpnud quiugt guiplp prpnp Bupwltntinh dwuny h I t1oh Cunhd tpwal thinl h husd oty hudbrdws bndws
dbpdynud k: U jupwnynn wypwiph Lwzhy-wypwupwghpp whnp £ ubphuywgy} 1 I [twé 1.1-nud plipy {nwlpltr
U wnwlupuindnn wiutiph Cwzhd-wunuipugntng whnp £ ubnbuyugdst hudusuanauuat hdedws 1.5-m8 pndud outhi
wypwptiiph gutiyh:
Lwhiwwnbudwd b wpguuwlwiht dhypnunupwgnudubiph dbennny Ynihunhuh (wnihdhpuht P) hwlwdwupbwiht qquiniuntejwt npnadwt |«bnthunhuh bundwdp qgugniuntewl npnadwt hwdwlwpg wpquitiwynd Shypnunupwgdw dpnnny», KIT ComASP COLISTIN |pwlwqdip
hwdwn: 2np hwlwdwupth Ypluwyh 7 unupwgnuiubipny (0 25-16 dyg/d) 4 phun wwpniuwlynn hwdwlwng b: <wdwpwdniu ' Uwfuwwnbudws  wpquuwlwiht dShypnunupwgnudubiph dbgnnng Ynihunhtuh (wnihdhpuht 6) hwwdwupbught qquindunygjwt npnpdwt
wwpniuwynwt £ Ynjhunhup 4 hwdwlwpg (wwububipp wuhwnwlwt hwpbpwynpdwdp), 16 updul Ujnytip-<huent Il wpqwuwy (36 |hwdwp: 2np hwlwdwupbh Ypluwyh 7 unupwgnuiubipny (025 - 16 dyg/d) 4 phiun wwpniuwlnn hwdwlwnpg & <wdwpwdnit wwpniuwynud &
«4nihuwnptih Uywndwdp ), dwdjwpwnwup: Mhnwubjhnpjwt dwdybnt wnuduqu 70%-h wnlwjnyenit Jwnwlwpwpdwl wwhht: Uwpwupp |huh Unjhuinhtuh 4 hwdwlwpg' Jnipwpwtgnipp 4-wlwt phunh huwipwynpniejwdp' punwdbup 16 phun (Wwubiubpp wuhwwnwlwu
110 qquyniuntpwil npngdui gnpdwpuwiuwiht hwpbpwynpdwdp bW gnpdwpwuwiht wyhunwlwynpnwing (hwdwdwyu 1ISO 18113 swpph unwunwpunubph wwhwugh): thwpbpwynpdwdp), 16 updwy Ujnybip-Lhuent Il wpquiuwl (3 6 d), dwdjwpwnwup: Mhunwubihnyejuu dwdlybnh 50%-h wnljuynieniu

hwiwlwnpg wpquuwynd
dhypnunupugdw dbpnnny»

Upwnwnpnipyniut niubuw ubipnpdwsd npuwyh Yunwldwpdwt hwdwlwpg' npulht ubipluywgynn dhowqquihtt hUO unwunwpnubphtu
hwdwwywwnwufuwt (ISO 13485-2017, 9001-2015, CE U/yuwd IVD):

unwunwpwnubiph wwhwgh): Upnwnpnieiniut niuh ubipnpqwsd npwlh Yunwywpdwt hwdwlwpg' npubht ubipywjwgynn dhowqquhu hUO
unwunuwpuubpht hwdwwwwnwutuwt (ISO 13485, 9001, CE W/ywd 1VD):

112

Lwhwdwupbwiht ufwdwnwlyubn

Mbuhghihtu

G1uu

Cwlwdwupbwyht ujwjuwnwlyubp Meuhghiht G 1 WU

SYjw| hwlwdwupkh (nwnypeny ubpddywsd pneb ujudwnwlubp hwywdwupbwiht gqquiniunyeyniup npngbint hwdwp: 1 updwyp Yud
pwprephop wwpniuwlnud | uduqugnyup 50 ufwdwnuwly, wywnpwundwsd £ ywunhlyb syninpdnn Ynyehg: Mwhywudwt dwdytinp
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwubihniejwt dwiljnt wnudwqu 70%-h wnywnipgniu dwunwlwpwpdwl wwhht: Uwpwupp
lhuh gnpdwpwuwiht thwpbpwdnpdwdp U gnpdwpwuwiht whnwlwynpnwng (hwdwéwju 1SO 18113 gwpph unwunwpunutinh
wwhwtgh): Mwpwnwnhp 6u* fudpwpwtwlh dwdljwghpp, wpnwnpnn juqdwlbpyniejwl wudwunwu ni hwugbt, wpnwnpnnh Ynndhg
wpunwnpdwu wduwpeyh b yhunwubihnyewt dwdytnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquiht hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp huh
dhwinbuwy (dwdlbnh, wpnwnpnnh U hwebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubiplujwgynn npuyh
hwjwuwnwghp, gnpdwnuwlwl punyewgnpbiph thnpdwptitniejwt wpryniuputin: Upnwnpnugyniut niubuw ubipnpdwsd npulh
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwnwpunubipht hwdwwwuwutuwl (ISO 13485, 9001, CE b/ywd

IVD):

Cwljund

tpwyhts uljuiy

Yubp Mbuhghtht G 1 UU

Mhunwubjhniejwl dwdlbnt wnudwqu 60%-h wnluwjneni dunwlwpwpdwt wwhht: Uwypwupp niuh gnpdwpwwht thwpbpwdnpnd W
gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 gwpph unwunwpunutiph wwhwgh): udpwpwuwyh dwdlywghp, wpnwnpnn
Yuqdwybpyniejwu wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubhnyejwu dwdytinh hunwly upndubn:
Lodwd £ wuypwuph hwdwp: udpwpwuwlu wdpnnonipjwdp shwwnbuwl k, niuh uipnpdwsd npulh unwdwpdwt hwdwlwpg' npwyht
ubipyuwjwgynn dhowgguiht hUO unwunwpnubipht hwdwwwwwufuwu (1ISO 13485, 9001, CE W/ywd IVD):

Jwwunwlwpwpdwu wywhhu: Uypwupp gnpdwpwwiht thwebpwdnpdwdp b U gnpéwpwtwiht wyhunwlwynpnwing (hwdwéwju ISO 18113 gwpph

Syjw) hwlwdwupth jndnypny ubipddywd pneb ulwdwnwlubp hwywdwupbwiht qquiniuniyeyniup npntiine hwdwp: 1 updwlp Yud pwpephop
wuwpniuwynwt £ 50 ufwlwnwl ywinpwunyws E uwunhlyt syninpynn bniehg: Mwhwwidwl dwdybnp tjwqugnytp 2 wwph, 2 - 8 °C -nud:




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Curljuniuit Yunjunuilibn uiuhghihting 10 g
quwl hluqludluhpth lménqpm{ ubpddyws pnpb ulwdwnwlubp hwlwdwupbwjht gquniunyeyniup npngtiint hwdwp: 1 upduyp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwunyws § ywunhyt synnpdnn tnyehg: Mwhywudwu dwdlybnp Qwlwdwupbwyht uljusy Yub| fuhghihtng 10 dyq
ujuqugnytip 2 tiwph, 2 - 8 °C -nui: Mhunwbhnyejut dwdlbnt wntwqu 70%-h wnluynipint dwnwlwpwpdwl wwhht: Uypwtpp Sq_|u1[ hwlwdwupkh lnl(’)nljram{ hbné&t{mé enRb quqmnmllhbn hwlwdwupbwiht gquiniuniegniup npngbiint hwdwp: 1 updulp Ywd pwpephop
thuh gnpdwpwuwiht thwpbpwdnpdwdp U gnpdwpwuwiht whunwlwynpnwing (hwdwéwju 1SO 18113 gwpph unwunwpunutinh wwpniuwynd £ 50 uywywnwl wywinpwundws | wiwunhls syninpdnn bnyehg: Mwhywidwt dwdlbnp ujwqugnytp 2 wwph, 2 - 8 °C -nu:
13 Cwlwidwupbwiht uwywnwlubp |wywhwgh): Mwpwnwnhp ' fudpwpwtwyh dwdlwghpp, wpnwnpnn Yuquwybpynyeywt wudwunwit nehwugbl, wpnwnpnnh Ynndhg | Nhunwbhnieiwt dwdlytint wnuduqu 60%-h wnywynyejnit dwunwlwpwpdwt wwhht: Uypwlpp nish gnpdwpwiwht hwpbpwynpnud W
wduhghthunyg 10 dyq wpunwnpdwt wduwpyh b whunwubhnyewt dwdybnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 swpph unwunwpunutiph wwhwgh): udpwpwuwlh dwdlywaghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquihtt hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp |huh Yuqdwybpyniejwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyejwu dwdltinh hunwly ugndubn:
dhwwinbuwl (dwdlytinh, wpnwnpnnh U hwpebpwynpiwt wnnwnd) W niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn npwyh | Logws b wwpwiuph hwdwn: ludpwpwtiwl wdpnnoniejwdp dhwinbuw k, niuh ubpnpdws npwlh Yunwywpdwt hwdwlbwng' npulyht
hwjwuwnwghp, gnpdwnuwlwl punypwagnpbiph thnpdwptitinuejwt wpryniuputin: Upnwnpnigyniut niubuw ubipnpdwd npulh ubplyuwjwgynn dhowqguiht hUO unwunwpnubpht hwdwwwwwutuwu (1ISO 13485, 9001, CE W/ywd IVD):
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwinwpunubiphts hwdwwwwnwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Qwlwdwupbwyhts uwjwnwlubp wdwhghihting 2 dyq
SYjw) hwhwdwupkh jnwdnyeny ubipddyws peneb ulwdwnwlubp hwywdwupbwiht gquiniunyegniup npngbint hwdwp: 1 upduyp Yud
pwpephop wwpniuwynud £ ujwqugnyup 50 ufwdwnwly, ywnpwundws § wwunhlt synnpdnn Ynyehg: Mwhywudw dwdybnp Qwlwdwupbwyht uywywnwlbp wdyhghhung 2 dyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwubihniejwt dwdljint wntdwqu 70%-h wnlwniegniu dwunwlwpwpdwl wywhht: Uypwupp | Sdjw) hwywdwupth jnsnypeny ubinddyws pnet ujwdwnwlutin hwlwdwupbwiht gqujniuntegniup npngtiint hwdwn: 1 updwlp Ywd pwppphep
lhuh gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht whunwywynpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
114 Cwlwdwlpbwyht uhwywnwlubp |wywhwgh): Mwpnwnhp b fudpwpwtwyh dwdlwghpp, wpunwnpnn uqiwlbpynieiuwl wudwunwu ne hwugb, wpnwnpnnh Ynndhg | Mhunwubihnieiwt dwdlybnt wntduqu 60%-h wnlwnuyeinit dwnwlwpwpdwt wwhht: Uypwipp nih gnpdwpwtiwht hwpbpwdnpnud W
wduhghihuny 2 dyg wpunwnpiwt wduwpyh b whunwubhniejwu dwdybnh hunwly ugnwubpp: Lagws b in vitro Yhpwndwt Jwuht ugnwdp Yud gnpdwpwwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpuubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
unyuwlwwgdw |pwgnighs wy| Shengubin, op." jwwnwinquiht hwdwn, wwpwuph hwdwp: ludpwpwtwlt wdpnnonipjwdp thuh Yuquiwybpynipjwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihniejwy dwdlybnh hunwly ugnudubn:
dhwwnbuwl (dwdlytinh, wpnwnpnnh b hwetipwynpdwt wnnwing) b niubitw wpnwnpnnh Ynndhg udpwpwuwlht ubplujwgynn npwlh [Ladws b wwpwuph hwdwp: ludpwpwtiwlu wdpnnontejwdp Shwinbuwy k, niuh ubpnpdwsd npwyh Yunwdwpdwt hwdwlwnpg' npwyht
hwjwuwnwghp, gnpdwnuwlwl punewagnpbiph thnpdwptitinuejwt wpryniupubin: Upnwnpnuginiut niubbw ubipnpdwsd npulh ubpyuwjwgynn dhowqguiht hUO unwunwpuubpht hwdwwwwwufuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwlwpdwt hwdwlwpg' npwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (1ISO 13485, 9001, CE W/jwd
IVD):
Sutluaut i ubip wiopuhghiht/Yudnyuitiwppyny 20/10 g Yuwdwupbwyht ulju Yubip wdopuhghiht/Yjwynywiiw, ny 20/10 dl
zqul::alnhhugjztﬁ:ﬁzﬂ?j;?‘:ﬂ;ﬁ:ﬂ:iﬁrsS(;U:E:HZ::Emul:!:mnphulfuq:lf::Et:llﬂlju(}ﬁl:‘gZﬁ:n:?::lnu::g:;nl’nhzg:&ljdrhq:i%l?:ndn Squ[ th[tludumpL'h [’nlbnljram{ pré&l{m‘f—) r'arula; uqlilll{ul}nu:L|Ubpr‘:lr::tu:{dmhptmjrljl?qqmjmhmrajmhﬂ npngbint hwdwp: T updulyp wwpniuwynud
o ) ! o ) i 100 uhwywnwy, wwwnpwundws b wwunhyt synnpynn Wnyehg: Mwhywudwu dwdytinp uuqugnyup 2 niwph, 2 - 8 °C -nu:
E:!{Ju[:(}:ﬁgl?;ii:1‘]:![11lip:qu:;imrgztﬁiglfizl;tdul::illjj:Ju':tli;{ri?znio(ﬁur:dt::l:ﬁjnIlrsagllIDB;jgI;:g;n::iﬁ:::‘ptﬁ:phuwpmhpn Mhunwubhnyejwt dwdlbnt wnudwqu 70%-h wnlwnipiniu dwunwlwpwpdwt wwhht: Uwypwupp huh gnpdwpwtwht hwpebpwdnpdwdp b
Lwlwdwupbwiht ujwywnwyutp N qnpdwpwtiwht whnwlwdnpnwing (hwdwawjt 1SO 18113 pwpph unwunwnpwntbph wwhwugh): Mwpwwnhp bu* udpwpwwyh Swdywghpp,
115 |Jwdopuhghiht/Yudniywuwpepyny wuihwgh): Mupnwnhp Bt fudpwpuibiubh dwdlwghnp, wpuwnann l{mqﬂm[{bpuﬂlmlf}h witjuitinudl . huugB, wipuwripnnh Gandhg wpunwnpnn juqdwlbpwnipjwt wudwunwdu ne hwugbl, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b yhnwubihngwt dwdybnh hunwly
wpunuwnpdwt wduwpyh b wyhunwubhnyewu dwdybnh hunwly ugnwdubpp: Lagwd b in vitro Yhpwndwt dwuht ugnwdp Yud . \
20/10 uyq \ tgnuiubipp: Laqwd £ in vitro Yhpwndwl dwuht tgnwip ud unyuwlwuwgdw jpugnighs wyp dhengubip, op.' Ywwnwinquiht hwdwn, wwpwuph
Unyuwlwuwgdwu [pugnighs wyp dhengubin, op.' Yuwunwinqwiht hwdwp, wwpwuph hwdwp: ludpwpwuwlyu wdpnneniejwdp huph
Shuinbuwy (dwdluh, wpumwnannh U hupbewnndut wnwnd) L nibbbu wpnwnpnih Ynndhg Rdpuputuhl Unlwjugdnn nnwbh hwdwp: ludpwpwuwlu wdpnnenyejwdp |huh dhwwnbuwy (Gwdlbnh, wpunwnpnnh b hwpbpwynpdwt wnnwing) W niubuw wpunwnpnnh
huuunwahn, gpduwnbuluwl punguignbnh hnnawpLlneul wpmypLbn: Uninwnpnipiniit niubuw Bbanpdud spubh Ynnuhg fudpwpwwlht ubpluywgynn npwlh hwl{wu\quhp, gnpdwnuwlwu punpwgnbiph thnpdwpliunyejw wpnyntupubin: Upunwnpnygjniut
Ywnwywpdwt hwdwlywpg' npuwlht uipfuwjwgdnn dhowqqujht hUO unwunwpunutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd niblbuw, tiprnduid npuh Yuunuiduindws huduuing: s Upbwiwgdnn dhswqguiht PUO unutinupintinhts huduwuinwufut (IS0
WD): 13485, 9001, CE b/ywd IVD):
Cwlwiwupkwyht uljuwy Yubip whybpwghht/wwqnpwlnwidng 30/6 dyq
Slhl.ul hwlwdwupth lmémj[anl{ ubipddyws penpb ulwdwnwlubp hwlwdwupbwjhu gquyniunyeyniup npngtiint hwdwp: 1 updulyp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 uwdwnwy, ywnpwunyws £ yiwunhyt synnpdnn tnyehg: Mwhywudwt dwdybnp Lwlwdwupbwyht uljwy Yubp whybpwghiht/ npwly iny 36/6 dlq
ujwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwbihnuyejwt dwiljint wnuwqu 70%-h wnlwjniejnit dwunwhwpwpdwt wwhht: Uypwipp  |Sdjw) hwlwdwupbh (ndnyeny ubinddws pnpb ulwywnwlubp hwlwdwupbwiht qquyniunteiniup npngbint hwdwn: 1 updwlyp Yud pwpephep
Culyuutipbught uluwdwnultn huh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whnwlwynpnwing (hwdwéw)u 1SO 18113 gwpph unwunwpunutinh wwpniuwlynd £ 50 uyuwywnwl wwinpwundws | wwunhll syninpdnn bnyehg: Mwhywidwt dwdlbnp ujwqugnytp 2 wwph, 2 - 8 °C -nu:
16 |whubnughit/nwqnpulnudng wwhwtgh): Mwpwnwnhp b fudpwpwtwyh dwdlwghpp, wpunwnpnn juqiwlbpynipiwl wudwunwu nt hwugb, wpnwnpnnh Ynndhg | Nhunwbihnieiwl dwdlytint wntduqu 60%-h wnywynuyejnit dwnwlwpwpdwt wwhht: Uypwlpp nih gnpdwpwtiwht hwpbpwdnpnud W

30/6 Wl

wpunwnpdwu wduwpeyh b yhunwubihnyewt dwdytnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquiht hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp huh
dhwinbuwy (dwdlbnh, wpnwnpnnh U hwebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubiplujwgynn npuyh
hwjwuwnwghp, gnpdwnuwlwl punyewgnpbiph thnpdwptitniejwt wpryniuputin: Upnwnpnugyniut niubuw ubipnpdwsd npulh
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwnwpunubipht hwdwwwuwutuwl (ISO 13485, 9001, CE b/ywd
IVD):

gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 gwpph unwunwpunutiph wwhwgh): udpwpwuwyh dwdlywghp, wpnwnpnn
Yuqdwybpyniejwu wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubhnyejwu dwdytinh hunwly upndubn:
Lodwd £ wuypwuph hwdwp: udpwpwuwlu wdpnnonipjwdp shwwnbuwl k, niuh uipnpdwsd npulh unwdwpdwt hwdwlwpg' npwyht
ubipyuwjwgynn dhowgguiht hUO unwunwpnubipht hwdwwwwwufuwu (1ISO 13485, 9001, CE W/ywd IVD):

17

Lwhwdwupbwihu uwdwnwlubn
opuwghthuny 1 dyg.

nop 11d4q

SL|_|w[ hwuwdwbpth [nlémjranq ubpdSYws pneb ul{wdwnwuhhp hwlwdwupbwhu qqujntunyeiniup npngbint hwdwp: T upduyp ud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwundws b ywunhlt synnpdnn Ynyehg: Mwhywudwu dwdlybnp
udwqugnyup 2 wiwph, 2 - 8 °C -nui: Mhunwbihniejwt dwiljbnt wntidwqu 70%-h wnlwnipiniu dwunwlwpwpdwl wywhht: Uwypwupp
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whunwywydnpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph
wwhuwugh): Mwpwwnhp b’ fudpwpwuwlh dwdlwghpp, wpnwnpnn Yuquiwytipyniejwt wudwunwiu nehwugbt, wpnwnpnnh Ynndhg
wpunuwnpdwt wduwpyh b whunwubhnyejwi dwdlybnh hunwly ugnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwlwgdw |nwgnighs wy| Shengubin, op." wwnwinquiht hwdwn, wwpwuph hwdwn: ludpwpwtwlt wdpnnoniejwdp thuh
dhwwinbuwy (dwdlbnh, wpnwnpnnh b hwebpwynpdwt wnnwng) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npwyh
hwywuwnwghp, gnpdwnuwlwl punipwagnpbph thnpdwptitinuejwt wpryniupubin: Upnwnpnugjniut niubuw ubipnpdwsd npulh
Ywnwlwpdwt hwdwlwpg' npuwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd
IVD):

hihi,

Cuily iy

bwiyhts uuy Yub; | 1dyq

quw[ hwlwdwupkh [mbmjram{ Ubnbél{wé Rl uywdwnwlubp hwwdwupbwiht qquiniunyeyniup npngbint hwdwp: 1 updwyp Ywd pwpephep
wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
Mhunwubjhniejwl dwdlbnt wnudwqu 60%-h wnlwjnenit dwnwlwpwpdwt wwhht: Uwpwtpp niuh gnpdwpwwht thwpbpwdnpnud W
gnpdwpwuwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpunubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
Yuquwybpyniejwt wudwunwu nehwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihnyejwy dwdlybnh hunwly ugnudubn:
Loywsd £ wypwuph hwdwp: ludpwpwtwlu wdpnneniejwdp dhwnbuwl E, niuh ubipppdws npwlh unwywpdwu hwdwlwpg' npulyht
ubipyuwywgynn dhowqquihtt hUO unwunwpuubinht hwdwwwwnwutuwt (1ISO 13485, 9001, CE L/ywd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Curljunuity unjuinuiljubn gb$opuhinhtny 30 g
SYjw hwhwdwupkh (nwdnyeny ubipnddyws pneb uluwdwnwlubp hwlywdwupbuhu qquiniunyegniup npngbiint hwdwp: 1 upduyp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwunyws § ywunhyt synnpdnn tnyehg: Mwhywudwu dwdlybnp Lwlwdwupbwyht uljwy Yubp gb$opuhinhing 30 dlyq
ujuqugnyip 2 tiwph, 2 - 8 °C -nui: Mhunwbjhnyejut dwdlint wntiwqu 70%-h wnbuynipinit dwnwlwpwpdwl wwhht: Uypwtpp [ Syjw) huhwdwupbh jndnypny ubpddyws pret ulwdwnwlubp hwlwdwupbwht qqujniunyeniup npngbint hwdwn: 1 updulp Ywd pwpephen
thuh gnpdwpwuwiht thwpbpwdnpdwdp U gnpdwpwuwiht whunwlwynpnwing (hwdwéwju 1SO 18113 gwpph unwunwpunutinh wwpniuwynd £ 50 uywywnwl wywinpwundws | wiwunhls syninpdnn bnyehg: Mwhywidwt dwdlbnp ujwqugnytp 2 wwph, 2 - 8 °C -nu:
18 Cwlwdwupbwjht uwywnwlubp |ywhwgh): Mwpnwnhp B fudpwpwtwyh Swdlwghpp, wpnwnpnn juqiwlbpynipwl wujwinw nu hwugbt, wpnwnpnnh Ynndhg | Nhunwbhnieiwt dwdytint wnudwqu 60%-h wnlwynyejnit dwunwlwpwpdwt wwhht: Uypwipp nish gnpdwpwiwht hwpbpwynpnud W
gti$opuhinhuny 30 dyq wpunwnpdwt wduwpyh b whunwubhnyewt dwdybnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 swpph unwunwpunutiph wwhwgh): udpwpwuwlh dwdlywaghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquihtt hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp |huh Yuqdwybpyniejwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyejwu dwdltinh hunwly ugndubn:
dhwwinbuwl (dwdlytinh, wpnwnpnnh U hwpebpwynpiwt wnnwnd) W niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn npwyh | Logws b wwpwiuph hwdwn: ludpwpwtiwl wdpnnoniejwdp dhwinbuw k, niuh ubpnpdws npwlh Yunwywpdwt hwdwlbwng' npulyht
hwjwuwnwghp, gnpdwnuwlwl punypwagnpbiph thnpdwptitinuejwt wpryniuputin: Upnwnpnigyniut niubuw ubipnpdwd npulh ubplyuwjwgynn dhowqguiht hUO unwunwpnubpht hwdwwwwwutuwu (1ISO 13485, 9001, CE W/ywd IVD):
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwinwpunubiphts hwdwwwwnwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Cuslunsuitipkughts uljurunulisbn ghmuighnhing 10 dlq
SYjw) hwhwdwupkh jnwdnyeny ubipddyws peneb ulwdwnwlubp hwywdwupbwiht gquiniunyegniup npngbint hwdwp: 1 upduyp Yud
pwpephop wwpniuwynud £ ujwqugnyup 50 ufwdwnwly, ywnpwundws § wwunhlt synnpdnn Ynyehg: Mwhywudw dwdybnp Qwlwdwupbwyht uywywnwlubp gk$uwghnhing 10 dyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwubihniejwt dwdljint wntdwqu 70%-h wnlwniegniu dwunwlwpwpdwl wywhht: Uypwupp | Sdjw) hwywdwupth jnsnypeny ubinddyws pnet ujwdwnwlutin hwlwdwupbwiht gqujniuntegniup npngtiint hwdwn: 1 updwlp Ywd pwppphep
lhuh gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht whunwywynpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
1o Cwlwdwlpbwyht uhwywnwlubp |wywhwgh): Mwpnwnhp b fudpwpwtwyh dwdlwghpp, wpunwnpnn uqiwlbpynieiuwl wudwunwu ne hwugb, wpnwnpnnh Ynndhg | Mhunwubihnieiwt dwdlybnt wntduqu 60%-h wnlwnuyeinit dwnwlwpwpdwt wwhht: Uypwipp nih gnpdwpwtiwht hwpbpwdnpnud W
gb$unwghnhdng 10 dyg wpunwnpiwt wduwpyh b whunwubhniejwu dwdybnh hunwly ugnwubpp: Lagws b in vitro Yhpwndwt Jwuht ugnwdp Yud gnpdwpwwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpuubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
unyuwlwwgdw |pwgnighs wy| Shengubin, op." jwwnwinquiht hwdwn, wwpwuph hwdwp: ludpwpwtwlt wdpnnonipjwdp thuh Yuquiwybpynipjwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihniejwy dwdlybnh hunwly ugnudubn:
dhwwnbuwl (dwdlytinh, wpnwnpnnh b hwetipwynpdwt wnnwing) b niubitw wpnwnpnnh Ynndhg udpwpwuwlht ubplujwgynn npwlh [Ladws b wwpwuph hwdwp: ludpwpwtiwlu wdpnnontejwdp Shwinbuwy k, niuh ubpnpdwsd npwyh Yunwdwpdwt hwdwlwnpg' npwyht
hwjwuwnwghp, gnpdwnuwlwl punewagnpbiph thnpdwptitinuejwt wpryniupubin: Upnwnpnuginiut niubbw ubipnpdwsd npulh ubpyuwjwgynn dhowqguiht hUO unwunwpuubpht hwdwwwwwufuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwlwpdwt hwdwlwpg' npwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (1ISO 13485, 9001, CE W/jwd
IVD):
Qulwdwtpkuyht uuwnwlitp g$wnnnpuhiing 10 dlqg
SYjw hwhwdwupkh jndnyeny ubinddyws et ulwdwnwlubp hwlywdwupbuht gqquiniunyegniup npngbint hwdwp: 1 updulp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnul, ywnpwundws § ywunhlt synnpynn Ynyehg: Mwhywudwu dwdlybnp Qwlwwupbwht uljwy Lubp gE$unnnpuhdng 10 dyq
ujwqugnyup 2 wwph, 2 - 8 °C -nul: Mhunwbihniejwt dwdljmnt wntuwqu 70%-h wnlwniyeinit dwunwhwpwpdwt wwhht: Uypwipp  |Syjwi hwlwdwupkh (nsnyeny ubpddywsd pnpb ulwywnwlubp hwlwdwupbwiht gquyniuntegniup npngint hwdwn: 1 updwlyp Ywd pwpephep
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whnwlwynpnuwing (hwdwdéwju 1SO 18113 gwpph unwunwpunubiph wuwpniuwynwt £ 50 ufuywnwl ywnpwungws § wwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnytp 2 tiwph, 2 - 8 °C -nud:
120 Cwlwdwupbwiht ufwywnwlubp |wywhwgh): Mwpnwnhp ' fudpwpwuwlh Swdlwghpp, wpunwnpnn uqiwlbpynipiwl wujwunwu nt hwugbl, wpnwnpnnh Ynndhg | Mhunwubihnipiwl dwdlybnt wnuduqu 60%-h wnlwniyejnit dwnwlwpwpdwt wwhht: Uypwipp ndh gnpdwpwiwht thwpbpwynpnud W
gb$wnnnpuhdny 10 dyq wpunuwnpdwt wduwpyh b wyhunwubhnyewu dwdybnh hunwly ugnwdubpp: Lagwd b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwiht whnwywynpnd (hwdwdwju 1SO 18113 swpph unwunwpunubph wwhwgh): udpwpwuwlyh dwdlywaghp, wpwnwnpnn
unyuwlwlwgdw |nwgnighs wy| Shengubin, on." wwnwinquiht hwdwn, wwpwuph hwdwn: ludpwpwtwlt wdpnnoniejwdp thuh Yuquwybpwyniejwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyejwu dwdlbnh hunwly ugnudubn:
dhwinbuwl (dwdlytinh, wpnwnpnnh b thwetpwynpdwt wnnwing) b niubtw wpnwnpnnh Ynndhg fudpwpwuwlht ubplujwgynn npwyh [Ladws b wwypwuph hwdwp: ludpwpwtwl wdpnnoniejwdp Shwnbuwy k, niuh ubppdwsd npwyh Yunwdwpdwt hwdwlupg' npwyht
hwdwuwnwghp, gnpdwnuwlwl punypwgnpbph thnpdwptitnuejwt wpryniupubin: Upnwnpnigyniut niubuw ubipnpdwd npulh ubplwjwgynn dhowqguihu hUO unwunwpuubpht hwdwwwwwutuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwywpdwt hwdwlywpg' npuwlht uipfuwjwgdnn dhowqqujht hUO unwunwpunutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd
IVD):
Qulwdwtpkuht uuywnwlbip gb$uphwpuntng 30 diq
Lwhwwnbudwsd £ hwlwdwupbuiht Yuinunyeywt defuwuhqdubpp npngbine hwdwn: 1 upduyp Yud pwppphop wwpniuwynid £ . Yuiwtiptughts uluy b gtSwnt uny 30 dq
wquagnylip S0 uljuiduinul, wuinpuiundws b wwunhl syawnnynn Wnyehg: Muihwwidwl dwdliinp Uwquignylip 2 iuph, 2 - 8 °C - Sun'J[ hwl{l’uduﬂ:nth [nlb‘nljpnl{’hb’nb&{wé'r‘;qu ul{uuiwmul{hbn hwlwdwupbwjhu qquiniuniggniup npngbnt hwdwn: T upduilyp Ywd pwppphop
nul: Mhunwubjhniejwt dwdljbnt wnudwqu 70%-h wnfwjnieinit Jwnwlwpwpdwt wwhht: Uypwupp |huh gnpdwpwwihtu o
N wwpniwwlynd £ 50 ujudwnwl wwnpwundws b wiwunhlt shnunpynn nyehg: Mwhwywudwu dwdlbinp udwqugnyup 2 vwph, 2 - 8 °C -nud:
thwpbpwynpdwdp b gnpdwpwtwiht yhunwlwynpnwng (hwdwdwju 1ISO 18113 pwnph unwunwpunubph ywhwugh): Mwpunwnhp Gu o .
121 Lwlywdwupbwiht uudwnwlubp hudpupuitwlh Swdlughnp, wnnwnnnn Yuqdulsnunteul widubnul nt hwughl, wpuwnpnih Yandhg wnnwnndut wiuwedh L Mhunwubhnyeywt dwdlybnt wnuduqu 60%-h wnljwjnyeynit Jwnwlwpwpdwt ywhht: Uypwupp nish gnpdwipwuwht hwebpwdnpnud W
gb$unphwpununy 30 dyg L gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 gwpph unwunwpunutiph wwhwgh): udpwpwuwyh dwdlywghp, wpnwnpnn
whunwubhniejwu dwdlbnh hunwl Upnwdubipp: Ladws £ in vitro Yhpwndwt dwuht upndp ud unyuwlwuwgdwt (pugnighs wy
dhonglitin, op." Uuwinuwinguhs huduin, wigpuiph hwdwn: Fodpwpuliull wipnngnysjwip (ith dhwnbuwl dwdlbuh, wpunwnpnnh L Yuqdwybpyniejwu wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubhnyejwu dwdytinh humufl{ Ugnudubin:
Loyws £ wuypwuph hwdwp: udpwpwuwlu wdpnnonipjwdp dhwnbuwl £, niuh ubipnpdwsd npuyh junwdwpdwu hwdwluwpg' npuwyhu
thwpbpwynpdwt wnnwing) U niubuw wpnwnpnnh Ynndhg udpwpwtwyht ubplujwgynn npwlyh hwdwunwghp, gnpdwntwlwt Ubnlugwigunn dhewaquihi PUO utnwinuwninbibnhl hwdwiwnwauwt (SO 13485, 9001, CE W/uid IVD):
puniewgntiph thnpadwpltinuejwt wpryntupttin: Upnwnpnieiniut niubuw ubpnpdws npwlh junwywpdwt hwdwlwpg' npuwlyht ! !
ubipyuywgynn dhowgquiht hUO unwunwpuubipht hwdwwwwnwuluwl (ISO 13485, 9001, CE W/ywd IVD):
Curlpudustipbughts uljuunwlibp gb$ninopuuing 30 dlg
SYjw) hwhwdwupkh jndnyeny ubipnddyws et ulwdwnwlubp hwywdwupbwjht gquiniunyegniup npngbint hwdwp: 1 updulp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwundws b ywunhlt synnpdnn Ynyehg: Mwhywudwu dwdlybnp Lwly upkwyht uljwys Yubp g$nipopuhiing 30 dlyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwbihniejwt dwiljbnt wntidwqu 70%-h wnwyniegniu dwunwlwpwpdwt wywhht: Uypwupp | SYjw) hwywdwupth indnyeny ubinddyws pnret ujwdwnwlutin hwlwdwupbwiht qqujniunteggniup npngtiint hwdwn: 1 updwlp Ywd pwpephep
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whunwywydnpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
122 Lwlwdwupbwiht uywdwnwlubp |ywhwgh): Mwpnwnhp bu' fudpwpwuwyh dwdliwghpp, wpnwnpnn Yuqiwltipyniejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg [ Mhunwubihngywt dwdybnt wnudwqu 60%-h wnfwjnieinit Jwnwlwpwpdwt wwhht: Uypwupp niuh gnpdwpwbwiht hwpbipwynpnud b

gb$nipopuhdng 30 dyg

wpunuwnpdwt wduwpyh b whunwubhnyejwi dwdlybnh hunwly ugnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwlwgdw |nwgnighs wy| Shengubin, op." wwnwinquiht hwdwn, wwpwuph hwdwn: ludpwpwtwlt wdpnnoniejwdp thuh
dhwwinbuwy (dwdlbnh, wpnwnpnnh b hwebpwynpdwt wnnwng) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npwyh
hwywuwnwghp, gnpdwnuwlwl punipwagnpbph thnpdwptitinuejwt wpryniupubin: Upnwnpnugjniut niubuw ubipnpdwsd npulh
Ywnwlwpdwt hwdwlwpg' npuwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd
IVD):

gnpdwpwuwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpunubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
Yuquwybpyniejwt wudwunwu nehwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihnyejwy dwdlybnh hunwly ugnudubn:
Loywsd £ wypwuph hwdwp: ludpwpwtwlu wdpnneniejwdp dhwnbuwl E, niuh ubipppdws npwlh unwywpdwu hwdwlwpg' npulyht
ubipyuwywgynn dhowqquihtt hUO unwunwpuubinht hwdwwwwnwutuwt (1ISO 13485, 9001, CE L/ywd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Culyudurt Lol Yubn gbP puhting 5 dlq
quwl hluqludluhpth lménqpm{ ubpddyws pnpb ulwdwnwlubp hwlwdwupbwjht gquniunyeyniup npngtiint hwdwp: 1 upduyp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwunyws § ywunhyt synnpdnn tnyehg: Mwhywudwu dwdlybnp Qwlwdwupbwyht uljuy Yubp gt puhdny 5 dlyq
ujuqugnytip 2 tiwph, 2 - 8 °C -nui: Mhunwbhnyejut dwdlbnt wntwqu 70%-h wnluynipint dwnwlwpwpdwl wwhht: Uypwtpp Sq_|u1[ hwlwdwupkh lnl(’)nljram{ hbné&t{mé enRb quqmnmllhbn hwlwdwupbwiht gquiniuniegniup npngbiint hwdwp: 1 updulp Ywd pwpephop
thuh gnpdwpwuwiht thwpbpwdnpdwdp U gnpdwpwuwiht whunwlwynpnwing (hwdwéwju 1SO 18113 gwpph unwunwpunutinh wwpniuwynd £ 50 uywywnwl wywinpwundws | wiwunhls syninpdnn bnyehg: Mwhywidwt dwdlbnp ujwqugnytp 2 wwph, 2 - 8 °C -nu:
123 Cwlwdwupbwjht uwywnwlubp |ywhwgh): Mwpnwnhp B fudpwpwtwyh Swdlwghpp, wpnwnpnn juqiwlbpynipwl wujwinw nu hwugbt, wpnwnpnnh Ynndhg | Nhunwbhnieiwt dwdytint wnudwqu 60%-h wnlwynyejnit dwunwlwpwpdwt wwhht: Uypwipp nish gnpdwpwiwht hwpbpwynpnud W
gb$ninwpuhdny 5 dyg wpunwnpdwt wduwpyh b whunwubhnyewt dwdybnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 swpph unwunwpunutiph wwhwgh): udpwpwuwlh dwdlywaghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquihtt hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp |huh Yuqdwybpyniejwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyejwu dwdltinh hunwly ugndubn:
dhwwinbuwl (dwdlytinh, wpnwnpnnh U hwpebpwynpiwt wnnwnd) W niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn npwyh | Logws b wwpwiuph hwdwn: ludpwpwtiwl wdpnnoniejwdp dhwinbuw k, niuh ubpnpdws npwlh Yunwywpdwt hwdwlbwng' npulyht
hwjwuwnwghp, gnpdwnuwlwl punypwagnpbiph thnpdwptitinuejwt wpryniuputin: Upnwnpnigyniut niubuw ubipnpdwd npulh ubplyuwjwgynn dhowqguiht hUO unwunwpnubpht hwdwwwwwutuwu (1ISO 13485, 9001, CE W/ywd IVD):
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwinwpunubiphts hwdwwwwnwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Cuslunsuitipkughts uljurwnuliun gbubpuhting 30 g
SYjw) hwhwdwupkh lmémjranq Uhpé&l{wé fchicd uqu{wnwuuhn hwlwdwupbwhu qqujniunyegniup npngbint hwdwp: T upduyp ud
pwpephop wwpniuwynud £ ujwqugnyup 50 ufwdwnwly, ywnpwundws § wwunhlt synnpdnn Ynyehg: Mwhywudw dwdybnp Qwlwdwupbwyht ulwy Yubip gb$wikpuhting 30 dlyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwubihniejwt dwdljint wntdwqu 70%-h wnlwniegniu dwunwlwpwpdwl wywhht: Uypwupp | Sdjw) hwywdwupth jnsnypeny ubinddyws pnet ujwdwnwlutin hwlwdwupbwiht gqujniuntegniup npngtiint hwdwn: 1 updwlp Ywd pwppphep
lhuh gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht whunwywynpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
124 Cwlwdwlpbwyht uhwywnwlubp |wywhwgh): Mwpnwnhp b fudpwpwtwyh dwdlwghpp, wpunwnpnn uqiwlbpynieiuwl wudwunwu ne hwugb, wpnwnpnnh Ynndhg | Mhunwubihnieiwt dwdlybnt wntduqu 60%-h wnlwnuyeinit dwnwlwpwpdwt wwhht: Uypwipp nih gnpdwpwtiwht hwpbpwdnpnud W
gbdw)tpuhuny 30 dygq wpunwnpiwt wduwpyh b whunwubhniejwu dwdybnh hunwly ugnwubpp: Lagws b in vitro Yhpwndwt Jwuht ugnwdp Yud gnpdwpwwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpuubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
unyuwlwwgdw |pwgnighs wy| Shengubin, op." jwwnwinquiht hwdwn, wwpwuph hwdwp: ludpwpwtwlt wdpnnonipjwdp thuh Yuquiwybpynipjwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihniejwy dwdlybnh hunwly ugnudubn:
dhwwnbuwl (dwdlytinh, wpnwnpnnh b hwetipwynpdwt wnnwing) b niubitw wpnwnpnnh Ynndhg udpwpwuwlht ubplujwgynn npwlh [Ladws b wwpwuph hwdwp: ludpwpwtiwlu wdpnnontejwdp Shwinbuwy k, niuh ubpnpdwsd npwyh Yunwdwpdwt hwdwlwnpg' npwyht
hwjwuwnwghp, gnpdwnuwlwl punewagnpbiph thnpdwptitinuejwt wpryniupubin: Upnwnpnuginiut niubbw ubipnpdwsd npulh ubpyuwjwgynn dhowqguiht hUO unwunwpuubpht hwdwwwwwufuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwlwpdwt hwdwlwpg' npwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (1ISO 13485, 9001, CE W/jwd
IVD):
Quiluidut Gy n gtpliuyghuiny 30 dyq
Slhml hmqmdmbpth lmém]pnl{ hhp&?l{mé el ujuwywnwlubp hwlwdwupbwihu qqujniunteiniup npngbint hwdwp: 1 updulp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnul, ywnpwundws § ywunhlt synnpynn Ynyehg: Mwhywudwu dwdlybnp Qwlwiwupbwyht uljwy Lubp gb$byhdng 30 dyq
udwqugnyup 2 wiwph, 2 - 8 °C -nui: Mhunwubihniejwt dwiljbnt wntdwqu 70%-h wnlwnipgniu dwunwlwpwpdwl wywhht: Uypwupp | SYjw) hwywdwupth indnyeny ubinddyws pnret ujwdwnwlubp hwlwdwupbwiht qqujniunteggniup npngtiint hwdwn: 1 updulp Ywd pwpephep
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whnwlwynpnuwing (hwdwdéwju 1SO 18113 gwpph unwunwpunubiph wuwpniuwynwt £ 50 ufuywnwl ywnpwungws § wwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnytp 2 tiwph, 2 - 8 °C -nud:
125 Lwlwdwupbwiht uywdwnwlubn |ywhwgh): Mwpnwnhp By fudpwpwuwyh dwdliwghpp, wpnwnpnn Yuqiwltipynieywt wudwunwu nehwugbt, wpnwnpnnh Ynndhg [ Mhuwubihnyeyut dwdybnt wntdwqu 60%-h wnfwjnieiniu Jwnwlwpwpdwt wywhht: Uypwupp niuh gnpdwpwbwiht hwpbipwynpnut W
gt$tiwhdny 30 dyg wpunwnpiwl wduwpyh b yhnwubjhnipjut dwdybnh hunwy upnidubipp: Lagws E in vitro Yhpwndwl dwuht upnwdp Yud qnpdwpwlwiht whunwlwynpnd (hwdwdéwu 1ISO 18113 gwpph unwunwpuubph wwhwugh): Fudpwpwtwlh dwdlwghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) dhengubin, on." Yuwnwinguiht hwdwp, wwpwiph hwdwp: fudpwpwtiwlu wdpnnenipjwdp |hup Yuqdwybpyniejwl wudwundu nt hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyegwu dwdybnh hunwly upnidubn:
dhwinbuwl (dwdlybnh, wpnwnpnnh U hwpebpwynpiwl wnnwind) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubpluywgynn npulh | Logws b wwpwiuph hwdwn: ludpupwtiwl wdpnnonipjwdp dhwinbuwl , niuh Ubpnpdws npulh Yunwdwpdwt hwdwlwpg' npulht
hwywuwnwghp, gnpdwnuwluwt punipwgnptiph thnpdwptitiniejwl wpyniupubp: Upnwnpnigniu niubuw ubipnpdws npwlyh ubipluywgynn dhowqquihtt hUO unwunwpuubipht hwdwwwwnwutuwl (1ISO 13485, 9001, CE U/ywd IVD):
Yunwwpdwl hwdwlwng' npwyht ubplujwgynn dhowgquihu hUO unwlnwpunubpht hwdwwwunwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Culwdwtipkught ulusy Lubin b bubiing 10 dlq
Slhl.ul hwlwdwupth lmémj[anl{ hhnbél{wé rnrb ujujwnwlubp hwywdwupbwiht qqujniunyeyniup npngbnt hwdwp: 1 updwyp Yud
pwprephop wwpniuwlnud | uduqugnyup 50 ufwdwnuwly, wywnpwundwsd £ ywunhlyb syninpdnn Ynyehg: Mwhywudwt dwdytinp Lwlwdwupbwyht ulwy Yubip Ly Gubidnyg 10 dyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwubihniejwt dwiljnt wnudwqu 70%-h wnywnipgniu dwunwlwpwpdwl wwhht: Uwpwupp qulu[ hwlwdwupth [nlbnuranl{ hbnb&l{wé raruah ul{wt{wnwl{hbn hwlwdwupbwjhu qquiniuniggniup npngbnt hwdwn: T upduilyp Ywd pwppphop
thuh gnpdwpwuwht hwpbipwynpdwdp b gnpdwpwuwiht whnwywdnpnuing (hwdwawju 1SO 18113 wipph unwunwnunutiph wwpniuwynwt £ 50 ufwywnuwl ywinpwundws § wwunhll shnnpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 twph, 2 - 8 °C -nud:
126 Cwlwdwupbwiht uywywnwlubp |wywhwgh): Mwpnwnhp B fudpwpwtwyh dwdlwghpp, wpunwnpnn uqiwlbpynieiwl wudwunwu nt hwugbt, wpnwnpnnh Ynndhg | Nhunwbihnieiwt dwdlybint wntdwqu 60%-h wnluwynyejnit dwunwlwpwpdwt wwhht: Uypwipp niuh gnpdwpwtiwht hwpbpwdnpnud W
Epunwybubdng 10 dyg wpunwnpdwu wduwpeyh b yhunwubihnyewt dwdytnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 gwpph unwunwpunutiph wwhwgh): udpwpwuwyh dwdlywghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquiht hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp huh Yuqdwybpyniejwu wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubhnyejwu dwdytinh hunwly upndubn:
dhwwnbiuwl (dwdlytinh, wpnwnpnnh U hwebpwynpiwt wnnwny) W niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn npwyh | Lows b wypwiuph hwdwn: ludpupwtiwl wdpnnonyejwdp dhwinbuwl k, niuh ubpnndws npuwlh Yunwdwpdwt hwdwlywpg' npulht
hwjwuwnwghp, gnpdwnuwlwl punyewgnpbiph thnpdwptitniejwt wpryniuputin: Upnwnpnugyniut niubuw ubipnpdwsd npulh ubipyuwjwgynn dhowgguiht hUO unwunwpnubipht hwdwwwwwufuwu (1ISO 13485, 9001, CE W/ywd IVD):
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwnwpunubipht hwdwwwuwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
b Lund Yubn hohubutdng 10 dlg.
SL|_|w[ hwuwdwbpth [nlémjranq ubpdSYws pneb ulwdwnwlubp hwlywdwupbwiht qquiniunyeniup npngbint hwdwp: 1 upduilp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwundws b ywunhlt synnpdnn Ynyehg: Mwhywudwu dwdlybnp Cul upkwyht uljuy Yubp hdhybubdng 10 dyq.
udwqugnyup 2 wiwph, 2 - 8 °C -nui: Mhunwbihniejwt dwiljbnt wntidwqu 70%-h wnlwnipiniu dwunwlwpwpdwl wywhht: Uwypwupp quw[ hwlwdwupkh [mbmjram{ Ubnbél{wé RnRb uuwl{wnwuubn hwlwdwupbwiht gguniuntegniup npngbint hwdwp: 1 updulp Ywd pwpephop
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whunwywydnpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
127 Lwlwdwupbwiht uywdwnwlubp |ywhwgh): Mwpnwnhp bu' fudpwpwuwyh dwdliwghpp, wpnwnpnn Yuqiwltipyniejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg [ Mhunwubihngywt dwdybnt wnudwqu 60%-h wnfwjnieinit Jwnwlwpwpdwt wwhht: Uypwupp niuh gnpdwpwbwiht hwpbipwynpnud b

huhubuting 10 dlg

wpunuwnpdwt wduwpyh b whunwubhnyejwi dwdlybnh hunwly ugnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwlwgdw |nwgnighs wy| Shengubin, op." wwnwinquiht hwdwn, wwpwuph hwdwn: ludpwpwtwlt wdpnnoniejwdp thuh
dhwwinbuwy (dwdlbnh, wpnwnpnnh b hwebpwynpdwt wnnwng) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npwyh
hwywuwnwghp, gnpdwnuwlwl punipwagnpbph thnpdwptitinuejwt wpryniupubin: Upnwnpnugjniut niubuw ubipnpdwsd npulh
Ywnwlwpdwt hwdwlwpg' npuwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd
IVD):

gnpdwpwuwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpunubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
Yuquwybpyniejwt wudwunwu nehwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihnyejwy dwdlybnh hunwly ugnudubn:
Loywsd £ wypwuph hwdwp: ludpwpwtwlu wdpnneniejwdp dhwnbuwl E, niuh ubipppdws npwlh unwywpdwu hwdwlwpg' npulyht
ubipyuwywgynn dhowqquihtt hUO unwunwpuubinht hwdwwwwnwutuwt (1ISO 13485, 9001, CE L/ywd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Culjudurt Lol Yubp dbpnubtbdng 10 dlg.
quwl hluqludluhpth lménqpm{ ubpddyws pnpb ulwdwnwlubp hwlwdwupbwjht gquniunyeyniup npngtiint hwdwp: 1 upduyp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwunyws § ywunhyt synnpdnn tnyehg: Mwhywudwu dwdlybnp Qwlwdwupbwyht uljuy Yubp ut Gubdng 10 dlyq.
ujuqugnytip 2 tiwph, 2 - 8 °C -nui: Mhunwbhnyejut dwdlbnt wntwqu 70%-h wnluynipint dwnwlwpwpdwl wwhht: Uypwtpp Sq_|u1[ hwlwdwupkh lnl(’)nljram{ hbné&t{mé raruah quqmnmllhbn hwlwdwupbwiht gquiniuniegniup npngbiint hwdwp: 1 updulp Ywd pwpephop
thuh gnpdwpwuwiht thwpbpwdnpdwdp U gnpdwpwuwiht whunwlwynpnwing (hwdwéwju 1SO 18113 gwpph unwunwpunutinh wwpniuwynd £ 50 uywywnwl wywinpwundws | wiwunhls syninpdnn bnyehg: Mwhywidwt dwdlbnp ujwqugnytp 2 wwph, 2 - 8 °C -nu:
128 Cwlwidwupbwiht uwywnwlubp |wywhwgh): Mwpnwnhp ' fudpwpwtwyh dwdlwghpp, wpnwnpnn juqiwlbpynipiwl wujwinw nu hwught, wpnwnpnnh Ynndhg | Nhunwbhnieiwt dwdytint wnuduqu 60%-h wnywynyejnit dwunwlwpwpdwt wwhht: Uypwlpp nish gnpdwpwiwht hwpbipwynpnud W
dbpnwbutidng 10 dyq wpunwnpdwt wduwpyh b whunwubhnyewt dwdybnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 swpph unwunwpunutiph wwhwgh): udpwpwuwlh dwdlywaghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquihtt hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp |huh Yuqdwybpyniejwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyejwu dwdltinh hunwly ugndubn:
dhwwinbuwl (dwdlytinh, wpnwnpnnh U hwpebpwynpiwt wnnwnd) W niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn npwyh | Logws b wwpwiuph hwdwn: ludpwpwtiwl wdpnnoniejwdp dhwinbuw k, niuh ubpnpdws npwlh Yunwywpdwt hwdwlbwng' npulyht
hwjwuwnwghp, gnpdwnuwlwl punypwagnpbiph thnpdwptitinuejwt wpryniuputin: Upnwnpnigyniut niubuw ubipnpdwd npulh ubplyuwjwgynn dhowqguiht hUO unwunwpnubpht hwdwwwwwutuwu (1ISO 13485, 9001, CE W/ywd IVD):
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwinwpunubiphts hwdwwwwnwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Cwlwdwupkuyhts uljwy Lt yunpbintwdng 30 dyq
SYjw hwhwdwupkh jndnyeny Uhpé&l{wé fchicd uqu{wnwuuhn hwlwdwupbwhu qqujniunyegniup npngbint hwdwp: T upduyp ud
pwpephop wwpniuwynud £ ujwqugnyup 50 ufwdwnwly, ywnpwundws § wwunhlt synnpdnn Ynyehg: Mwhywudw dwdybnp Qwlwdwupbwyhts uljuys Yubp wquiptinuwdng 30 dlyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwubihniejwt dwdljint wntdwqu 70%-h wnlwniegniu dwunwlwpwpdwl wywhht: Uypwupp | Sdjw) hwywdwupth jnsnypeny ubinddyws pnet ujwdwnwlutin hwlwdwupbwiht gqujniuntegniup npngtiint hwdwn: 1 updwlp Ywd pwppphep
lhuh gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht whunwywynpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
129 Lwlwdwupbwiht uywdwnwlubp |wwhwgh): Mwpnwnhp BU' fudpwpwwyh dwdywghpp, wpnwnpnn Yuqdwlbpwnieiwt wudwundu nehwugbt, wpnwnpnnh Ynndhg [ Mhuwubihniegywt dwdybnt wnuduqu 60%-h wnfwnieinit Jwnwlwpwpdwt wywhht: Uypwupp niuh gnpdwpwwiht hwpbipwynpnud b
wqupbnuwdny 30 dyq wpunwnpiwt wduwpyh b whunwubhniejwu dwdybnh hunwly ugnwubpp: Lagws b in vitro Yhpwndwt Jwuht ugnwdp Yud gnpdwpwwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpuubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
unyuwlwwgdw |pwgnighs wy| Shengubin, op." jwwnwinquiht hwdwn, wwpwuph hwdwp: ludpwpwtwlt wdpnnonipjwdp thuh Yuquiwybpynipjwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihniejwy dwdlybnh hunwly ugnudubn:
dhwwnbuwl (dwdlytinh, wpnwnpnnh b hwetipwynpdwt wnnwing) b niubitw wpnwnpnnh Ynndhg udpwpwuwlht ubplujwgynn npwlh [Ladws b wwpwuph hwdwp: ludpwpwtiwlu wdpnnontejwdp Shwinbuwy k, niuh ubpnpdwsd npwyh Yunwdwpdwt hwdwlwnpg' npwyht
hwjwuwnwghp, gnpdwnuwlwl punewagnpbiph thnpdwptitinuejwt wpryniupubin: Upnwnpnuginiut niubbw ubipnpdwsd npulh ubpyuwjwgynn dhowqguiht hUO unwunwpuubpht hwdwwwwwufuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwlwpdwt hwdwlwpg' npwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (1ISO 13485, 9001, CE W/jwd
IVD):
Cwljufwt s Yutip $nubndihghting 200 dlyq
Slhml hmqmdmbpth \nnypnyY hhp&?l{mé el ujuwywnwlubp hwlwdwupbwihu qqujniunteiniup npngbint hwdwp: 1 updulp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnul, ywnpwundws § ywunhlt synnpynn Ynyehg: Mwhywudwu dwdlybnp Qwlwdwupbughtt uljuy Lubp $nuPnihghing 200 dlq
ujwqugnyup 2 wwph, 2 - 8 °C -nul: Mhunwbihnyejwt dwdliint wntuwqu 70%-h wnlwjnipini Jwnwlwpwpdwt wwhht: Uwpwupp Squ[ hwlwdwupkh lmbnljram{ hbpé&l{mb enrb ujwdwnwlutpn hwhwdwupbwiht qquiniunyeniup npnabint hwdwp: 1 updwlyp Ywd pwpephep
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whnwlwynpnuwing (hwdwdéwju 1SO 18113 gwpph unwunwpunubiph wuwpniuwynwt £ 50 ufuywnwl ywnpwungws § wwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnytp 2 tiwph, 2 - 8 °C -nud:
130 Cwlwdwupbwyht uhwywnwlubp |ywhwgh): Mwpnwnhp bu' fudpwpwtwyh dwdlwghpp, wpnwnpnn Yuqiwybpynyejwt wudwunuiu nehwugbl, wpnwnpnnh Yandhg | Mhunwubihnipiwl dwdlbnt wnuduqu 60%-h wnlwnyeinit dwnwlwpwpdwt wwhht: Uypwipp nih gnpdwpwiwht thwpbpwynpnud W
$nuPndhghund 200 dyg wpunuwnpdwt wduwpyh b wyhunwubhnyewu dwdybnh hunwly ugnwdubpp: Lagwd b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwiht whnwywynpnd (hwdwdwju 1SO 18113 swpph unwunwpunubph wwhwgh): udpwpwuwlyh dwdlywaghp, wpwnwnpnn
unyuwlwlwgdw |nwgnighs wy| Shengubin, on." wwnwinquiht hwdwn, wwpwuph hwdwn: ludpwpwtwlt wdpnnoniejwdp thuh Yuquwybpwyniejwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyejwu dwdlbnh hunwly ugnudubn:
dhwinbuwl (dwdlytinh, wpnwnpnnh b thwetpwynpdwt wnnwing) b niubtw wpnwnpnnh Ynndhg fudpwpwuwlht ubplujwgynn npwyh [Ladws b wwypwuph hwdwp: ludpwpwtwl wdpnnoniejwdp Shwnbuwy k, niuh ubppdwsd npwyh Yunwdwpdwt hwdwlupg' npwyht
hwdwuwnwghp, gnpdwnuwlwl punypwgnpbph thnpdwptitnuejwt wpryniupubin: Upnwnpnigyniut niubuw ubipnpdwd npulh ubplwjwgynn dhowqguihu hUO unwunwpuubpht hwdwwwwwutuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwywpdwt hwdwlywpg' npuwlht uipfuwjwgdnn dhowqqujht hUO unwunwpunutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd
IVD):
Qwlwdwpkuyhts ufuy jubip ghypn$jopuwighting 5 dyq
Slhl.ul hwlwdwupth lmémj[anl{ ubipddyws penpb ulwdwnwlubp hwlwdwupbwjhu gquyniunyeyniup npngtiint hwdwp: 1 updulyp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 uwdwnwy, ywnpwunyws £ yiwunhyt synnpdnn tnyehg: Mwhywudwt dwdybnp Lwlhwdwupbwyht ulwy Lubp ghypn$lopuwghung 5 dyq
ujwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwbihnuyejwt dwiljint wnuwqu 70%-h wnlwjniejnit dwunwhwpwpdwt wwhht: Uypwipp  |Sdjw) hwlwdwupbh (ndnyeny ubinddws pnpb ulwywnwlubp hwlwdwupbwiht qquyniunteiniup npngbint hwdwn: 1 updwlyp Yud pwpephep
huh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whnwlwynpnwing (hwdwéw)u 1SO 18113 gwpph unwunwpunutinh wwpniuwlynd £ 50 uyuwywnwl wwinpwundws | wwunhll syninpdnn bnyehg: Mwhywidwt dwdlbnp ujwqugnytp 2 wwph, 2 - 8 °C -nu:
131 Cwlwdwupbwiht uywywnwlubp |wywhwgh): Mwpnwnhp B fudpwpwtwyh dwdlwghpp, wpunwnpnn uqiwlbpynieiwl wudwunwu nt hwugbt, wpnwnpnnh Ynndhg | Nhunwbihnieiwt dwdlybint wntdwqu 60%-h wnluwynyejnit dwunwlwpwpdwt wwhht: Uypwipp niuh gnpdwpwtiwht hwpbpwdnpnud W
ghupndopuwghuny 5 dyg wpunwnpdwu wduwpeyh b yhunwubihnyewt dwdytnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 gwpph unwunwpunutiph wwhwgh): udpwpwuwyh dwdlywghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquiht hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp huh Yuqdwybpyniejwu wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubhnyejwu dwdytinh hunwly upndubn:
dhwwnbiuwl (dwdlytinh, wpnwnpnnh U hwebpwynpiwt wnnwny) W niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn npwyh | Lows b wypwiuph hwdwn: ludpupwtiwl wdpnnonyejwdp dhwinbuwl k, niuh ubpnndws npuwlh Yunwdwpdwt hwdwlywpg' npulht
hwjwuwnwghp, gnpdwnuwlwl punyewgnpbiph thnpdwptitniejwt wpryniuputin: Upnwnpnugyniut niubuw ubipnpdwsd npulh ubipyuwjwgynn dhowgguiht hUO unwunwpnubipht hwdwwwwwufuwu (1ISO 13485, 9001, CE W/ywd IVD):
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwnwpunubipht hwdwwwuwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Quljud Yuywnwlubp wtbopuwghting 5 dyq
SL|_|w[ hwuwdwbpth [nlémjranq ubpdSYws pneb ulwdwnwlubp hwlywdwupbwiht qquiniunyeniup npngbint hwdwp: 1 upduilp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwundws b ywunhlt synnpdnn Ynyehg: Mwhywudwu dwdlybnp Qul upkwyht uljuy Yutip wkjop: huny 5 dyq
udwqugnyup 2 wiwph, 2 - 8 °C -nui: Mhunwbihniejwt dwiljbnt wntidwqu 70%-h wnlwnipiniu dwunwlwpwpdwl wywhht: Uwypwupp quw[ hwlwdwupkh [mbmjram{ ubpddyws pneb uuwl{wnwuubn hwlwdwupbwiht gguniuntegniup npngbint hwdwp: 1 updulp Ywd pwpephop
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whunwywydnpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
132 Lwlwdwupbwiht uywdwnwlubp |ywhwgh): Mwpnwnhp bu' fudpwpwuwyh dwdliwghpp, wpnwnpnn Yuqiwltipyniejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg [ Mhunwubihngywt dwdybnt wnudwqu 60%-h wnfwjnieinit Jwnwlwpwpdwt wwhht: Uypwupp niuh gnpdwpwbwiht hwpbipwynpnud b

wbropuwghting 5 dlg.

wpunuwnpdwt wduwpyh b whunwubhnyejwi dwdlybnh hunwly ugnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwlwgdw |nwgnighs wy| Shengubin, op." wwnwinquiht hwdwn, wwpwuph hwdwn: ludpwpwtwlt wdpnnoniejwdp thuh
dhwwinbuwy (dwdlbnh, wpnwnpnnh b hwebpwynpdwt wnnwng) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npwyh
hwywuwnwghp, gnpdwnuwlwl punipwagnpbph thnpdwptitinuejwt wpryniupubin: Upnwnpnugjniut niubuw ubipnpdwsd npulh
Ywnwlwpdwt hwdwlwpg' npuwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd
IVD):

gnpdwpwuwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpunubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
Yuquwybpyniejwt wudwunwu nehwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihnyejwy dwdlybnh hunwly ugnudubn:
Loywsd £ wypwuph hwdwp: ludpwpwtwlu wdpnneniejwdp dhwnbuwl E, niuh ubipppdws npwlh unwywpdwu hwdwlwpg' npulyht
ubipyuwywgynn dhowqquihtt hUO unwunwpuubinht hwdwwwwnwutuwt (1ISO 13485, 9001, CE L/ywd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Culuntutipkught uudunwlitn gdndropuwghting 5 dlg T
zjr‘:;:hl;z:T:iz&s:;f;ﬂiﬁ::ziﬂ:s:qu:::‘l_{lumj:zEm::!:fﬂnhul:‘uq;ulfulf;EL;:TSEU(};T;Zt:‘:;?:fnﬂu:::::;nl{::g:&[}ﬂrﬁ:ﬂﬁ[?;:ﬂ SYjwy hqu{lluduJ!'xnth [’m(’);ujram{lhbhgé::.mtlraﬁpb ?J:ml{tnmt:bn hwlhwdwupkwihu qquiniunygyniup npngbiine hwdwp: 1 upduyp wwpniwynd £
o . ! N ) i 100 uywywnwl, ywnpwundws b wwunhyt synnpdnn ynyehg: Mwhwwudwl dwdlytinp Uwqugnyup 2 wwph, 2 - 8 °C -nud:
;i?t:‘:gzznwiLL:J[;:El’:{;ip:pu(jq:[:ﬂmrgzlﬁlii:@;fizlitdul::EEJlTuT:;{rl::-l?an{O(f:whdl::;l:::inIlzg“lhs;jgu;rrl:;n:u:]iﬁlr::lpt};r:phuuWWDgﬂ Mhwnwutihnyejwt dwdltint wnudwqu 70%-h wnyuwnipiniu dwnwlwpwpdwl wwhht: Uwpwupp (hup qnnéwp‘lubwjhb thwpbipwynpdwdp L
133 Zwlwdwupbwiht uywywnwlubp |wywhwgh): Mwpwnwnhp b’ fudpwpwtwyh dSwdljwghpp, wpnwnpnn juqiwlbpyniewl wudwnwu nu hwugbi, wpnwnpnnh Ynndhg (:Jr;'\r:uujr:::::ﬁ;‘:fﬂ;i:‘j;ﬁtdziL({}llju;‘:ll:‘diu::il-:zi;:lj1?ui?nrfznunﬁ;lz:rlrdnhzuuﬁ;tE::ﬁl?rzd::nulll:ant;;I::nl:}r:;:mt;’:::ﬁtizs:j:ﬂtﬁmﬁh
|\GUn$jopuwghuny 5 dyg wpunwnpdwt wduwpyh b whunwubhnyewt dwdybnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud L ! \
Unyuuwluitiugduwt pugnighs wyy hongin, on." Yunwinguhts huidun, wujpuwtiph hwdun: FudpupwbuLY wipnngnypwdp (huh ugnuiubipp: Laqwd £ in vitro Yhpwndwt dwuht tgnwip Jud unyuwywuwgdwl jpugnighs wyp dhengubip, op.' Yuwnwinquiht hwdwn, wwpwuph
dhwinbuwy (dwdlbinh, wpnwnpnnh b hwebpwynpdwt wanwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyhtu ubplujwgynn npuyh ::fdu;;hl;l;ipwu;it:u:;t ::ﬁ::i:l;f::irlﬂrhd:ljl;::ri(i::d(il:[l:‘)rlhr:lzjl:l::n:l?rﬁr:lmﬁlﬁ::hpirlﬂgiishl::;:‘j’l’.‘n“ﬂ:n:l::;ll:::lrilu;lalnr:r:{tmnmh
:z:::::::ghi:‘gzﬁ:l::‘q::mi?:i::;:?ggﬂ:zdﬁz?uh;:j;: :ngle:‘i?::m:l::;?:;ﬂr;ﬁ:EI;T:JWTEI(}IZ%MZZS?,HQOOI, CE Wl niubuw ubipnpywsd npwlh Yunwywpdwu hwdwlwng' npuwyht ubipyujwgynn dhowqquijht PUO unwunwpnubipht hwiwwwwnwufuwl (ISO
WD): 13485, 9001, CE W/ywd IVD):
Cuslunsuitipkughts uljurunuilisb Sopuhlopuuighting 5 tliq
SYjw hwhwdwupkh jndnyeny Uhpé&l{wé et ujulwnwlubp hwlwdwupbwiht qquwjniunteiniup npnbint hwdwp: 1 updulp Yud
pwpephop wwpniuwynud £ ujwqugnyup 50 ufwdwnwly, ywnpwundws § wwunhlt synnpdnn Ynyehg: Mwhywudw dwdybnp Qwlwdwupbwyht ulwy Yubip Jopuh$lopuwghtny 5 dyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwubihniejwt dwdljint wntdwqu 70%-h wnlwniegniu dwunwlwpwpdwl wywhht: Uypwupp | Sdjw) hwywdwupth jnsnypeny ubinddyws pnet ujwdwnwlutin hwlwdwupbwiht gqujniuntegniup npngtiint hwdwn: 1 updwlp Ywd pwppphep
lhuh gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht whunwywynpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
134 Cwlwdwlpbwyht uhwywnwlubp |wywhwgh): Mwpnwnhp b fudpwpwtwyh dwdlwghpp, wpunwnpnn uqiwlbpynieiuwl wudwunwu ne hwugb, wpnwnpnnh Ynndhg | Mhunwubihnieiwt dwdlybnt wntduqu 60%-h wnlwnuyeinit dwnwlwpwpdwt wwhht: Uypwipp nih gnpdwpwtiwht hwpbpwdnpnud W
dopuhdlopuwghuny 5 dyg wpunwnpiwt wduwpyh b whunwubhniejwu dwdybnh hunwly ugnwubpp: Lagws b in vitro Yhpwndwt Jwuht ugnwdp Yud gnpdwpwwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpuubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
unyuwlwwgdw |pwgnighs wy| Shengubin, op." jwwnwinquiht hwdwn, wwpwuph hwdwp: ludpwpwtwlt wdpnnonipjwdp thuh Yuquiwybpynipjwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihniejwy dwdlybnh hunwly ugnudubn:
dhwwnbuwl (dwdlytinh, wpnwnpnnh b hwetipwynpdwt wnnwing) b niubitw wpnwnpnnh Ynndhg udpwpwuwlht ubplujwgynn npwlh [Ladws b wwpwuph hwdwp: ludpwpwtiwlu wdpnnontejwdp Shwinbuwy k, niuh ubpnpdwsd npwyh Yunwdwpdwt hwdwlwnpg' npwyht
hwjwuwnwghp, gnpdwnuwlwl punewagnpbiph thnpdwptitinuejwt wpryniupubin: Upnwnpnuginiut niubbw ubipnpdwsd npulh ubpyuwjwgynn dhowqguiht hUO unwunwpuubpht hwdwwwwwufuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwlwpdwt hwdwlwpg' npwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (1ISO 13485, 9001, CE W/jwd
IVD):
Qulyunfuwitipkughts uuijunuliibn tnpiopuwghtiny 10 dliq
SYjw| hwhwdwupkh lmém]pnl{ ubpddYwd pnpb ulwdwnwlubp hwlwdwupbwiht gquniunyeniup npngbint hwdwp: 1 updulp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnul, ywnpwundws § ywunhlt synnpynn Ynyehg: Mwhywudwu dwdlybnp Qwlwdwupbwyht uljuy Yubip unp$op huny 10 dlyq
ujwqugnyup 2 wwph, 2 - 8 °C -nul: Mhunwbihnyejwt dwdliint wntuwqu 70%-h wnlwjnipini Jwnwlwpwpdwt wwhht: Uwpwupp Squ[ hwlwdwupkh lmbnljram{ hbpé&l{mb enRb uqml{mnmqhbp hwlwdwupbwih gguyniuniegniup npngbiint hwdwp: 1 updulp Ywd pwprephep
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whnwlwynpnuwing (hwdwdéwju 1SO 18113 gwpph unwunwpunubiph wuwpniuwynwt £ 50 ufuywnwl ywnpwungws § wwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnytp 2 tiwph, 2 - 8 °C -nud:
135 Cwlwiwlpbwiht ufwwnwlubp |wwhwugh): Mwpnwnhp Bu* fudpwpwtwlyh Swdlwghpp, wptnwnpnn Yuqiwlbpynipjwt wiwunuu nehwugb, wpnwnpnnh Ynndhg | Mhinwtbhnyejut dwdint wntijwql 60%-h wnlwnieinit dwnwlywpwpdwt wwhht: Uypwipp nih gnpdwpwbwht hwebpwynpnut W
unp$lopuwghuny 10 dyg wpunuwnpdwt wduwpyh b wyhunwubhnyewu dwdybnh hunwly ugnwdubpp: Lagwd b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwiht whnwywynpnd (hwdwdwju 1SO 18113 swpph unwunwpunubph wwhwgh): udpwpwuwlyh dwdlywaghp, wpwnwnpnn
unyuwlwlwgdw |nwgnighs wy| Shengubin, on." wwnwinquiht hwdwn, wwpwuph hwdwn: ludpwpwtwlt wdpnnoniejwdp thuh Yuquwybpwyniejwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyejwu dwdlbnh hunwly ugnudubn:
dhwinbuwl (dwdlytinh, wpnwnpnnh b thwetpwynpdwt wnnwing) b niubtw wpnwnpnnh Ynndhg fudpwpwuwlht ubplujwgynn npwyh [Ladws b wwypwuph hwdwp: ludpwpwtwl wdpnnoniejwdp Shwnbuwy k, niuh ubppdwsd npwyh Yunwdwpdwt hwdwlupg' npwyht
hwdwuwnwghp, gnpdwnuwlwl punypwgnpbph thnpdwptitnuejwt wpryniupubin: Upnwnpnigyniut niubuw ubipnpdwd npulh ubplwjwgynn dhowqguihu hUO unwunwpuubpht hwdwwwwwutuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwywpdwt hwdwlywpg' npuwlht uipfuwjwgdnn dhowqqujht hUO unwunwpunutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd
IVD):
Qwlwdwpkuyhts ufuy Yub| fhiwghtny 30 dlyq
Slhl.ul hwlwdwupth lmémj[anl{ hhnbél{wé rnrb ujujwnwlubp hwywdwupbwiht qqujniunyeyniup npngbnt hwdwp: 1 updwyp Yud
pwprephop wwpniuwlnud | uduqugnyup 50 ufwdwnuwly, wywnpwundwsd £ ywunhlyb syninpdnn Ynyehg: Mwhywudwt dwdytinp Qwlwdwupbwyht uljwy Lubp wdhlwghtuny 30 dyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwubihniejwt dwiljnt wnudwqu 70%-h wnywnipgniu dwunwlwpwpdwl wwhht: Uwpwupp qulu[ hwlwdwupth [nlbnuranl{ ubipddws pnpb uywdwnwlubin hwlwdwupbwihu qquyniunteniup npngtine hwdwp: 1 updulp Ywd pwpephop
thuh gnpdwpwuwht hwpbipwynpdwdp b gnpdwpwuwiht whnwywdnpnuing (hwdwawju 1SO 18113 wipph unwunwnunutiph wwpniuwynwt £ 50 ufwywnuwl ywinpwundws § wwunhll shnnpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 twph, 2 - 8 °C -nud:
136 Cwlwdwupbwiht uywywnwlubp |wywhwgh): Mwpnwnhp B fudpwpwtwyh dwdlwghpp, wpunwnpnn uqiwlbpynieiwl wudwunwu nt hwugbt, wpnwnpnnh Ynndhg | Nhunwbihnieiwt dwdlybint wntdwqu 60%-h wnluwynyejnit dwunwlwpwpdwt wwhht: Uypwipp niuh gnpdwpwtiwht hwpbpwdnpnud W
wdhlwghuny 30 dyg wpunwnpdwu wduwpeyh b yhunwubihnyewt dwdytnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 gwpph unwunwpunutiph wwhwgh): udpwpwuwyh dwdlywghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquiht hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp huh Yuqdwybpyniejwu wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubhnyejwu dwdytinh hunwly upndubn:
dhwwnbiuwl (dwdlytinh, wpnwnpnnh U hwebpwynpiwt wnnwny) W niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn npwyh | Lows b wypwiuph hwdwn: ludpupwtiwl wdpnnonyejwdp dhwinbuwl k, niuh ubpnndws npuwlh Yunwdwpdwt hwdwlywpg' npulht
hwjwuwnwghp, gnpdwnuwlwl punyewgnpbiph thnpdwptitniejwt wpryniuputin: Upnwnpnugyniut niubuw ubipnpdwsd npulh ubipyuwjwgynn dhowgguiht hUO unwunwpnubipht hwdwwwwwufuwu (1ISO 13485, 9001, CE W/ywd IVD):
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwnwpunubipht hwdwwwuwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Qulwdwtipbuyht ujuunwlubip qbunwdhghting 30 dyq
SYjw) hwhwdwupkh jndnyeny ubipnddyws et ulwdwnwlubp hwywdwupbwjht gquiniunyegniup npngbint hwdwp: 1 updulp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwundws b ywunhlt synnpdnn Ynyehg: Mwhywudwu dwdlybnp Luly upkwyht uljuy Yubkip qhit fhghtny 30 dlyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwbihniyejwt dwiljbnt wntdwqu 70%-h wnywnieiniu dwunwlwpwpdwl wwhht: Uypwupp | SYjw) hwywdwupth [mbmjram{ Ubnbél{wé enrb ujwdwnwlubn hwhwdwupbwiht qquinunyeniup npnabint hwdwp: 1 upwlyp Ywd pwpephep
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whunwywydnpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
137 Lwlwdwupbwiht uywdwnwlubp |ywhwgh): Mwpnwnhp bu' fudpwpwuwyh dwdliwghpp, wpnwnpnn Yuqiwltipyniejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg [ Mhunwubihngywt dwdybnt wnudwqu 60%-h wnfwjnieinit Jwnwlwpwpdwt wwhht: Uypwupp niuh gnpdwpwbwiht hwpbipwynpnud b

qbunwdhghuny 30 dyg

wpunuwnpdwt wduwpyh b whunwubhnyejwi dwdlybnh hunwly ugnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwlwgdw |nwgnighs wy| Shengubin, op." wwnwinquiht hwdwn, wwpwuph hwdwn: ludpwpwtwlt wdpnnoniejwdp thuh
dhwwinbuwy (dwdlbnh, wpnwnpnnh b hwebpwynpdwt wnnwng) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npwyh
hwywuwnwghp, gnpdwnuwlwl punipwagnpbph thnpdwptitinuejwt wpryniupubin: Upnwnpnugjniut niubuw ubipnpdwsd npulh
Ywnwlwpdwt hwdwlwpg' npuwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd
IVD):

gnpdwpwuwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpunubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
Yuquwybpyniejwt wudwunwu nehwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihnyejwy dwdlybnh hunwly ugnudubn:
Loywsd £ wypwuph hwdwp: ludpwpwtwlu wdpnneniejwdp dhwnbuwl E, niuh ubipppdws npwlh unwywpdwu hwdwlwpg' npulyht
ubipyuwywgynn dhowqquihtt hUO unwunwpuubinht hwdwwwwnwutuwt (1ISO 13485, 9001, CE L/ywd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Culjunuity Yunjuinuiljubn ghtunuihghtny 10 dlq
SYjw hwhwdwupkh (nwdnyeny ubipnddyws pneb uluwdwnwlubp hwlywdwupbuhu qquiniunyegniup npngbiint hwdwp: 1 upduyp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwunyws § ywunhyt synnpdnn tnyehg: Mwhywudwu dwdlybnp Qwlwdwupbwyht uljwy Yubip qbt fhghuny 10 dyq
ujuqugnyip 2 tiwph, 2 - 8 °C -nui: Mhunwbjhnyejut dwdlint wntiwqu 70%-h wnbuynipinit dwnwlwpwpdwl wwhht: Uypwtpp [ Syjw) huhwdwupbh jndnypny ubpddyws pret ulwdwnwlubp hwlwdwupbwht qqujniunyeniup npngbint hwdwn: 1 updulp Ywd pwpephen
thuh gnpdwpwuwiht thwpbpwdnpdwdp U gnpdwpwuwiht whunwlwynpnwing (hwdwéwju 1SO 18113 gwpph unwunwpunutinh wwpniuwynd £ 50 uywywnwl wywinpwundws | wiwunhls syninpdnn bnyehg: Mwhywidwt dwdlbnp ujwqugnytp 2 wwph, 2 - 8 °C -nu:
138 Cwlwdwupbwjht uwywnwlubp |ywhwgh): Mwpnwnhp B fudpwpwtwyh Swdlwghpp, wpnwnpnn juqiwlbpynipwl wujwinw nu hwugbt, wpnwnpnnh Ynndhg | Nhunwbhnieiwt dwdytint wnudwqu 60%-h wnlwynyejnit dwunwlwpwpdwt wwhht: Uypwipp nish gnpdwpwiwht hwpbpwynpnud W
qbunwdhghuny 10 dyg wpunwnpdwt wduwpyh b whunwubhnyewt dwdybnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 swpph unwunwpunutiph wwhwgh): udpwpwuwlh dwdlywaghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquihtt hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp |huh Yuqdwybpyniejwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyejwu dwdltinh hunwly ugndubn:
dhwwinbuwl (dwdlytinh, wpnwnpnnh U hwpebpwynpiwt wnnwnd) W niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn npwyh | Logws b wwpwiuph hwdwn: ludpwpwtiwl wdpnnoniejwdp dhwinbuw k, niuh ubpnpdws npwlh Yunwywpdwt hwdwlbwng' npulyht
hwjwuwnwghp, gnpdwnuwlwl punypwagnpbiph thnpdwptitinuejwt wpryniuputin: Upnwnpnigyniut niubuw ubipnpdwd npulh ubplyuwjwgynn dhowqguiht hUO unwunwpnubpht hwdwwwwwutuwu (1ISO 13485, 9001, CE W/ywd IVD):
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwinwpunubiphts hwdwwwwnwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Cwlwdwtpbwihts ujwjwnwlubp winppwdhghtung 10 dyq
SYjw) hwhwdwupkh jnwdnyeny ubipddyws peneb ulwdwnwlubp hwywdwupbwiht gquiniunyegniup npngbint hwdwp: 1 upduyp Yud
pwpephop wwpniuwynud £ ujwqugnyup 50 ufwdwnwly, ywnpwundws § wwunhlt synnpdnn Ynyehg: Mwhywudw dwdybnp Qwlwdwupbwyhts ulwy Yuby ppwdhghting 10 dyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwubihniejwt dwdljint wntdwqu 70%-h wnlwniegniu dwunwlwpwpdwl wywhht: Uypwupp | Sdjw) hwywdwupth jnsnypeny ubinddyws pnet ujwdwnwlutin hwlwdwupbwiht gqujniuntegniup npngtiint hwdwn: 1 updwlp Ywd pwppphep
lhuh gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht whunwywynpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
139 Cwlwdwlpbwyht uhwywnwlubp |wywhwgh): Mwpnwnhp b fudpwpwtwyh dwdlwghpp, wpunwnpnn uqiwlbpynieiuwl wudwunwu ne hwugb, wpnwnpnnh Ynndhg | Mhunwubihnieiwt dwdlybnt wntduqu 60%-h wnlwnuyeinit dwnwlwpwpdwt wwhht: Uypwipp nih gnpdwpwtiwht hwpbpwdnpnud W
wnppwihghuny 10 dyg wpunwnpiwt wduwpyh b whunwubhniejwu dwdybnh hunwly ugnwubpp: Lagws b in vitro Yhpwndwt Jwuht ugnwdp Yud gnpdwpwwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpuubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
unyuwlwwgdw |pwgnighs wy| Shengubin, op." jwwnwinquiht hwdwn, wwpwuph hwdwp: ludpwpwtwlt wdpnnonipjwdp thuh Yuquiwybpynipjwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihniejwy dwdlybnh hunwly ugnudubn:
dhwwnbuwl (dwdlytinh, wpnwnpnnh b hwetipwynpdwt wnnwing) b niubitw wpnwnpnnh Ynndhg udpwpwuwlht ubplujwgynn npwlh [Ladws b wwpwuph hwdwp: ludpwpwtiwlu wdpnnontejwdp Shwinbuwy k, niuh ubpnpdwsd npwyh Yunwdwpdwt hwdwlwnpg' npwyht
hwjwuwnwghp, gnpdwnuwlwl punewagnpbiph thnpdwptitinuejwt wpryniupubin: Upnwnpnuginiut niubbw ubipnpdwsd npulh ubpyuwjwgynn dhowqguiht hUO unwunwpuubpht hwdwwwwwufuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwlwpdwt hwdwlwpg' npwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (1ISO 13485, 9001, CE W/jwd
IVD):
Qulwdwtpbuyht uuunwltp wlyynuywuhtng 30 dyq
SYjw hwhwdwupkh jndnyeny ubinddyws et ulwdwnwlubp hwlywdwupbuht gqquiniunyegniup npngbint hwdwp: 1 updulp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnul, ywnpwundws § ywunhlt synnpynn Ynyehg: Mwhywudwu dwdlybnp Qwlwwupbwht uljwy Lubp nbyynywuhung 30 dyq
udwqugnyup 2 wiwph, 2 - 8 °C -nui: Mhunwubihniejwt dwiljbnt wntdwqu 70%-h wnlwnipgniu dwunwlwpwpdwl wywhht: Uypwupp | SYjw) hwywdwupth indnyeny ubinddyws pnret ujwdwnwlubp hwlwdwupbwiht qqujniunteggniup npngtiint hwdwn: 1 updulp Ywd pwpephep
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whnwlwynpnuwing (hwdwdéwju 1SO 18113 gwpph unwunwpunubiph wuwpniuwynwt £ 50 ufuywnwl ywnpwungws § wwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnytp 2 tiwph, 2 - 8 °C -nud:
140 Lwlwdwupbwiht uywdwnwlubn |ywhwgh): Mwpnwnhp By fudpwpwuwyh dwdliwghpp, wpnwnpnn Yuqiwltipynieywt wudwunwu nehwugbt, wpnwnpnnh Ynndhg [ Mhuwubihnyeyut dwdybnt wntdwqu 60%-h wnfwjnieiniu Jwnwlwpwpdwt wywhht: Uypwupp niuh gnpdwpwbwiht hwpbipwynpnut W
wbynuywuptuny 30 dyg wpunwnpiwl wduwpyh b yhnwubjhnipjut dwdybnh hunwy upnidubipp: Lagws E in vitro Yhpwndwl dwuht upnwdp Yud qnpdwpwlwiht whunwlwynpnd (hwdwdéwu 1ISO 18113 gwpph unwunwpuubph wwhwugh): Fudpwpwtwlh dwdlwghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) dhengubin, on." Yuwnwinguiht hwdwp, wwpwiph hwdwp: fudpwpwtiwlu wdpnnenipjwdp |hup Yuqdwybpyniejwl wudwundu nt hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyegwu dwdybnh hunwly upnidubn:
dhwinbuwl (dwdlybnh, wpnwnpnnh U hwpebpwynpiwl wnnwind) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubpluywgynn npulh | Logws b wwpwiuph hwdwn: ludpupwtiwl wdpnnonipjwdp dhwinbuwl , niuh Ubpnpdws npulh Yunwdwpdwt hwdwlwpg' npulht
hwywuwnwghp, gnpdwnuwluwt punipwgnptiph thnpdwptitiniejwl wpyniupubp: Upnwnpnigniu niubuw ubipnpdws npwlyh ubipluywgynn dhowqquihtt hUO unwunwpuubipht hwdwwwwnwutuwl (1ISO 13485, 9001, CE U/ywd IVD):
Yunwwpdwl hwdwlwng' npwyht ubplujwgynn dhowgquihu hUO unwlnwpunubpht hwdwwwunwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Cujuduwtipbuhts ufudwnuwlbp qubindhghtng 5 g
SYjw| hwlwdwupkh (nwnypeny ubpddywsd pneb ujudwnwlubp hwywdwupbwiht gqquiniunyeyniup npngbint hwdwp: 1 updwyp Yud
pwprephop wwpniuwlnud | uduqugnyup 50 ufwdwnuwly, wywnpwundwsd £ ywunhlyb syninpdnn Ynyehg: Mwhywudwt dwdytinp Lwlwdwupbwyht uljwy Yubp quulyndhghtuny 5 dyq
ujwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwubihniejwt dwiljint wnudwqu 70%-h wnluwynipgniu dwunwlwpwpdwl wywhht: Uypwupp | SYjw) hwywdwupkh insnyeny ubinddyws pnet ujwdwnwlubin hwlwdwupbwiht gquyniuntegniup npngtiint hwdwn: 1 updwlp Ywd pwppphep
thuh gnpdwpwuwht hwpbipwynpdwdp b gnpdwpwuwiht whnwywdnpnuing (hwdwawju 1SO 18113 wipph unwunwnunutiph wwpniuwynwt £ 50 ufwywnuwl ywinpwundws § wwunhll shnnpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 twph, 2 - 8 °C -nud:
11 Cwlwdwupbwiht uywywnwlubp |wywhwgh): Mwpnwnhp B fudpwpwtwyh dwdlwghpp, wpunwnpnn uqiwlbpynieiwl wudwunwu nt hwugbt, wpnwnpnnh Ynndhg | Nhunwbihnieiwt dwdlybint wntdwqu 60%-h wnluwynyejnit dwunwlwpwpdwt wwhht: Uypwipp niuh gnpdwpwtiwht hwpbpwdnpnud W
Juyndhghuny 5 dyq wpunwnpdwu wduwpeyh b yhunwubihnyewt dwdytnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 gwpph unwunwpunutiph wwhwgh): udpwpwuwyh dwdlywghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquiht hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp huh Yuqdwybpyniejwu wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubhnyejwu dwdytinh hunwly upndubn:
dhwwnbiuwl (dwdlytinh, wpnwnpnnh U hwebpwynpiwt wnnwny) W niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn npwyh | Lows b wypwiuph hwdwn: ludpupwtiwl wdpnnonyejwdp dhwinbuwl k, niuh ubpnndws npuwlh Yunwdwpdwt hwdwlywpg' npulht
hwjwuwnwghp, gnpdwnuwlwl punyewgnpbiph thnpdwptitniejwt wpryniuputin: Upnwnpnugyniut niubuw ubipnpdwsd npulh ubipyuwjwgynn dhowgguiht hUO unwunwpnubipht hwdwwwwwufuwu (1ISO 13485, 9001, CE W/ywd IVD):
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwnwpunubipht hwdwwwuwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Qulwdwtipbuyht uuyunwlubp Yihtinwdhghting 2 dyq
SYjw) hwhwdwupkh jndnyeny ubipnddyws et ulwdwnwlubp hwywdwupbwjht gquiniunyegniup npngbint hwdwp: 1 updulp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwundws b ywunhlt synnpdnn Ynyehg: Mwhywudwu dwdlybnp Cwly upkwyht uljwys Yub tnwdhghtng 2 dyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwbihniejwt dwiljbnt wntidwqu 70%-h wnwyniegniu dwunwlwpwpdwt wywhht: Uypwupp | SYjw) hwywdwupth indnyeny ubinddyws pnret ujwdwnwlutin hwlwdwupbwiht qqujniunteggniup npngtiint hwdwn: 1 updwlp Ywd pwpephep
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whunwywydnpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
142 Lwlwdwupbwiht uywdwnwlubp |ywhwgh): Mwpnwnhp bu' fudpwpwuwyh dwdliwghpp, wpnwnpnn Yuqiwltipyniejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg [ Mhunwubihngywt dwdybnt wnudwqu 60%-h wnfwjnieinit Jwnwlwpwpdwt wwhht: Uypwupp niuh gnpdwpwbwiht hwpbipwynpnud b

Uihunwdhghuny 2 dyq

wpunuwnpdwt wduwpyh b whunwubhnyejwi dwdlybnh hunwly ugnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwlwgdw |nwgnighs wy| Shengubin, op." wwnwinquiht hwdwn, wwpwuph hwdwn: ludpwpwtwlt wdpnnoniejwdp thuh
dhwwinbuwy (dwdlbnh, wpnwnpnnh b hwebpwynpdwt wnnwng) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npwyh
hwywuwnwghp, gnpdwnuwlwl punipwagnpbph thnpdwptitinuejwt wpryniupubin: Upnwnpnugjniut niubuw ubipnpdwsd npulh
Ywnwlwpdwt hwdwlwpg' npuwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd
IVD):

gnpdwpwuwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpunubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
Yuquwybpyniejwt wudwunwu nehwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihnyejwy dwdlybnh hunwly ugnudubn:
Loywsd £ wypwuph hwdwp: ludpwpwtwlu wdpnneniejwdp dhwnbuwl E, niuh ubipppdws npwlh unwywpdwu hwdwlwpg' npulyht
ubipyuwywgynn dhowqquihtt hUO unwunwpuubinht hwdwwwwnwutuwt (1ISO 13485, 9001, CE L/ywd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
P Yunjunuiljubin (hbbqnihnnd 10 dlg
quwl hluqludluhpth lménqpm{ ubpddyws pnpb ulwdwnwlubp hwlwdwupbwjht gquniunyeyniup npngtiint hwdwp: 1 upduyp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwunyws § ywunhyt synnpdnn tnyehg: Mwhywudwu dwdlybnp Qwlwdwupbwyht uljuy Yubp |hubkignihnny 10 dyq
ujuqugnytip 2 tiwph, 2 - 8 °C -nui: Mhunwbhnyejut dwdlbnt wntwqu 70%-h wnluynipint dwnwlwpwpdwl wwhht: Uypwtpp Sq_|u1[ hwlwdwupkh lnl(’)nljram{ hbné&t{mé enRb quqmnmllhbn hwlwdwupbwiht gquiniuniegniup npngbiint hwdwp: 1 updulp Ywd pwpephop
thuh gnpdwpwuwiht thwpbpwdnpdwdp U gnpdwpwuwiht whunwlwynpnwing (hwdwéwju 1SO 18113 gwpph unwunwpunutinh wwpniuwynd £ 50 uywywnwl wywinpwundws | wiwunhls syninpdnn bnyehg: Mwhywidwt dwdlbnp ujwqugnytp 2 wwph, 2 - 8 °C -nu:
43 Cwlwdwupbwjht uwywnwlubp |ywhwgh): Mwpnwnhp B fudpwpwtwyh Swdlwghpp, wpnwnpnn juqiwlbpynipwl wujwinw nu hwugbt, wpnwnpnnh Ynndhg | Nhunwbhnieiwt dwdytint wnudwqu 60%-h wnlwynyejnit dwunwlwpwpdwt wwhht: Uypwipp nish gnpdwpwiwht hwpbpwynpnud W
hubignihnny 10 dyg wpunwnpdwt wduwpyh b whunwubhnyewt dwdybnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 swpph unwunwpunutiph wwhwgh): udpwpwuwlh dwdlywaghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquihtt hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp |huh Yuqdwybpyniejwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyejwu dwdltinh hunwly ugndubn:
dhwwinbuwl (dwdlytinh, wpnwnpnnh U hwpebpwynpiwt wnnwnd) W niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn npwyh | Logws b wwpwiuph hwdwn: ludpwpwtiwl wdpnnoniejwdp dhwinbuw k, niuh ubpnpdws npwlh Yunwywpdwt hwdwlbwng' npulyht
hwjwuwnwghp, gnpdwnuwlwl punypwagnpbiph thnpdwptitinuejwt wpryniuputin: Upnwnpnigyniut niubuw ubipnpdwd npulh ubplyuwjwgynn dhowqguiht hUO unwunwpnubpht hwdwwwwwutuwu (1ISO 13485, 9001, CE W/ywd IVD):
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwinwpunubiphts hwdwwwwnwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Cuslunsuitipkughts uljurwnuliubn prpunkhlniny 30 dlq
SYjw) hwhwdwupkh jnwdnyeny ubipddyws peneb ulwdwnwlubp hwywdwupbwiht gquiniunyegniup npngbint hwdwp: 1 upduyp Yud
pwpephop wwpniuwynud £ ujwqugnyup 50 ufwdwnwly, ywnpwundws § wwunhlt synnpdnn Ynyehg: Mwhywudw dwdybnp Qwlwdwupbwyhts ulwy jubip pinpwddbuhyniny 30 dyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwbihniejwt dwdljnt wntdwqu 70%-h wnywnipgniu dwunwlwpwpdwt wywhht: Uypwupp | SYjw) hwywdwuptbh ndnyend ubinddyws pnet uuwl{wnwuubn hwlwdwupbwihu qquiniunyeyniup npngbint hwdwip: T updwlyp Ywd pwpephop
lhuh gnpdwpwuwiht thwpbpwynpdwdp b gnpdwpwuwiht whunwywynpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
144 Cwlwdwlpbwyht uhwywnwlubp |wywhwgh): Mwpnwnhp b fudpwpwtwyh dwdlwghpp, wpunwnpnn uqiwlbpynieiuwl wudwunwu ne hwugb, wpnwnpnnh Ynndhg | Mhunwubihnieiwt dwdlybnt wntduqu 60%-h wnlwnuyeinit dwnwlwpwpdwt wwhht: Uypwipp nih gnpdwpwtiwht hwpbpwdnpnud W
pinpwdbbuhyning 30 dyg wpunwnpiwt wduwpyh b whunwubhniejwu dwdybnh hunwly ugnwubpp: Lagws b in vitro Yhpwndwt Jwuht ugnwdp Yud gnpdwpwwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpuubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
unyuwlwwgdw |pwgnighs wy| Shengubin, op." jwwnwinquiht hwdwn, wwpwuph hwdwp: ludpwpwtwlt wdpnnonipjwdp thuh Yuquiwybpynipjwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihniejwy dwdlybnh hunwly ugnudubn:
dhwwnbuwl (dwdlytinh, wpnwnpnnh b hwetipwynpdwt wnnwing) b niubitw wpnwnpnnh Ynndhg udpwpwuwlht ubplujwgynn npwlh [Ladws b wwpwuph hwdwp: ludpwpwtiwlu wdpnnontejwdp Shwinbuwy k, niuh ubpnpdwsd npwyh Yunwdwpdwt hwdwlwnpg' npwyht
hwjwuwnwghp, gnpdwnuwlwl punewagnpbiph thnpdwptitinuejwt wpryniupubin: Upnwnpnuginiut niubbw ubipnpdwsd npulh ubpyuwjwgynn dhowqguiht hUO unwunwpuubpht hwdwwwwwufuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwlwpdwt hwdwlwpg' npwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (1ISO 13485, 9001, CE W/jwd
IVD):
Culuntutinkught uludunwliutn Snghuwprednd 10 dg
Sy hmqmdmbpth \nwnyeny Ubinddyws pnpb ulwdwnwlubp hwlywdwupbuht gquiniunyeniup npngbint hwdwp: 1 updulp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnul, ywnpwundws § ywunhlt synnpynn Ynyehg: Mwhywudwu dwdlybnp Qwlwdiwupbwyht uljuy Lubp Snighnwpeyny 10 dyq
ujwqugnyup 2 wwph, 2 - 8 °C -nul: Mhunwbihnyejwt dwdliint wntuwqu 70%-h wnlwjnipini Jwnwlwpwpdwt wwhht: Uwpwupp Squ[ hwlwdwupkh lmbnljram{ hbpé&l{mb enrb ujwdwnwlutpn hwhwdwupbwiht qquiniunyeniup npnabint hwdwp: 1 updwlyp Ywd pwpephep
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whnwlwynpnuwing (hwdwdéwju 1SO 18113 gwpph unwunwpunubiph wuwpniuwynwt £ 50 ufuywnwl ywnpwungws § wwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnytp 2 tiwph, 2 - 8 °C -nud:
145 Cwlwiwlpbwiht ufwwnwlubp |wwhwugh): Mwpnwnhp Bu* fudpwpwtwlyh Swdlwghpp, wptnwnpnn Yuqiwlbpynipjwt wiwunuu nehwugb, wpnwnpnnh Ynndhg | Mhinwtbhnyejut dwdint wntijwql 60%-h wnlwnieinit dwnwlywpwpdwt wwhht: Uypwipp nih gnpdwpwbwht hwebpwynpnut W
$nighnwreredny 10 dyq wpunuwnpdwt wduwpyh b wyhunwubhnyewu dwdybnh hunwly ugnwdubpp: Lagwd b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwiht whnwywynpnd (hwdwdwju 1SO 18113 swpph unwunwpunubph wwhwgh): udpwpwuwlyh dwdlywaghp, wpwnwnpnn
unyuwlwlwgdw |nwgnighs wy| Shengubin, on." wwnwinquiht hwdwn, wwpwuph hwdwn: ludpwpwtwlt wdpnnoniejwdp thuh Yuquwybpwyniejwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyejwu dwdlbnh hunwly ugnudubn:
dhwinbuwl (dwdlytinh, wpnwnpnnh b thwetpwynpdwt wnnwing) b niubtw wpnwnpnnh Ynndhg fudpwpwuwlht ubplujwgynn npwyh [Ladws b wwypwuph hwdwp: ludpwpwtwl wdpnnoniejwdp Shwnbuwy k, niuh ubppdwsd npwyh Yunwdwpdwt hwdwlupg' npwyht
hwdwuwnwghp, gnpdwnuwlwl punypwgnpbph thnpdwptitnuejwt wpryniupubin: Upnwnpnigyniut niubuw ubipnpdwd npulh ubplwjwgynn dhowqguihu hUO unwunwpuubpht hwdwwwwwutuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwywpdwt hwdwlywpg' npuwlht uipfuwjwgdnn dhowqqujht hUO unwunwpunutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd
IVD):
Cwlwiwupkwyht uljuy Yubip u} % nnhting 100 dlyq
Slhl.ul hwlwdwupth lmémj[anl{ hhnbél{wé [aqfab ulwdwnwlubp hwwdwupbwiht qquyniunteyniup npnatiine hwdwip: 1 updulp Yud
pwprephop wwpniuwlnud | uduqugnyup 50 ufwdwnuwly, wywnpwundwsd £ ywunhlyb syninpdnn Ynyehg: Mwhywudwt dwdytinp Lwlhwdwupbwyht uljwy Yubp uhwnpn$nipwiinnhung 100 dyq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwubihniejwt dwiljnt wnudwqu 70%-h wnywnipgniu dwunwlwpwpdwl wwhht: Uwpwupp qulu[ hwlwdwupth [nlbnuranl{ ubipddws pnpb ul{wt{wnwl{hbn hwlwdwupbwjhu qquiniuniggniup npngbnt hwdwn: T upduilyp Ywd pwppphop
thuh gnpdwpwuwht hwpbipwynpdwdp b gnpdwpwuwiht whnwywdnpnuing (hwdwawju 1SO 18113 wipph unwunwnunutiph wwpniuwynwt £ 50 ufwywnuwl ywinpwundws § wwunhll shnnpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 twph, 2 - 8 °C -nud:
146 Cwlwdwupbwiht uywywnwlubp |wywhwgh): Mwpnwnhp B fudpwpwtwyh dwdlwghpp, wpunwnpnn uqiwlbpynieiwl wudwunwu nt hwugbt, wpnwnpnnh Ynndhg | Nhunwbihnieiwt dwdlybint wntdwqu 60%-h wnluwynyejnit dwunwlwpwpdwt wwhht: Uypwipp niuh gnpdwpwtiwht hwpbpwdnpnud W
uhwpndnipwunnhuny 100 dyg wpunwnpdwu wduwpeyh b yhunwubihnyewt dwdytnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 gwpph unwunwpunutiph wwhwgh): udpwpwuwyh dwdlywghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquiht hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp huh Yuqdwybpyniejwu wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b wyhuwubhnyejwu dwdytinh hunwly upndubn:
dhwwnbiuwl (dwdlytinh, wpnwnpnnh U hwebpwynpiwt wnnwny) W niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn npwyh | Lows b wypwiuph hwdwn: ludpupwtiwl wdpnnonyejwdp dhwinbuwl k, niuh ubpnndws npuwlh Yunwdwpdwt hwdwlywpg' npulht
hwjwuwnwghp, gnpdwnuwlwl punyewgnpbiph thnpdwptitniejwt wpryniuputin: Upnwnpnugyniut niubuw ubipnpdwsd npulh ubipyuwjwgynn dhowgguiht hUO unwunwpnubipht hwdwwwwwufuwu (1ISO 13485, 9001, CE W/ywd IVD):
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwnwpunubipht hwdwwwuwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Culyud Yusdunwliubp thpnpunihting 30 dyg
SL|_|w[ hwuwdwbpth [nlémjranq ubpdSYws pneb ulwdwnwlubp hwlywdwupbwiht qquiniunyeniup npngbint hwdwp: 1 upduilp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwundws b ywunhlt synnpdnn Ynyehg: Mwhywudwu dwdlybnp Qul upkwyhtt uljuy Yubip uf thting 30 dlyq
udwqugnyup 2 wiwph, 2 - 8 °C -nui: Mhunwbihniejwt dwiljbnt wntidwqu 70%-h wnlwnipiniu dwunwlwpwpdwl wywhht: Uwypwupp quw[ hwlwdwupkh [mbmjram{ Ubnbél{wé rarneh uuwl{wnwuubn hwlwdwupbwiht gguniuntegniup npngbint hwdwp: 1 updulp Ywd pwpephop
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whunwywydnpnwing (hwdwdéwju 1SO 18113 swpph unwunwpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
147 Lwlwdwupbwiht uywdwnwlubp |ywhwgh): Mwpnwnhp bu' fudpwpwuwyh dwdliwghpp, wpnwnpnn Yuqiwltipyniejwt wudwunwu nehwugbt, wpnwnpnnh Ynndhg [ Mhunwubihngywt dwdybnt wnudwqu 60%-h wnfwjnieinit Jwnwlwpwpdwt wwhht: Uypwupp niuh gnpdwpwbwiht hwpbipwynpnud b

uhwpnpunihuny 30 dyg

wpunuwnpdwt wduwpyh b whunwubhnyejwi dwdlybnh hunwly ugnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud
unyuwlwlwgdw |nwgnighs wy| Shengubin, op." wwnwinquiht hwdwn, wwpwuph hwdwn: ludpwpwtwlt wdpnnoniejwdp thuh
dhwwinbuwy (dwdlbnh, wpnwnpnnh b hwebpwynpdwt wnnwng) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubplujwgdnn npwyh
hwywuwnwghp, gnpdwnuwlwl punipwagnpbph thnpdwptitinuejwt wpryniupubin: Upnwnpnugjniut niubuw ubipnpdwsd npulh
Ywnwlwpdwt hwdwlwpg' npuwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd
IVD):

gnpdwpwuwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpunubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
Yuquwybpyniejwt wudwunwu nehwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihnyejwy dwdlybnh hunwly ugnudubn:
Loywsd £ wypwuph hwdwp: ludpwpwtwlu wdpnneniejwdp dhwnbuwl E, niuh ubipppdws npwlh unwywpdwu hwdwlwpg' npulyht
ubipyuwywgynn dhowqquihtt hUO unwunwpuubinht hwdwwwwnwutuwt (1ISO 13485, 9001, CE L/ywd IVD):




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
P unjuinuiljubn nh$uduhghting 5 sl
quwl hluqludluhpth lménqpm{ ubpddywd pq[ah uluwywnwlubp hwlwdwupbwiht qqujniuniegniup npngbint hwdwp: 1 updulyp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnwl, ywnpwunyws § ywunhyt synnpdnn tnyehg: Mwhywudwu dwdlybnp Qwlwdwupbwyht uljuy Lubp nh$wdwhghunyg 5 dyq
ujuqugnytip 2 tiwph, 2 - 8 °C -nui: Mhunwbhnyejut dwdlbnt wntwqu 70%-h wnluynipint dwnwlwpwpdwl wwhht: Uypwtpp Sq_|u1[ hwlwdwupkh lnl(’)nljram{ hbné&t{mé raruah quqmnmllhbn hwlwdwupbwiht gquiniuniegniup npngbiint hwdwp: 1 updulp Ywd pwpephop
thuh gnpdwpwuwiht thwpbpwdnpdwdp U gnpdwpwuwiht whunwlwynpnwing (hwdwéwju 1SO 18113 gwpph unwunwpunutinh wwpniuwynd £ 50 uywywnwl wywinpwundws | wiwunhls syninpdnn bnyehg: Mwhywidwt dwdlbnp ujwqugnytp 2 wwph, 2 - 8 °C -nu:
148 Cwlwiwlpkwiht ufwwnwlutp |wwhwugh): Mwpwwnhp Bu* fudpwpwtiwlh Swdlwghpp, wpnwnpnn Yuquwybpynipiwt wuwunuu nt hwugbt, wpnwnpnnh Ynndhg | Mhnwtbhnyejut dwdliint wntjwql 60%-h wnlwnuejnit dwnwlwpwpdwl wwhht: Uypwipp niuh gnpdwpwiwht thwpebpwynpnud W
nh$wdwhghuny 5 dyg wpunwnpdwt wduwpyh b whunwubhnyewt dwdybnh hunwly upnwdubpp: Ladws b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwht whnwywynpnd (hwdwdwju 1SO 18113 swpph unwunwpunutiph wwhwgh): udpwpwuwlh dwdlywaghp, wpnwnpnn
unyuwlwwgdwl pugnighs wy) Shongubin, on.' Yuwnwinquihtt hwdwp, wwypwiph hwdwp: fudpwpwbwlu wdpnnoniejwdp |huh Yuqdwybpyniejwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyejwu dwdltinh hunwly ugndubn:
dhwwinbuwl (dwdlytinh, wpnwnpnnh U hwpebpwynpiwt wnnwnd) W niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht ubplujwgynn npwyh | Logws b wwpwiuph hwdwn: ludpwpwtiwl wdpnnoniejwdp dhwinbuw k, niuh ubpnpdws npwlh Yunwywpdwt hwdwlbwng' npulyht
hwjwuwnwghp, gnpdwnuwlwl punypwagnpbiph thnpdwptitinuejwt wpryniuputin: Upnwnpnigyniut niubuw ubipnpdwd npulh ubplyuwjwgynn dhowqguiht hUO unwunwpnubpht hwdwwwwwutuwu (1ISO 13485, 9001, CE W/ywd IVD):
Yunwlwpdwt hwdwlwng' npwyht ubplujwgynn dhowqgquihtt hUO unwinwpunubiphts hwdwwwwnwutuwl (ISO 13485, 9001, CE b/ywd
IVD):
Cwlwdwtpbuht uljuyy by hut hd-uny$wibinopuwqniny 1.25/23.75 dlq
SYjw hwhwdwupkh jndnyeny Uhpé&l{wé rar]_rab uqu{wnwuuhn hwlwdwupbwhu qqujniunyegniup npngbint hwdwp: T upduyp ud
pwpephop wwpniuwynud £ ujwqugnyup 50 ufwdwnwly, ywnpwundws § wwunhlt synnpdnn Ynyehg: Mwhywudw dwdybnp Qwlwdwupbwyhts ulwy Yubip wphudt Inhd: $wibnopuwqnny 1.25/23.75 dlq
udwqugnyup 2 wwph, 2 - 8 °C -nui: Mhunwbihniejwt dwdljnt wntdwqu 70%-h wnywnipgniu dwunwlwpwpdwt wywhht: Uypwupp | SYjw) hwywdwuptbh ndnyend ubinddyws pnet uuwl{wnwuubn hwuwdwuntwjhu qquinLunteyniup npngbint hwdwp: T updwyp Ywd pwpephop
Cwhwdwupbwiht ufwdwnwlubp [(huh gnpdwpwuwht hwpbpwynpdwdp b gnpdwpwtiwiht yhunwlwdnpnwing (hwdwdwju 1ISO 18113 swpph unwunwnpunubph wwpniuwynwt £ 50 ufuywnuwl ywnpwundws § wiwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnyup 2 tiwph, 2 - 8 °C -nud:
149 wphdbnnwyphd- wwhwtgh): Mwpwwnhp bt fudpwpwtwyh Swdlwghpp, wpunwnpnn uqiwlbpynipiuwl wudwunwu ne hwugb, wpnwnpnnh Ynndhg | Mhunwbihnieiwt dwdlybint wntduqu 60%-h wnlwnieinit dwnwlwpwpdwt wwhht: Uypwipp nih gnpdwpwtiwht hwpbpwynpnud W
uny$wdbnopuwgniny 1.25/23.75  |wpnwnpiwt wduwpdh b wyhnwubihnyejwt dwdlbnh hunwl upnudubipp: Lodwd L in vitro Yhpwndwt dwuht Ugnwp ud gnpdwpwwiht whnwywynpnd (hwdwdwj 1SO 18113 swpph unwunwpuubph wwhwgh): udpwpwuwlyh dwdywaghp, wpwnwnpnn
dyg unyuwlwwgdw |pwgnighs wy| Shengubin, op." jwwnwinquiht hwdwn, wwpwuph hwdwp: ludpwpwtwlt wdpnnonipjwdp thuh Yuquiwybpynipjwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubihniejwy dwdlybnh hunwly ugnudubn:
dhwwnbuwl (dwdlytinh, wpnwnpnnh b hwetipwynpdwt wnnwing) b niubitw wpnwnpnnh Ynndhg udpwpwuwlht ubplujwgynn npwlh [Ladws b wwpwuph hwdwp: ludpwpwtiwlu wdpnnontejwdp Shwinbuwy k, niuh ubpnpdwsd npwyh Yunwdwpdwt hwdwlwnpg' npwyht
hwjwuwnwghp, gnpdwnuwlwl punewagnpbiph thnpdwptitinuejwt wpryniupubin: Upnwnpnuginiut niubbw ubipnpdwsd npulh ubpyuwjwgynn dhowqguiht hUO unwunwpuubpht hwdwwwwwufuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwlwpdwt hwdwlwpg' npwlht uipfujwgdnn dhowqquijht hUO unwunwpwnutiphtt hwdwwwwnwutuwt (1ISO 13485, 9001, CE W/jwd
IVD):
Cwlwdwtpbwyht uljwys Yubip pwghwnpughtuny 0.04 UU
SYjw hwhwdwupkh jndnyeny ubinddyws et ulwdwnwlubp hwlywdwupbuht gqquiniunyegniup npngbint hwdwp: 1 updulp Yud
pwpephop wwpniuwynd £ uduqugnyup 50 ufwdwnul, ywnpwundws § ywunhlt synnpynn Ynyehg: Mwhywudwu dwdlybnp Cwljwiwtipbwyhts uljuy bp puwghwnpughting 0.04 UU
ujwqugnyup 2 wwph, 2 - 8 °C -nul: Mhunwbihnyejwt dwdliint wntuwqu 70%-h wnlwjnipini Jwnwlwpwpdwt wwhht: Uwpwupp Squ[ hwlwdwupkh lmbnljram{ hbpé&l{mb enrb ujwdwnwlutpn hwhwdwupbwiht qquiniunyeniup npnabint hwdwp: 1 updwlyp Ywd pwpephep
thuh gnpdwpwuwiht thwpbpwynpdwdp U gnpdwpwuwiht whnwlwynpnuwing (hwdwdéwju 1SO 18113 gwpph unwunwpunubiph wuwpniuwynwt £ 50 ufuywnwl ywnpwungws § wwunhll shninpdnn tnyehg: Mwhwywudwt dwdlibnp uwqugnytp 2 tiwph, 2 - 8 °C -nud:
150 Cwlwdwupbwiht ufwywnwlubp |wywhwgh): Mwpnwnhp ' fudpwpwuwlh Swdlwghpp, wpunwnpnn uqiwlbpynipiwl wujwunwu nt hwugbl, wpnwnpnnh Ynndhg | Mhunwubihnipiwl dwdlybnt wnuduqu 60%-h wnlwniyejnit dwnwlwpwpdwt wwhht: Uypwipp ndh gnpdwpwiwht thwpbpwynpnud W
pwghwpwghuny 0.04 UU wpunuwnpdwt wduwpyh b wyhunwubhnyewu dwdybnh hunwly ugnwdubpp: Lagwd b in vitro Yhpwndwt dwuht ugnwdp Yud gnpdwpwuwiht whnwywynpnd (hwdwdwju 1SO 18113 swpph unwunwpunubph wwhwgh): udpwpwuwlyh dwdlywaghp, wpwnwnpnn
unyuwlwlwgdw |nwgnighs wy| Shengubin, on." wwnwinquiht hwdwn, wwpwuph hwdwn: ludpwpwtwlt wdpnnoniejwdp thuh Yuquwybpwyniejwt wudwunwu ne hwugh, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnyejwu dwdlbnh hunwly ugnudubn:
dhwinbuwl (dwdlytinh, wpnwnpnnh b thwetpwynpdwt wnnwing) b niubtw wpnwnpnnh Ynndhg fudpwpwuwlht ubplujwgynn npwyh [Ladws b wwypwuph hwdwp: ludpwpwtwl wdpnnoniejwdp Shwnbuwy k, niuh ubppdwsd npwyh Yunwdwpdwt hwdwlupg' npwyht
hwdwuwnwghp, gnpdwnuwlwl punypwgnpbph thnpdwptitnuejwt wpryniupubin: Upnwnpnigyniut niubuw ubipnpdwd npulh ubplwjwgynn dhowqguihu hUO unwunwpuubpht hwdwwwwwutuwu (1ISO 13485, 9001, CE U/ywd IVD):
Ywnwywpdwt hwdwlywpg' npuwlht uipfuwjwgdnn dhowqqujht hUO unwunwpunutiphtt hwdwwwwnwutuwt (ISO 13485, 9001, CE W/jwd
IVD):
Mtuhghihtuiny MIC phiun' udwqugny huhhphghwih Ynugbuwnpwghwt npngnn hwlwphninhlwiht unphwtin: Sujw) hwlwdwupbwihtu Muhghihuny MIC phun’ ujwquignyu huhhphghwh Ynugblnpughwt npngnn hwluwphnnhluht unphwtin: Suwy hwlwdwtpbwhu
wpbywpwinp wwpniwlnn wnhtbpuwht dwwwybth ubn 2tpn (0,5 6,0 ud), nph dpw wnYw U Upw futnuwp wpbywpwnp wwpniwynn wnihdbpught dwwwdbup ubin 2tpn (0,5x 6,0 ud), nph Ypw wnlw Gu Upw funnueywiup hwdwwywnwutuwunn
hwdwuywinwufuwtng towgdtn (Uwqugnyuhg dhtsl wnwybwgnyup 0.016 - 256 pg/mL) hulwdwupbwhl qquynitnpntup npngtyny— [U2wadtin (ujwquignyhg dhtsl wnwidbjwgnyup 0.016 - 256 pg/mL) huludwupbwiht qquyniunyeiniup npnatint hwidwp: 1 puluqdp
hwdwp: 1 pwlwqdip wwpniwynud b wnudwqu 30 phbuwn: wuipniiwlynud £ 30 phuwn: 1pwluqd=1 hwn
Mhunwbihniejwt dwdling wntjwqt 70%-h wnlwnyegnit dwinwlwpwpdwl wwhht, thwpkpwynpawp’ hbpdtnhl;: Mhunwubihniejwl dwdybnp wnudwqu 70%-h wnlwjnieinit dwnwywpwpdwt wwhhb, thwebpwdnpnudp’ hbpdbnhl: <wudwwywnwuuwunud
151 MIC phun Ywd E - pbuwn Lwiwwwinwufuwth npuwhht ubiplyuwjwgynn dhowqquiht unwunwpuubpht b niubuw npuwyh hwywunwghp (wpunwnpnnh Ynndhg £ npwht ubpuijwgynn dhewqquiht unwnwpuntbpht W niuh npwh hwywuwnwghp (wpunwnpnnh Ynndhg fudpwpwtiulht ubpyujwgynn
dwuyuwiybit whtihghihtuny fudpwpwiiwlht ubiplujwgynn hwywunwghn): Snpdwpwtiwht whinwlwdnpnuwing (hwdwsw 1SO 18113 Jwnph unwlnwnntbph hwjwunwahn): Snpdwipwiiwht whnwlwdnpnwing (hwdwdwt 1S0 18113 winph unwnwpubiph wwhwugh), niuh fudpwpuitiwbh U
wwhwgh), nibitw fudpupuitiulh b wypwbpwthywiht Swdlwagntn, wpnwnpnnh Ynndhg wpnwnpdwl wduwpedh U whnwtbhngewt |Wwnwpwlhawht Swdlwgntn, wpinwnpnnh Ynndhg wpunwnndwl wduwedh U whuwtbibnuejut dwdltinh hunuwl Uynuiltinny:
dwdltinh hunwy upnudutipny: ludpwpwuwlp Yph hunwy dwdlwghp, wdpnngniejudp |huh dhwinbuwy (dwdlytinh, wpnwnpnnh b hudpwpwuwyp Ypnud £ hunwly dwdljwghp, wdpnneniejwdp dhwnbuwl k (dwdlbnh, wpnwnpnnh b hwpbpwdnpdwt wnnwng) b nih
thwpbipwynpiwt wnnwing) U niubuw wpuwnpnnh Ynndhg fudpwpwtwlht ubpyujwgynn npwlh hwywuwnwghp: Upnwnpnipyniut wnuwnpnnh Ynndhg fudpupwiiwyht ubiphujwgdnn npwih hwjwunwaghn: Upnwnpnyejniut nih ubpnpdus npubh hunwdwipdut
niubbw ubpnpywsd npwlh Yunwywpdwt hwdwywpg' npwyht ubipuywgydnn dhowqquihtt hUO unwunwpnutinht hwdwwwwnwutuwt hwdwlung' npwlht ubipluywgynn dhowqguihts PUO unwlinwinntibinht hwdwwwinwuhuwl (1SO 13485-2017, 9001-2015, CE W/ywd IVD
(ISO 13485, 9001, CE U/ywd IVD
8t$uinphwpununy MIC' ujwqugnyt huhhphghwjh Ynugbunpwghwt npnann hwlwphninhywjht unphwtip: SYjw) hwywdwupbwhu 8t$uinphwpununy MIC phun' udwqugny huhhphghwih Ynugbuwnpwghwt npngnn hwlwphnnhlwiht unphwbip: Sujw) hwlwdwupbwht
ynbywpwwnp ywpniawlynn wynihdbpwiht dwwwdbuh ubin 2kpwn (0,5x 6,0 ud), nph Ypw wnluw BU upw funnueywup wnbwwpwinp wuwpniwynn wnhdbpught dwwwdbuh ubin 2bpn (0,5x 6,0 ud), nph dpw wnlw Bu Upw funnipjuup hwdwwwnwuuwunn
hwdwywnwufuwunn tawgdtp (Wjwqugnyuhg dhusk wnwybugnyup 0.016-256 pg/mL) hwlwdwupbwiht gqujniunieiniup npngtint tpwqgdtn (Ujwqugnyuhg dhusk wnwybjwgnyup 0.016 - 256 pg/mL) hwlwdwupkbwiht qquiniunyeiniup npngbint hwdwp: 1 pwlwqdp
hwdwn: 1 hwdwpp wwpniuwynd £ wnwybiugnyup 30 pbuwn: wuwpniwynd £ 30 phuwn:
Mhunwubihnyejwl dwdlytinp wnudwqu 70%-h wnlwjnyentt Jwnwlwpwpdwt wwhht.hwpbpwynpnuwp' 1ipwhwqd=1 hwwn
152 MIC pbuwn Ywd E - phuwn htipdinhl: . Cwdwwwwnwufuwuh npwlht ubplwjwgynn dhewqgwiht unwtnwpnutipht W niubtw npwlh hwdwunwghp (wpnwnpnnh - | Mhnwitihngejwt dwdlbnp wntdwqu 70%-h wnlwnieiniu dwunwlwpwpdwt wwhht, hwepbrpwynpnwdp’ hbpdbnhl: <udwywnwafuwund

dwwywyblu gb$nphwpununy

Ynndhg fudpwpwtiwlht ubpluywgynn hwdwuwnwghp): gnpdwpwuwiht whunwlywynpnuwing (hwdwdwju 1ISO 18113 gwpph
unwunwpunubph wwhwgh), niubuw fudpwpwuwlh b wwypwupwiuhgwiht dwdlwgnbn, wpnwnpnnh Ynndhg wpnwnpdwl wduwpdh W
whunwubhniejwt dwdlbnh hunwl upnwiubpnd: udpwpwuwyp Yph hunwly dwdljwghp, wdpnnoniejwdp |huh dhwnbuwl (dwdlybnh,
wpunwnpnnh U thwpbpwdnpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubpyuwjwgynn npuwyh hwjwuwnwghn:
Upwnwnpnieyniut niubuw ubipnpdwd npuyh Ywnwdwpdwt hwdwlwpg' npulht ubplujwgynn dhowqguihtu hUO unwunwpnubphtu
hwiwwwwnwufuwt (ISO 13485, 9001, CE W/lwd IVD

E npwyht ubipluywgynn dhowqquihtt unwunwpuubpht b niwh npwlh hwdwunwghp (wpnwnpnnh Ynndhg ludpwpwuwyht ubplwjwgynn
hwdwunwaghp): Snpdwpwtwiht yhunwlwdnpnwing (hwdwdwju 1ISO 18113 swnpph unwunwpunubph wwhwush), niuh fudpwpwiwyh b
wuypwupwuhawiht dwdljwgnbn, wpnwnpnnh Ynndhg wpnwnpdwt wduwpyh b whuwubhnewy dwdybnh hunwly ugnuwiubpng:
hudpwpwuwyp Ypnud b hunwly dwdljwghp, wdpnnonipjwdp dhwnbuwy k (dwdlbnh, wpnwnpnnh b hwpbpwdnpdwt wnnwng) W niwh
wpunwnpnnh Ynnihg fudpwpwuwyht ubplujwgdnn npulh hwwuwnwghp: Upnwnpnueiniut nih ubpnpdwd npwlh junwdwpdwu
hwdwlwpg' npwyht ubipluwjwgynn dhowqgquihtt hUO unwunwpuubipht hwdwwwwnwutuw (1ISO 13485-2017, 9001-2015, CE W/jwd IVD:




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
Upjwt pwnwnphs, npu oquiwgnpdynid | wpjwt wnfw)nipnis wwhwtignn utnignn dhowyuyptiph ywnpwuwndwt hwdwp: Unjwt punwnphs, npu oqunwgnpdynid £ wpjwt wnbwjniginit wwhwtgnn utinignn dhgwywjptiph ywnpwuwndwt hwdwp:
Pwpbpwynpnuip’ htpdtnhly, 200-250 d-wung thwpebpubipny: Mhuwubihniejwt dwdljbnp wnudwqu 70%-h wnlwnipiniu dwpbipwynpnuip’ htipdtwnhy, 200-250 d-wung thwpbpubpny: Mhnwubihnyeiul dwdytnp wnuwqt 70%-h wnlwjniyeinil
153  |Ephppnghunwn quiugqywd dwinwlwpwpdwl wwhht, thwpbpwynpnuip hipdbnhl wpnwnpdwt wduwpyh b whnwibjhnipiwt dwdlytinh hunwl ugnuutipny: dwinwlwpwpdwt wwhhu, thwpbpwdnpnidp hhpdhmhl{‘ wpnwnpiwt wduwpedh b whunwubhnigjut dwdytnh hunwy
hudpwpwwlyp Yph hunwly dwdlwghp, wdpnnontejwdp (huh dhwnbuwl (dwdlbnh, wpnwnpnnh b hwpbipwynpdwt wnnwing) b ugnudubipny: Fudpwpwtwyp Yph hunwly dwdlwghp, wdpnneniejwdp |huh dhwinbuwl (dwdybnh, wpnwnpnnh b
niubtw wpnwnpnnh Ynndhg fudpwpwiiwlht ubinlujwgynn npwih hudwunwghn: thwpbpwynpiwt wnnwiny) b niubuw wpnwnpnnh Ynndhg fudpwpwtiwyht upyuwywgynn npwlh hwywunwghp:
hptiuhg ubipyujwgunud £ ubiplywiynye, npp Yhpwnynud £ dwupbwpwiwlwl jwpnpunnphwubpnud uungnn dhowdwpbiph wwinpwuwndwt [Ppkiuhg Ubiplujwgunud £ ubipyuiynuye, npp Yhpwnynid b dwupbwpwwlwt jwpnpunnphwubpnud uungnn dhowdwypbiph wwnpwuwndwt dbe'
ubig' npwtiu prYw-hhduwiht hunhlwwnnp, hush Rtwpnid wugnwiwiht Jhowlwypp nwwnwuynid b pH 5.8-hg (nkinht) dhtusk pH 7.6 npybu prYw-hhduwiht hunhwwnnp, hush nbypnud wugnuwiwiht dhowluypp tnwwnwudnid £ pH 5.8-hg (nbinht) dhusl pH 7.6 (uwnywn):
157  [Ppndphdninfuwnywn hunhlwwnp [(Guwnyw): dwpnugnyu-dwunpwlugnyl unipp pinipbnwiht tdingh b, phdhwlwt pwuwaup C27H28Br205S: dwpbpwynpywd £ 10 - 25 |dwpnwgnyu-dwuniwlwgnyt unipp pnipbinught thingh §, phdhwlwt puwtwdsbp C27H28Br205S: dwpbpwynpdwsd k25 g-wung updwlubpny:
g-wung updulubpny: Nbuw wpnwnpnnh Ynndhg ludpwpwuwyht ubplwjwgynn npwyh hwdwunwghp: Pwpbrpwdnpnwdp Nibitw wpnwnpnnh Ynndhg fudpwpwuwlht ubplwjwgynn npwyh hwjwunwghp: Pwelipwynpnuip gnpdwpwuwht' dwdltinutiph hunwy
gnpdwpwlwht’ dwdljnutiph hunwl upnuutipny: ugnuiubipny:
hpbuhg ubpyuywgunid £ wndjw) dwupbwiht Ynynnippugh  hn$hihqugyws ntdbipbuu gnwd, twiwnbudwsd jwpnpuwnnphwihnd npuwyh [Ppbuhg ubplwjwgunad § wndjw) dwupbwiht Ynyunippugh |hn$hihquigdwd nb$bpbuu gnwd, twuwnbudws jwpnpuwnnphwihnd npuyh
ubipphtu huljnnnipjwt bywwnwlny oquwgnpdtint hwdwp: Unwgywd b ATCC nb$bpbuu Ynynnipwubph hwdwpwsdnihg (Gud hwdwpdbp) |ubppht huynnnuejut bywnwlny ogunwgnpdtint hwdwp: Unwgywd £ ATCC nbdbipbuu Ynywnippwubph hwdwpwdnihg (Ywd hwdwnpdbp)
: Lwywpp ubipwnnu £ oquwgnpddwl ninbignyg b upduly’ ni$tiptuu snwdng ubpddwsd 5 |hndhihqugywsd qunhyny:
E.coli ATCC 25922 (NCTC 12241, ZwiJwpp ubpwnnud £ ogunugnpddw nintignyg b upduly’ nb$bipbuu snwidng ubpdddws 5 (hn$hihquigdwsd qunhlyny: Lwtwlwlwl punpnanud. jnipwpwtgini |hnhihquigdwsd qunhlyhg unwgwd hunynynwh 0.1 dj-p wwwhnynd £ <100 SUU wé:
158 |CIP 76.24, DSM 1103, CCUG Luwtwluwlwu punpngnud. jnipupwtgnip thndhihqugdwsd gunhlhg unwgwsd hunynynwih 0.1 Jj-p wwywhnynwt | <100 SUU wé: MNuwhywudwl gkpdwuwnhéwup' 2-8o C:
17620, CECT 434 Muwhywudwl gbipdwunhdwup' 2-8o C: Upunwnpuwpp whwnp £ niubuw 1SO 13485:2012, UNI EN ISO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgnpbp W npwyh
Upunwnpwpp whwp E niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwjwuwnwgnpbp b npwyh ubpunh$hljwn wpnwnpwuph Jnppwpwgnip fudpwpwuwyh (LOT-h) hwdwp:
ubpnh$hlwn wpnwnpuuph jJnipwpwuginp fudpwpwuwyh (LOT-h) hwdwp:
bpbuhg ubpluywgunid £ wndjuy dwupbwiht Ynynnipugh hn$hihqugdws nk$bipbuu gnwd, twuwnbudwsd jwpnpuwnnphwihnd npuyh [Ppbuhg ubplwjwgunad § undjw) dwupbwiht Ynyunipuwgh |hn$hihquigdwd nb$bpbuu gnwd, twhuwnbudws jwpnpuwnnphwihnd npulh
ubipphtu huljnnnipjwt bywwnwlnyg oquwgnpdtint hwdwp: Unwgywd £ ATCC nk$bpbuu Ynyunnipwubph hwwpwsdnihg (Gwd hwdwpdbp) |ubppht huynnnipjuit bywnwlny ogunwgnpdtiint hwdwp: Unwgdwd t ATCC nk$biptuu Ynyinnipwubiph hwdwpwdnthg (Yud hwdwnpdbp)
: Cwwpp Ubpwnnu £ ogquugnpddwt ninkgnyg b upduly’ ni$bipbuu punwdng ubpddywsd 5 |hn$hihquigywsd qunhyny:
P. aeruginosa ATCC 27853 (NCTC Lwywpp ubpwnnud | ogunwgnpddwt nintignyg b upduy’ nE$biptiuu grwdnyg utindddws 5 |hndhihquigwsd qunhyny: Luwtwlwlwl punpnanud. jnipwpwtginip |hnhihquigdwsd qunhlhg unwgwd hunynynwh 0.1 dj-p wwwhndnd £ <100 SUU wé:
159 [12903, CIP 76.110, DSM 1117, Luwtwluwlwu punpngnud. Jnipupwtgnip thndhihqugdwsd qgunhlhg unwgwsd hunynynuwih 0.1 dj-p wwywhnynuwt £ <100 SUU wé: Muwhywudwu ghipdwuwnhéwup' 2-8o C:
CCUG 17619, CECT 108) MNuhywudwl ghipdwunhéwup' 2-8o C: Upunwnpuwpp whwnp £ niubuw 1SO 13485:2012, UNI EN ISO 9001:2008, ISO 13485:2003 CMDCAS, CE hwdwuwnwgnbip W npwyh
Upunwnpwupp wbwnp E niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwjwuwnwgpbp b npwyh ubpunh$hlwn wpnwnputph Jnipwpwgn fudpwpwuwyh (LOT-h) hwdwp:
ubipunh$hlwn wpnwnpuuph jnipwpwugniy fudpwpwuwyh (LOT-h) hwdwp:
hpbiuhg ubpyuywgund £ wdjug dwupbwyht Ynyunipugh - |hn$hihqugdwsd nb$bipbuu gnwd, twfuwnmbudwsd jwpnpuwunnphwihnd npuyh [hpbuhg ubiplwjwgunad b undjw) dwupbwiht Ynynnpwih  |hndhihquigwsd nE$bipbuu suwd, bwhiwwnbudws jwpnpwnnphwihnd npulyh
ubipphtu huynnnipywt bywwnwlny oquwgnpdtint hwdwp: Unwgldwsd £ ATCC nt$biptuu Ynyinnipwubiph hwdwpwdnihg (Yud hwdwnpdtip) [ubippht hulnnnuejwt bwywnwlyny ogunuwgnpdbint hwdwn: Unwgyws | ATCC nb$bipbuu Ynyunipwubiph hwdwpwdnihg (Ywd hwdwpdtp) :
: Cwywpp ubipwnnu £ oquugnpddwl ninbignyg b upduly’ nibtiptuu gnwdng ubipddywsd 5 |hnbhihqugywsd qunhyny:
S. aureus ATCC 29213 (NCTC Zwiwpp ubpwnnud £ ogunugnpdiw nintignyg b upduly’ nE$bipbuu snwdng ubpdddws 5 (hndhihqugwsd qunhyny: Luwtwlwlywu punpnnud. Jnipuputgn (hndhihqugdwd qunhlhg unwgwd hunynynuh 0.1 di-p wwwhnynwd £ <100 QUU wé:
160 [12973, CIP 103429, DSM 2569, Lwtwlwlwu punpnonud. jntpupwtgnip hnhihquigwsd qunhlihg unwgwsd hunynynwh 0.1 dj-p wwwhnynd £ <100 SUU wé: Muwhywudwl ghipdwuwnhéwup' 2-8o C:
CCUG 15915, CECT 794) Muwhywudwl gbipdwunhéwup' 2-8o C: Upunwnpwupp whwp £ niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgnptip W npwlyh
Upwnwnpwupp whwnp | niubuw 1SO 13485:2012, UNI EN 1SO 9001:2008, I1SO 13485:2003 CMDCAS, CE hwjwuwnwgptip b npwyh ubipunh$hlwn wpnwnpwuph Jnuppwpwgnip fudpwpwuwyh (LOT-h) hwdwp:
ubipnh$hljwn wpunwnpwuph Jnippwpwugnp fudpwpwuwlyh (LOT-h) hwdwn:
hpbuhg ubpluywgunid £ wndjug dwupbwiht Ynynnippugh  hn$hihqugyws nk$bipbuu gnwd, twiwnbudwsd jwpnpuwnnphwihnd npuwyh [Ppbuhg ubplwjwgunad § undjw) dwupbwiht Ynyunipuwgh |hn$hihquigdwd nb$bpbuu gnwd, twuwnbudws jwpnpunnphwihnd npulh
ubipphtu huljnnnipjwt bywwnwlny oquwgnpdtint hwdwp: Unwgywd £ ATCC nk$bpbuu Ynynnipwubph hwdwpwsdnihg (Gud hwdwpdbp) |ubppht huynnniejut bywnwlny ogunwgnpdtint hwdwp: Unwgdwd t ATCC nk$biptuu Ynywnnipwubph hwdwpwdnihg (Yud hwdwnpdbp)
: Lwywpp ubpwnnu £ oquwugnpddwl ninbignyg W upduly’ nitipuu snwdng ubpddywsd 5 |hnbhihqugywsd qunhyny:
E. faecalis ATCC 29212 (NCTC ZwiJwpp ubpwnnud £ ogunuignpddw nintignyg b upduly’ nk$bipbuu snwidng ubpdddws 5 (hn$hihquigwsd qunhlyny: Luwtwlwlwl punpnanud. jnipwpwtgini |hnhihquigdwsd qunhlyhg unwgwd hunynynwh 0.1 dj-p wwywhnynd £ <100 SUU wé:
161 12697, CIP 103214, DSM 2570, Luwtwluwlwu punpngnud. Jnipupwtgnip thndhihqugdwsd qgunhlhg unwgwsd hunynynwih 0.1 Jj-p wywhnynwt £ <100 SUU wé: MNuwhywudwl gbpdwunhéwup' 2-8o C:
CCUG 9997, CECT 795) Mwhwwudw sbpdwunhéwup' 2-8o C: Upnwnpwipp whnp b niubtw 1SO 13485:2012, UNI EN 1SO 9001:2008, ISO 13485:2003 CMDCAS, CE hwywumnwgnbp U npulh
Upunwnpwupp wbwp k niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgnpbp W npwyh ubipunh$hlwn wpnwnpuuph Jnpwpwtgnp fudpwpwtwyh (LOT-h) hwdwp:
ubpunh$hlwn wpnwnpwuph Jnipwpwugnn fudpwpwuwyh (LOT-h) hwdwp:
hpbuhg ubipluywgunid £ wndjuy dwupbwiht Ynynnipugh hn$hihqugdwd nk$tiptuu pnwd, twiwnbudwsd jwpnpuwnnphwihnd npuyh [Ppbuhg ubpluwjwgunad £ undjw) dwupbwiht Yngunipugh |hn$hihquigdws nE$bpbuu gnwd, twhiwnbudws jwpnpuwnnphwihnd npuyh
Utippht hulnnniejwt bywwnwlny oqunwgnpdtint hwdwp: Unwgywsd b ATCC nk$bipbuu Ynyunnipwubph hwdwpwsdnihg (Yuwd hwdwpdbp) |ubppht huynnnuejuit bywnwlny ogunwgnpdtiint hwdwp: Unwgywd b ATCC nk$tiptuu Ynynnipwutinh hwdwpwdnthg (Yud hwdwnpdbp) :
: Zwijwpp ubipwnnu £ oguugnpddwt ninbignyg b upduly’ nibtiptiuu gunwdng ubipdddwsd 5 |hndhihquigwsd qunhyny:
S. pneumoniae ATCC 49619 (NCTC <wwpp ubpwnnu £ ogunwgnpddw nintignyg b upduly’ nE$bipbuu snwdng ubipdddwsd 5 (hndhihqugwsd qunhyny: Rwtwlwlwl punpnanud. jnipupwtginp |hndhihquigdwsd qunhlyhg unwgwd hunynynwh 0.1 dj-p wwywhndnd £ <100 SUU wé:
162 [12977, CIP 104340, DSM 11967, Luwtwluwlwu punpngnud. jnipupwtgnip thnhihqugdwsd gunhlhg unwgwsd hunynynuwih 0.1 dj-p wywhnynud | <100 SUU wé: MNwhywtdw ghpdwunhéwp' 2-8o C:

CCUG 33638)

Muwhwwldwl sbipdwunhdwp' 2-8o C:
Upunwnpwupp wbwnp | niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgpbp b npwyh
ubipnh$hlwn wpnwnpuuph jnipwpwugniy fudpwpwuwyh (LOT-h) hwdwp:

Upunwnpupp whwnp £ niubuw 1SO 13485:2012, UNI EN ISO 9001:2008, ISO 13485:2003 CMDCAS, CE hwywuwnwgntip b npwyh
ubipunh$hlwn wpnwnputph Jnipwpwgnp fudpwpwuwyh (LOT-h) hwdwp:




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
bpbuhg ubpluywgunid £ ndjug dwupbwiht Ynynnipugh hn$hihqugdwd nk$bipbuu pnwd, twiwnbudwd jwpnpuwnnphwihnd npuyh [Ppbuhg ubplwjwgunad £ undjw) dwupbwiht Yngunipugh |hn$hihquigdws nE$bptuu gnwd, twhiwnbudws jwpnpuwnnphwihnd npuyh
Ubipphtu hulnnnipjwt bywwnwlny oquwgnpdtint hwdwp: Unwgywsd £ ATCC nk$bpbuu Ynynnipwubph hwdwpwsdnihg (Ywd hwdwpdbp) |ubppht huynnnuejuit bywnwlyny ogunwgnpdtiint hwdwp: Unwgywd b ATCC nk$biptuu Ynynnipwutinh hwdwpwdnihg (Yud hwdwnpdbp)
: Zwwpp ubipwnnud £ oquiwugnpddwt ninbgnyg b upduly’ nEbtiptiuu gunwdng ubipdddwsd 5 |hndhihquigwsd qunhyny:
H. Influenza ATCC 49766 (NCTC <wwpp ubpwnnud £ ogunwgnpdiw nintignyg b upduly’ nE$bipbuu gnwdng ubipdddwsd 5 (hndhihqugwsd qunhyny: Lwlwlwlwl punpngnud. jnipwpwitignip hndhihqugywsd qunhlhg unwgwsd hunynynuwh 0.1 d-p wwwhnynwd £ <100 YUY wé:
163 12975, CIP 103570, DSM 11970, Luwtwluwlwu punpngnud. jnipuwpwtgnip thnhihqugdwsd gunhlhg unwgwsd hunynynuih 0.1 dj-p wwywhnynuwd | <100 SUU wé: MNwhywtdw gbpdwunhéwp' 2-8o C:
CCUG 29539) Muwhwwdwl sbpdwunhdwp' 2-8o C: Upunwnpupp whwp k niubuw 1SO 13485:2012, UNI EN ISO 9001:2008, ISO 13485:2003 CMDCAS, CE hwywuwwgnptip U npwyh
Upunwnpwupp whwnp | niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgpbp b npwyh ubpunh$hlwn wpnwnpuuph Jnipwpwugnp fudpwpwuwyh (LOT-h) hwdwp:
ubipnh$hlwn wpnwnpuuph jnipwpwugniy fudpwpwuwyh (LOT-h) hwdwp:
hpbuhg ubpyuywgunid £ wndjw) dwupbwiht Ynynnippugh  hn$hihqugyws ntdbipbuu gnwd, twiwnbudwsd jwpnpuwnnphwihnd npuwyh [Ppbuhg ubplwjwgunad § wndjw) dwupbwiht Ynyunippugh |hn$hihquigdwd nb$bpbuu gnwd, twuwnbudws jwpnpuwnnphwihnd npuyh
ubipphtu huljnnnipjwt bywwnwlny oquwgnpdtint hwdwp: Unwgywd b ATCC nb$bpbuu Ynynnipwubph hwdwpwsdnihg (Gud hwdwpdbp) |ubppht huynnnuejut bywnwlny ogunwgnpdtint hwdwp: Unwgywd £ ATCC nbdbipbuu Ynywnippwubph hwdwpwdnihg (Ywd hwdwnpdbp)
: Lwywpp ubipwnnu £ oquwgnpddwl ninbignyg b upduly’ ni$tiptuu snwdng ubpddwsd 5 |hndhihqugywsd qunhyny:
Campylobacter jejuni ATCC 33560 | Cyjwpp tbpunnud | oguwugnpdiwt nintignyg U updul’ nbbbipbuu snwdng ubpddws 5 (hnpihqugyws qunplny: Lutwlwlwt pnpnonud. Jnipwpwignn |hndhihqugyws qunhlhg unwgwsd hunynynwh 0.1 d-p wwywhnynud £ <100 SUU wé:
164 (NCTC 11351, CIP 702, DSM 4688, Luwtwluwlwu punpngnud. jnipupwtgnip thndhihqugdwsd gunhlhg unwgwsd hunynynwih 0.1 Jj-p wwywhnynwt | <100 SUU wé: MNuwhywudwl gkpdwuwnhéwup' 2-8o C:
CCUG 11284) Mwhwwudw gbpdwunhéwup' 2-8o C: Upnwnpuipp whnp b niubtw 1SO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwywumnwgnbp b npwlh
Upunwnpwupp whwp k niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgnpbp W npwyh ubpunh$hlwn wpnwnpwuph Jnippwpwgnip fudpwpwuwyh (LOT-h) hwdwp:
ubpnh$hlwn wpnwnpwuph jnipwpwugnp fudpwpwuwyh (LOT-h) hwdwp:
bpbuhg ubpluywgunid £ wndjuy dwupbwiht Ynynnipugh hn$hihqugdws nk$bipbuu gnwd, twuwnbudwsd jwpnpuwnnphwihnd npuyh [Ppbuhg ubplwjwgunad § undjw) dwupbwiht Ynyunipuwgh |hn$hihquigdwd nb$bpbuu gnwd, twhuwnbudws jwpnpuwnnphwihnd npulh
ubipphtu huljnnnipjwt bywwnwlnyg oquwgnpdtint hwdwp: Unwgywd £ ATCC nk$bpbuu Ynyunnipwubph hwwpwsdnihg (Gwd hwdwpdbp) |ubppht huynnnipjuit bywnwlny ogunwgnpdtiint hwdwp: Unwgdwd t ATCC nk$biptuu Ynyinnipwubiph hwdwpwdnthg (Yud hwdwnpdbp)
: Cwwpp Ubpwnnu £ ogquugnpddwt ninkgnyg b upduly’ ni$bipbuu punwdng ubpddywsd 5 |hn$hihquigywsd qunhyny:
Escherichia coli ATCC 35218 <wlwpp ubpwnnud £ ogunwgnpddwt nintignyg b upduly’ nE$bipbuu gunwdng ubipdddws 5 (hndhihquigywsd qunhlyny: Luwbiwlwlwl pinpnonud. jnipwpwiginin |hndhihquigdwsd qunhlhg unwgwsd hunynynwh 0.1 dj-p wwywhnynw £ <100 FUU wé:
165 (NCTC 11954, CIP 102181, DSM Luwtwluwlwu punpngnud. Jnipupwtgnip thndhihqugdwsd qgunhlhg unwgwsd hunynynuwih 0.1 dj-p wwywhnynuwt £ <100 SUU wé: Nwhywudw gbpdwunhwup' 2-8o C:
5923, CCUG 30600, CECT 943) MNuhywudwl ghipdwunhéwup' 2-8o C: Upunwnpupp whwp E niubuw 1SO 13485:2012, UNI EN ISO 9001:2008, ISO 13485:2003 CMDCAS, CE hwywuwwgnptip b npwyh
Upunwnpwupp wbwnp E niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwjwuwnwgpbp b npwyh ubpunh$hlwn wpnwnputph Jnipwpwgn fudpwpwuwyh (LOT-h) hwdwp:
ubipunh$hlwn wpnwnpuuph jnipwpwugniy fudpwpwuwyh (LOT-h) hwdwp:
hpbuhg ubpyuywgunid £ wndjw) dwupbwiht Ynynnippugh  hn$hihqugyws ntdbipbuu gnwd, twuwnbudwsd jwpnpunnphwihnd npuwyh [Ppbuhg ubplwjwgunad § wnidjw) dwupbwiht Ynywnippugh |hn$hihquigdwd ntbbpbuu gnwd, twuwnbudws jwpnpuwnnphwihnd npwyh
ubipphtu huljnnnipjwt bywwnwlny ogunwgnpdtint hwdwp: Unwgywsd b ATCC nb$bpbuu Ynynnipwubph hwdwpwsdnihg (Gud hwdwpdbp) |ubppht huynnnupjut bywnwlny ogunwgnpdtint hwdwp: Unwgywd £ ATCC nbdbiptuu Ynywnnippwubph hwdwpwdnihg (Ywd hwdwnpdbp)
Klebsiella pneumoniae ATCC : Cwywpp ubipwnnu £ oquwgnpddwl ninbignyg b upduly’ nibtiptuu snwdng ubpddywsd 5 |hnbhihqugywsd qunhyny:
700603 (NCTC 13368, CCUG Zwiwpp ubpwnnud £ ogunugnpdiw nintignyg b upduly’ nE$bipbuu snwdng ubpdddws 5 (hndhihqugwsd qunhyny: Luwtwlwlywu punpnnud. Jnipuputgn (hndhihqugdwd qunhlhg unwgwd hunynynuh 0.1 di-p wwwhnynwd £ <100 QUU wé:
166 45421, CECT 7787) Lwtwlwlwu punpnonud. jntpupwtgnip hnhihquigwsd qunhlihg unwgwsd hunynynwh 0.1 dj-p wwwhnynd £ <100 SUU wé: Muwhywudwl ghipdwuwnhéwup' 2-8o C:
Muwhywudwl gbipdwunhéwup' 2-8o C: Upunwnpwupp whwp £ niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgnptip W npwlyh
Upwnwnpwupp whwnp | niubuw 1SO 13485:2012, UNI EN 1SO 9001:2008, I1SO 13485:2003 CMDCAS, CE hwjwuwnwgptip b npwyh ubipunh$hlwn wpnwnpwuph Jnuppwpwgnip fudpwpwuwyh (LOT-h) hwdwp:
ubipnh$hljwn wpunwnpwuph Jnippwpwugnp fudpwpwuwlyh (LOT-h) hwdwn:
hpbiuhg ubpyuywgund £ wdjug dwupbwyht Ynyunipugh - |hn$hihqugdwsd nb$bipbuu gnwd, twfuwnmbudwsd jwpnpuwunnphwihnd npuyh [hpbuhg ubiplwjwgunad b undjw) dwupbwiht Ynynnpwih  |hndhihquigwsd nE$bipbuu suwd, bwhiwwnbudws jwpnpwnnphwihnd npulyh
ubipphtu huynnnipywt bywwnwlny oquwgnpdtint hwdwp: Unwgldwsd £ ATCC nt$biptuu Ynyinnipwubiph hwdwpwdnihg (Yud hwdwnpdtip) [ubippht hulnnnuejwt bwywnwlyny ogunuwgnpdbint hwdwn: Unwgyws | ATCC nb$bipbuu Ynyunipwubiph hwdwpwdnihg (Ywd hwdwpdtp) :
: Cwywpp ubipwnnu £ oquugnpddwl ninbignyg b upduly’ nibtiptuu gnwdng ubipddywsd 5 |hnbhihqugywsd qunhyny:
Zwiwpp ubpwnnud £ ogunugnpdiw nintignyg b upduly’ nE$bipbuu snwdng ubpdddws 5 (hndhihqugwsd qunhyny: Luwtwlwlywu punpnnud. Jnipuputgn (hndhihqugdwd qunhlhg unwgwd hunynynuh 0.1 di-p wwwhnynwd £ <100 QUU wé:
177 |s. aureus NCTC 12493 Lwtwlwlwu punpnonud. jntpupwtgnip hnhihquigwsd qunhlihg unwgwsd hunynynwh 0.1 dj-p wwwhnynd £ <100 SUU wé: Muwhywudwl ghipdwuwnhéwup' 2-8o C:
Muwhywudwl gbipdwunhéwup' 2-8o C: Upunwnpwupp whwp £ niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgnptip W npwlyh
Upunwnpwupp whwnp | niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgptp b npwyh ubipunh$hlwn wpnwnpuuph Jnipwpwugnp fudpwpwuwyh (LOT-h) hwdwp:
ubipnh$hlun wpnwnpuuph jnipwpwugniy fudpwpwuwyh (LOT-h) hwdwp:
hbpbuhg ubpluywgunid £ wndjw) dwupbwiht Ynynnippugh hn$hihqugdws nt$bipbuu gnwd, twuwnbudws jwpnpwnnphwihnd npuwyh [Ppbuhg ubplwjwgunad § undjw) dwupbwiht Ynyunippugh |hn$hihquigdwd nb$bpbuu gnwd, twuwnbudws jwpnpuwnnphwihnd npulh
ubipphtu huljnnnipjwt bywwnwlny oquwgnpdtint hwdwp: Unwgywd £ ATCC nk$bpbuu Ynynnipwubph hwdwpwsdnihg (Gud hwdwpdbp) |ubppht huynnnuejut bywnwlny ogunwgnpdtint hwdwp: Unwgdwd t ATCC nbbiptuu Ynywnippwubph hwdwpwdnihg (Yud hwdwnpdbp)
: Lwywpp ubpwnnu £ oquwugnpddwl ninbignyg W upduly’ nitipuu snwdng ubpddywsd 5 |hnbhihqugywsd qunhyny:
ZwiJwpp ubpwnnud £ ogunuignpddw nintignyg b upduly’ nk$bipbuu snwidng ubpdddws 5 (hn$hihquigwsd qunhlyny: Luwtwlwlwl punpnanud. jnipwpwtgini |hnhihquigdwsd qunhlyhg unwgwd hunynynwh 0.1 dj-p wwywhnynd £ <100 SUU wé:
Luwtwluwlwu punpngnud. Jnipupwtgnip thndhihqugdwsd qgunhlhg unwgwsd hunynynwih 0.1 Jj-p wywhnynwt £ <100 SUU wé: MNuwhywudwl gbpdwunhéwup' 2-8o C:
179 |S. aureus ATCC 700698

MNuhywudwl gbipdwunhéwup' 2-8o C:
Upunwnpwupp wbwp k niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgnpbp W npwyh
ubpnh$hlwn wpnwnpuuph Jnipwpwugnp fudpwpwuwyh (LOT-h) hwdwp:

Upwnwnpuwpp whwnp £ niubuw 1SO 13485:2012, UNI EN ISO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgnpbp W npwyh
ubpunh$hljwn wpnwnpwuph Jnppwpwgni fudpwpwuwyh (LOT-h) hwdwp:




Uwynwiph

U< wuyjwunwip Lwdwnnin uupwgpnugniup (nbuuhluwlwl punipwghn) Mujdwuwgnny twfuwwnbudwsd hwdwnnun uwpwgpnieiniup (nbluthlwlwu punyepwghn)
bpbuhg ubpluywgunid £ ndjug dwupbwiht Ynynnipugh hn$hihqugdwd nk$bipbuu pnwd, twiwnbudwd jwpnpuwnnphwihnd npuyh [Ppbuhg ubplwjwgunad £ undjw) dwupbwiht Yngunipugh |hn$hihquigdws nE$bptuu gnwd, twhiwnbudws jwpnpuwnnphwihnd npuyh
Ubipphtu hulnnnipjwt bywwnwlny oquwgnpdtint hwdwp: Unwgywsd £ ATCC nk$bpbuu Ynynnipwubph hwdwpwsdnihg (Ywd hwdwpdbp) |ubppht huynnnuejuit bywnwlyny ogunwgnpdtiint hwdwp: Unwgywd b ATCC nk$biptuu Ynynnipwutinh hwdwpwdnihg (Yud hwdwnpdbp)
: Zwwpp ubipwnnud £ oquiwugnpddwt ninbgnyg b upduly’ nEbtiptiuu gunwdng ubipdddwsd 5 |hndhihquigwsd qunhyny:
<wwpp ubpwnnud £ ogunwgnpdiw nintignyg b upduly’ nE$bipbuu gnwdng ubipdddwsd 5 (hndhihqugwsd qunhyny: Ruwtwlwlwl punpnanud. jnipupwtginip |hndhihquigdwsd qunhlyhg unwgwd hunynynwh 0.1 dj-p wwywhndnd £ <100 SUU wé:
180 |s. aureus ATCC 700699 Luwtwluwlwu punpngnud. jnipuwpwtgnip thnhihqugdwsd gunhlhg unwgwsd hunynynuih 0.1 dj-p wwywhnynuwd | <100 SUU wé: MNwhywtdw gbpdwunhéwp' 2-8o C:
Muwhwwdwl sbpdwunhdwp' 2-8o C: Upwnwnpuwtpp niuh 1SO 13485:2012, UNI EN I1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwywuwnwgnptip W npwlh ubipinh$hlywn
Upunwnpwupp whwnp | niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgpbp b npwyh wpunwnpwuph Jnipwpuwtgnip fudpwpwuwyh (LOT-h) hwdwp:
ubipnh$hlwn wpnwnpuuph jnipwpwugniy fudpwpwuwyh (LOT-h) hwdwp:
hpbuhg ubpyuywgunid £ wndjw) dwupbwiht Ynynnippugh  hn$hihqugyws ntdbipbuu gnwd, twiwnbudwsd jwpnpuwnnphwihnd npuwyh [Ppbuhg ubplwjwgunad § wndjw) dwupbwiht Ynyunippugh |hn$hihquigdwd nb$bpbuu gnwd, twuwnbudws jwpnpuwnnphwihnd npuyh
ubipphtu huljnnnipjwt bywwnwlny oquwgnpdtint hwdwp: Unwgywd b ATCC nb$bpbuu Ynynnipwubph hwdwpwsdnihg (Gud hwdwpdbp) |ubppht huynnnuejut bywnwlny ogunwgnpdtint hwdwp: Unwgywd £ ATCC nbdbipbuu Ynywnippwubph hwdwpwdnihg (Ywd hwdwnpdbp)
: Lwywpp ubipwnnu £ oquwgnpddwl ninbignyg b upduly’ ni$tiptuu snwdng ubpddwsd 5 |hndhihqugywsd qunhyny:
ZwiJwpp ubpwnnud £ ogunugnpddw nintignyg b upduly’ nb$bipbuu snwidng ubpdddws 5 (hn$hihquigdwsd qunhlyny: Lwtwlwlwl punpnanud. jnipwpwtgini |hnhihquigdwsd qunhlyhg unwgwd hunynynwh 0.1 dj-p wwwhnynd £ <100 SUU wé:
181 |E. faecalis ATCC 51299 Luwtwluwlwu punpngnud. jnipupwtgnip thndhihqugdwsd gunhlhg unwgwsd hunynynwih 0.1 Jj-p wwywhnynwt | <100 SUU wé: MNuwhywudwl gkpdwuwnhéwup' 2-8o C:
Muwhywudwl gbipdwunhdwup' 2-8o C: Upwnwnpuwpp nih 1SO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwywuwnwgnbip W npwlh ubpinh$hlywn
Upunwnpwupp whwp k niubuw 1ISO 13485:2012, UNI EN 1SO 9001:2008, 1SO 13485:2003 CMDCAS, CE hwdwuwnwgnpbp W npwyh wpunwnpwph Jnipwpwtgnip fudpwpwuwyh (LOT-h) hwdwp:
ubpnh$hlwn wpnwnpwuph jnipwpwugnp fudpwpwuwyh (LOT-h) hwdwp:
Lwhiwwnbudwsd b VITEK 2 Compact uwpph dhongny Spwd pugwuwlwt gnuyhlubph unyuwlwuwgdwy hwdwp: Lupup ywpniiwyn | Lwhuwnbudws b VITEK 2 Compact uwnpph dhongny Spwd pwgwuwlwt gnuyhlubph unyuwlwuwgdwt hwdwp: Lupunp wwpniwynud 47
k47 Yuuwphdhwlwu pbunbp b 4ty pugwuwlwt unnighs: Mhuwubihneiu dwdybnt wnuwql 70%-h wnlwnygniu YEuuwphdhwlwu phuntin b dby pugwuwlwt unnighs: Mhuwubihnyeywu dwdybnt wnudwqu 70%-h wnlwjnieni dJwnwlyuwpwpdwu
dwwnwlwpwpdwl ywhhu.hwpbpwdnpnuip' hbpdanhl: <wdwwywnwutuwih npulbht tipluwgdnn dhowqquiht unwunwpuubpht b |wwhh.hwebpwynpnuip’ hepdbnhly: <wdwwwnwatuwuh npulht ubplwjwgynn dhowqguiht unwunwpntipht b niubuw npwyh
GN - uwipuntip Yhthbnpti nibbw npwlh hwwunwghp (wpnwnpnnh Ynndhg ludpwpwuwyht ubpluywgynn hwdwunwghp): Snpdwpwtiught yhnwlwdnpnwng [hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyht ubpluwjwgynn hwdwunwghp): Snpdwpwtwiht whunwluwdnpnwing (hwdwdwu 1ISO
Upwlwlwih Spwd-pugwuwlwy (hwdwdwju 1ISO 18113 wpph unwunwnpnubph wwhwugh), niubuw fudpwpwuwyh b wwpwipwuhawiht Swdljwgnbp, wpnwnpnnh 18113 gwpph unwunwpnubph wwhwugh), niubuw fudpwpwuwyh b wwypwupwuhywiht Swdljwgnpbp, wpnwnpnnh Ynndhg wpnwnpdwt
183 gnuuyhlubph Unytulwbwgdut Ynndhg wpnwnpiwt wduwpedh b yhunwubihniejuwt dwdybnh hunwl Upnwubpnd, wdpnngnipjwdp |huh dhwnbuwl (dwdlybnh, wduwpyh b whnwubhnipjwl dwdlytinh hunwy tgnwiubpny, wdpnnenuejwdp |huh dhwinbuwl (dwdlbnh, wpnwnpnnh b hwpbpwynpdwu
huwdwp wnpunwnpnnh b thwpbpwdnpdwt wnnwing) b nubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubpyuwjwgynn npuwlh hwdwuwnwghp: wnnwiny) b niubuw wpunwnpnnh Ynndhg fudpwpwtiwlht ubipluyugdnn npwlh hwdwunwghp: Upnwnpnuegniut niubuw ubpnpdwsd npwlh
Upwnwnpnueyniut niubuw ubipnpdwd npuyh Yunwdwpdwt hwdwlwpg' npulht ubplujwgdnn dhowqguihtt hUO unwunwpunubphu Ywnwywpdwt hwdwlwpg' npwlht ubpluwjwgdnn dhowqgquiht hUO unwunwpnutiphtt hwdwwwnwuluwt (ISO 13485-2017, 9001-2015, CE
hwiwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE W/lwd IVD U/ywd IVD
Lwhiwwnbudwsd b VITEK 2 Compact uwpph dhengny Yihuhynpbu tpwtiwlwih Spwd npuljuwt dwupkubph (unpbyuwlnybph, Luwfuwwnbudws & VITEK 2 Compact uwpph dhongny Yihuhlynpbu bpwbwlwih Spwd npulwt dwupbubph (unpbywwynlybph, unw$hiwlnybph
unwdhiwynytiph b unbpwlynybph) unyuwlwuwgdw hwdwp Lwpnp ywpniuwynd £ 43 Yeuuwphdhwlwl pbunbp: Mhunwubihnygjwt |b Eunbpwynybph) unyuwlywuwgdwt hwdwp Lupup ywpniswynd £ 43 Yeuuwphdhwlw phunbp: Mhuwubihnewi dwdlbnt wnudwqu
dwdljbint wnudwqu 70%-h wnluynipiniu dwnwlwpwpdwt ywhht.hwebpwdnpnuip' hipdnhl: Cwdwywnwufuwuh npwlyht 70%-h wnlwynipniu dwnwlwpwpdwt ywhht.hwpbrpwynpnwp' hipdiwnhly: <wudwywnwufuwuh npulht Uipluywgdnn dhowqquihtu
GP - Lwpunbin YhtuhYnptu ubpluywgynn dhgwqquiht unwunwpuubpht b niubuw npwlh hwdwunwghp (wpnwnpnnh Ynndhg ludpwpwuwyht uepluywgynn unwunuwpunubphtu b niubuw npwyh hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwuwyhtu ubpyujwgynn hwjwuwnwghp): Snpdwpwuwihu
Upwitiwluih Spwd-npulut hwdwuwnwghp): Snpdwpwuwiht wyhnwlwynpnwing (hwdwdwju 1SO 18113 swpph unwunwpunubph wwhwugh), niubuw fudpwpwtwlh  [whunwlwynpnwing (hwdwdwju 1ISO 18113 wipph unwunwnpwnubph wwhwugh), niubuw fudpwpwuwyh b wupwupwuhpwiht Swdljwagnbp,
184 dwitpkubinh Unywluwbwgdwl U wypwupwuhpwiht dwdljwgpbp, wpnwnpnnh Ynndhg wpnwnpdwt wduwpdh b wyhunwubhnyegwy dwdybnh hunwl ugnwdubpng, wpunwnpnnh Ynndhg wpunwnpdwt wduwpdh b wyhnwubihnygjwu dwdlybnh hunwl ugnwiubpny, wdpnngniejwdp |huh dhwnbuwl (dwdltunh,
hwidwn wdpnnonipjwdp (huh dhwinbuwly (dwdlbnh, wpnwnpnnh b hwebpwynpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht [wpnwnpnnh b hwpbpwynpdwt wanwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubpyujwgdnn npulh hwdwuwnwghp:
ubipywjwgynn npwyh hwjwuwnwghp: Upnwnpniegniut niubuw ubpapdwsd npuwyh Yunwdwpdwt hwdwlwpg' npwbht ubplujwgynn Upwnwnpnigniut niubuw ubipnpdwsd npwlh Yunwdwpdwu hwdwlwpg' npuyht ubpyujwgynn dhowqquihu hUO unwunwnpunutinht
dhowqquijhts hUO unwunwpunubpht hwdwwwinwuluw (ISO 13485-2017, 9001-2015, CE W/ywd IVD hwidwwwwnwuuwu (1ISO 13485-2017, 9001-2015, CE W/lwd IVD
Lwhuwwnbudwsd £ VITEK 2 Compact uwpph dhongny Spwd pwgwuwlwt gniyhlubiph <Uubiph uundwdp qquniuntejut Lwhuwwnbudws £ VITEK 2 Compact uwnph dhongny Gpwd pugwuwluwu gnuyhliubiph <U-ubiph tundwdp qquniunipywt phunwdnpdwt
phunwynpdwt  hwdwp: Mhnwubhnpjuwt dwdlbint wnuduqu 70%-h wnlunienit dwnwlwpwpdwl wywhht.hwpbpwynpnuip' hwdwp: Mhunwubhniewt dwdlbnt wntduqu 70%-h wnlwjniyenit Jwnwlwpwpdwl wwhht.hwpbpwynpnuip' hbpdbunhy:
hbpdtinhly: Cwdwwwwnwufuwuh npwlht ubplujwgdnn dhowqquiht unwunwpunubpht b nwbuw npwyh hwdwunwghp (wpunwnpnnh - [<wdwwywnwufuwuh npuyht ubiplwjwgynn dhowaqguht unwunwpuutipht b niubuw npuyh hwdwunwghp (wpnwnpnnh Ynndhg
AST-N460 - Lwpubip Yihuhynpbl Ynndhg fudpwpwtiwyht ubpluywgynn hwwuwnwghp): Snpdwpwuwiht yhnwlwynpnwng (hwdwdawju 1SO 18113 pwnph fudpwpwtwlht ubiphujwgynn hwywuwnwghp): Snpdwpwuwiht yhnwlwynpnwding (hwdwdéwju 1ISO 18113 pwpph unwunwpunubph wwhwugh),
185 Upwtwluih Spwd-puguuwlut | yinwunwpnbph wwhwtgh), niubtw fudpwpwtiwlh U wwpwipwthowiht Swdlwagntn, wpnwnpnnh Ynndhg wpnwnpiwl wiuwpdh b [ntbbw fudpwpwtwlh U wypwtpwbhowht Swdlwgntin, wpnwnpnnh Ynndhg wpnwnpdwl wduwpdh U whnwbbihnejwl dwdlsnh
gnwhyutiph <U% phunwynpdut yhunwubhniejwu dwdybnh hunwl Upnwiubipny, wdpnneniejwdp |huh dhwnbuwl (dwdlybnh, wpnwnpnnh b hwpebpwdnpdwu huwnwl ugnuiubipny, wdpnnonipjwdp (huh dhwnbiuwly (dwdybnh, wpnwnpnnh b hwpbipwynpdwt wnnwinyg) b niubuw wpuwnpnnh Ynndhg
hwdwp wnnwiny) b niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubphuywgdnn npwlh hwwunwghp: Upnwnpnueiniut niubuw ubpnpdud fudpwpwwyht ubipluywgdnn npwih hwdwunwghp: Upunwnpnueniut niubuw ubipnpdwsd npubh yunwdwpdwt hwdwlwng' npwyht
npwlh Yunwywpdwt hwiwlwpg' npuwlht ubiplwjwgynn dhowqquiht hUO unwunwpwnutipht hwdwwwwnwufuwt (1SO 13485-2017, ubpyuwjwgynn dhowgguiht hUO unwunwpnubpht hwdwwwwwufuwl (1ISO 13485-2017, 9001-2015, CE W/ywd IVD
9001-2015, CE W/{wd IVD
Lwhuwwnbudwd b VITEK 2 Compact uwpph dhongny Fpwd npulwt dwuptubiph® (unptiyunwynytiph, unw$hiwynytiph W funbpwynytinh) | Lwuwnbudws £ VITEK 2 Compact uwpph dhongny Gpwd nppulw dwupkubiph® (unpbuuwynytinh, unw$hiwynytiph W bunbpwynytinh) <U™H
<UN-ubiph uywwndwdp qquiniunyejut phunwynpdwt hwdwp: Mhunwubihnyejwi dwdlbnt wnudwuqu 70%-h wnljw)nieintu ubph uywwndwdp qquniunejwi phunwynpdwt hwdwp: Mhunwubihnejwy dwdlbnt wnudwqu 70%-h wnlwjnieni dwnwywpwpdwy
Jwwinwlwpwpdwl wwhht.hwebpwynpnwip' hipdbnhl: wdwwywnwufuwuh npwlht ubplwjwgynn dhowqquihtt unwtnupuutipht b |ywhh.thwebrpwdnpnup' hbipdtnhl: <wdwywnwutuwuh npwyht bBplwjwgynn dShewqgwiht unwunwpwnutipht W niubuw npwyh
AST-P592 - Lwnwntip YlhuhynpbU |yt npwlh hwdwunwaghp (wpnwnpnnh Ynndhg fudpwpwuwyhtu ubpyuwjwgynn hwdwunwghn): Snpdwpwwiht whunwlwdnpnwing [hwdwunwghp (wpnwnpnnh Ynndhg fudpwpwtwyht ubphujwgdnn hwjwuwnwghp): Snpdwpwuwiht whuwywynpnwng (hwdwéwju 1SO
186 Upwtiwhwih Fpwd-npulul (hwdwduwyu 1SO 18113 wpph unwunwpwnubph wwhwugh), niubuw fudpwpwuwlyh b wwpwupwuhowiht Swdljwgnbn, wpnwnpnnh 18113 gwpph unwunwpuubph wwhwgh), niubuw fudpwpwiuwyh U wwypwupwuhwjht dwdwgptp, wpnwnpnnh Ynndhg wpnwnpdwu

dwupkubiph <UT phunwynpdwt
hwdwnp

Ynndhg wpnwnpiwt wduwredh b wyhunwubhnyejwt dwdybnh hunwl Upnwiubpnd, wdpnngntpjwdp |huh dhwnbuwl (dwdlybnh,
wpunwnpnnh U thwpbpwdnpdwt wnnwing) b niubuw wpnwnpnnh Ynndhg fudpwpwuwyht ubpyuwjwgynn npuwyh hwjwuwnwghn:
Upwnwnpnieyniut niubuw ubipnpdwd npuyh Ywnwdwpdwt hwdwlwpg' npulht ubplujwgynn dhowqguihtu hUO unwunwpnubphtu
hwiwwwwnwufuwt (ISO 13485-2017, 9001-2015, CE W/ywd IVD

wduwpyh b whnwubhnyejwl dwdlybinh hunwy tgnwubpny, wdpnnenuejwdp |huh dhwnbuwl (Gwdlbnh, wpnwnpnnh b hwpbpwynpdwu
wnnwiny) U niubuw wpnwnpnnh Ynndhg fudpwpwtwyht ubphuywgdnn npulh hwdwuwnwghp: Upnwnpnuegniut niubuw ubpnpdwsd npwlyh
Ywnwlwpdwt hwdwlwng' npwlht ubplujwgdnn dhowqgquiht hUO unwunwpnutiphtt hwdwwwwnwuluwt (ISO 13485-2017, 9001-2015, CE
U/yud IVD




Cwbws-2

Qudwu ghu «hjhnu» UMC «Upd-Ubin» UMC «Uupdbin» UMC
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy
1 Sbpdbunmwinhy whwnnu Ug 120.00 14,000 1,680,000 1,400,000.00 1,680,000.00
2 Luhng-|hghu-nkgopupfunjwwnwiht’ XLD wqwp Yag 100.00 33,000 3,300,000 3,166,666.67 3,800,000.00
3 SS wqup e 10.00 30,000 300,000
4 Pnibbipwgdwd wbwwnnuwenip Yag 2.00 36,000 72,000 43,333.33 52,000.00
5 Ujnyp-wnibdwth mbnpwphnuwnwihu dhowydwyp Yag 1.00 40,000 40,000
6 Vtnlhunuhls wnquiliuly uad Lepuntih dhouijun” lgdwd plunprnuiljui Yo 40.00 37,000 1,480,000 1,225,000.00 1,470,000.00 2,250,000 2,700,000
hwytinuing
7 Nwwwnwnpun-Hwuhhwnhup dhgwdwin' dnnh$hlugdus g 45.00 44,700 2,011,500 1,316,666.67 1,580,000.00
8 Shigella gbinh dwupkubiph punpnnuywu hwpunwgdwu dhowywyph hhdp Yag 1.00 37,000 37,000
9 Shigella ginh dwupkubtiph punpnnuywu hwpunwgdwu dhowywjph upquy 5.00 5,500 27,500
10 |<bYwnnku wqun Yag 2.00 42,000 84,000
11 “pndwjht Epunpuilynng wgqwnp Yag 1.00 58,000 58,000
12 Uuw-whwwnnuwht wpgqwiwly Ug 7.50 34,000 255,000 212,500.00 255,000.00
13 |Uuw-wbwwnuwht wquwp Yud utunignn wguwn 1% whkwwnnuny Te 46.00 30,000 1,380,000
14 Eunn wquwp Ug 80.00 29,000 2,320,000
15 |Uwuhw-wnuht wqwp Te 70.00 25,000 1,750,000 1,450,000.00 1,740,000.00
16 |Uwpnipn wqup pinpud$tupyning yg. 7.00 38,500 269,500 224,166.67 269,000.00
17 |Uwpnipn wpguiwy 4q. 5.00 38,000 190,000 158,333.33 190,000.00
18  [fGhngihynjwjht dhowdwp Ug 8.00 31,000 248,000 206,666.67 248,000.00
19  |Uwy-4nulybt wpquuwy ppndypbigninwnipwnipny Yg 5.00 40,000 200,000
Rjnipk U dwiu uny U shi 4 b u u
20 |Fiminbnushl dwlinguluwgnyting b stqng Guipdhpnd fnuht wngutiul g 4.00 53,000 212,000 166,666.67 200,000.00
(Violet Red Bile Broth)
21 |Enpwpwpwihu dhowduwp g 30.00 32,000 960,000
22 [Upniuwhu wquwph hhip g 2.00 46,000 92,000 76,666.67 92,000.00
23 [Luhup dhowdwyp Yo 2.00 100,000 200,000 108,333.33 130,000.00
24 |Ugbunwdhnwihtu wpgqutwy qp 100.00 200 20,000
25  |Pwypn-Nwplybiph wgqupuwiht dhowywjp g 1.00 70,000 70,000 50,000.00 60,000.00
26 |Uqup-wqup g 1.00 43,000 43,000
27 «P» fudph unpbwywwlnybiph (S. agalactiae) wugwndwu b tnwppbpwldwu ™ 10.00 196,000 1,960,000
fupndngbu punpnnulwy dhowyuwyn_1
28 «P» fudph unpbiwywnwynybinh (S. agalactiae) wugwindw b twppbpwldwu updul 270.00 6,600 1,782,000
fupndngbu dhowywyph hwybnwd
29 «P» fudph unpbwwnwynybiph (S. agalactiae) wugwndwu W nmwppbpwydwu ™ 10.00 350,000 3,500,000
fupndngbt punpnnulwt dhowyuwyn_2
30  |<hwnipwnh hhnpnihgh nhnwpydwt wpguuwy qp 200.00 250 50,000
31 |Ph$hnnpwlnbphwubiph wékgdwu uunignn dhowduyn Ug 0.50 52,000 26,000
MRS tphwub Sligdwu/hwjinuwpbpdwu hwd
32 wiguin Lunnpuntiphuiitiph wtigdu/huyntiwptnduts hudun g 150 67,600 101,400
(Syhu 80-ny)
33 |EPuwR-unibhinwhl dhowiduyp” Yinuinphnhuwtibinh (wry pynud ™ e 70,000 70,000
wbip$phugbuuh) hwyinuwpbpdwu W wugwwndwu hwdwp
34 |Pwlwbipnhn wqup hwybnwing Inwlwqd 1.00 60,000 60,000
35  |Uhowywjp dwuptutiph qwpdntuwynieiniup npngtint hwidwn' Metility medium 4g. 0.50 70,000 35,000
36  |Ujnytip-<hupnuh dhowywyp Ug 5.00 40,000 200,000
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37 |Uhdntuh dhowdwp Ug 1.50 48,000 72,000
38 |Ugbwnwunwiht nwppbpwlhs wqun Ug 1.00 59,000 59,000
39  |Uwntuwwnuwihl wgwp Ug 0.25 64,200 16,050
40 |Ywihnudh nbniphunh 3,5%-wung |- upquy 10.00 7,000 70,000
41 |Yanunigwiht b wnhdhpuhtuwihtu (MYP) wquph hhdp Yag 0.50 140,000 70,000
42 |B. cereus-h wakgdwu dhowywiph wnihdhpuhtwiht hwybinud upquy 10.00 6,500 65,000
43 [Lbnw-tuynyhtught wquph hhdp' bwwnphnuwh wghnny Yag 1.00 130,000 130,000
44 |Upwtibg-Pwpunih wquph hhip Ya 2.00 55,000 110,000 89,166.67 107,000.00
45 |Ynphubipwluinbiphwubtiph wekgdwu b hwpnuwpbpdwu <njjh dhowyuwynh hhip Yo 0.20 240,000 48,000
46 |38bkpuhupnquiht ubinhy wpquiiwlyh hhdp' hwybnuing Inwlwqd 1.00 55,000 55,000
47 [8bpuhupnquiht ubjlnhy wqwph hhdp' hwdbnwing Inwlwqd 1.00 130,000 130,000
48  [SCDLP wpquwuwl' Sphwwhl unjwjh (ighwhuny b wyhund wpguwy Uag 0.50 150,000 75,000 41,666.67 50,000.00
Lnpndngbt wgwn' nipnwwengbu pwlnbphwutph hwynuwpbpdw no
49 wwppbpwldut hudwn (UTIC) Ya 1.00 150,000 150,000
50 |<huh dhgwyuwip jwlngny g 2.00 58,000 116,000
51 |<huh dhowyuwyp qyniyngny g 2.00 58,000 116,000
52 |<huh dhowywjp dwuhwnny g 0.50 58,000 29,000
53 |hdhwlw dwpnip wn' twwnphnuh pinphn g 80.00 600 48,000
54 | Lwwphnwh hhynuny$hun g 2.00 33,000 66,000
55  |Bwquwph shp wjwgiw upjuy 150.00 2,400 360,000 1,000,000 1,200,000
56  |9pwdny ubipydwu ubpytiph hwjwpwdént Inwlwqy 20.00 21,336 426,720 437,000.00 524,400.00
57  |Pnibbipwiht nonype upjuy 150.00 1,500 225,000 500,000 600,000
58  |UbP-tinh hwjwpwsdni N 2 pwlwqd [ 30.00 29,000 870,000 2,000,000 2,400,000
59  |Rhdhwlwl dwpnip jwlnng g 20.00 3,000 60,000
60 [Lhuhwlwu dwpnip gynilng g 80.00 2,500 200,000
61  [Uywywnuwlubp opuhnuquiny 8-10 dd wpwidwagdny hwwn 3,000.00 80 240,000
62 |apnt ohinily unpdwy da 1,000.00 132 132,000 250,000 300,000
63  |Ujwywnwlubip owywnnfuhtuny hwwn 25.00 202 5,050
64  |tungnp tingtipwynp wuwuntuh snp |inh qp 100.00 150 15,000
2 b u & 4 u
g5 |2 2hgbunquuhl wnunnpgUud wiunnpnzhs hindj wqynunhliughush upyuily 5.00 21,600 108,000 300,000 360,000
nbwyghwih hwdwp $kpuutiph -V
66  |2np 2hgbinquiht wnunppgwd wiunnpnghs ohéiny $iiputitin wnhw 11 upduy 5.00 21,600 108,000 300,000 360,000
2 dnub u & 6 u
g7 | 2nn uiintinquihts wrunnpgqwd wunnpnahe 2h6iniy wigynunpliughuh upyuily 15.00 45,400 681,000 1,250,000 1,500,000
nbwlyghwih hwdwp ABCDE
2 dnub u & 6 u
gg |2nn uwidntibinquuht wnunnpguud whunnpnghs ghdndy weynunptiughush 5.00 26,800 134,000 300,000 360,000
ntwyghwih hwdwp 04
2 dnub u & 6 u
gg |2 udntbinquuhli wikunnpgud wiutnnnnzs ohniy waynunhtiwghush upyuily 5.00 26,800 134,000 300,000 360,000
nbkwyghwih hwdwp 05
2 dnubi u & 6 u
70 |2nn uwidntibinquuht wnunnpguud whunnpnghs ghfndy waynunptighush 5.00 26,800 134,000 300,000 360,000
nbwyghwih hwdwp 06
2 unub u & ] u
71 |2nn uwdntinquubl winunnpguuwd whunnpnghs ghdndy waynunhliughuh upyuly 5.00 26,800 134,000 300,000 360,000
nbwyghwih hwdwp 07
2 dnubi u & 6 u
72 |2 vwdnbbinquubl wpunnpgdwd whunnnzhs héndy waynunhtwghush | 5.00 26,800 134,000 300,000 360,000
nkwyghwih hwdwp 08
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2 unub u & ] u
73 nn uwldntibinquhli wiunppgUud wiutnnnnzhs ghnidy waynunhtiwghush upyuly 5.00 26,800 134,000 300,000 360,000
nbwyghwih hwdwp 09
2 dnubi u & 6 u
74 |?nn uwaintbinquuht wunnpgqws whunnpnahs 2htind wigyninhliuighuh upquy 5.00 26,800 134,000 300,000 360,000
nbwlyghwih hwdwp 012
2 unub u & 6 u
75 nn uwdntibinquhls wunppgud wiutnnnnzhs ghnidy weynunhtiwghush upyuly 5.00 26,800 134,000 300,000 360,000
ntwyghwih hwdwp Ha
Q dnub u 15} 6 u
76 |2 uwdntbinquuhl wiunnpgywd wiunnnnzhs héndy waynunhtiwghuih upquly 5.00 26,800 134,000 300,000 360,000
nbwyghwih hwdwp Hd
2 unub u & 6 u
7 nn uwpdntibinquhli wunppgUud wiutnnnnzhs ghnidy weynunhtiughush upyuly 3.00 26,800 80,400 300,000 360,000
ntwyghwjh hwdwp Hf
Q dnub u 15} 6 u
7g |2 uwdntbinquihl wiunnpgywd whunnnnzhs héndy wiaynunhtwghuih upquly 3.00 26,800 80,400 300,000 360,000
nkwyghwih hwdwp Hp
2 unub u & G u
79 |2nn uuintinquuhts wiunnpgqws wiiunnpnahs 2htindy wigynunhtivighush unduly 3.00 26,800 80,400 300,000 360,000
ntwyghwjh hwdwp Hg
Q dnub u & 6 u
go |2nn uwintbinquubli winunnpgUuid whunnpnghs 2h6niy waynunhliughush unyuy 3.00 26,800 80,400 300,000 360,000
nbwlghwih hwdwp Hst
2 unub u & G u
g |2nn uwintfinquipli wnunnpgywd whunnpnahs hnty waynunhiughuh unduly 10.00 26,800 268,000 600,000 720,000
ntwyghwjh hwdwp Hgm
Q dnub u & 6 u
gp |2 uwLdntbinquihli winunnpgUuwd whunnpnghs ghndy waynunhliughush upduly 10.00 26,800 268,000 600,000 720,000
nbwlghwih hwdwp Hi
b Lphwubph Yhu ] 1f bpwldwu API - 20E phuwn-
gy |Fuwntnnpuintnhuibph ibuwphidhulul inupptinuldu PRI nwlwqe | 1.00 132,500 132,500
hwywpwdnt
Q%bpdbu un dwupkub, &u Ul If] o] dwu APl - 20NE
gg | PPondsinwgUn dulintinh bEUuuphdhulil inunplpwldu [nwljuqu 1.00 192,500 192,500
rehun-hwjwpwdnt
u b [l tiph Yk U u Lpwldwu API -
o5 |Unubhinlanh ni dhupnynynn Ustuuwphuhult wunpnuldu s | 100 | 200800 | 201500
Staph pbuwn-hwwpwdnt
Uwnpb b &u Ul If] o] dwu API - St Guwn-
go | naunulinttinh tuwphdhuwliuwl iwnpiuldw rep Eaum [nwljuqu 1.00 201,500 201,500
hwyjwpwdnt
Uwupkubiph YEuuwphdhwywu hwnynigyniuubph hhdwu ypw
87  |wwpptipwydwu AP hwdwywpgbiph hwdwp twuwnbudws nbwqbunubph | puluqd 1.00 233,000 233,000
Inwlwqd
88 [Mbwgbkuwn NIN [nuljwqy 1.00 25,000 25,000
89 |7TU(S -h wuswwndwu hwywpwdnt «VYuld unpp -B» Inwlwqd 2.00 33,000 66,000
Eunbipnwiunwshtu (nhwpngtiu) wnhpwiht gnuyhyubkiph (EPEC, ETEC, EIEC,
90 |EHEC, EAGEC) YUfa-u Yihuhywlwu b opowlw dhowyuwjnph udnipubinhg [nwluqu 10.00 114,000 1,140,000
hwjinuwpbpdwu hwjwpwdnt
Ywuwnywn hwgh (Bordetella pertussis), hwplwwnywn hwgh (Bordetella
parapertussis) b ppnufunubiwunhlngh (Bordetella bronchiseptica)
9 | hwpnighstbph FLR-t Yhuhlwlut Winittinhg hujnbwptndwt nwuiqd | 3.00 120,000 360,000
hwywpwdnt
MTN hwywpwdnt Thgbjwubiph (Shigella spp.), Uwjdnubjwubiph (Salmonella
92 [spp.), Ywdwhinpwlwinbiphwutiph (Campylobacter spp.), YUl Yihupjulwu b | jpuljuqd 2.00 108,000 216,000
onowlw dhowduyph udnipubiphg hwyjntwpbpdwu hwdwp
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Stipuhuhnqubiph hwpnighsubiph yhpnybuwn b wdhpnybun snwdubph
93  |(Yersinia enterocolitica, Yersinia pseudotuberculosis) FU(S - U wugwwnbint b | |pwlwqd 1.00 108,000 108,000

wnwnppbpwlybint hwjwpwdnt
o4 Neisseria meningitidis, Haemophilus influenzae L Streptococcus pneumoniae-h g 3.00 159.000 477,000

YU(-U Yhuuwpwuwywu wniend hwyntwpbpdwy hwwpwdnt nulig ' ' '

Uwu u dkuhughwnutbph' N. ingitidis-h, H. infl -hus.
95 wilinkus pughuitiph N. meningitidis-f, H. influenzae-h [nwlwqd 1.00 200,000 200,000

pneumoniae-h FU(S-h hwynuwpbpdwt b s6wnhwywdnpdwt hwywpwdnt

Legionell hila-h FUfe- 4 L Yihu u
g |egionella pneumophila-h h 2nowyjw dhowuynh b Yhtpluu iy 3.00 60,000 180,000

Udnipubipnud pwuwlwlwu b npulwlwiu npnadwy hwyjwpwdnt
97  [«A» fudph unpbwunwlynybph hwjnuwpbpdwi wpwg phun [nwluqu 10.00 9,000 90,000
98  |<kjhynpwlwbip whinphh hwlwduh npnpdwt wpwq phun (Ynwupnid) Inwlwqy 6.00 15,000 90,000 70,800.00 84,960.00
99  |Ywdwhnpwlnbph hwlwduh npnodwt wpwg phuwn Ynwupnid Inwlwqu 5.00 20,000 100,000 150,000.00 180,000.00
100  |Spwuuwnpuwiht hwdwlwpg Ybph RlEph dhowywypny hwwn 10,000.00 160 1,600,000 1,250,000 1,500,000
101 [Spwuuwynpuiwihtu hwdwlwpg Unynuwpunh dhowydwipny, hwwn 500.00 330 165,000 125,000 150,000 164,000.00 164,000.00
102 |Spwuuwnpunwihtu hwdwlwng Eduh hpndy (Wdhbu) dhowydwpny hwn 5,000.00 150 750,000 740,000.00 740,000.00
103 | Spwuuwnpuwihtu hwdwlwpg Eduh wgqwpwyht (UWdhku) dhowduipny hwn 500.00 150 75,000 125,000 150,000

SuqMulybn»-ub utiph hwdwn (4 Jwuub

104 [<FuaNwytin>-ttip Epuhlunnpttiph hwdwn (dhiprwkpndhy ww)dwtibp huwn 10.00 3,037 39.370

unbindtint hwdwp)
105 «FwqMuwytwnr»-ubip Epupluinnpubph hwdwp (wuwkpnp Wwdwuubp hwin 5.00 2,916 14580

unbindtiint hwidwp)
106  |Rinpnbnpd thup 20.00 9,800 196,000
107 |Uhquijnip Ug 4.00 30,000 120,000 100,000 120,000

Ezbinhfuhng wnihyuwblun wiunnpnzhs shnubiph inuiuqy’ punluguis
108 OKA, OKB, OKC, OKD U OKE snp ohéinijubinhg Inwlywqd 1.00 1,320,000 1,320,000
109  |Eotippfuhng wfuwnnpnghs 0157 snp ghtinly upduy 3.00 44,000 132,000
1o «YUnhunhup tywndwdp qquiniuniejwu npnadwt hwdwlwpg wpgqutwynid uluq 100 45,000 45,000

dhypnunupwgdw dbpnnny»

«dwulyndhghtup twwndwdp qqujniuntejwi npnadwt hwdwlwnpg
L wpgwlwynwd dhypnunupwgdwt dapnnny» tpujuigd 100 45,000 45,000
112 |<whwdwupbwiht ujuwywnwlubp MEuhghht G 1 UU hwwn 250.00 38 9,600
113 |<wlwdwupbwiht uuwdwnwlubp wdwhghihuny 10 dyq hwwn 1,000.00 38 38,400
114 |[<whwdwupbwiht uyuwywnwlubp wduwhghihunyg 2 dyq hwwn 250.00 38 9,600
s jl::qwdwhptwjhb ulwdwnwlubp wdopuhghht/Yyuynywuwepdny 20/10 huwin 1,500.00 38 57,600

< dwu u ub; b u uny 30/6
e | Ctiudtintust josdunitubn whubpug bl nugnpulnudng 30/ T N 26,5800

uyq
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117 |<whwdwupbwiht ujwywnwlubp opuwghihuny 1 dyg hwwn 250.00 38 9,600
118 |<wlwdwupbwiht uulwnwlubp gb$opuhinhuny 30 dyq hwwn 1,000.00 38 38,400
119 |<wlwdwupbwiht uuwdwnwlubp g$unwghnhing 10 dyg hwwn 750.00 38 28,800
120  [<wlwdwupbwihu uyudwnwlubp gb$wnnnpuhdnyg 10 dyq hwun 500.00 38 19,200
121 [wlwdwupbwihtu uyuwdwnwlubp ge$wnphwpununy 30 dyq hwun 1,000.00 38 38,400
122 |<wywdwupbwiht uuywnwyubp gibnipopupdny 30 dyq hwun 500.00 38 19,200
123 [wlwdwupbwihtu ujuwdwnwlyubp ge$ninwpuhdny 5 dyq hwun 400.00 38 15,360
124 | <wlwdwupbwiht uuywnwlubp gi$w)tipupuny 30 dyq hwun 400.00 38 15,360
125  [wlwdwupbwihtu ujuwdwnwlubp ge$bwhdny 30 dyq hwun 1,250.00 38 48,000
126 [<wlwdwupbwihtu ujuwdwnwyubp Epnwwbtubdng 10 dyg hwun 400.00 38 15,360
127 | <wywdwupbwht uuywnwyubp hdhwbubdng 10 dyq hwun 750.00 98 73,500
128 [wlwdwupbwihtu ujuwdwnwlubp depnwbutidng 10 dyg hwun 1,000.00 38 38,400
129  [<wlwdwupbwihtu ujuwdwnwlubp wqunpbnuwdny 30 dyg hwun 750.00 38 28,800
130  [<wywdwupbwiht ujuywnwlyubp $nubndhghtunyg 200 dyq hwun 500.00 38 19,200
131 |<wlwdwupbwiht uuwywnwlubp ghupndlopuwghuny 5 dyq hwun 1,500.00 38 57,600
132 [<wlwdwupbwihtu uyudwnwlubp wbbepuwghunyd 5 dyg hwun 250.00 38 9,600
133 [<wlwdwupbwihtu ujuwdwnwlubp |Gynbopuwghunyg 5 dyq hwun 1,500.00 38 57,600
134 [<wlwdwupbwihtu ujuwdwnwlubp dopuhblopuwghuny 5 dyq hwun 1,250.00 38 48,000
135  [<wlwdwupbwihtu ujuwdwnwlubp unp$jopuwghunyg 10 dyq hwun 1,000.00 38 38,400
136 |<wlywdwupbwiht ufuwdwnwyubp wdhywghuny 30 dyg hwun 1,000.00 38 38,400
137 [<wlwdwupkwihtu ujuwdwnwlubp gbunwdhghuny 30 dyq hwun 250.00 38 9,600
138 [<wywdwupbwihu ujuwywnwlyubp gEunmwdhghuny 10 dyg hwun 1,000.00 38 38,400
139 |<wlwdwupbwiht uuwywnwyubp wnppwdhghung 10 dyg hwun 500.00 38 19,200
140  [<wlwdwupbwihtu ujuwdwnwlubp wnbynwwuuhund 30 dyq hwun 250.00 38 9,600
141 [<wlwdwupbwiht ujuwdwnwlubp Juulyndhghunyg 5 dyq hwun 250.00 38 9,600
142 | <wlwdwupbwiht uuywnwyubp fihunwdhghung 2 dyq hwun 500.00 38 19,200
143 [<wlwdwupbwiht uyuwdwnwlubp |hubgnhnng 10 dyg hwun 500.00 38 19,200
144 | <wywdwupbwiht uuywnwyubp pinpwdbtuhyning 30 dyq hwun 1,000.00 38 38,400
145  [<wlwdwupbwihtu ujuwdwnwlubp $nighnwperyny 10 dyq hwun 500.00 38 19,200
146 [<wlwdwupbwihtu ujuwdwnwlubp uhnpnbnipwuwnnhung 100 dyq hwun 1,250.00 38 48,000
147 | <wywdwupbwiht uuywnwlubp thnpnpunhuny 30 dyg hwun 1,000.00 38 38,400
148  [<wlwdwupbwiht uywdwnwlubp nhdwdwhghuny 5 dyq hwun 500.00 38 19,200
149 Lwlhwdwupbwiht uuywnwlubp inphdbunnwphd-uny$dudbnopuwgniny hutn 750.00 38 28,800

1.25/23.75 dyq
150  |<wlwdwupbwihtu ujuwldwnwlubp pwghwnpwghtuny 0.04 UU hwwn 750.00 128 96,300
151  |MIC phuwn Jud E - phun dwwwybu whuhghhuny hwwn 30.00 2,400 72,000
152 |MIC phuwn Yuwd E - phiun dwuwywytu gE$unphwpuntny hwwn 30.00 2,400 72,000
153  |Ephppnghunwp quugywd ap 6,000.00 100 600,000
154 [PYR-phuwn - hwywpwdnt [nwiljuqu 1.00 75,000 75,000
155 Red Z® Ywpdpwgnighs Yeuuwpwuwlyw Juwugh Ybpwhuydw b tnwppbp huin 100 80,000 80,000

YEuuwpwuwlwu Swadwu Uynyebiph hwywpdwt b dwppdwu hwdwp

Green Z® Jwndpwgnighs Yruuwpwiwlwu b phdhwlwu Junwuqubph
156  |Ytpwhuldwu b nwpptp YEuuwpwuwlwu dwqiwt Unietiph hwjwpdwu b hwwn 1.00 80,000 80,000

dwppdwt hwdwp
157  |Ppndphdninjwwnywn hunhluwnnp qp 500.00 600 300,000
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E.coli ATCC 25922 (NCTC 12241, CIP 76.24, DSM 1103, CCUG 17620, CECT

158 hwn 1.00 121,000 121,000
434
P. aeruginosa ATCC 27853 (NCTC 12903, CIP 76.110, DSM 1117, CCUG

159 hwwn 1.00 121,000 121,000
17619, CECT 108)

S. aureus ATCC 29213 (NCTC 12973, CIP 103429, DSM 2569, CCUG 15915,

160 hwn 1.00 121,000 121,000
CECT 794)

E. faecalis ATCC 29212 (NCTC 12697, CIP 103214, DSM 2570, CCUG 9997,

161 hwwn 1.00 121,000 121,000
CECT 795)

S. pneumoniae ATCC 49619 (NCTC 12977, CIP 104340, DSM 11967, CCUG

162 hwn 1.00 121,000 121,000
33638)

H. Influenza ATCC 49766 (NCTC 12975, CIP 103570, DSM 11970, CCUG

163 hwwn 1.00 121,000 121,000
29539)

Campylobacter jejuni ATCC 33560 (NCTC 11351, CIP 702, DSM 4688, CCUG

164 hwn 1.00 121,000 121,000
11284)

165 Escherichia coli ATCC 35218 (NCTC 11954, CIP 102181, DSM 5923, CCUG h L00 121,000 121,000
30600, CECT 943) e : ' '
Klebsiella pneumoniae ATCC 700603 (NCTC 13368, CCUG 45421, CECT

166 hwn 1.00 121,000 121,000
7787)

167 |Enterobacter cloacae CCUG 59627 hwwn 1.00 121,000 121,000

168 |K. pneumoniae CCUG 58547 Jwd K. pneumoniae NCTC 13440 hwwn 1.00 121,000 121,000

169 |K. pneumoniae NCTC 13443 hwwn 1.00 121,000 121,000

170  |E. coli NCTC 13476 hwwn 1.00 121,000 121,000

171 |K. pneumoniae CCUG 56233 Ywd K. pneumoniae NCTC 13438 hwn 1.00 121,000 121,000

172 |K. pneumoniae NCTC 13442 hwn 1.00 121,000 121,000

173 |K. pneumoniae ATCC 25955 hwn 1.00 121,000 121,000

174  |E. coli CCUG 62975 hwn 1.00 121,000 121,000

175 |E. coli CCUG 58543 hwn 1.00 121,000 121,000

176 |K. pneumoniae CCUG 58545 hwn 1.00 121,000 121,000

177 |S. aureus NCTC 12493 hwn 1.00 121,000 121,000

178 |S. aureus NCTC 13552 hwn 1.00 121,000 121,000

179 |S. aureus ATCC 700698 hwn 1.00 121,000 121,000

180 |[S. aureus ATCC 700699 hwn 1.00 121,000 121,000

181 |E. faecalis ATCC 51299 hwwn 1.00 121,000 121,000

182 |E. faecium NCTC 12202 hwwn 1.00 121,000 121,000
GN - £ b u Gu Uow Snud-| u ub

183 wpwnip ihulynntt Ll Spund-puguiunliuts gnuyhlilnh hwn 20.00 6,480 129,600
unyuwlwuwgdwu hwdwp
GP - £ b u bu Upwu Spuwid- u dwunkub,

184 wintntp Lihthlnntl tpwlwuih Spuwd-npuljul dulintieph hun 40.00 6,480 250,200
unyuwlwuwgdwu hwdwp
AST-N460 - £ b u Bu upwu puid-| u

185 wininin ihUhlnnBl tpwiwluih Spud-puguuliu hwn 20.00 6,480 129,600
gnwyhlyubinh <U% phutnwdnpdwt hwdwnp
AST-P592 - £ b u bu upwu Spuwid- u dwunkub,

186 winntn Lihthlnntl tpwbwbuih Spuwd-npuljul dutintieph hun 20.00 6,480 129,600
<UD phunwynpdwu hwdwp

Lghnubjwub Ghguwu hwd b § wdfuw-npnduwht

1g7  |-bahnubuititinh wlbguut huilun pribipuiguud wdfuu-nanduhls wqwrh [pwlwqy 1.00 120,000 120,000

b wéh nt puinpnnulwt hwybinudubph pulywaqd
wwnbipu nbwgbunubiph hwjwpwsdnt Leghnubjw wuldw$hiw

1gg |-wntpy nfuwghlntiinh huidwpwdnt Lghntiiw wlluubhiuh nwluqd | 1.00 100,000 100,000
gbwinwppbpwldwt / unytwlwuwgdwu hwdwp

189 |Legionella pneumophila serogroup 1 |hn$hihquigywd ounwd upduy 1.00 121,000 121,000
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190 _|f@nn nthph Yud LhU wpquiiwy Ynjhuinhuny b bwihnhpuwppyny Yyg 1.00 90,000 90,000

191 |Ynpnuiphw wqwp ngfuwph wpniuny’ Mbnpph pwubipny hwwn 1,000.00 520 520,000

Lwwnbpu wgynunhuwghwih nbwgbunubph hwjwpwént P fudph

192 winpbugnulynlnh tngulubugiut hudup [nwlwqy 8.00 150,000 1,200,000

193 |Uhwuqudjw ogunwgnpddwl qluwpl hwwn 5,000.00 10 50,000

194 |huwjwp pdywlwu dElwuqudjuw ogun. ng unbiph| jun.30 hwwn 6,000.00 147 882,000

195  |Pwhpy qnygq 8,000.00 7 56,000

196 |dbtinung pdolwlwu dwupkbwqgtind qnyg 1,500.00 150 225,000




Cwbws-2

Sudwu ghu «Epunpw dnpnpu» UMC «4dhnjw» UNC «Ph RPlppp» UMC
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy
1 Sbpdbunmwinhy whwnnu Ug 120.00 14,000 1,680,000 2,090,000.00 2,508,000.00
2 Luhng-|hghu-nkgopupfunjwwnwiht’ XLD wqwp Yag 100.00 33,000 3,300,000 4,416,666.67 5,300,000.00
3 SS wqup e 10.00 30,000 300,000 500,000.00 600,000.00
4 Pnibbipwgdwd wbwwnnuwenip Yag 2.00 36,000 72,000 59,800.00 71,760.00
5 Ujnyp-wnibdwth mbnpwphnuwnwihu dhowydwyp Yag 1.00 40,000 40,000 33,233.33 39,880.00
' u
g |UbbUhnushl wnguiw fuud Liguntih dhguidwyn® fguud plinpnnud Ya 40.00 37,000 1,480,000 1,846,666.67 2,216,000.00
hwytinuing
7 Nwwwnwnpun-Hwuhhwnhup dhgwdwin' dnnh$hlugdus g 45.00 44,700 2,011,500 1,642,500.00 1,971,000.00
8 Shigella gbinh dwupkubiph punpnnuywu hwpunwgdwu dhowywyph hhdp Yag 1.00 37,000 37,000
9 Shigella ginh dwupkubtiph punpnnuywu hwpunwgdwu dhowywjph upquy 5.00 5,500 27,500
10 [<blunbu wqup ['Te 2.00 42,000 84,000 69,800.00 83,760.00
11 “pndwjht Epunpuilynng wgqwnp Ug 1.00 58,000 58,000 46,666.67 56,000.00
12 Uuw-whwwnnuwht wpgqwiwly Ug 7.50 34,000 255,000 211,750.00 254,100.00
13 |Uuw-wbwwnuwht wquwp Yud utunignn wguwn 1% whkwwnnuny Te 46.00 30,000 1,380,000 1,456,666.67 1,748,000.00
14 |Eunn wqup Te 80.00 29,000 2,320,000 2,933,333.33 3,520,000.00
15 |Uwuhw-wnuht wqwp Te 70.00 25,000 1,750,000 2,216,666.67 2,660,000.00
16 [Uwpnipn wqup pinpwd$buhyning 4q. 7.00 38,500 269,500 290,500.00 348,600.00
17 |Uwpnipn wpguiwy 4q. 5.00 38,000 190,000 157,833.33 189,400.00
18  [fGhngihynjwjht dhowdwp Ug 8.00 31,000 248,000 346,666.67 416,000.00
19 Uwl-Ynulyb wpquuwl ppndypbgninuynipynipny Ya 5.00 40,000 200,000 162,000.00 194,400.00
Rjnipk U dwiu uny U shi 4 b u u
20 |Fiminbnushl dwlinguluwgnyting b stqng Guipdhpnd fnuht wngutiul g 4.00 53,000 212,000 169,333.33 203,200.00
(Violet Red Bile Broth)
21 [Gnowpwpuyht dhowuyp Ya 30.00 32,000 960,000 1,125,000.00 1,350,000.00
22 [Upniuwhu wquwph hhip g 2.00 46,000 92,000 74,666.67 89,600.00
23 |Lupup dhowduyp Ya 2.00 100,000 200,000 120,000.00 144,000.00
24 |Ugbunwdhnwihtu wpgqutwy qp 100.00 200 20,000
25  |Pwypn-Nwplybiph wgqupuwiht dhowywjp g 1.00 70,000 70,000 53,333.33 64,000.00
26 Uguip-wqunp g 1.00 43,000 43,000 34,833.33 41,800.00
27 «P» fudph unpbwywwlnybiph (S. agalactiae) wugwndwu b tnwppbpwldwu ™ 10.00 196,000 1,960,000
fupndngbu punpnnulwy dhowyuwyn_1
28 «P» fudph unpbiwywnwynybinh (S. agalactiae) wugwindw b twppbpwldwu updul 270.00 6,600 1,782,000
fupndngbu dhowywyph hwybnwd
29 «P» fudph unpbwwnwynybiph (S. agalactiae) wugwndwu W nmwppbpwydwu ™ 10.00 350,000 3,500,000
fupndngbt punpnnulwt dhowyuwyn_2
30  |<hwnipwnh hhnpnihgh nhnwpydwt wpguuwy qp 200.00 250 50,000
31 |Ph$hnnpwlnbphwubiph wékgdwu uunignn dhowduyn Ug 0.50 52,000 26,000 21,566.67 25,880.00
MRS tphwub Sligdwu/hwjinuwpbpdwu hwd
32 wiguin Lunnpuntiphuiitiph wtigdu/huyntiwptnduts hudun g 150 67,600 101,400 78,000.00 93,600.00
(Syhu 80-ny)
33 Entjue-uniphunuhl dhguiun” Yinunphnhubtiph (i eunud Yo 1.00 70,000 70,000 53,333.33 64,000.00
wbip$phugbuuh) hwyinuwpbpdwu W wugwwndwu hwdwp
34 |Pwlwbipnhn wqup hwybnwing Inwlwqd 1.00 60,000 60,000
35  |Uhowywjp dwuptutiph qwpdntuwynieiniup npngtint hwidwn' Metility medium 4g. 0.50 70,000 35,000
36  |Ujnytip-<hupnuh dhowywyp Ug 5.00 40,000 200,000 375,000.00 450,000.00




Sudwt ghu «Epunpw dnpnpu» UMC «4dhnjw» UNC «Ph Rlippp» UMC
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy
37 |Uhdntup dhowduyp Ya 1.50 48,000 72,000 59,250.00 71,100.00
38 |Ugbwnwunwiht nwppbpwlhs wqun Ug 1.00 59,000 59,000 46,166.67 55,400.00
39  |Uwntuwwnuwihl wgwp Ug 0.25 64,200 16,050
40 |Ywihnudh nbniphunh 3,5%-wung |- upquy 10.00 7,000 70,000 41,666.67 50,000.00
41 |Yanunigwiht b wnhdhpuhtuwihtu (MYP) wquph hhdp Yag 0.50 140,000 70,000
42 |B. cereus-h wakgdwu dhowywiph wnihdhpuhtwiht hwybinud upquy 10.00 6,500 65,000
43 [Lbnw-tuynyhtught wquph hhdp' bwwnphnuwh wghnny Yag 1.00 130,000 130,000 98,333.33 118,000.00
44 |Upwtibg-Pwpunih wquph hhip Ya 2.00 55,000 110,000 86,666.67 104,000.00
45 |Ynphubipwluinbiphwubtiph wekgdwu b hwpnuwpbpdwu <njjh dhowyuwynh hhip Yo 0.20 240,000 48,000 40,000.00 48,000.00
46 |38bkpuhupnquiht ubinhy wpquiiwlyh hhdp' hwybnuing Inwlwqd 1.00 55,000 55,000
47 [8bpuhupnquiht ubjlnhy wqwph hhdp' hwdbnwing Inwlwqd 1.00 130,000 130,000
48  [SCDLP wpquwuwl' Sphwwhl unjwjh (ighwhuny b wyhund wpguwy Uag 0.50 150,000 75,000
Lnpndngbt wgwn' nipnwwengbu pwlnbphwutph hwynuwpbpdw no
49 wwppbpwldut hudwn (UTIC) Ya 1.00 150,000 150,000
50 |<huh dhgwyuwip jwlngny g 2.00 58,000 116,000 90,666.67 108,800.00
51 |<huh dhowyuwyp qyniyngny g 2.00 58,000 116,000 90,666.67 108,800.00
52 |<huh dhowywjp dwuhwnny g 0.50 58,000 29,000 24,166.67 29,000.00
53 |hdhwlw dwpnip wn' twwnphnuh pinphn g 80.00 600 48,000 39,866.67 47,840.00
54 | Lwwphnwh hhynuny$hun g 2.00 33,000 66,000 103,333.33 124,000.00
55  |Bwquwph shp wjwgiw upjuy 150.00 2,400 360,000 687,500.00 825,000.00
56  |9pwdny ubipydwu ubpytiph hwjwpwdént Inwlwqy 20.00 21,336 426,720
57 |Pnbbipwihu nisnyp upduily 150.00 1,500 225,000 172,500.00 207,000.00
58 UPP-tiph hwjwpwdnt N 2 Inwlwqy 30.00 29,000 870,000 1,000,000.00 1,200,000.00
59  |Rhdhwlwl dwpnip jwlnng g 20.00 3,000 60,000 48,000.00 57,600.00
60 [Lhuhwlwu dwpnip gynilng g 80.00 2,500 200,000 158,666.67 190,400.00
61  [Uywywnuwlubp opuhnuquiny 8-10 dd wpwidwagdny hwwn 3,000.00 80 240,000
62 |apnt ohinily unpdwy da 1,000.00 132 132,000 106,666.67 128,000.00
63  |Ujwywnwlubip owywnnfuhtuny hwwn 25.00 202 5,050
64  |tungnp tingtipwynp wuwuntuh snp |inh qp 100.00 150 15,000
2 b u & 4 u
g5 |2 2hgbunquuhl wnunnpgUud wiunnpnzhs hindj wqynunhliughush upyuily 5.00 21,600 108,000 208,333.33 250,000.00
nbwyghwih hwdwp $kpuutiph -V
66  |2np 2hgbinquiht wnunppgwd wiunnpnghs ohéiny $iiputitin wnhw 11 upduy 5.00 21,600 108,000 208,333.33 250,000.00 86,666.67 104,000.00
2 dnub u & 6 u
g7 | 2nn uiintinquihts wrunnpgqwd wunnpnahe 2h6iniy wigynunpliughuh upyuily 15.00 45,400 681,000 875,000.00 1,050,000.00
nbwlyghwih hwdwp ABCDE
2 dnub u & 6 u
gg |2nn uwidntibinquuht wnunnpguud whunnpnghs ghdndy weynunptiughush 5.00 26,800 134,000 208,333.33 250,000.00 107,500.00 129,000.00
ntwyghwih hwdwp 04
2 dnub u & 6 u
gg |2 udntbinquuhli wikunnpgud wiutnnnnzs ohniy waynunhtiwghush upyuily 5.00 26,800 134,000 107,500.00 129,000.00
nbkwyghwih hwdwp 05
2 dnubi u & 6 u
70 |2nn uwidntibinquuht wnunnpguud whunnpnghs ghfndy waynunptighush 5.00 26,800 134,000 107,500.00 129,000.00
nbwyghwih hwdwp 06
2 unub u & ] u
71 |2nn uwdntinquubl winunnpguuwd whunnpnghs ghdndy waynunhliughuh upyuly 5.00 26,800 134,000 107,500.00 129,000.00
nbwyghwih hwdwp 07
2 dnubi u & 6 u
72 |2 vwdnbbinquubl wpunnpgdwd whunnnzhs héndy waynunhtwghush | 5.00 26,800 134,000 107,500.00 129,000.00
nkwyghwih hwdwp 08




Sudwt ghu «Epunpw dnpnpu» UMC «4dhnjw» UNC «Ph Rlippp» UMC
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy
2 unub u & ] u
73 nn uwldntibinquhli wiunppgUud wiutnnnnzhs ghnidy waynunhtiwghush upyuly 5.00 26,800 134,000 107,500.00 129,000.00
nbwyghwih hwdwp 09
2 dnubi u & 6 u
24 | 20D uwydntbinquuht wnunppgywd whinnpnghs ghindy waynunhtwghush upduly 5.00 26,800 134,000
nbwlyghwih hwdwp 012
2 unub u & 6 u
75 nn uwdntibinquhls wunppgud wiutnnnnzhs ghnidy weynunhtiwghush upyuly 5.00 26,800 134,000 107,500.00 129,000.00
ntwyghwih hwdwp Ha
Q dnub u 15} 6 u
76 |2 uwdntbinquuhl wiunnpgywd wiunnnnzhs héndy waynunhtiwghuih upquly 5.00 26,800 134,000 107,500.00 129,000.00
nbwyghwih hwdwp Hd
2 unub u & 6 u
7 nn uwpdntibinquhli wunppgUud wiutnnnnzhs ghnidy weynunhtiughush upyuly 3.00 26,800 80,400 64,500.00 77,400.00
ntwyghwjh hwdwp Hf
Q dnub u 15} 6 u
7g |2 uwdntbinquihl wiunnpgywd whunnnnzhs héndy wiaynunhtwghuih upquly 3.00 26,800 80,400 64,500.00 77,400.00
nkwyghwih hwdwp Hp
2 unub u & G u
79 |2nn uuintinquuhts wiunnpgqws wiiunnpnahs 2htindy wigynunhtivighush unduly 3.00 26,800 80,400 64,500.00 77,400.00
ntwyghwjh hwdwp Hg
80 2np uwpdnubinquiht wnunppgywsd whuinnpnghs shénly wayninhuwghwih updul 3.00 26,800 80,400
nbwlghwih hwdwp Hst
2 unub u & G u
g |2nn uwintfinquipli wnunnpgywd whunnpnahs hnty waynunhiughuh unduly 10.00 26,800 268,000 215,000.00 258,000.00
ntwyghwjh hwdwp Hgm
Q dnub u & 6 u
gp |2 uwLdntbinquihli winunnpgUuwd whunnpnghs ghndy waynunhliughush upduly 10.00 26,800 268,000 215,000.00 258,000.00
nbwlghwih hwdwp Hi
b Lphwubph Yhu ] 1f bpwldwu API - 20E phuwn-
gy |Fuwntnnpuintnhuibph ibuwphidhulul inupptinuldu PRI nwlwqe | 1.00 132,500 132,500
hwywpwdnt
Q%bpdbu un dwupkub, &u Ul If] o] dwu APl - 20NE
gg | PPondsinwgUn dulintinh bEUuuphdhulil inunplpwldu [nwljuqu 1.00 192,500 192,500
rehun-hwjwpwdnt
u b [l tiph Yk U u Lpwldwu API -
o5 |Unubhinlanh ni dhupnynynn Ustuuwphuhult wunpnuldu s | 100 | 200800 | 201500
Staph pbuwn-hwwpwdnt
Uwnpb b &u Ul If] o] dwu API - St Guwn-
go | naunulinttinh tuwphdhuwliuwl iwnpiuldw rep Eaum [nwljuqu 1.00 201,500 201,500
hwyjwpwdnt
Uwupkubiph YEuuwphdhwywu hwnynigyniuubph hhdwu ypw
87  |wwpptipwydwu AP hwdwywpgbiph hwdwp twuwnbudws nbwqbunubph | puluqd 1.00 233,000 233,000
Inwlwqd
88 [Mbwgbkuwn NIN [nuljwqy 1.00 25,000 25,000
89 |7TU(S -h wuswwndwu hwywpwdnt «VYuld unpp -B» Inwlwqd 2.00 33,000 66,000
Eunbipnwiunwshtu (nhwpngtiu) wnhpwiht gnuyhyubkiph (EPEC, ETEC, EIEC,
90 |EHEC, EAGEC) YUfa-u Yihuhywlwu b opowlw dhowyuwjnph udnipubinhg [nwluqu 10.00 114,000 1,140,000
hwjinuwpbpdwu hwjwpwdnt
Ywuwnywn hwgh (Bordetella pertussis), hwplwwnywn hwgh (Bordetella
parapertussis) b ppnufunubiwunhlngh (Bordetella bronchiseptica)
9 | hwpnighstbph FLR-t Yhuhlwlut Winittinhg hujnbwptndwt nwuiqd | 3.00 120,000 360,000
hwywpwdnt
MTN hwywpwdnt Thgbjwubiph (Shigella spp.), Uwjdnubjwubiph (Salmonella
92 [spp.), Ywdwhinpwlwinbiphwutiph (Campylobacter spp.), YUl Yihupjulwu b | jpuljuqd 2.00 108,000 216,000

onowlw dhowduyph udnipubiphg hwyjntwpbpdwu hwdwp




Sudwt ghu «Epunpw dnpnpu» UMC «4dhnjw» UNC «Ph Rlippp» UMC
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy
Stipuhuhnqubiph hwpnighsubiph yhpnybuwn b wdhpnybun snwdubph
93  |(Yersinia enterocolitica, Yersinia pseudotuberculosis) FU(S - U wugwwnbint b | |pwlwqd 1.00 108,000 108,000
wnwnppbpwlybint hwjwpwdnt
o4 Neisseria meningitidis, Haemophilus influenzae L Streptococcus pneumoniae-h g 3.00 159.000 477,000
YU(-U Yhuuwpwuwywu wniend hwyntwpbpdwy hwwpwdnt nulig ' ' '
Uwu u dkuhughwnutbph' N. ingitidis-h, H. infl -hus.
95 wilinkus pughuitiph N. meningitidis-f, H. influenzae-h [nwlwqd 1.00 200,000 200,000
pneumoniae-h FU(S-h hwynuwpbpdwt b s6wnhwywdnpdwt hwywpwdnt
Legionell hila-h FUfe- 4 L Yihu u
o |Legionella preumophila-h YLR-h nswliuw dhourwynh L Yiruhluwtus pulgus | 3,00 60000 | 180,000
Udnipubipnud pwuwlwlwu b npulwlwiu npnadwy hwyjwpwdnt
97  [«A» fudph unpbwunwlynybph hwjnuwpbpdwi wpwg phun [nwluqu 10.00 9,000 90,000
98  |<kjhynpwlwbip whinphh hwlwduh npnpdwt wpwq phun (Ynwupnid) Inwlwqy 6.00 15,000 90,000
99  |Lwdwhnpwlwbph hwywduh npnpdwt wpwg phun Ynwupnud [nwluqu 5.00 20,000 100,000
100  |Spwuuwnpuwiht hwdwlwpg Ybph RlEph dhowywypny hwwn 10,000.00 160 1,600,000 1,121,666.67 1,346,000.00
101 | Spwuuwnpuwihtu hwdwlwpg Unynuwpnh dhowywjpny hwun 500.00 330 165,000
102 |Spwuuwnpunwihtu hwdwlwng Eduh hpndy (Wdhbu) dhowydwpny hwn 5,000.00 150 750,000 560,833.33 673,000.00
103 | Spwuuwnpuwihtu hwdwlwpg Eduh wgqwpwyht (UWdhku) dhowduipny hwn 500.00 150 75,000
SuqMulybn»-ub utiph hwdwn (4 Jwuub
104 [<FuaNwytin>-ttip Epuhlunnpttiph hwdwn (dhiprwkpndhy ww)dwtibp huwn 10.00 3,037 39.370
unbindtint hwdwp)
105 «FwqMuwytwnr»-ubip Epupluinnpubph hwdwp (wuwkpnp Wwdwuubp hwin 5.00 2,916 14580
unbindtiint hwidwp)
106  |Rnpn$npd {hwp 20.00 9,800 196,000 160,000.00 192,000.00
107 |Uhquujnip Ug 4.00 30,000 120,000 173,333.33 208,000.00
Ezbinhfuhng wnihyuwblun wiunnpnzhs shnubiph inuiuqy’ punluguis
108 OKA, OKB, OKC, OKD U OKE snp ohéinijubinhg Inwlywqd 1.00 1,320,000 1,320,000 573,333.33 688,000.00
109  |Eotippfuhng wfuwnnpnghs 0157 snp ghtinly upduy 3.00 44,000 132,000
1o «YUnhunhup tywndwdp qquiniuniejwu npnadwt hwdwlwpg wpgqutwynid uluq 100 45,000 45,000
dhypnunupwgdw dbpnnny»
«dwulyndhghtup twwndwdp qqujniuntejwi npnadwt hwdwlwnpg
L wpgwlwynwd dhypnunupwgdwt dapnnny» tpujuigd 100 45,000 45,000
112 |<whwdwupbwiht ujuwywnwlubp MEuhghht G 1 UU hwwn 250.00 38 9,600
113 |<wlwdwupbwiht uuwdwnwlubp wdwhghihuny 10 dyq hwwn 1,000.00 38 38,400
114 |[<whwdwupbwiht uyuwywnwlubp wduwhghihunyg 2 dyq hwwn 250.00 38 9,600
s jl::qwdwhptwjhb ulwdwnwlubp wdopuhghht/Yyuynywuwepdny 20/10 huwin 1,500.00 38 57,600
< dwu u ub; b u uny 30/6
e | Ctiwnbugl uuunuiubn whunuwghibnugnpulnuing 307 N 26,800

uyq




Sudwt ghu «Epunpw dnpnpu» UMC «4dhnjw» UNC «Ph Rlippp» UMC
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy

117 |<whwdwupbwiht ujwywnwlubp opuwghihuny 1 dyg hwwn 250.00 38 9,600
118 |<wlwdwupbwiht uulwnwlubp gb$opuhinhuny 30 dyq hwwn 1,000.00 38 38,400
119 |<wlwdwupbwiht uuwdwnwlubp g$unwghnhing 10 dyg hwwn 750.00 38 28,800
120  [<wlwdwupbwihu uyudwnwlubp gb$wnnnpuhdnyg 10 dyq hwun 500.00 38 19,200
121 [wlwdwupbwihtu uyuwdwnwlubp ge$wnphwpununy 30 dyq hwun 1,000.00 38 38,400
122 |<wywdwupbwiht uuywnwyubp gibnipopupdny 30 dyq hwun 500.00 38 19,200
123 [wlwdwupbwihtu ujuwdwnwlyubp ge$ninwpuhdny 5 dyq hwun 400.00 38 15,360
124 | <wlwdwupbwiht uuywnwlubp gi$w)tipupuny 30 dyq hwun 400.00 38 15,360
125  [wlwdwupbwihtu ujuwdwnwlubp ge$bwhdny 30 dyq hwun 1,250.00 38 48,000
126 [<wlwdwupbwihtu ujuwdwnwyubp Epnwwbtubdng 10 dyg hwun 400.00 38 15,360
127 | <wywdwupbwht uuywnwyubp hdhwbubdng 10 dyq hwun 750.00 98 73,500
128 [wlwdwupbwihtu ujuwdwnwlubp depnwbutidng 10 dyg hwun 1,000.00 38 38,400
129  [<wlwdwupbwihtu ujuwdwnwlubp wqunpbnuwdny 30 dyg hwun 750.00 38 28,800
130  [<wywdwupbwiht ujuywnwlyubp $nubndhghtunyg 200 dyq hwun 500.00 38 19,200
131 |<wlwdwupbwiht uuwywnwlubp ghupndlopuwghuny 5 dyq hwun 1,500.00 38 57,600
132 [<wlwdwupbwihtu uyudwnwlubp wbbepuwghunyd 5 dyg hwun 250.00 38 9,600
133 [<wlwdwupbwihtu ujuwdwnwlubp |Gynbopuwghunyg 5 dyq hwun 1,500.00 38 57,600
134 [<wlwdwupbwihtu ujuwdwnwlubp dopuhblopuwghuny 5 dyq hwun 1,250.00 38 48,000
135  [<wlwdwupbwihtu ujuwdwnwlubp unp$jopuwghunyg 10 dyq hwun 1,000.00 38 38,400
136 |<wlywdwupbwiht ufuwdwnwyubp wdhywghuny 30 dyg hwun 1,000.00 38 38,400
137 [<wlwdwupkwihtu ujuwdwnwlubp gbunwdhghuny 30 dyq hwun 250.00 38 9,600
138 [<wywdwupbwihu ujuwywnwlyubp gEunmwdhghuny 10 dyg hwun 1,000.00 38 38,400
139 |<wlwdwupbwiht uuwywnwyubp wnppwdhghung 10 dyg hwun 500.00 38 19,200
140  [<wlwdwupbwihtu ujuwdwnwlubp wnbynwwuuhund 30 dyq hwun 250.00 38 9,600
141 [<wlwdwupbwiht ujuwdwnwlubp Juulyndhghunyg 5 dyq hwun 250.00 38 9,600
142 | <wlwdwupbwiht uuywnwyubp fihunwdhghung 2 dyq hwun 500.00 38 19,200
143 [<wlwdwupbwiht uyuwdwnwlubp |hubgnhnng 10 dyg hwun 500.00 38 19,200
144 | <wywdwupbwiht uuywnwyubp pinpwdbtuhyning 30 dyq hwun 1,000.00 38 38,400
145  [<wlwdwupbwihtu ujuwdwnwlubp $nighnwperyny 10 dyq hwun 500.00 38 19,200
146 [<wlwdwupbwihtu ujuwdwnwlubp uhnpnbnipwuwnnhung 100 dyq hwun 1,250.00 38 48,000
147 | <wywdwupbwiht uuywnwlubp thnpnpunhuny 30 dyg hwun 1,000.00 38 38,400
148  [<wlwdwupbwiht uywdwnwlubp nhdwdwhghuny 5 dyq hwun 500.00 38 19,200
149 Lwlhwdwupbwiht uuywnwlubp inphdbunnwphd-uny$dudbnopuwgniny hutn 750.00 38 28,800

1.25/23.75 dyq
150  |<wlwdwupbwihtu ujuwldwnwlubp pwghwnpwghtuny 0.04 UU hwwn 750.00 128 96,300
151  |MIC phuwn Jud E - phun dwwwybu whuhghhuny hwwn 30.00 2,400 72,000
152 |MIC phuwn Yuwd E - phiun dwuwywytu gE$unphwpuntny hwwn 30.00 2,400 72,000
153 [Ephppnghuwp quitgyws da 6,000.00 100 600,000 600,000 600,000
154 [PYR-phuwn - hwywpwdnt [nwiljuqu 1.00 75,000 75,000
155 Red Z® Ywpdpwgnighs Yeuuwpwuwlyw Juwugh Ybpwhuydw b tnwppbp huin 100 80,000 80,000

YEuuwpwuwlwu Swadwu Uynyebiph hwywpdwt b dwppdwu hwdwp

Green Z® Jwndpwgnighs Yruuwpwiwlwu b phdhwlwu Junwuqubph
156  |Ytpwhuldwu b nwpptp YEuuwpwuwlwu dwqiwt Unietiph hwjwpdwu b hwwn 1.00 80,000 80,000

dwppdwt hwdwp
157  |Ppndphdninjwwnywn hunhluwnnp qp 500.00 600 300,000 245,000.00 294,000.00




Sudwt ghu «Epunpw dnpnpu» UMC «4dhnjw» UNC «Ph Rlippp» UMC
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy
E.coli ATCC 25922 (NCTC 12241, CIP 76.24, DSM 1103, CCUG 17620, CECT

158 hwn 1.00 121,000 121,000
434
P. aeruginosa ATCC 27853 (NCTC 12903, CIP 76.110, DSM 1117, CCUG

159 hwwn 1.00 121,000 121,000
17619, CECT 108)

S. aureus ATCC 29213 (NCTC 12973, CIP 103429, DSM 2569, CCUG 15915,

160 hwn 1.00 121,000 121,000
CECT 794)

E. faecalis ATCC 29212 (NCTC 12697, CIP 103214, DSM 2570, CCUG 9997,

161 hwwn 1.00 121,000 121,000
CECT 795)

S. pneumoniae ATCC 49619 (NCTC 12977, CIP 104340, DSM 11967, CCUG

162 hwn 1.00 121,000 121,000
33638)

H. Influenza ATCC 49766 (NCTC 12975, CIP 103570, DSM 11970, CCUG

163 hwwn 1.00 121,000 121,000
29539)

Campylobacter jejuni ATCC 33560 (NCTC 11351, CIP 702, DSM 4688, CCUG

164 hwn 1.00 121,000 121,000
11284)

165 Escherichia coli ATCC 35218 (NCTC 11954, CIP 102181, DSM 5923, CCUG h L00 121,000 121,000
30600, CECT 943) e : ' '
Klebsiella pneumoniae ATCC 700603 (NCTC 13368, CCUG 45421, CECT

166 hwn 1.00 121,000 121,000
7787)

167 |Enterobacter cloacae CCUG 59627 hwwn 1.00 121,000 121,000

168 |K. pneumoniae CCUG 58547 Jwd K. pneumoniae NCTC 13440 hwwn 1.00 121,000 121,000

169 |K. pneumoniae NCTC 13443 hwwn 1.00 121,000 121,000

170  |E. coli NCTC 13476 hwwn 1.00 121,000 121,000

171 |K. pneumoniae CCUG 56233 Ywd K. pneumoniae NCTC 13438 hwn 1.00 121,000 121,000

172 |K. pneumoniae NCTC 13442 hwn 1.00 121,000 121,000

173 |K. pneumoniae ATCC 25955 hwn 1.00 121,000 121,000

174  |E. coli CCUG 62975 hwn 1.00 121,000 121,000

175 |E. coli CCUG 58543 hwn 1.00 121,000 121,000

176 |K. pneumoniae CCUG 58545 hwn 1.00 121,000 121,000

177 |S. aureus NCTC 12493 hwn 1.00 121,000 121,000

178 |S. aureus NCTC 13552 hwn 1.00 121,000 121,000

179 |S. aureus ATCC 700698 hwn 1.00 121,000 121,000

180 |[S. aureus ATCC 700699 hwn 1.00 121,000 121,000

181 |E. faecalis ATCC 51299 hwwn 1.00 121,000 121,000

182 |E. faecium NCTC 12202 hwwn 1.00 121,000 121,000
GN - £ b u Gu Uow Snud-| u ub

183 wpwnip ihulynntt Ll Spund-puguiunliuts gnuyhlilnh hwn 20.00 6,480 129,600
unyuwlwuwgdwu hwdwp
GP - £ b u bu Upwu Spuwid- u dwunkub,

184 wintntp Lihthlnntl tpwlwuih Spuwd-npuljul dulintieph hun 40.00 6,480 250,200
unyuwlwuwgdwu hwdwp
AST-N460 - £ b u Bu upwu puid-| u

185 wininin ihUhlnnBl tpwiwluih Spud-puguuliu hwn 20.00 6,480 129,600
gnwyhlyubinh <U% phutnwdnpdwt hwdwnp
AST-P592 - £ b u bu upwu Spuwid- u dwunkub,

186 winntn Lihthlnntl tpwbwbuih Spuwd-npuljul dutintieph hun 20.00 6,480 129,600
<UD phunwynpdwu hwdwp

Lghnubjwub Ghguwu hwd b § wdfuw-npnduwht

1g7  |-bahnubuititinh wlbguut huilun pribipuiguud wdfuu-nanduhls wqwrh [pwlwqy 1.00 120,000 120,000

b wéh nt puinpnnulwt hwybinudubph pulywaqd
wwnbipu nbwgbunubiph hwjwpwsdnt Leghnubjw wuldw$hiw

1gg |-wntpy nfuwghlntiinh huidwpwdnt Lghntiiw wlluubhiuh nwluqd | 1.00 100,000 100,000
gbwinwppbpwldwt / unytwlwuwgdwu hwdwp

189 |Legionella pneumophila serogroup 1 |hn$hihquigywd ounwd upduy 1.00 121,000 121,000




Sudwt ghu «Epunpw dnpnpu» UMC «4dhnjw» UNC «Ph Rlippp» UMC
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy

190 _|f@nn nthph Yud LhU wpquiiwy Ynjhuinhuny b bwihnhpuwppyny Yyg 1.00 90,000 90,000

191 |Ynpnuiphw wqwp ngfuwph wpniuny’ Mbnpph pwubipny hwwn 1,000.00 520 520,000

Lwwnbpu wgynunhuwghwih nbwgbunubph hwjwpwént P fudph

192 winpbugnulynlnh tngulubugiut hudup [nwlwqy 8.00 150,000 1,200,000

193 |Uhwuqudjw ogunwgnpddwl qluwpl hwwn 5,000.00 10 50,000

194 |huwjwp pdywlwu dElwuqudjuw ogun. ng unbiph| jun.30 hwwn 6,000.00 147 882,000

195  |Pwhpy qnygq 8,000.00 7 56,000

196 |dbtinung pdolwlwu dwupkbwqgtind qnyg 1,500.00 150 225,000




Cwbws-2

Sudwt ghu «bhpdw-Upbw» UNC «EUh 2L Hh CLUBBLU» UM «Lnugbinu-Eubpgnduwy» PPL
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy
1 Stpdbunwnhy whwwnnu Ug 120.00 14,000 1,680,000
2 Luhng-|hghu-nkgopupfunjwwnwiht’ XLD wqwp Yag 100.00 33,000 3,300,000
3 SS wqup e 10.00 30,000 300,000
4 Pnibbipwgdwd wbwwnnuwenip Yag 2.00 36,000 72,000
5 Ujnyp-wnibdwth mbnpwphnuwnwihu dhowydwyp Yag 1.00 40,000 40,000
Uktu u u d L$unup d ' S pu u
6 [Buhwnwht wpquuwy Yud LE$unup dhgwywip’ Ygdws punpnnulw ™ 40.00 37.000 1,480,000
hwytinuing
7 Nwwwnwnpun-Hwuhhwnhup dhgwdwin' dnnh$hlugdus g 45.00 44,700 2,011,500
8 Shigella gbinh dwupkubiph punpnnuywu hwpunwgdwu dhowywyph hhdp Yag 1.00 37,000 37,000
9 Shigella ginh dwupkubtiph punpnnuywu hwpunwgdwu dhowywjph upquy 5.00 5,500 27,500
10 |<bYwnnku wqun Yag 2.00 42,000 84,000
11 “pndwjht Epunpuilynng wgqwnp Yag 1.00 58,000 58,000
12 Uuw-whwwnnuwht wpgqwiwly Yag 7.50 34,000 255,000
13 |Uuw-wbwwnuwht wquwp Yud utunignn wguwn 1% whkwwnnuny Te 46.00 30,000 1,380,000
14 Eunn wquwp Ug 80.00 29,000 2,320,000
15  |Uwuhw-wnuwiht wgwp Te 70.00 25,000 1,750,000
16 |Uwpnipn wqup pinpud$tupyning 4g. 7.00 38,500 269,500
17 Uwpnipn wpquuwy 4q. 5.00 38,000 190,000
18 [f@hngihynjuwyjht dhgwduwyp Yg 8.00 31,000 248,000
19  |Uwy-4nulybt wpquuwy ppndypbigninwnipwnipny Yg 5.00 40,000 200,000
20 l'—‘]{runhrluuh‘u4|.§umanluquu.'JrnLJ’unuL e skiqnp Yupdhpny (Enwiht wpquitwy ™ 4,00 53,000 212,000
(Violet Red Bile Broth)
21 |Enpwpwpwihu dhowduwp g 30.00 32,000 960,000
22 [Upniuwhu wquwph hhip g 2.00 46,000 92,000
23 |Lupup dhowduyp Ya 2.00 100,000 200,000
24 |Ugbunwdhnwihtu wpgqutwy qp 100.00 200 20,000
25  |Pwypn-Nwplybiph wgqupuwiht dhowywjp g 1.00 70,000 70,000
26 |Uqup-wqup g 1.00 43,000 43,000
P» fu b tiph (S. agalacti u dwt b Epwldwu
27 | fudph unptupnuilinltinh (S. agalactiae) wliguniuil L nuippbpuldu g 10.00 196,000 | 1,960,000 | 2,058,000.00 2,058,000.00
fupndngbu punpnnulwy dhowyuwyn_1
«P» fudph unpbiwywnwynybinh (S. agalactiae) wugwindw b twppbpwldwu
28 hupndngt dhowduyph hutinud upduy 270.00 6,600 1,782,000 1,871,100.00 1,871,100.00
P» fuy, b tiph (S. agalacti u Jwt U bpwldwu
29 <P fudph unpupnuiininh (S. agalactiae) wliguinduls  nwipptinulydui g 10.00 350,000 | 3,500,000 | 3,606,000.00 | 3,606,000.00
fupndngbt punpnnulwt dhowyuwyn_2
30  |<hwnipwnh hhnpnihgh nhnwpydwt wpguuwy qp 200.00 250 50,000
31 |Ph$hnnpwlnbphwubiph wékgdwu uunignn dhowduyn Ug 0.50 52,000 26,000
MRS wquwp jwhunnpwlinbphwubph wébgdwu/hwjntwpbpdwu hwdwp
32 (Sufit 80-n4) Ua 1.50 67,600 101,400
5] U ) ' ub )
33 |Enuwp-unibhinwhli dhowduyp” Yinuinphnhuwtitinh (wyny pyny ™ e 70,000 70,000
wbip$phugbuuh) hwyinuwpbpdwu W wugwwndwu hwdwp
34 |Pwlwbipnhn wqup hwybnwing Inwlwqd 1.00 60,000 60,000
35  |Uhowywjp dwuptutiph qwpdntuwynieiniup npngtint hwidwn' Metility medium 4g. 0.50 70,000 35,000
36  |Ujnytip-<hupnuh dhowywyp Ug 5.00 40,000 200,000




Sudwt ghu «bhpdw-Upbw» UNC «EUh 2L Hh CLUBBLU» UM «Lnugbkinu-Eubpgnduwg» PPL
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy

37 |Uhdntuh dhowdwp Ug 1.50 48,000 72,000
38 |Ugbwnwunwiht nwppbpwlhs wqun Ug 1.00 59,000 59,000
39  |Uwntuwwnuwihl wgwp Ug 0.25 64,200 16,050
40 |Ywihnudh nbniphunh 3,5%-wung |- upquy 10.00 7,000 70,000
41 |Yanunigwiht b wnhdhpuhtuwihtu (MYP) wquph hhdp Yag 0.50 140,000 70,000
42 |B. cereus-h wakgdwu dhowywiph wnihdhpuhtwiht hwybinud upquy 10.00 6,500 65,000
43 [Lbnw-tuynyhtught wquph hhdp' bwwnphnuwh wghnny Yag 1.00 130,000 130,000
44 [Uwubkg-Pwpunih wgwph hhdp Yag 2.00 55,000 110,000
45 |Ynphubipwluinbiphwubtiph wekgdwu b hwpnuwpbpdwu <njjh dhowyuwynh hhip Yo 0.20 240,000 48,000
46 |38bkpuhupnquiht ubinhy wpquiiwlyh hhdp' hwybnuing Inwlwqd 1.00 55,000 55,000
47 [8bpuhupnquiht ubjlnhy wqwph hhdp' hwdbnwing Inwlwqd 1.00 130,000 130,000
48  [SCDLP wpquwuwl' Sphwwhl unjwjh (ighwhuny b wyhund wpguwy Uag 0.50 150,000 75,000

Lnpndngbt wgwn' nipnwwengbu pwlnbphwutph hwynuwpbpdw no
49 wwppbpwldut hudwn (UTIC) Ya 1.00 150,000 150,000
50 |<huh dhgwyuwip jwlngny g 2.00 58,000 116,000
51 |<huh dhowyuwyp qyniyngny g 2.00 58,000 116,000
52 |<huh dhowywjp dwuhwnny g 0.50 58,000 29,000
53 |hdhwlw dwpnip wn' twwnphnuh pinphn g 80.00 600 48,000
54 | Lwwphnwh hhynuny$hun g 2.00 33,000 66,000
55  |Bwquwph shp wjwgiw upjuy 150.00 2,400 360,000
56  |9pwdny ubipydwu ubpytiph hwjwpwdént Inwlwqy 20.00 21,336 426,720
57  |Pnibbipwiht nonype upjuy 150.00 1,500 225,000
58 |UPP-tiph hwjwpwdnt N 2 Inwlwqy 30.00 29,000 870,000
59  |Rhdhwlwl dwpnip jwlnng g 20.00 3,000 60,000
60 [Lhuhwlwu dwpnip gynilng g 80.00 2,500 200,000
61  [Uywywnuwlubp opuhnuquiny 8-10 dd wpwidwagdny hwwn 3,000.00 80 240,000 240,000.00 240,000.00
62 | Qhnt ghtinily unpdug g 1,000.00 132 132,000
63  |Ujwywnwlubip owywnnfuhtuny hwwn 25.00 202 5,050
64  |tungnp tingtipwynp wuwuntuh snp |inh qp 100.00 150 15,000

2 b u I 4 u
65 np 2hgbinquiht wnunppgyws whuwnnpnghs 2héinly wqynunhtuwghwih upduil 5.00 21600 108,000

nbwyghwih hwdwp $kpuutiph -V
66  |2np 2hgbinquiht wnunppgwd wiunnpnghs ohéiny $iiputitin wnhw 11 upduy 5.00 21,600 108,000
67 2np uwpdnubinquiht wnunppgywd wiuinnpnghs ohénly wagyninhtuwghwih upduil 15.00 45.400 681,000

nbwlyghwih hwdwp ABCDE

2np uwpdnubinquight wnunppgdwd whuinnpnghs ohtnly wgyninhuwghwih
68 nbwlghuh huduwp 04 upquly 5.00 26,800 134,000
69 2np uwpdnubinquiht wnunppgywd wiuinnpnghs shénly wagyninhuwghwih upduil 5.00 26.800 134,000

nbkwyghwih hwdwp 05
0 2np uwpdnubinquight wnunppgywsd whuinnpnghs shtnly wgyninhuwghuwih updul 5.00 26,800 134,000

nbwyghwih hwdwp 06
7 2np uwpdnubinquihtt wnunppgywd wiuwnnpnghs ohéinly wgynunhtwghwih undul . 26,800 134,000

nbwyghwih hwdwp 07
7 2np uwpdnubinquight wnunppgywsd whuinnpnghs shtnly wgyninhuwghuwih updul 5.00 26,800 134,000

nkwyghwih hwdwp 08




Qudwu ghu «dhpdw-Upbwp» UNC «EUT CLA b LLUBELU» UM «4nugtinu-Eubipgnduwg» ®PC
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubipwnjwy wnwug UUL UUL-u ubipwnjuy wnwug UUL UUL-u ubipwnjuy
73 2np uwdnubinquihtt wnunppgywd wiuwnnpnghs ohéinly wgynunhtwghwih updul . 26,800 134,000
nbwlyghwh hwdwp 09
2 unub, u & 6 u
24 | 20D uwydntbinquuht wnunppgywd whinnpnghs ghindy waynunhtwghush upduly 5.00 26,800 134,000
nbwlyghwih hwdwp 012
75 2np uwpdnubinquijht wnunppgywd whunnpnghs ohénly waynunhtwghwih updul 500 26,800 134,000
ntwyghwih hwdwp Ha
76 2np uwpdnubinquiht wnunppgywsd whuinnpnghs shénly wgyninhuwghwih updul 5.00 26,800 134,000
nbwyghwih hwdwp Hd
77 2np uwpdnubinquijht wnunppgywd whunnpnghs ohénly waynunhtwghwih updul 3.00 26,800 80,400
ntwyghwjh hwdwp Hf
78 2np uwpdnubinquiht wnunppgywsd whuinnpnghs shénly wgyninhuwghwih updul 3.00 26,800 80,400
nkwyghwih hwdwp Hp
79 2np uwpdnubiinquihtt wnunppgywd wiuwnnpnghs 2héinly wgnunhuwghuwih unduly 3.00 26,800 80,400
ntwyghwjh hwdwp Hg
80 2np uwpdnubinquiht wnunppgywsd whuinnpnghs shénly wayninhuwghwih updul 3.00 26,800 80,400
nbwlghwih hwdwp Hst
a1 2np uwpdnubinquight wnunppgdwd whuinnpnghs ohénly weyninhtwghwih unduly 10.00 26,800 268,000
ntwyghwjh hwdwp Hgm
82 2np uwpdnubinquihu Exjr}unppgt{wé wfuwnnpnohs ohnty waynunhuwghwih updul 10.00 26,800 268,000
nbwlghwih hwdwp Hi
Uk Gphwubiph Yeu 4 1f tpwldwu API - 20E phuwn-
g3 |Funtnnpulyntnhulibnh Yetuwphdhuluul uuppbpulpu PRI nwluqe | 1.00 132,500 132,500 110,416.67 132,500.00
hwywpwdnt
Q2%bpdku un dwupkubph Y&u U u Epwldwu API - 20NE
gq |F¥unubtunwglin dulintlnh Eluuphdhuljuts nuppbpulde Inwluiqd 1.00 192,500 192,500 160,416.67 192,500.00
rehun-hwjwpwdnt
u b 4 tiph YU 4 u Bpwlydwu API -
gs |Vnubhistintinh nt dhlnnnleph Yluwphdhuwluis nunpbpuldw nuluqs | 1.00 201,500 201,500 167,916.67 201,500.00
Staph pbuwn-hwwpwdnt
Uwnpk tiph Y&u U u Bpwldwu API - St buwn-
ge |nreunubintph luwphdpulul iwpptinuldu rep phun Inwluiqd 1.00 201,500 201,500 167,916.67 201,500.00
hwyjwpwdnt
Uwupkubiph YEuuwphdhwywu hwnynigyniuubph hhdwu ypw
87  |wwpptipwydwu AP hwdwywpgbiph hwdwp twuwnbudws nbwqbunubph | puluqd 1.00 233,000 233,000 194,166.67 233,000.00
Inwlwqd
88 |Ntwgbuwn NIN nwlwqd 1.00 25,000 25,000 20,833.33 25,000.00
89 |7TU(S -h wuswwndwu hwywpwdnt «VYuld unpp -B» [nwiljuqu 2.00 33,000 66,000 50,000.00 60,000.00
Eunbipnwiunwshtu (nhwpngtiu) wnhpwiht gnuyhyubkiph (EPEC, ETEC, EIEC,
90 |EHEC, EAGEC) YUfa-u Yihuhywlwu b opowlw dhowyuwjnph udnipubinhg [nwluqu 10.00 114,000 1,140,000 900,000.00 1,080,000.00
hwjinuwpbpdwu hwjwpwdnt
Ywuwnywn hwgh (Bordetella pertussis), hwplwwnywn hwgh (Bordetella
parapertussis) U ppnufunutiyunhlngh (Bordetella bronchiseptica)
91 hupnighstiph VUMt Yhuhluwlul Udnitnhg huwnbupbnduwt Inwlwqy 3.00 120,000 360,000 285,000.00 342,000.00
hwjwpwdnt
MTN hwywpwdnt Thgbjwubiph (Shigella spp.), Uwjdnubjwubiph (Salmonella
92 |spp.), hwdwhnpwluinbiphwubiph (Campylobacter spp.), YU Yihuhlwlywu b | jpwlwuqd 2.00 108,000 216,000 165,000.00 198,000.00
onowlw dhowduyph udnipubiphg hwyjntwpbpdwu hwdwp




Sudwt ghu «bhpdw-Upbw» UNC «EUh 2L Hh CLUBBLU» UM «Lnugbkinu-Eubpgnduwg» PPL
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy
Stipuhuhnqubiph hwpnighsubiph yhpnybuwn b wdhpnybun snwdubph
93  |(Yersinia enterocolitica, Yersinia pseudotuberculosis) FU(S - U wugwwnbint b | |pwlwqd 1.00 108,000 108,000 100,000.00 120,000.00
wnwnppbpwlybint hwjwpwdnt
o4 Neisseria meningitidis, Haemophilus influenzae L Streptococcus pneumoniae-h g 3.00 159.000 477,000 387.500.00 465.000.00 362.500.00 435.000.00
YU(-U Yhuuwpwuwywu wniend hwyntwpbpdwy hwwpwdnt nulig ' ' ' AR U AR T
Uwu u dkuhughwnutbph' N. ingitidis-h, H. infl -hus.
95 u FL'UJJ.h hughwtnh meningitidis-p influenzae-h Inwiljuqu 1.00 200,000 200,000 165,000.00 198,000.00
pneumoniae-h FU(S-h hwynuwpbpdwt b s6wnhwywdnpdwt hwywpwdnt
Legionell hila-h FUfe- 4 L Yihu u
gg |-cgionella pneumophila-h h 2ngutlius dhguiuinh U ihtihluu nuwlwad | 3.00 60,000 180,000 187,500.00 225,000.00
Udnipubipnud pwuwlwlwu b npulwlwiu npnadwy hwyjwpwdnt
97  |«A» fudph unpbwuwynybiph hwpntwpbpdwu wpwg phun [nwluqu 10.00 9,000 90,000 62,500.00 75,000.00
98  |<kjhynpwlwbip whinphh hwlwduh npnpdwt wpwq phun (Ynwupnid) Inwlwqy 6.00 15,000 90,000 75,000.00 90,000.00
99  |Lwdwhnpwlwbph hwywduh npnpdwt wpwg phun Ynwupnud [nwluqu 5.00 20,000 100,000 200,000.00 240,000.00
100  |Spwuuwnpuwiht hwdwlwpg Ybph RlEph dhowywypny hwwn 10,000.00 160 1,600,000
101 | Spwuuwnpuwihtu hwdwlwpg Unynuwpnh dhowywjpny hwun 500.00 330 165,000
102 |Spwuuwnpunwihtu hwdwlwng Eduh hpndy (Wdhbu) dhowydwpny hwn 5,000.00 150 750,000
103 | Spwuuwnpuwihtu hwdwlwpg Eduh wgqwpwyht (UWdhku) dhowduipny hwn 500.00 150 75,000
SuqMulybn»-ub utiph hwdwn (4 Jwuub
jog  |«FuaTulitumUtn Epuplyunnpliph huidup (dhlipnupnhy vuydwtibp hwn 10.00 3,937 39,370 32,808.33 39,370.00
unbindtint hwdwp)
105 «FwqMuwytwnr»-ubip Epupluinnpubph hwdwp (wuwkpnp Wwdwuubp hwin 5.00 2,916 14580
unbindtiint hwidwp)
106  |Rinpnbnpd thup 20.00 9,800 196,000
107  |Uhquujnip Yag 4.00 30,000 120,000
Eatinhtuhng wnihquwitn wiunnpnahy shéindjutiph ipulwqd’ punluiguws
108 OKA, OKB, OKC, OKD U OKE snp ohéinijubinhg Inwlwqd 1.00 1,320,000 1,320,000
109  |Eotippfuhng wfuwnnpnghs 0157 snp ghtinly upduy 3.00 44,000 132,000
Y uh u dwd u u Jwl hwd u )
p1o  [<nihuinhtih Uuinidwdp qguyndinieyut npngduws hurduliung wnguibiuln [pwljuqu 1.00 45,000 45,000 37,500.00 45,000.00
dhypnunupwgdw dbpnnny»
«dwulyndhghtup twwndwdp qqujniuntejwi npnadwt hwdwlwnpg
L wpgwlwynwd dhypnunupwgdwt dapnnny» tpujuigd 100 45,000 45,000
112 [Cwlwdwupbwiht ujuwdwnwlubp MEuhghihu G 1 UU hwun 250.00 38 9,600 8,000.00 9,600.00
113 |<wlwdwupbwiht uuwdwnwlubp wdwhghihuny 10 dyq hwwn 1,000.00 38 38,400 32,000.00 38,400.00
114 |[<whwdwupbwiht uyuwywnwlubp wduwhghihunyg 2 dyq hwwn 250.00 38 9,600 8,000.00 9,600.00
115 jl:l.;.qu.lﬂwhptwjhb uljatjunuitin wdopuhghinty Y nitiueredny 20710 hwwn 1,500.00 38 57,600 43,500.00 43,500.00 48,000.00 57,600.00
< dwu u ub; b u uny 30/6
116 GLT;W wibintughls uluiunUEn whofinughipt/nuqnpwlunudng 30/ hun | 750.00 38 28,800 24,000.00 28,800.00




QUi ght

«bhpdw-Upbwp UNC

«EUH 2L b CLUBELU» UM

«Ynugtinu-Eubipgndwp» ePLC

</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy

117 [Cwlwdwupbwihtu ujwdwnwlubp opuwghihuny 1 dyg hwun 250.00 38 9,600 8,000.00 9,600.00
118 |<wlwdwupbwiht uulwnwlubp gb$opuhinhuny 30 dyq hwwn 1,000.00 38 38,400 32,000.00 38,400.00
119 |<wlywdwupbwiht uuwdwnwyubp gbdunwghnhdng 10 dyq hwun 750.00 38 28,800 24,000.00 28,800.00
120  |<wlwdwupbwihtu uywydwnwyubp gdwnnnpuhdny 10 dyq hwwn 500.00 38 19,200 16,000.00 19,200.00
121 [wlwdwupbwihtu uyuwdwnwlubp ge$wnphwpununy 30 dyq hwun 1,000.00 38 38,400 32,000.00 38,400.00
122 |Kwlwdwupkwiht uyudwnwlyubp gi$nipopupdny 30 dyg hwwn 500.00 38 19,200 16,000.00 19,200.00
123 |[<wlwdwupbwihu uywywnwyubp gedninwpuhdny 5 dyg hwwn 400.00 38 15,360 12,800.00 15,360.00
124 | <wlwdwupbwiht uuywnwlubp gi$w)tipupuny 30 dyq hwun 400.00 38 15,360 12,800.00 15,360.00
125  [wlwdwupbwihtu ujuwdwnwlubp ge$bwhdny 30 dyq hwun 1,250.00 38 48,000 40,000.00 48,000.00
126  |<wlwdwupbwihtu uywywnwyubp Epunwwtubdng 10 dyq hwwn 400.00 38 15,360 12,800.00 15,360.00
127 | <wywdwupbwht uuywnwyubp hdhwbubdng 10 dyq hwun 750.00 98 73,500 70,000.00 84,000.00
128 [wlwdwupbwihtu ujuwdwnwlubp depnwbutidng 10 dyg hwun 1,000.00 38 38,400 32,000.00 38,400.00
129 |<wlwdwupbwhtu uuwywnwyubp wgwnpbnuwdny 30 dyq hwun 750.00 38 28,800 24,000.00 28,800.00
130 |<wlywdwupbwiht ufuwydwnwyubp $nubndhghund 200 dyg hwun 500.00 38 19,200 16,000.00 19,200.00
131 [Cwywdwupbwihu ujuywnwlyubp ghypnbopuwghuny 5 dyq hwwn 1,500.00 38 57,600 48,000.00 57,600.00
132 |<wlwdwupbwihtu uwywnwyubp wbdopuwghuny 5 dyq hwwn 250.00 38 9,600 8,000.00 9,600.00
133 [<wlwdwupbwiht ujuwdwnwlubp Gynbepuwghund 5 dyg hwun 1,500.00 38 57,600 43,500.00 43,500.00 48,000.00 57,600.00
134 |[<wlwdwupbwhtu uywywnwyubp dopuhbiopuwghuny 5 dyq hwwn 1,250.00 38 48,000 40,000.00 48,000.00
135  |[<wlwdwupbwihtu uwywnwyubp unpbopuwghng 10 dyq hwwn 1,000.00 38 38,400 32,000.00 38,400.00
136 |<wlywdwupbwiht ufuwdwnwyubp wdhywghuny 30 dyg hwun 1,000.00 38 38,400 32,000.00 38,400.00
137 |<wlwdwupbwihtu uwywnwyubp gbunwdhghung 30 dyq hwwn 250.00 38 9,600 8,000.00 9,600.00
138 |<wlywdwupbwiht ufuwdwnwyubp gbunwdhghunyg 10 dyq hwun 1,000.00 38 38,400 32,000.00 38,400.00
139 | <wlywdwupbwiht ufuwydwnwYyubp wnppwdhghund 10 dyg hwun 500.00 38 19,200 16,000.00 19,200.00
140  |<wlwdwupbwihtu ujuwydwnwyubp wbynwwuhuny 30 dyg hwwn 250.00 38 9,600 8,000.00 9,600.00
141 |[<wlwdwupbwiht uyuwywnwlubp Juulyndhghung 5 dyq hwun 250.00 38 9,600 8,000.00 9,600.00
142 [<wywdwupbwiht ufwdwnwlubp Yihunwdhghunyg 2 dyq hwwn 500.00 38 19,200 16,000.00 19,200.00
143 |[<wlwdwupbwihtu uwywnwyubp |hubgnhnny 10 dyg hwwn 500.00 38 19,200 16,000.00 19,200.00
144 | <wywdwupbwiht uuywnwyubp pinpwdbtuhyning 30 dyq hwun 1,000.00 38 38,400 32,000.00 38,400.00
145 | <wlwdwupbwhtu uwywnwyubp $nighnwpepyny 10 dyg hwwn 500.00 38 19,200 16,000.00 19,200.00
146  |<wlwdwupbwihtu uwywnwyubp uhnpndnipwunnhunyg 100 dyg hwun 1,250.00 38 48,000 40,000.00 48,000.00
147 | <wywdwupbwiht uuywnwlubp thnpnpunhuny 30 dyg hwun 1,000.00 38 38,400 32,000.00 38,400.00
148  [<wlwdwupbwiht uywdwnwlubp nhdwdwhghuny 5 dyq hwun 500.00 38 19,200 16,000.00 19,200.00
1ag | Clwdwitinbuyhts uuunun wphdtnnuphd-unydudinopuwaniny huwin 750.00 38 28,800 24,000.00 28,800.00

1.25/23.75 dyq
150  |<wlwdwupbwihtu ujuwldwnwlubp pwghwnpwghtuny 0.04 UU hwwn 750.00 128 96,300 90,625.00 108,750.00
151  |MIC phuwn Jud E - phuwn dwwwybt whuhghhuny hwun 30.00 2,400 72,000 60,000.00 72,000.00
152 [MIC phuwn Yuwd E - phun dwwwybu gbdunphwpununy hwun 30.00 2,400 72,000 60,000.00 72,000.00
153  |Ephppnghnwn quiugqwd UL 6,000.00 100 600,000
154 [PYR-phuwn - hwywpwdnt [nwiljuqu 1.00 75,000 75,000
155 Red Z® Ywpdpwgnighs Yeuuwpwuwlyw Juwugh Ybpwhuydw b tnwppbp hustn 100 80,000 80,000

YEuuwpwuwlwu Swadwu Uynyebiph hwywpdwt b dwppdwu hwdwp

Green Z® Jwndpwgnighs Yruuwpwiwlwu b phdhwlwu Junwuqubph
156  |Ytpwhuldwu b nwpptp YEuuwpwuwlwu dwqiwt Unietiph hwjwpdwu b hwwn 1.00 80,000 80,000

dwppdwt hwdwp
157  |Ppndphdninjwwnywn hunhluwnnp qp 500.00 600 300,000




Sudwt ghu «bhpdw-Upbw» UNC «EUh 2L Hh CLUBBLU» UM «Lnugbkinu-Eubpgnduwg» PPL
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy
E.coli ATCC 25922 (NCTC 12241, CIP 76.24, DSM 1103, CCUG 17620, CECT

158 234 hwn 1.00 121,000 121,000 100,833.33 121,000.00
P. aeruginosa ATCC 27853 (NCTC 12903, CIP 76.110, DSM 1117, CCUG

159 hwn 1.00 121,000 121,000 100,833.33 121,000.00
17619, CECT 108)

S. aureus ATCC 29213 (NCTC 12973, CIP 103429, DSM 2569, CCUG 15915,

160 hwn 1.00 121,000 121,000 100,833.33 121,000.00
CECT 794)

E. faecalis ATCC 29212 (NCTC 12697, CIP 103214, DSM 2570, CCUG 9997,

161 hwn 1.00 121,000 121,000 100,833.33 121,000.00
CECT 795)

S. pneumoniae ATCC 49619 (NCTC 12977, CIP 104340, DSM 11967, CCUG

162 hwn 1.00 121,000 121,000 100,833.33 121,000.00
33638)

H. Influenza ATCC 49766 (NCTC 12975, CIP 103570, DSM 11970, CCUG

163 hwn 1.00 121,000 121,000 100,833.33 121,000.00
29539)

Campylobacter jejuni ATCC 33560 (NCTC 11351, CIP 702, DSM 4688, CCUG

164 hwn 1.00 121,000 121,000 100,833.33 121,000.00
11284)

165 Escherichia coli ATCC 35218 (NCTC 11954, CIP 102181, DSM 5923, CCUG h 100 121.000 121.000 100.833.33 121.000.00
30600, CECT 943) e : ' ' 993 AU
Klebsiella pneumoniae ATCC 700603 (NCTC 13368, CCUG 45421, CECT

166 7787) hwn 1.00 121,000 121,000 100,833.33 121,000.00

167 |Enterobacter cloacae CCUG 59627 hwwn 1.00 121,000 121,000

168 |K. pneumoniae CCUG 58547 Jwd K. pneumoniae NCTC 13440 hwwn 1.00 121,000 121,000

169 |K. pneumoniae NCTC 13443 hwwn 1.00 121,000 121,000

170 |E. coli NCTC 13476 hwwn 1.00 121,000 121,000

171 |K. pneumoniae CCUG 56233 Ywd K. pneumoniae NCTC 13438 hwn 1.00 121,000 121,000

172 |K. pneumoniae NCTC 13442 hwn 1.00 121,000 121,000

173 |K. pneumoniae ATCC 25955 hwn 1.00 121,000 121,000

174  |E. coli CCUG 62975 hwn 1.00 121,000 121,000

175 |E. coli CCUG 58543 hwn 1.00 121,000 121,000

176 |K. pneumoniae CCUG 58545 hwn 1.00 121,000 121,000

177 |S. aureus NCTC 12493 hwn 1.00 121,000 121,000 100,833.33 121,000.00

178 |S. aureus NCTC 13552 hwn 1.00 121,000 121,000

179 |S. aureus ATCC 700698 hwn 1.00 121,000 121,000 100,833.33 121,000.00

180 |[S. aureus ATCC 700699 hwn 1.00 121,000 121,000 100,833.33 121,000.00

181 |E. faecalis ATCC 51299 hwwn 1.00 121,000 121,000 100,833.33 121,000.00

182 |E. faecium NCTC 12202 hwwn 1.00 121,000 121,000
GN - £ b u GU ugwu Spwd- u ub

183 wpwnip ihulynntt Ll Spund-puguiunliuts gnuyhlilnh hwn 20.00 6,480 129,600 108,000.00 129,600.00
unyuwlwuwgdwu hwdwp
GP - £ b u bu Upwu Spuwid- u dwunkub,

184 wintntp Lihthlnntl tpwlwuih Spuwd-npuljul dulintieph huwn 40.00 6,480 250,200 216,000.00 250,200.00
unyuwlwuwgdwu hwdwp
AST-N460 - £ b u GU ugwu Spwd- u

185 wininin ihUhlnnBl tpwiwluih Spud-puguuliu hwn 20.00 6,480 129,600 108,000.00 129,600.00
gnwyhlyubinh <U% phutnwdnpdwt hwdwnp
AST-P592 - £ b u bu upwu Spuwid- u dwunkub,

186 winntn Lihthlnntl tpwbwbuih Spuwd-npuljul dutintieph huwin 20.00 6,480 129,600 108,000.00 129,600.00
<UD phunwynpdwu hwdwp

Lghnubjwub Ghguwu hwd b § wdfuw-npnduwht

1g7  |-bahnubuititinh wlbguut huilun pribipuiguud wdfuu-nanduhls wqwrh [pwlwqy 1.00 120,000 120,000

b wéh nt puinpnnulwt hwybinudubph pulywaqd
winbipu nbwgbunubiph hwjwpwdnt Laghnubjw wuldwdhiw

1gg |ty nbwg nh huijupuwidnt Lghnbtiu wuldubhiush uluqd | 1.00 100,000 100,000
gbwinwppbpwldwt / unytwlwuwgdwu hwdwp

189 |Legionella pneumophila serogroup 1 |hn$hihquigywd ounwd upduy 1.00 121,000 121,000




Sudwt ghu «bhpdw-Upbw» UNC «EUh 2L Hh CLUBBLU» UM «Lnugbkinu-Eubpgnduwg» PPL
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy wnwug UUL UU<-u ubpwnywy wnwug UUL UU<-u ubpwnyuy
190 _|f@nn nthph Yud LhU wpquiiwy Ynjhuinhuny b bwihnhpuwppyny Yyg 1.00 90,000 90,000
191 [Ynnuiphw wgwp ngtuwph wpyniuny' Mbwnphh pwutipny hwn 1,000.00 520 520,000 583,333.33 700,000.00
Lwwnbpu wgynunhuwghwih nbwgbunubph hwjwpwént P fudph
192 winpbugnulynlnh tngulubugiut hudup [nwlwqy 8.00 150,000 1,200,000
193 |Uhwuqudjw ogunwgnpddwl qluwpl hwwn 5,000.00 10 50,000
194 |huwjwp pdywlwu dElwuqudjuw ogun. ng unbiph| jun.30 hwwn 6,000.00 147 882,000
195  |Pwhpy qnygq 8,000.00 7 56,000
196 |dbtinung pdolwlwu dwupkbwqgtind qnyg 1,500.00 150 225,000




Cwbws-2

Qudwu ghu «hpnw» UM
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy
1 Stpdbunwnhy whwwnnu Ug 120.00 14,000 1,680,000
2 Luhng-|hghu-nkgopupfunjwwnwiht’ XLD wqwp Yag 100.00 33,000 3,300,000
3 SS wqup e 10.00 30,000 300,000
4 Pnibbipwgdwd wbwwnnuwenip Yag 2.00 36,000 72,000
5 Ujnyp-wnibdwth mbnpwphnuwnwihu dhowydwyp Yag 1.00 40,000 40,000
6 UtiEuhwnwiht wpgqutiwl ud LE$unth dhowduyp’ Ygyws punpnnuiljwt ™ 40.00 37.000 1,480,000
hwytinuing
7 Nwwwnwnpun-Hwuhhwnhup dhgwdwin' dnnh$hlugdus g 45.00 44,700 2,011,500
8 Shigella gbinh dwupkubiph punpnnuywu hwpunwgdwu dhowywyph hhdp Yag 1.00 37,000 37,000
9 Shigella ginh dwupkubtiph punpnnuywu hwpunwgdwu dhowywjph upquy 5.00 5,500 27,500
10 |<bYwnnku wqun Yag 2.00 42,000 84,000
11 “pndwjht Epunpuilynng wgqwnp Yag 1.00 58,000 58,000
12 Uuw-whwwnnuwht wpgqwiwly Yag 7.50 34,000 255,000
13 |Uuw-wbwwnuwht wquwp Yud utunignn wguwn 1% whkwwnnuny Te 46.00 30,000 1,380,000
14 Eunn wquwp Ug 80.00 29,000 2,320,000
15  |Uwuhw-wnuwiht wgwp Te 70.00 25,000 1,750,000
16 |Uwpnipn wqup pinpud$tupyning 4g. 7.00 38,500 269,500
17 Uwpnipn wpquuwy 4q. 5.00 38,000 190,000
18 [f@hngihynjuwyjht dhgwduwyp Yg 8.00 31,000 248,000
19  |Uwy-4nulybt wpquuwy ppndypbigninwnipwnipny Yg 5.00 40,000 200,000
20 l'—‘]{runhrluuh‘u4|.§umanluquu.'JrnLJ’unuL e skiqnp Yupdhpny (Enwiht wpquitwy ™ 4,00 53,000 212,000
(Violet Red Bile Broth)
21 |Enpwpwpwihu dhowduwp g 30.00 32,000 960,000
22 [Upniuwhu wquwph hhip g 2.00 46,000 92,000
23 |Lupup dhowduyp Ya 2.00 100,000 200,000
24 |Ugbunwdhnwihtu wpgqutwy qp 100.00 200 20,000
25  |Pwypn-Nwplybiph wgqupuwiht dhowywjp g 1.00 70,000 70,000
26 |Uqup-wqup g 1.00 43,000 43,000
27 «P» fudph unpbwywwlnybiph (S. agalactiae) wugwndwu b tnwppbpwldwu ™ 10.00 196,000 1,960,000
fupndngbu punpnnulwy dhowyuwyn_1
28 «P» fudph unpbiwywnwynybinh (S. agalactiae) wugwindw b twppbpwldwu updul 270.00 6,600 1,782,000
fupndngbu dhowywyph hwybnwd
29 «P» fudph unpbwwnwynybiph (S. agalactiae) wugwndwu W nmwppbpwydwu ™ 10.00 350,000 3,500,000
fupndngbt punpnnulwt dhowyuwyn_2
30  |<hwnipwnh hhnpnihgh nhnwpydwt wpguuwy qp 200.00 250 50,000
31 |Ph$hnnpwlnbphwubiph wékgdwu uunignn dhowduyn Ug 0.50 52,000 26,000
MRS tphwub Sligdwu/hwjinuwpbpdwu hwd
32 wiguin Lunnpuntiphuiitiph wtigdu/huyntiwptnduts hudun g 150 67,600 101,400
(Syhu 80-ny)
33 |EPuwR-unibhinwhl dhowiduyp” Yinuinphnhuwtibinh (wry pynud ™ e 70,000 70,000
wtip$phugbuuh) hwynuwpbpdwt b wugwndwu hwdwp
34 |Pwlwbipnhn wqup hwybnwing [nwlwuqd 1.00 60,000 60,000
35  |Uhowywjp dwuptutiph qwpdntuwynieiniup npngtint hwidwn' Metility medium 4g. 0.50 70,000 35,000
36  |Ujnytip-<hupnuh dhowywyp Ug 5.00 40,000 200,000




QUi ght

«Hapnw» UMEC

</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy
37 |Uhdntuh dhowdwp Ug 1.50 48,000 72,000
38 |Ugbwnwunwiht nwppbpwlhs wqun Ug 1.00 59,000 59,000
39  |Uwntuwwnuwihl wgwp Ug 0.25 64,200 16,050
40 |Ywihnudh nbniphunh 3,5%-wung |- upquy 10.00 7,000 70,000
41 |Yanunigwiht b wnhdhpuhtuwihtu (MYP) wquph hhdp Yag 0.50 140,000 70,000
42 |B. cereus-h wakgdwu dhowywiph wnihdhpuhtwiht hwybinud upquy 10.00 6,500 65,000
43 [Lbnw-tuynyhtught wquph hhdp' bwwnphnuwh wghnny Yag 1.00 130,000 130,000
44 [Uwubkg-Pwpunih wgwph hhdp Yag 2.00 55,000 110,000
45 |Ynphubipwluinbiphwubtiph wekgdwu b hwpnuwpbpdwu <njjh dhowyuwynh hhip Yo 0.20 240,000 48,000
46 |38bkpuhupnquiht ubinhy wpquiiwlyh hhdp' hwybnuing Inwlwqd 1.00 55,000 55,000
47 [8bpuhupnquiht ubjlnhy wqwph hhdp' hwdbnwing Inwlwqd 1.00 130,000 130,000
48  [SCDLP wpquwuwl' Sphwwhl unjwjh (ighwhuny b wyhund wpguwy Uag 0.50 150,000 75,000
Lnpndngbt wgwn' nipnwwengbu pwlnbphwutph hwynuwpbpdw no
49 wwppbpwldut hudwn (UTIC) Ya 1.00 150,000 150,000
50 |<huh dhgwyuwip jwlngny g 2.00 58,000 116,000
51 |<huh dhowyuwyp qyniyngny g 2.00 58,000 116,000
52 |<huh dhowywjp dwuhwnny g 0.50 58,000 29,000
53 |hdhwlw dwpnip wn' twwnphnuh pinphn g 80.00 600 48,000
54 | Lwwphnwh hhynuny$hun g 2.00 33,000 66,000
55  |Bwquwph shp wjwgiw upjuy 150.00 2,400 360,000
56  |9pwdny ubipydwu ubpytiph hwjwpwdént Inwlwqy 20.00 21,336 426,720
57  |Pnibbipwiht nonype upjuy 150.00 1,500 225,000
58 |UPP-tiph hwjwpwdnt N 2 Inwlwqy 30.00 29,000 870,000
59  |Rhdhwlwl dwpnip jwlnng g 20.00 3,000 60,000
60 [Lhuhwlwu dwpnip gynilng g 80.00 2,500 200,000
61  [Uywywnuwlubp opuhnuquiny 8-10 dd wpwidwagdny hwwn 3,000.00 80 240,000
62 | Qhnt ghtinily unpdug g 1,000.00 132 132,000
63  |Ujwywnwlubip owywnnfuhtuny hwwn 25.00 202 5,050
64  |tungnp tingtipwynp wuwuntuh snp |inh qp 100.00 150 15,000
2 b u I 4 u
65 np 2hgbinquiht wnunppgyws whuwnnpnghs 2héinly wqynunhtuwghwih upduil 5.00 21600 108,000
nbwyghwih hwdwp $kpuutiph -V
66  |2np 2hgbinquiht wnunppgwd wiunnpnghs ohéiny $iiputitin wnhw 11 upduy 5.00 21,600 108,000
67 2np uwpdnubinquiht wnunppgywd wiuinnpnghs ohénly wagyninhtuwghwih upduil 15.00 45.400 681,000
nbwlyghwih hwdwp ABCDE
2np uwpdnubinquight wnunppgdwd whuinnpnghs ohtnly wgyninhuwghwih
68 nbwlghuh huduwp 04 upquly 5.00 26,800 134,000
69 2np uwpdnubinquiht wnunppgywd wiuinnpnghs shénly wagyninhuwghwih upduil 5.00 26.800 134,000
nbkwyghwih hwdwp 05
0 2np uwpdnubinquight wnunppgywsd whuinnpnghs shtnly wgyninhuwghuwih updul 5.00 26,800 134,000
nbwyghwih hwdwp 06
7 2np uwpdnubinquihtt wnunppgywd wiuwnnpnghs ohéinly wgynunhtwghwih undul . 26,800 134,000
nbwyghwih hwdwp 07
7 2np uwpdnubinquight wnunppgywsd whuinnpnghs shtnly wgyninhuwghuwih updul 5.00 26,800 134,000

nkwyghwih hwdwp 08




QUi ght

«Hapnw» UMEC

</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy
73 2np uwdnubinquihtt wnunppgywd wiuwnnpnghs ohéinly wgynunhtwghwih updul . 26,800 134,000
nbwyghwih hwdwp 09
2 unub u 15} 6 U
24 | 20D uwydntbinquuht wnunppgywd whinnpnghs ghindy waynunhtwghush upduly 5.00 26,800 134,000
nbwlyghwih hwdwp 012
75 2np uwpdnubinquijht wnunppgywd whunnpnghs ohénly waynunhtwghwih updul 500 26,800 134,000
ntwyghwih hwdwp Ha
76 2np uwpdnubinquiht wnunppgywsd whuinnpnghs shénly wgyninhuwghwih updul 5.00 26,800 134,000
nbwyghwih hwdwp Hd
77 2np uwpdnubinquijht wnunppgywd whunnpnghs ohénly waynunhtwghwih updul 3.00 26,800 80,400
ntwyghwjh hwdwp Hf
78 2np uwpdnubinquiht wnunppgywsd whuinnpnghs shénly wgyninhuwghwih updul 3.00 26,800 80,400
nkwyghwih hwdwp Hp
79 2np uwpdnubinquight wnunppgdwd whuinnpnghs ohénly weyninhtwghwih unduly 3.00 26,800 80,400
ntwyghwjh hwdwp Hg
80 2np uwpdnubinquiht wnunppgywsd whuinnpnghs shénly wayninhuwghwih updul 3.00 26,800 80,400
nbwlghwih hwdwp Hst
a1 2np uwpdnubinquight wnunppgdwd whuinnpnghs ohénly weyninhtwghwih unduly 10.00 26,800 268,000
ntwyghwjh hwdwp Hgm
82 2np uwpdnubinquihu Exjr}unppgt{wé wfuwnnpnohs ohnty waynunhuwghwih updul 10.00 26,800 268,000
nbwlghwih hwdwp Hi
Uk Gphwubiph Ybu ] U pwldwu API - 20E phuwn-
g |Fntnnpulntnhulibnh YEbuwphdpulul nuppbpuliu PR hwyuqd | 100 132,500 132,500
hwywpwdnt
Q2$bLpdbu un dwupkubiph Ysu J I} Bpwldwu API - 20NE
84 plindtlinwgln dubintutinh EUuwphdhuljul nunpbpwldu Inwlwqu 1.00 192,500 192,500
rehun-hwjwpwdnt
u b ] biph Yku g it} Epwldwu API -
o5 |Unubhinlanh ni dhupnynynn Ustuuwphuhult wunpnuldu s | 100 | 200800 | 201500
Staph pbuwn-hwwpwdnt
Uwnpb tph Y&u ] I} Bpwldwu API - St buwn-
ge |nreunubintph luwphdpulul iwpptinuldu rep phun Inwluiqd 1.00 201,500 201,500
hwyjwpwdnt
Uwupkubiph YEuuwphdhwywu hwnynigyniuubph hhdwu ypw
87  [wnuwppbpwldwyu AP hwdwlwpgbph hwdwp twuwnbudwd nbwqbunubph Inwlwqy 1.00 233,000 233,000
Inwlywqd
88 [Mbwgbkuwn NIN [nuljwqy 1.00 25,000 25,000
89 |7TU(S -h wuswwndwu hwywpwdnt «VYuld unpp -B» [nwiljuqu 2.00 33,000 66,000 60,000.00 72,000.00
Eunbipnwiunwshtu (nhwpngtiu) wnhpwiht gnuyhyubkiph (EPEC, ETEC, EIEC,
90 |EHEC, EAGEC) YUfa-u Yihuhywlwu b opowlw dhowyuwjnph udnipubinhg [nwluqu 10.00 114,000 1,140,000 1,090,000.00 1,308,000.00
hwjinuwpbpdwu hwjwpwdnt
Ywuwnywn hwgh (Bordetella pertussis), hwplwwnywn hwgh (Bordetella
parapertussis) b ppnufunubiwunhlngh (Bordetella bronchiseptica)
91 hupnighstiph VUMt Yhuhluwlul Udnitnhg huwnbupbnduwt Inwlwqy 3.00 120,000 360,000 360,000.00 432,000.00
hwywpwdnt
MTN hwywpwdnt Thgbjwubiph (Shigella spp.), Uwjdnubjwubiph (Salmonella
92 [spp.), Ywdwhinpwlwinbiphwutiph (Campylobacter spp.), YUl Yihupjulwu b | jpuljuqd 2.00 108,000 216,000 160,000.00 192,000.00

onowlw dhowduyph udnipubiphg hwyjntwpbpdwu hwdwp

12,000.00 6,000.00



QUi ght

«Hapnw» UMEC

</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy
Stipuhuhnqubiph hwpnighsubiph yhpnybuwn b wdhpnybun snwdubph
93  |(Yersinia enterocolitica, Yersinia pseudotuberculosis) FU(S - U wugwwnbint b | |pwlwqd 1.00 108,000 108,000 110,000.00 132,000.00
wnwnppbpwlybint hwjwpwdnt
o4 Neisseria meningitidis, Haemophilus influenzae L Streptococcus pneumoniae-h g 3.00 159.000 477,000 360.000.00 432.000.00
YU(-U Yhuuwpwuwywu wniend hwyntwpbpdwy hwwpwdnt nulig ' ' ' R T
Uwu u dkuhughwnutbph' N. ingitidis-h, H. infl -hus.
95 wilinkus pughuitiph N. meningitidis-f, H. influenzae-h (nwywqd 1.00 200,000 200,000
pneumoniae-h FU(S-h hwynuwpbpdwt b s6wnhwywdnpdwt hwywpwdnt
Legionell hila-h FUfe- 4 L Yihu u
gg |-cgionella pneumophila-h h 2ngutlius dhguiuinh U ihtihluu nuwlwad | 3.00 60,000 180,000 195,000.00 234,000.00
Udnipubipnud pwuwlwlwu b npulwlwiu npnadwy hwyjwpwdnt
97  [«A» fudph unpbwunwlynybph hwjnuwpbpdwi wpwg phun [nwluqu 10.00 9,000 90,000
98  |<kjhynpwlwbip whinphh hwlwduh npnpdwt wpwq phun (Ynwupnid) Inwlwqy 6.00 15,000 90,000
99  |Lwdwhnpwlwbph hwywduh npnpdwt wpwg phun Ynwupnud [nwluqu 5.00 20,000 100,000
100  |Spwuuwnpuwiht hwdwlwpg Ybph RlEph dhowywypny hwwn 10,000.00 160 1,600,000
101 | Spwuuwnpuwihtu hwdwlwpg Unynuwpnh dhowywjpny hwun 500.00 330 165,000
102 |Spwuuwnpunwihtu hwdwlwng Eduh hpndy (Wdhbu) dhowydwpny hwn 5,000.00 150 750,000
103 | Spwuuwnpuwihtu hwdwlwpg Eduh wgqwpwyht (UWdhku) dhowduipny hwn 500.00 150 75,000
SuqMulybn»-ub utiph hwdwn (4 Jwuub
104 [<FuaNwytin>-ttip Epuhlunnpttiph hwdwn (dhiprwkpndhy ww)dwtibp huwn 10.00 3,037 39.370
unbindtint hwdwp)
105 «FwqMuwytwnr»-ubip Epupluinnpubph hwdwp (wuwkpnp Wwdwuubp hwin 5.00 2,916 14580
unbindtiint hwidwp)
106  |Rinpnbnpd thup 20.00 9,800 196,000
107  |Uhquujnip Yag 4.00 30,000 120,000
Ezbinhfuhng wnihyuwblun wiunnpnzhs shnubiph inuiuqy’ punluguis
108 OKA, OKB, OKC, OKD U OKE snp ohéinijubinhg Inwlywqd 1.00 1,320,000 1,320,000
109  |Eotippfuhng wfuwnnpnghs 0157 snp ghtinly upduy 3.00 44,000 132,000
1o «YUnhunhup tywndwdp qquiniuniejwu npnadwt hwdwlwpg wpgqutwynid uluq 100 45,000 45,000
dhypnunupwgdw dbpnnny»
«dwulyndhghtup twwndwdp qqujniuntejwi npnadwt hwdwlwnpg
L wpgwlwynwd dhypnunupwgdwt dapnnny» tpujuigd 100 45,000 45,000
112 |<whwdwupbwiht ujuwywnwlubp MEuhghht G 1 UU hwwn 250.00 38 9,600
113 |<wlwdwupbwiht uuwdwnwlubp wdwhghihuny 10 dyq hwwn 1,000.00 38 38,400
114 |[<whwdwupbwiht uyuwywnwlubp wduwhghihunyg 2 dyq hwwn 250.00 38 9,600
s jl::qwdwhptwjhb ulwdwnwlubp wdopuhghht/Yyuynywuwepdny 20/10 huwin 1,500.00 38 57,600
< dwu u ub; b u uny 30/6
e | Ctiudtintust josdunitubn whubpug bl nugnpulnudng 30/ T N 26,5800

uyq
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dhwynph punhwunip wnwug UUL UUL-u ubpwnywy

117 |<whwdwupbwiht ujwywnwlubp opuwghihuny 1 dyg hwwn 250.00 38 9,600
118 |<wlwdwupbwiht uulwnwlubp gb$opuhinhuny 30 dyq hwwn 1,000.00 38 38,400
119 |<wlwdwupbwiht uuwdwnwlubp g$unwghnhing 10 dyg hwwn 750.00 38 28,800
120  [<wlwdwupbwihu uyudwnwlubp gb$wnnnpuhdnyg 10 dyq hwun 500.00 38 19,200
121 [wlwdwupbwihtu uyuwdwnwlubp ge$wnphwpununy 30 dyq hwun 1,000.00 38 38,400
122 |<wywdwupbwiht uuywnwyubp gibnipopupdny 30 dyq hwun 500.00 38 19,200
123 [wlwdwupbwihtu ujuwdwnwlyubp ge$ninwpuhdny 5 dyq hwun 400.00 38 15,360
124 | <wlwdwupbwiht uuywnwlubp gi$w)tipupuny 30 dyq hwun 400.00 38 15,360
125  [wlwdwupbwihtu ujuwdwnwlubp ge$bwhdny 30 dyq hwun 1,250.00 38 48,000
126 [<wlwdwupbwihtu ujuwdwnwyubp Epnwwbtubdng 10 dyg hwun 400.00 38 15,360
127 | <wywdwupbwht uuywnwyubp hdhwbubdng 10 dyq hwun 750.00 98 73,500
128 [wlwdwupbwihtu ujuwdwnwlubp depnwbutidng 10 dyg hwun 1,000.00 38 38,400
129  [<wlwdwupbwihtu ujuwdwnwlubp wqunpbnuwdny 30 dyg hwun 750.00 38 28,800
130  [<wywdwupbwiht ujuywnwlyubp $nubndhghtunyg 200 dyq hwun 500.00 38 19,200
131 |<wlwdwupbwiht uuwywnwlubp ghupndlopuwghuny 5 dyq hwun 1,500.00 38 57,600
132 [<wlwdwupbwihtu uyudwnwlubp wbbepuwghunyd 5 dyg hwun 250.00 38 9,600
133 [<wlwdwupbwihtu ujuwdwnwlubp |Gynbopuwghunyg 5 dyq hwun 1,500.00 38 57,600
134 [<wlwdwupbwihtu ujuwdwnwlubp dopuhblopuwghuny 5 dyq hwun 1,250.00 38 48,000
135  [<wlwdwupbwihtu ujuwdwnwlubp unp$jopuwghunyg 10 dyq hwun 1,000.00 38 38,400
136 |<wlywdwupbwiht ufuwdwnwyubp wdhywghuny 30 dyg hwun 1,000.00 38 38,400
137 [<wlwdwupkwihtu ujuwdwnwlubp gbunwdhghuny 30 dyq hwun 250.00 38 9,600
138 [<wywdwupbwihu ujuwywnwlyubp gEunmwdhghuny 10 dyg hwun 1,000.00 38 38,400
139 |<wlwdwupbwiht uuwywnwyubp wnppwdhghung 10 dyg hwun 500.00 38 19,200
140  [<wlwdwupbwihtu ujuwdwnwlubp wnbynwwuuhund 30 dyq hwun 250.00 38 9,600
141 [<wlwdwupbwiht ujuwdwnwlubp Juulyndhghunyg 5 dyq hwun 250.00 38 9,600
142 | <wlwdwupbwiht uuywnwyubp fihunwdhghung 2 dyq hwun 500.00 38 19,200
143 [<wlwdwupbwiht uyuwdwnwlubp |hubgnhnng 10 dyg hwun 500.00 38 19,200
144 | <wywdwupbwiht uuywnwyubp pinpwdbtuhyning 30 dyq hwun 1,000.00 38 38,400
145  [<wlwdwupbwihtu ujuwdwnwlubp $nighnwperyny 10 dyq hwun 500.00 38 19,200
146 [<wlwdwupbwihtu ujuwdwnwlubp uhnpnbnipwuwnnhung 100 dyq hwun 1,250.00 38 48,000
147 | <wywdwupbwiht uuywnwlubp thnpnpunhuny 30 dyg hwun 1,000.00 38 38,400
148  [<wlwdwupbwiht uywdwnwlubp nhdwdwhghuny 5 dyq hwun 500.00 38 19,200
149 Lwlhwdwupbwiht uuywnwlubp inphdbunnwphd-uny$dudbnopuwgniny hutn 750.00 38 28,800

1.25/23.75 dyq
150  |<wlwdwupbwihtu ujuwldwnwlubp pwghwnpwghtuny 0.04 UU hwwn 750.00 128 96,300
151  |MIC phuwn Jud E - phun dwwwybu whuhghhuny hwwn 30.00 2,400 72,000
152 |MIC phuwn Yuwd E - phiun dwuwywytu gE$unphwpuntny hwwn 30.00 2,400 72,000
153  |Ephppnghunwp quugywd ap 6,000.00 100 600,000
154 [PYR-phuwn - hwywpwdnt [nwiljuqu 1.00 75,000 75,000
155 Red Z® Ywpdpwgnighs Yeuuwpwuwlyw Juwugh Ybpwhuydw b tnwppbp huin 100 80,000 80,000

YEuuwpwuwlwu Swadwu Uynyebiph hwywpdwt b dwppdwu hwdwp

Green Z® Jwndpwgnighs Yruuwpwiwlwu b phdhwlwu Junwuqubph
156  |Ytpwhuldwu b nwpptp YEuuwpwuwlwu dwqiwt Unietiph hwjwpdwu b hwwn 1.00 80,000 80,000

dwppdwt hwdwp
157  |Ppndphdninjwwnywn hunhluwnnp qp 500.00 600 300,000




QUi ght
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dhwynph punhwunip wnwug UUL UUL-u ubpwnywy
E.coli ATCC 25922 (NCTC 12241, CIP 76.24, DSM 1103, CCUG 17620, CECT

158 hwn 1.00 121,000 121,000
434
P. aeruginosa ATCC 27853 (NCTC 12903, CIP 76.110, DSM 1117, CCUG

159 hwwn 1.00 121,000 121,000
17619, CECT 108)

S. aureus ATCC 29213 (NCTC 12973, CIP 103429, DSM 2569, CCUG 15915,

160 hwn 1.00 121,000 121,000
CECT 794)

E. faecalis ATCC 29212 (NCTC 12697, CIP 103214, DSM 2570, CCUG 9997,

161 hwwn 1.00 121,000 121,000
CECT 795)

S. pneumoniae ATCC 49619 (NCTC 12977, CIP 104340, DSM 11967, CCUG

162 hwn 1.00 121,000 121,000
33638)

H. Influenza ATCC 49766 (NCTC 12975, CIP 103570, DSM 11970, CCUG

163 hwwn 1.00 121,000 121,000
29539)

Campylobacter jejuni ATCC 33560 (NCTC 11351, CIP 702, DSM 4688, CCUG

164 hwn 1.00 121,000 121,000
11284)

165 Escherichia coli ATCC 35218 (NCTC 11954, CIP 102181, DSM 5923, CCUG h L00 121,000 121,000
30600, CECT 943) e : ' '
Klebsiella pneumoniae ATCC 700603 (NCTC 13368, CCUG 45421, CECT

166 hwn 1.00 121,000 121,000
7787)

167 |Enterobacter cloacae CCUG 59627 hwwn 1.00 121,000 121,000

168 |K. pneumoniae CCUG 58547 Jwd K. pneumoniae NCTC 13440 hwwn 1.00 121,000 121,000

169 |K. pneumoniae NCTC 13443 hwwn 1.00 121,000 121,000

170  |E. coli NCTC 13476 hwwn 1.00 121,000 121,000

171 |K. pneumoniae CCUG 56233 Ywd K. pneumoniae NCTC 13438 hwn 1.00 121,000 121,000

172 |K. pneumoniae NCTC 13442 hwn 1.00 121,000 121,000

173 |K. pneumoniae ATCC 25955 hwn 1.00 121,000 121,000

174  |E. coli CCUG 62975 hwn 1.00 121,000 121,000

175 |E. coli CCUG 58543 hwn 1.00 121,000 121,000

176 |K. pneumoniae CCUG 58545 hwn 1.00 121,000 121,000

177 |S. aureus NCTC 12493 hwn 1.00 121,000 121,000

178 |S. aureus NCTC 13552 hwn 1.00 121,000 121,000

179 |S. aureus ATCC 700698 hwn 1.00 121,000 121,000

180 |[S. aureus ATCC 700699 hwn 1.00 121,000 121,000

181 |E. faecalis ATCC 51299 hwwn 1.00 121,000 121,000

182 |E. faecium NCTC 12202 hwwn 1.00 121,000 121,000
GN - £ b u Gu Uow Snud-| u ub

183 wpwnip ihulynntt Ll Spund-puguiunliuts gnuyhlilnh hwn 20.00 6,480 129,600
unyuwlwuwgdwu hwdwp
GP - £ b u bu Upwu Spuwid- u dwunkub,

184 wintntp Lihthlnntl tpwlwuih Spuwd-npuljul dulintieph hun 40.00 6,480 250,200
unyuwlwuwgdwu hwdwp
AST-N460 - £ b u Bu upwu puid-| u

185 wininin ihUhlnnBl tpwiwluih Spud-puguuliu hwn 20.00 6,480 129,600
gnwyhlyubinh <U% phutnwdnpdwt hwdwnp
AST-P592 - £ b u bu upwu Spuwid- u dwunkub,

186 winntn Lihthlnntl tpwbwbuih Spuwd-npuljul dutintieph hun 20.00 6,480 129,600
<UD phunwynpdwu hwdwp

Lghnubjwub Ghguwu hwd b § wdfuw-npnduwht

1g7  |-bahnubuititinh wlbguut huilun pribipuiguud wdfuu-nanduhls wqwrh [pwlwqy 1.00 120,000 120,000

b wéh nt puinpnnulwt hwybinudubph pulywaqd
winbipu nbwgbunubiph hwjwpwdnt Laghnubjw wuldwdhiw

1gg |ty nbwg nh huijupuwidnt Lghnbtiu wuldubhiush uluqd | 1.00 100,000 100,000
gbwinwppbpwldwt / unytwlwuwgdwu hwdwp

189 |Legionella pneumophila serogroup 1 |hn$hihquigywd ounwd upduy 1.00 121,000 121,000




Qudwu ghu «hpnw» UM
</h Uwpwuph wudwunuip /4 Lwuwy
dhwynph punhwunip wnwug UUL UUL-u ubpwnywy

190 _|f@nn nthph Yud LhU wpquiiwy Ynjhuinhuny b bwihnhpuwppyny Yyg 1.00 90,000 90,000

191 |Ynpnuiphw wqwp ngfuwph wpniuny’ Mbnpph pwubipny hwwn 1,000.00 520 520,000

Lwwnbpu wgynunhuwghwih nbwgbunubph hwjwpwént P fudph

192 winpbugnulynlnh tngulubugiut hudup [nwlwqy 8.00 150,000 1,200,000

193 |Uhwuqudjw ogunwgnpddwl qluwpl hwwn 5,000.00 10 50,000

194 |huwjwp pdywlwu dElwuqudjuw ogun. ng unbiph| jun.30 hwwn 6,000.00 147 882,000

195  |Pwhpy qnygq 8,000.00 7 56,000

196 |dbtinung pdolwlwu dwupkbwqgtind qnyg 1,500.00 150 225,000




