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!!AIIS-CoV-2 & Jnflu"11D. A/B & RSV Anllg<,n Combo T„tK1t (CoDoilbl Gold 
Cllromatagn,pld< _......_""f) 

l'KODUCT JtiAMII: 
Commo.nN_, SAll--CcV-2 & lnflll,.oa.AJB & RllV .-.....,,. ComboTo'1 Kit (C'olloidol Gold 
� -.. i 
l'RODUCT CODE, :.IF-71 
PACl<ll(G:15 -bow 

IN'Il!NDED U8E 
Th,"'"""'""" SAIIS-CoV.:! &Jnfl..,,,.AJB & RSV A- r-""'ho T""K°' � 'IT-• to1'a 
slmultmocnsljlllllwm_arul_DflllMI.Corooovirns (SAR&CoV- :1 �), 
JnJlu=.a A muo,IBflucmma-.icuADticca m'mRSv �m�� -""" 
-on4�..,i....t,....,,1e,m,im,.FORPRQFES810liAL USE(l),ILY, :rc,o,.,,,,, 
ög,,oatio""" m,fy. 
IN'IRODUC'IION 
Th< °""" ""'"""""' - "' ""' p ..,_ COYII>-1� ;. .,,. _, ,.,_ ..,._ _  
P"""1c ""' _.,.ny =,,til,k. em.aoi., 1hc .....,0, m&ot<d by th, ..,.,] ..,...Yim, ,.. <ho mu, 
,_.. .,,-- � - p«>p1> om ,1ro bo .. ......,.,, -. 11o,.. on t110 .­
qmbniok,gi,,� mv<mgm>D, tlc mcul,otioo ,enod ;. 1 1o 14 ...,., m<><tlj, S  to 7 da:,,a. :rt., mu,  
_..,hnlo.....-,Hmgüoondfuy�- -�mnnyn,,.•.""" thro<d,"'J"lßi• ...,_  
- ""' - "'- • ""' - - (llo) i, - �  """"""""illne,' , ... e<l by infi"""" 
__ J,,..,..,,._ ., ..... , ..,,  ....., ,.;ia m  ....... m, ... """""' -... or "'" 11u. ... n,u11 m 
ho,o-• « -- - - - .. - ..,.,i,. _ _  .... _ _  _ 
undcdyin,,: - oonditim,, ... "'� ri,k for - flu. oomp&.tloo,. = ""..,, ..... -· of 
rntu ..... vi....,.; 1Jp« A ond H, -Wo A lind R i,�on,a """'° ..,. .... ly 'l"""i """'I P"'l'l< and 
.., ,_..,;k i,, """"""1 ilu ..cl,. -_ Wloe.n,,, """" """ "' ..,.,,..i " ....,_ t,,fu,, u,d ,ftc, o  
P""""' '""- "P"" "'"1''°"" "'�--
� l)",oy,f� - (RSV) ., o """1'1'14T, ,.,,glo-"""'d<d RNA - -wtfh nogotil'O ""'"d """'""' R!IV ., __ m ill porlli oftllo wo,il, OD! tlle p..t ...,oo U li<>lll N""'°""" » llp:ll 111 -
"'3""'� RSV ,o "" """" """"""'  ffim 11,ot """"' Lowc, ,,,p,,,m,ytn<tmfcction;,, -.....,dl"'"'ll 
obll<l""'_ll,. Ro,plrlllory ,ywytlal�lm b .molnly tranlJDlll<d  by droplet 0<dlrecl -lllld dto 
pof'Ulali,>n>< ..-.n,. ,_Liblo. r"'Jlk<1liJl - - � IO RSV. ld """''°"""""· -
(_,.11y ;,fl«, opd 2 � 6 ........ ,) "" ...-y -- � RSV, .,,.,,, o11:on ...,,. ,..;..., � 
......... - .. -lili, ... ,.._ 
PRJNCIPLE 
ThaSARS--C".aV-2a !- MB a RSV AntiS"";• .,..i;t,tm,ly - m pop,- Omp� 
...... , N...i ....i. « N..,,� -"""l'leo bl' lllo "'lloidaliol!l""lbJ<I.Allot ,-le oddo:l, lllo  
SAR„eov., """""' (mJnft..,,,.. JvB & 118V) m th, """Pie to ho .,.,..  ;, oom-W<th th, 'lAll-
0,V-> A"<ip,, (o,-T""'"'"'A/11 &; RSV) -0)' l""Tiod - ooTioi<lol a<>ld on1"o l:,l,di"II pailtofom, 
1h; SAIUl-CoV-2 -..... (ot � NIi &; RSVl �- ,i,:,kl """"""" Doc lu 
-otol"Jlhy, 1"o SARS-CoV-2 A ...... (o, T, .. ..,._. A/11 &; TlSV)-�]oid� ;old oomp&o,-
4ilfu.>lo - tllo --• - n., SAR!I-C.V-l All1- (ot ilillll<IID /W &. IUIV)­
-body"""l'I"' �nd! to lh, .... bodyonoloood w+,>i, lhod- .... ...._ •-"I! > Pl"!'l<....t boo� 
ColbJolol a,,1,1--s.i.Rli-CoV-l � (« lmlo<mo lW &. IUIV) .. llbo<l;' illlb,. ti> lbo 'Pllity 
wolml li,,o (C) ,qs,on - �  <aplm<d ",- iliq, .. ......,.., "'°"' °""' ""' ,-,,._  Whcn lhc -""" " 
<NOr, Ül<-Odllbo�b)' -.J.o.....-

MAJOJlCOMl'ONENTS 

NOll!l /\o-roqufrodbot ... prol'l<lod 
• Tmr< 

"""' ""' """ � -....... .., .. , ___ 
- Tu, """' ""'"'"" ""' ""' w °""" ,mJ, MllJ. 
c.N-2 - (m ...,_ Ml .,. ltSV) -. 
"""""""wilh SARB-CoV-1 - (o,"'°""""'MI"' 
&SV) _ _ _ _  ...,_ 00,,,-
_________ 

- (• SAlli-CoV-l - - A ,nd 
'"""""Tl. """· ,.._,,_.., .. -· -
fton - S.US-C.V-2 - _,,,. A ,nd 
Infi"°""'B-1'SV-) 

• Fm-""'1'10, -m Vm,l TruoportMatio. 11,on, " • """111.-ap-lramft,-JNl"II=(" ,,_ 
_ _  ,.,,,,_....,_ond_lhe_"'""'"'"'lheom>cliontolx. 

Tho ,,_,. oooh bol<h..,, o,,ly bo"'od „ 1"o kit oft>o s,mo l>doh,.,,d"lho ,,_,. t>o lo! of 
dilitffl,tJ,ot<heo -bomi.m. 

!fmRAGE CONDITrOKS A.ND EXPIRYl>ATE 
SLor» ... liL 0!2-lll'C ,ndtyplw>...i.pM,ct fuim li(lht "'1d ,_ 1llo ......i, "'-2- i'C. T..n i<iL.� wlid lor 
'4mottth,frnm ddeofmmmlaeture. on«lh< '°"<WI pouch b q,ene<l0 11Lo t<otol>oul:I boporformed..-Jlbln '"' 
lCQUTRUlltWT"S OP Sl'SCTMV\"5 
1. � •ollo<&n 
Ll 0rophocyq..J,wol, ""no.tbn""'1»1 
1.U Tiptho,mtic,rt'ohoodaliglrtly. 
1.1.l. -..,lh,p,.tlontto""""""'"1h,,oißo„ pööiblo LO-lhopl,,cyng,,,l lOt>dl, "" ,i1lLet si,lo 
1.Ll w;p.ihcboocofp.time•t,qw,wilh,-b, 
1.1.4 Sliohtl,mld,o,....,,,_i-.1,°""'...ilroboo-..i.."'""'31imc,.
1.1.S J<nb ihcpo,lmm�ol "'11"" """down .i ..... , -
,.,.. n,,i..,,_ ,. """-.. _ 
L> ,_,...,,,..,.,,,_.owal, oon.ctio.o.-ba-" 
I.2.1 Tiptho-·•---··"""'"""""' """'"''""atri."lholhsR"""'"""""(l"adsh<ruld"' 

-li<lmverti<lllfo:]>l<lp«,pe,,io>o>.ooll<otioll). 
u., m...,...,,.,,1,._., ... .,.. ...,i,;•....,....i.-,1...,..., .. �.,,,.,.._.,,.. ..,..,,..., 

��.,<VO!d-bl...tnc) 

INOIC• D• CIRACUIIIIT.,.,_,. 
1.T ... do _,,,,. .. l&fonm�, pooll .... 1a lioa <lo """"""'"�· do 19fl,19rd;i ,_ d• 1a -
...... r ... 100%, 
2.,-ooco"""""'"'""'P"''"""'""'""'"""-' '"'""""'"""""""'"''P_"".,_"°"' 
nog...., .,1a..,,_ .. ,. ..... , 100� 
3.1..hlto.., .,_, (l..oD), 
II) EI LOD "" .. ,. pNoM ..... , ... pon ...... , .... SAAS-CoV-2 ' g,p, MI y VFIS jnmurv,o"'"""' 
-""" """"' "'1-11 do!w_,.,. """""1 •nolm,do2(1 Mplloo> oo, oomo,..,iono> ., ol 
lfm,lq da _, .. -. So ._,,,,"' q,e <>I '-"" foel do 1, pa,eba •• adQ<>nD SARS-Co'i-2 de 
,.....,,. •• ,, ...........,, mlB .... '"" ... ....., '""'""' "'"' _, - .. - (>□) ,. 
:

i
��mr

on ... En baoo • - pn,<>l,a. <>I Wl oara m""""" do l>loopoo nOBOLllo „ ooollnna"'""' 
� a L.oo.,,.,...,,..,. 

,_,,, ...... , 
1 .... 1fl'TC""""L 

...,O'Kao..>'mL 
4x10'Ka""""L 

Z."20•1a'TCIDJrl. 

@EI\/RS <lo ""'A0> 1, 1ö"10'TCIC>.ll'I., <I \/RS do ._,,, B es  1,8"i0' TClci.lml.. 

'" 

• 

T.2-•-"""""""

" '" 

• 

,.

, . 
OPA ., ... .._ 
NPA 10000% 

NPA 100,00„ 

OPA 0,/JI/% 

,.,,_ IOO/M'.1% �100,001<) 

L13 Wlloolil<llp oftbo --llLop<><O<riorMll cdlho"°'opb,ryng ... <ml)', g,,ntly-tt-1 
__ (Colloot,."'"""--"'JR>l'il>l•l 

Ll� !'Httbo om,pk "' """'"'p,,a,ibk 
•. ,N ... _ a,11,.-m...,a, 
1.,.lTillpiü.t,t',h,'"1-1D&o,-
1.,.2 wlrilo g<mllyrototio,;tho-.--iillom llw>.ODO md,(m>Ul > ... )kl<>-pm,,lkll01h<pai.,lo 
__ .,_,, __ _ 
1.13 - t1,, ..,,J, ,.,....J 1im,e ..,..,.,.....:t""'1L�...J,,i,,-,�lorotboo<hc,.....,;iand_., ... _ .. _ 
2. - -
1.1 - � °"""'l'N•P" .. °"""''' 
2.1.1 PID« 1bo - -Jo ln1ho._,bo, dlptholWlblnlbo-.,,,lllld,_ i 10-•,--

lh<....b&tlh<...i,DO<!c.mlc& .. tbobwcch&llll>lh<-tubo. 
�1.2cova_,,,, __ �,"'41oolh< mbo�plldodown, - -..ll to, 1 mln  ... cd.-O.. 
'·' v ... ,,,.."""'Mo:I'� 
HI l'r<pMOo._i._,....,1,ooru1'1""-lil<,__ ,.,. drnppo<. 
Ll� Filltbolubo»ilb lOO)'L ,_Jo(VU41. 
,.,� "10,011Loanw,,,-füi, tumU.tuho'l""do"""" -•-,-- , .. - o.-...ctim. 

>!ot<:: Coofum -VTI<"' """'"' fo:th< kil 

DETECTION .METHOD 
I.Bofo,o""'n&.-IILoo--�.11'"'1-1ho"°""llkilond-1ooID""'°' 
-(20.2S'CJO<'""" ...... 
'--T-"I'""""'""' "'6, tslraool ... ""'-,""d""' ''"' """'"'l""",.'"'tlm 1 i...,,_ 
l.Wo11 \ ,W111to!or-nol�illd,oc,plo_,.,,.,l<llutlo.o.
4,V-.,<lh,pl<l!op,(,.,.,tW,-L) ofth,lt<Oto<l_.. ,oMi>ninLtJ..J,oflllo - Olttlplo - o!Lllo 
'°"-· R,..,. o, odllo,,ly 2""'1" o<1",_ """l'lo "'""""I -'<ldmg"'°"""'' '""""' ""10 o<1ho­
•-1>oolulion_ ,,.,.,IL io.ib,üll ..n,,,,.,I ... 
S, 'Tho..,.,,.,;i�,.,..,.""""_,......-r,,-,,-...,pnoro,--.m�thobl""'""· 
Ob...-1,0.ilt, ..,._ 2.0mlmn„ lromtbo - of11o oOIT())o boq fldlod to 1lo ,..,_ .,.  
�mvolid.. 

MITJJ: Tl>e-�llhouldbo <lonoo,10-2'-C. 

INrWll'WiIA.TIW! Oli' RESOLIS 

3. Kamlioi"KSV 

r�ij�J m 1ru -eo� N.� · -
• Pootivo: "!"mmd ,tq,,,i..tbtho-lino (f libo) aodthcqo,diiyoomrollino (Clino)di,pl,,­

•� 
• Nopli= arniatriF, qumly oomrollinol,Clino) di,pl&ymlor. 
• hmilio;Tl>e-ofth<o..a,,"°-'Tu>e{Lm< C)io.!bo_"_,.._,.,, 

""""""Y "''"'-� indfoating ihol""tc,t;,,,waJ;,i. oo.,_,"""l'l•wall modO,bo"""" 

• Pßmv< mmmlohowoo!!ARS-CoV-1/lnlm=,Aflnflll<=aRIJtSV,...;,;..,""""�"'piv, 
«-1 oh- 8AT!S-0J'I- '  /l,,,,.._,._A/ 1,....,,,. RIT!SV"""""°""-'�' 

SAJlll--Cm'-l--A-

LIMITA.TIOJ\." OJ METHODOLOGY 
1 ni,lit�aqw,li,oti"'""',m,1;,�us,1rocmmo amilim,- <1E.sno"'-
l W!Lhtl,e llm!Lfloottho aldlwofAntlg,t,ol<l"'lloo-.1llo-....11<-llmll (s<uiLMly 
"""""J ;. ..,,..,lly bw<:c llw>. tho mu:�ll: o,:NI-. So, -thc - ahmtld ..,.-.iionlolh< 
f>'O'INo """' ofW.. �� Tho '°"""""' lhoold ""•"""'"' - ofpo.tbn>. F,,rtlot....., 
io.,lndia,g ... bcill""".,.�foc.....,.ot«l,,......_=-it,t,, ..... m� ,.�---.,-----,. _ _ _ .,_  ·-
� Tho- ...,,Jt,, ofthi,_, .,. ror olinioal m=n,:,o m1• aod ohouldnolbouood„ Lno ,uJ, t,,,;,,  
1or clmk,l diogno,U ond t=tmc,t_ Th< fuw <liagno,i, o f  d,,: <ii,,,,,,, ahonld O< J,o,od on • 
� _......, ofall ,link� riwolion, mnd t.bon!o,y,oda 

,_.,_,_ ...,..,...,,,,.. 

., M 

"' • 

" 

N._. 00.- S,,1%-100,Q0%) 
PPA ODJ]O% ,.,.,._.100,Q0%) 

""" OQJIO% a.00,,,-.-1(>1].00¾) 

,_ .... , 19l,00 %1 • 

100.00 / '
"2.81 % '"'"' "· Llll.O>'l,l 
·- li. 1"1.00 %1 • 
100.00 / ' 

O.Ropol�l:I•� L.oop!l(luolo• da -do repolbld..i ao loompi900 ,ep,-,, ,o,oplleron 10""""' 
,,.,...., _, ,,,.,1.., ao Ioaar<1Qonoo SJ.R!l-Co1J-2Jt,ip0N!J"il<> llJ'VR!l -�� 100 � 
O.EI kl do ,..,.oo <0mblnada pem <>I •- •• V"8 & - AIB y BARS-Co\/..2 -
�\":1-::::.::,.,"::i=re.:■"' �n::.-; �::-· ,., $AR$Co\/..2. 
ATENCIÖN 
1 _ ,,, .. ..., ..... , ..... ,. ., ..,,.-.., ., -, .., ... ,-, ........... _..., .. .. , ..... ,., 
"" l>ll>ldob&n -""oom• -I,. -...,.. 
z. E, .. - .. I• lm,rJ)IOIOOll>n, no .. ,.,,.,. I• .,,�- d■ lo ...,,_ . .. ooDr, .. puodo "'"""'"" 
- •• ..., .. .  u■ .,....,,,., - ·- '" .. .  ,. . ..  ...- .. '",_ , .. .  , - .. ..,_,, 
-� 
� _,""" ., ouo ,o <O;IL<O ..., ""riill'"' """'"ado •• mu- """' lo OIUOl>o. •om-• o m.,,. W» 
"" ""'"m"'•• 1, ~- p,_ .,,_. ""' ......,ci,_, '" ol „,ullodo. 
4.El-mOl,_ IO..,.o, 1>n,-. NolUOl"""""""-NIIO:ZO fflaulO& 
6. Solo„ puodon og"""" 20"°"' dolo _, do ....,..,. ualodol La odlol>ln dou,ooon110..i ""°"""" o 
....... ,..,.. ,,.,,,..,.,., donu,a .. .....,. p,_ <k<�g..-o ,,,,.,ltodoa ,■, vüdo, 
ILITBlPRETACIO• DE L08 ICON08 

w 
M....-r ... JododolO II"""' 1 !c: 1111!,1 

.. 

C E:

Filoogoblcl6oloo I LOTI 

l•••I 

„FORMACl6N GENERAL 

Shon.rhon Mloropn,111: aklteoh Co., Ltd. 

Conuio,, .. ;,........., •••• "" 

Momon"""' 

...,, __ "'_"''" '" 
Conu,de>I E,_ 

„ Rl>om 1001 ofu,;i,, "°"m 1001 o..t Room 1 1D1 ol'l>,_l 1, e,;I�,ng,, >toagoh""'ll 
To<llr,olag• Cerrter, :>:ike� G<>rrwnunity, FIJCheng 8ub-<lilln<:L I.Oßllhua Di<Wiot, 
518000 Sh,n!hon, Guangda,g, PEOl'LE·s REl'UBLIC OF CHIN<s 
Cq,: 516000 Toll: --755-20003416 Fn: --7115-1i1fi9Ll111 
fmoll:l>lo@m;oro?Ofil.-n eito -= ......,.mcn,pmfil-OOrnm 

"°"""'"'""""'"''""" -�-
N(rnom "' -�mo, Ml<LSW-041.M-355 

INI>Ell OF CHAIIA.C'l'J:IIJllTICll 
I. FOWV<_ «t_ ,,,o: ll>ooo,liv<--RlOofdio..,,,,...,ibouldbo,_ 
l. NwtiY<ommJlole«".,.,,.....,_.,...,,.. _ _,_,,,_._oftllo 

-..p; .. ,,orudO< LOO¾ 
l. Umlt of�-• (LoD), 
w-LoD "'""' -"'"'-CoV-1"' i.n....,. IVB&RSV Anog,,,, CoM>u T..,_ K,t (C.,Tio,a.L 
°""' �""' '""""-rl'•'"'" _br_,,��--.. , ...... 
"""-'" .. LimiL.oflloL.o.Lio� Th< liloal LoDoftb, no-SIIRS-CoV-1 Ag T""ii llo-IO 00 ll>o 
, ___ ,..,� .. l"'· .... -.... -(:!(l)wtof""""Y(l.(J),,plio>O,o,ß .... <m 
lbl,""""''"' LoDIDr-� - -- � -.. : 4!1 TCID.,r.ml.. 

ThoT<>llo<lh< lnflu., .. A ;,: 
Itclmo<.<D<k Vm - LoD 

" ,min11<1 I.\IO<lD'TC•D5'l'mL 
s...,,..tn1N1 

4<1D'TC•"""""L 

• 

• 

l0000% �llfr,100.00%) 
0000% kro.m,-100.00%1 
0000% i(;oo-'21fr,100.00%) 

0000% k"",,,%-100""'1 
" 

ThoLoDtbo--Dl<c °'=" 1(14 l'fA 1'4-'"' .,_.,,.,._.,06%! 
NPA l0000% 1(93.00lfr,100.00'i<] 

S3 1 B/Vlnooa I lx!O'TCID50/ml. 1 
S4 1 Bl'l- 1 2.62l<IO'TCIDlO/ml. 1 

a".��·=:'��1:'! � 
T
�:;'-._ ...,--...y with "'R:l-

0,V-l &o lnfi_,,,NB &oRllV A,o;p,C,-T"'Kl< 
"""""""'- (AdV-•XL.ü><•O' TCID,o'mL), Bool,••H• -••(I.O•LD' CFll'tt,q c.. .. a. 
albi<.,1(1.0><10' CFU/lrl-1 Ch"'°'l"Ji> l""']mo,la,(7.9•10' TCID.,'mT.� Coaynobact<rium 
<ld!W&IC(l.0-10' CFl/1.ml.), �""'(l.0><10' lUlmL). - (EV61)(1.0><10' 
TCID,om,T.]. ,,,..,., 8"" """o(t.0>10' OJ>T"T.t F«l,,n;t,;o ooli(l.0•10' CFU/ml.) , 11-,11q, 
il>IID<moe(l.0><10" CFU/Jlll..), l!umu ..,..,.,- 229E{l.lJ><IO' TCW,.,mL), lliuoa.L> "'""'""""' 
lfKI:l(J o••O' - "J"'fflL), Hum.., - Nl.6'('-'•LO' Tcro,,lmL), Hum&n "'""""""'" 
OO!J(l.0-10' TCID,o'ml,), Hmns.o Met<poonn,olWO(l.OSJO' TCIIWmL1 Lo,;to­
�l.O<LO' CFl,"/mlh Logjo!>allo ""'""""hil>(l.Q•IO' CPUlmLl. 1.op:,no,IL, 
l""i°""""(•.0•10' CFIJ,'mL). M.,.lo, .-r>lo (1.tl•10' TCITl,.fflT.). 'dl\l!S"""'""°""-'!(1.0,10' 
<p/Dll.\ _.., -holi,(l.O><IO' CFUlmlt M-• Vitui(I.O><JO' TCID,"""1.), M,,:,;­
-.Ulo"!(1.0-10' C'f!U/ffll.). Myeop- �1.0-10' CCU/ml.). 1'ol!...<o 
�1.1.><lO' Cl'l,'/.ml.). :lf..,_ �.0-10' Cl'lllmL). - WU< l(l.0<10' 
TCID,om,T.]. .......,.,.,,. .;., 1(1.0,,1(/' TCIDs,'ml.), P...;nft..,... '"""' 1(1.0-10' TCfll-1). 
Plm,llu,nm vlm1 4(1.0,IO' TCID,,Jml,), P�.0-10' TCIDmomL). P­
""�l.0><111' CFWmL\ rno-,,-u, jlro,..::i(S,0><111' <ltp!listnala>Ll. � s.,,,.,tilll 
v1ru(1.o,10' l'l.'U/nti,), ,_.._ -00:1.0,11>' Pl'lllmL). =-- (SARl<-cov­
JJ(l.0-10' PFll'rnL), �-"' .......... l.()>JO' CRl/nlL), S....,,_...., <,>ill<tmi,li,(l.lMO' 
CTU/ffll.), �-• ,,H....,, (1.0,,10' CFU/ffll.). �O«llS J""ll"""""'1.0,,IO' CFU/ml.). 
3-ooo..,,.�_O>:lO'Cl'llln,l,), Hunm --.l!"' HKUI (lliO'PFU/ltLL) ,.-
SD ...... li>lal bclow ... ""'6nna:lloo10,ha,o_,o_,.;,t, IIARS-O,V-,l &lofl ...... 
.All; &J<:SV Amlgon Combo T ... J<ll. -(150 mg/dl.),.lllood (lm>m) (5%). Mll<m(• m,vn,L). 
N.., GB!. (Nd).kd) (5%), CV:S N""'1 Dn>:t,, (phony[O)ttino) (15%). Afrio eo,._,-"""'1illo) (15%\ 
CVll �...t ..,.,.. (Cromo!Jn) (1>%1z;..,,, Cold 1t<m,dy (5%). l'°""""""' (AlbloQ (10%). "°" 
Thtoot -,:f SJ<o,, (15%), T� 3 n,wdl.). �.15 n,g/dL), Flwlm,o.., 
(O.Q00121i ..,-.0.). Tmnilh, (o..it.mi,,ic pl,o,phal,,) (.IOD m,loL). B..i....ouk (Moo.,a mgldl.). lmlib 
(035 "'ltdL). - (llO Olf/dl,). -1'0Llcy)it, J\oil {' "'PfdL), -
(O.O-ir.""""1-),DcrtmmcdmJ,hm(O.OOl:16 m,ldl.). -.,,,,(l.2_.öL),�� 

d. Co-mf<:otlon(Com,,ctitivo inri:n=,:) 
To..,o,• ,...,,ri,,l ,""""'1JiTIO -• bolw=a lmlm:o:m A. lo!mam, J1, lllld SAll­
CoV-2 & RIIV Amlp, _... wcto -..d tll. """"""" of l -.bo«, !o,,(� l •
LoD) .,,_,,,.. of Oll)' "'° - lffl< m<d "1m -.-.ry bicb (I.OXIO' TUD.JmL) 
- •l 1llo Ln<l ,-t. N_, o/ tbe - - a< ""> qh ......,tralioo 
,_.,,., .. -..... , .... 1 ... �ofO-.. ot..,,,..._ 

1. c,ru"•"""'°"' 
Tho t&i<.ol � of Ibo SAR&-CoV-2 .t lllftuollm /1/B &o RSV An1lpn Combo r..t Klt 
(Collnidol Gok! � - .,.. """""" ooo,puoll  m Rr-l'<ll. ,.,...;.. ....,_ 
P<>Ofu<: :J)<f<oll!-J1 ""'-"3o/"o ____ Jl l00.00,-, ln 11Lo "1\R5-COV-O 
-- - -· - --;,, 96,lll% 1111d......, .. __ ;, 9').Sj% 0, tbo  
""'- A - - p=eot ....,.,,, JI Sl.-ml ""' ""� i"""°"' � � l00.00!', il> 
tho mllm:m,. B tc,t, l'<,mm: p<:romt ..,...,.,,,1� !11;- ..l!nogativop cmod ,w=nent �  10000% 
filtholiSV-

1.I R,,,olb, ,..] ,i, ofllARS--OJV-1 -- -·-
- c....- -- � :r,;,-

or - """"" "'"""' ,;,"""' '= •�=, i!¼(!L"�;)T,O(!I;) 
•-• !�I {�I !NJ (N) ....,.......,. ,.., 

.. , . 
,...,...i, 200 " ,. 

" ,. 

7 2 llcmlt, and�oflntl,..,,._A 
T.,,�.,_,l!O 

T""' 11 

" 

PL 

fluorecare
®

.. ,,.,. (!I0.11'f,,0711%) 
100.00¾ (9,1.>"" l00%) 

(""1 • .,,,, ..,,...,., 
100.00% (ll(il""- 100.0%) 

100.00¾ (ll(i1""-100¼) 

lll'A JIL% 

PPA '"'" 

llM 00.00% 

,..,... .. , . .,,.) 
,_,,,._,,,_.,. .... 

04.42,.-...m,..,,.1 
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Z.otsw CIOl11bo Antyg"'6w SARS-CGV-.2 & (iryp• A/B & RSV 
(CltromatoW&fic.i:n1 Tut lmmonologiozrry z Ui)>ci9m Koloidllnogo -) 
NOME DELPRODOTTO 
NorTlli Corramo: Z<ll>mw Gombo Anlygonöw SARS-GoV-2 & ß-yptl.AIB & RSV 
(Cliromfflllllrolk:znyT.., lmrrunologlomyz Uty<lem Kololdolnego 21ot>) 
K0o PROCIUIUUa MF-11 
(IPAl<OWAN•�· 2\1•"'6wt'opak-lO 
ZAIIIIERZONE ZAST080WANIE 

' 

� orrty;onow, --,,r lollowyfl110raoaRI@ SARS-O>V-2, !Jl'P)' AIB I RSV m, -
nlo do Jmo,,....,ogo J•kol.olowo!ID �la I nli!nla,wanla """"'llD Koro....trusa (anlygon 
SAllS-Col'-2). w;n.,,. Q'l'l'l' A, errty;onu "'"-'"" g,yf')' B �ub e,tn,enu RSV w pop.,I� 
p,oo...., W)'lllfmJ zg<r<la. "l"1'l><IJ < "°"" ;wy,ttOllu < n"""O.-ahl wwarunkeel\ i1 "<lltC. TYLKD 
00 UZYCL'o PROFESJOIW..NEGO.�llo 00 Ll!:ylku w dlag,_ In vllo<, 
WP-DZEN•E 
N"""' llom,BWNl)f nolohi d• g01f')'jl. COVID-10 Je,rl Dm] ohorml!mllimi� -• odd<d>owo-
9>. Lud!lo "'I "" og6I pod;tlrl no ..._.,...., OboaiLo ßhlwn',m Zrlldlorn .-...,i,, "'I pa,ej,nd 
ZNZenl nowyrn Koronav,UuNm. Zrolltem zak<IZel\la mogQ we rownI02. oooD!' .-zone 
..-Jowowo. No ,.,�- -alnogo rozpo;,non,o opi,i,mlologI<an""' olno i,io,i>oojI w,r,,� 
00 1 do 14 dn;, • noj...,oillj od a llo 7 dni. 01:>Mia ol>jawyll> --, ,._ni• ; � ka""I 
W ,lollcz,.,.,.t, p""1)Al:ll<adi otwLoma 9>I f(!v,1,1,> nl-rdt nosa, -, bdl gar(]la, mlatll>] 1 
'""8•� lnllu""m (OOr:<1) ., mlan"' cl'<>mbo ,_" o,ldechowogo "')'M'.llywMo ptzez ,,;""l' 
!nPJ'. WI� l1YPI' -� wywolao olmrob>j o la!IDOrr,m hb ol'll:klm przeb�. -• llflll<ly 
gypy ""9'I ,..,_ hospbll,atj� ILb !iml•� Nlok>lr,, 0801,jo, taldo ]ok o,oby ,_ """ 
- I  ooobyz po,M11ffl -� ohorol>a"", "'I l>alllzloj nortlZ,,r,o ,apowm'no p""""'"ij 
wyn"'"i>I."" z ,,,,.,.,.,. 8'l'P'I- ...,;,;,_ owo gi;,,,,,o typy ""'"- ar,py· A , e. z.,,i,.,,o """-"l' 
!nPJ' l)opu A, jllk ; 8 109JlomIe r0<prze,drz,mI�� .,� wllrlld kJdi:I ; "'I od�he zo In� 
•='10W'l.klltdll!!" mlw. Wlru'l'"!JYPYmOQ� byt;pr,,,r.,.,,,no no O.nooooby p,zod I powyot,;plo­
"'" u donoj ooot,y ozn,k 1 <m,a.- ohomby. Syr,eyllolr,y ll<lru, LJdodu �o (RSV) JHt 
rYOpo1,unym, JodnonlMHym Wlll.90m RNl\z Ujemn� ""'<Zlal 
RS\fW)'J1fl"J_jll - -- �"'1 ,;,,; .... • ,z,,zytou,nu w "'II'""""" o um,ort,,wonym 
-oolo pr,ypada na okres Oll llslnpade da kwlolnls R5V Josl nal""""""'" ..tus,m w,ywolujlf" 
- zakater>le dolrr,ch Onlg odOechowych u r>lemowll]I I rn!llyrn <lzlecl r,a Galyon -
s,-tqi<>lr,y wru, -u oddll<h- ,..,,.,._,ny i""' {#Mnie d"'9\ lo<>""""""' �• P""'­
l<rntald: l>azpollrado( a popu„eje lll<lzl<a]o,t 11Morahla ne ,logo pod""'• 
Na RSVpo<otil"flUdzlowkezdym-,aLo objllwy""""'�ffli!"".Nl•m�ta (zwlaozcza w
wiolw od 2 do e mH..,] '11 -zo Wl'Li.!I - "" RSV, klilry """"  pawodujo pawam■ ohordly 
-U od-- IO ... J„zor:,....,IO Oll>rZel • pl\JO. 

ZASADAIIZIALANIA 
Arjyg.-i SAAS-CoV-2, QrrPl' A/11 & RSV Jul v,yl<rywar,y J- w p!'Ol:l<a<h wyrn,uu 
..tno--a«t11D'w9!1, WYfflOZIJ • .,,... lub WifflfmJ z nDSO(llldla motodl - kololdolnogo. Po 
-•..._, p,61,k,, ertyiJon $AR$--Go\J-,2 (lub gr,py/<JB & RSV) w bod..-..j p- ;,.t ..,,,,,.,,. z 
--m l!AR!!-C<>V-2 (lub'#'jr:,/A/11 & RSVJ Dtal<Owllnym-m k<>IClidOlrtym "" .. -.. 
�c:oj, !wo- -�•lo! -- SARS-Col<-2 (ILb gr-;py NB I R5VJ "' -
-lr,ym. DzleH <luunatogml( k«nplolol onlygon IIAR8-C<>V"'2 �ub Q'l'l'l' A/11 & RB\1)-prz,ad-
- -1„ UIOi}II dylu,JI wmlut llllmy nl-uloz<>woj. Naob]pnl• � antygon 
$AR$-CoV-2 (lub !Jl'P)' M,>, & R$\l)-przoor,,a,io 'MIIZ'f •"I < � <11mkni'1Ym w 
ct,.,,,,,., llnll d�I. �G ourpulO'IIO-oa,,rwone pasmo. Zllalmw!ole -m kooH!>lnym 
rn,,<:iwci>lo •r>lygOnu SARS-Go\1-2 �ub..-i,pyAIB & RSV) <M>I)" dpu,j; do °""""" ini; lo>nltol; 
Jal<OOCI (G) 1 - Jeat PIZIIZ """"I Bnl'MllYll>l lge IWOl'ZIIC CZIIWOno paama PO 
zdooflozenlu "'"kcJ, wynlkl mot,,azhloopromw.O • ...,.,, obo""""°" �-

Gt.ÖWNE KOMPONENTY 
Kompanonty 

-t<l -bhl p(l>,t: 

Stal)'ln&WIIOlkl 
T,l>ki e-.,;,o 

-�p-,o 

Cldwn■ kompo"'nty 
Ka2do --•-••19�Ioz pl..Ukow<I 
"""""'; ; peokl■a Po,ok .,_ze■;...,_ Mi,mlntoo 
nin>oe�-ookryta jeol """'""°'lllem 8ARB-CoV-
2.~ l i,ypy Ml. o potlllltodlo, z ko,�;- -
ptz<><i...,;ah SARS-C<>V-2 RS� ; grypy A/11 m-oa 
-koloIdumn. Pt=&tale olemer>lyll> potlklodke < 
PGV I poplormlomy. 

0,S mll(Lblol 

Ol>CI.., .. ,.,, (ontygon SARS-GoV-l!. i,:;p, Al i,:;p, D. 
RSV, dodatnl lblllZ<>IOan</ pri:,ml(. p,zygotow11tf Z 
oynloly="'l)O blolke31\RS-Q>Y->, bl- 1JYPYAlgfJPl' 
B,�ob R&V) 

7 4 Romlh, rnd Analy.,,ofKSV 

10000% bo"-'%.100.00% 

• " 
._ _ Ibo _bilify_ •''""'""of"'" _....,._.,.,,_,o_, 
,m]d,oSARS-CoV-1ßofluomo.Mnllumza:BASVAmi.<on..,..;,,..,mcii!au:,_i, 100%. 
9 SAJ.S..CoV-2.1:lndnomaAIB&RSV Amw:,.Comho T<>tKit(Colloid.lOohl� 
Tm-nun.....,.),_lb<,ARS-CoV- > ruc'"°"'F"'1� 
Thokir<and<l«l�e.. .. -..Doit,.an,!Oo,;,;o,�--

A.IIENTION 
1. n.:i.;i �..,,,,_,,.,'" "'"" '""r .. �:,t-=t"'""""�""'m�,-- Ka, ........ 

J,o- .. -.. _.. 
2. Ilmnelh< timo o<�,.,-tbondcoftho<m>rhmd,a.,..1,,1o,m11"'1,,"',iti„ 
aolQDiutwolfDo•-ontho quolily °""""'  .... -"" -.."'°" "'"po<livoly. 
'- P1a.,""""',1,at .... ,,,,,.,.r.,.,-or...,,,i. au..di>,»rung, 1oo_,.,..,. linlcortho 

..,.,, . ..  ..,,. ... y_• -- '· '"'""""-
4, Tli<lmaltulllloJiouldkr<a<lil& l.l- Flcuc<loAOlr<a<llllo"""111i!la20-. 
s, Be ,mco, odil o,\y ldm[Bof,,..,_, ""'P• wtu!m! A'"""6 ""'"""'' .,,.., •0tl<af,,..,_, 

""""'""""""'""'Y,..,..mmwli<!1<0t,..,.... 

INIERPRETATION OF ICONS 
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... """" 1001 oft:oit', Room 1001 000 Rm,m 11Dl ofUoit 1, 1Juildmg2, I.Jono<mmo 
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,-.D,to'1S,10.>m4 
V""""':V:l..l 
File No.,MKLSW-04UM-141i 

1.2 2Wp,_, .,.,a, f"Z9' woja<:,e do """"" o •oot\>J>n,e ..,.,,.; ,.,_,..,j """"'' dno J""'I' 
""""""J {PoMZl!I d<>lll<OtNe. .er unll<n� -l•J. � -wa<lka dOIIZII ,X, t11noJ 
ll<lor,y Jorny n"""""1l•rdlowot dol-ij ot.dt)i kllol razy. (2blorz]ok roaJwl>l'>'li u,ydzlolO.I') 

1.2 3Gdy km- -d- 00 t)'ln,J � J•mv nog"""'"9"1dowoj. d<>llkalnLo dlr<lfJ>I <lila 
,ezy. {ZhlllrzJBk nlljwlpLj wy,!zl!>llr,y) 

1.2.,W,,,, zopo-odruchawrnu --1, �,i p,ze,joo� nir<Ji., 
1.2.151'owoll v,y]mfl W!IOk. 
1.2.(IZl>ad'! plilb� lakszybllojak tc mo:>Jiwe 
1.3M-• ,x,bl..,m ■ym,w;,,-z na,,. 
1.3. 1();][,hyl gb,Q oa[10nla do tvi,, o TC 81opr>I. 
1.!IIDol btn;,,"""""'Jlowooi<, wp,t,wadl.go"" mn;ej oi>jedoo ool (<>k 2=)do """'"" 

lllvmo"'[lfo 00 �., .. .., ... 02.0o ,op-n,o oporu 
1.3.30Droewaolk klKII l'8Zl' przy60f0,Yo "°"'· UILl1 wacl:. WIOZ go do<I\Jglego �rza I P"l'<l(1"Z �-
2.0bn!bl:ao pn!tti 
2.1 Pn!bld z�llonlrnlapoeytywr,alkontrc„ MQoty,vnll: 
2. 1. 1Umlol>o pnlbkf w,-rnaz11 w pr<>l:><lwi,i, zuurz-w rczlWa"Zo l <mnlc go 1C ""l', • """"'"'" 

p,zolom gow w,:,zl• � '""- llby 001,1 polowo ,.,.- w ,.,,_,,, 00 dln!bki 
2. 1.2Zoml<nU � z p'"""ralom przr o:>:,oll llal<a, W>lnl]lnl] prob6wlu!, • n..iw,nla odoiobj 

1 mlnui. na prz■_,,d_,� raiik<:JI 
2.2�k doTranooo�u wtuo6w (VThl) 
2.2.1Przn,:,lli apeoj,ln� �d:,di«!bki i atwörz b<,plonwerz ood,6vdii 
2.2.2Nar,olriJ l"O� 200�L pnlbki (\fTIII) 
2.2.:izam1<nu OOkrW/11 Kro[l]ombr.!ll, oaw,,:,c PIWOWktl do 1101<1 �n•m 1 �U. • IIIIIQ�le 

<o'.!t:mluaj I m;,imt no p.,.prnwem,,n;, mato,ji 
v,,,,g;, P-,nj" ozy 00"1'\ITT\ljoolod�,. ... -

METODA DETEKCJI 
1.Przeo przyllqplBnlOm 00 Daaal'la MIO%>/ OOt:lallrYO pmczy1ae IMl"1IO:j9 DIMIILl!]I, 3 przecl Uty<l<m 

�� _ _.,_, ; r,,l� da tamr,o,a-u,,y �i (20-- 2SC� 
2."'=<wj i;,I.,.._ -kt, wyJm,I """' � , ulj,JJOJJOk naJ,:zyt;.;;oj wc,v, 1 go,mr,y 
3.0doffkd 1 ""1"<11Q na IMkrjQ pnlbki 1 _, 1D o�bkl Pl'lbkl 
4.Upu!o\ 2 loq,IO (ol:olo 80�L) n>Zl>l<Oru olnthlo,ej pnll:ld do katdogo z - - no. -

ba<lonlL Paml"11 ... dod!Otylkll 2 loq,I, rottwoou otnblan,j polbl<II Oo:1'"11ozl>yl ditllJ lub 
zt,ylnwhij llolol _,,o_""lli p,dll� """"...-,dowali Ll<f'Kll""'nl.....:,"l"h=Mw -

�.Przod _,.CR=-- wti, ""!aw<i pzocn_,,�w tam"""'"""' pokojowoJ """"' 12 
mnut W,,,Iki ot,,,,iwaoj odo<ylnne oo L4lfywie 21J rrioolod momonbJ Ood,nI0 Ol®ki do kerty 
1Mltlwej w:rl'!O siLf zo nio'lltil:no. 

1/WAGI: U!ydo ta'"1/'oodonOI powo,.., b\<!W)lo>nano w1ornpoo,turzo 20-:iS'C. 
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3. Wyn;h; RB\I 
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°
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F'ozyty'llny N'llotyo.ey Nlawa1ny 

KootrolB nolJl]ywna Oi>Cl'"1<>1rYO IUJ&mll\l IIOIII IZ(ffllUW - przygotol'ollnf. 
=lworu •• o"®l;I ,nlbok) 

• Pozyly,■,yc 0-oz••••"'" �. '""'""'"' I;,;a d"""'"i; �n;, T) jok ; 1,.,. kMtrol; 
J- [lnla C)�� -r. 

IIWAIII: - �<fllosll fflB IICt"l -I" 
• Sfooor 
• W p,zypodlw pnlb,k fHZB')'"'nyd, w 'l'i■i<>l"l"h llrndkocti do y,.,,.podu \Oalruo6w, ...,;eje 

•-•-""' �ulkonj pl;>oty --J Out, zl>lolacza 00 •-wlol°""""'90 
utytlw)w oolu pobronki p!'Ot:l<I 1 ,n:,,nl""'onl!o oamLo=noJ OOJl/lolld do p-� •kolrakqJnoj. 

Komponenty < kmoej po�ii ""'11'1 i,,,,6 Lltyworle lyk,v, zeibowie � -nei oorlii, a m"nponerly < 
,_ ol:tr,yol, putl nlo mog� byt; m....,,"" 
WARUNKI PRZECHOWYWANIA I DATA WA2NOSCI 
-ioab>wy r,allzy Przecll<lwywaCw tamr,,ralurza 2-00C waucnvm rniejOCII ; Cl\n:ini; �""

" 
'""1ollem. oolomonlyka1tratio-.,,,,..\w1o"'l'OfflkJIZ<l 2-11C.ZMl!JwtootowyW4myjoot p,zoe 
'4 mlo""-co od <lB.ty �k<II. Po _, """81111 z korta_ "'"'°""' "'8t pow>,�n byc'fl\4la"]or,yw 

W?"�'rii_ DOTYCz.a,cE. PRÖBEK 
1. f'otlerar>le or6bel< 
1.1 Motodo pot,1....,le ioym!lmWz 1111roto: 
1.1.1 Lekl<O przeot.,1;tgl0wi r:-,cjenla 
1.1 .2 P<>- po,;jl"'lo, obyo!M;,,zyl - loh ""'"'"" jllk 1o mo:>l .... lok, ob, od_,,:; ,nqjoilo; 

�-poobu o-och 
1.1.3 Prnanacwo<:lclem pod-Jl,,,,ll<e pa<jerrla 
1.1.4 a,,I-;o �O m;� g•-dag6,y ; dalylu po obu ""'"'"" eo ••jim;,j 3 ""1-
1.1 b P,zeO]qglll(I-Z llol1ef $OIO,W garlllO w ll0111 l wQOl"" noJm1H1 a razv 
1.1.e Zl>odoj pn!"'9tol<o,ybkl:,Jok lo mo:>he 
1.2 Moto:la pot,l!nnla ioym!lmWz """0Qardla: 
1.2.1 Odohyl � pacjonta do lylu I pot,lorz 1.-ilbkl! z roz,tza. w klilrym Josl wl'!Dal !ilu,u (llowa 

powlnno t,yc od-1odolo Oli:tr;lonow <OkJ P"""dlctwoF polntnla pnjbld). 

• 
• 

• 

Nogoly#y:_Jodon <ZOrWO,y -1<. i,l<o lhl!o loontrolljokoll<I (I""' G) wyka,u)I kolor, 
NI� F'myolo llnll l<t>nlroll J11"""1 (L�la C)w oknlo oboorwa>:1I rlo'l<'/l<IIZqo 
lll:,loru, ODo■,odozyo lym, ..,_Joolrn-y, ""!"� b</d•., m•�oio by(: 
_.., ... ....., ... 
Kl>'""'l• -w,b,mf>DZYll>Y,11ewynl<I SARS-CoV-2/g'YP'JA/rrMII. RSII, 
lll:,r>lrnlo n,gotywno 
W)"- ll'lllliywnowynlkl SARS-co\1-2.lljr,py N\JIJPl' B, RSV. 

OIIIOkl 1 Mtl'Ll.., ObloKl2 G""'° OIIIOl<l3 03\>PO OIIIOkl 4 
$AR$-GoV-2 A B RSV 

O(HiANICZENIE MET0D0L0GII 

N;, ■yluyll> •rjyg■oo 

Wybyto on]Non 91\RS-CoV-l, 
""t\'90ß Q'l'Pl' 

A, •rtrll•n orw; B, a,tygon "" 

1. Zeslaw bm]eot b,slemjakn§clDWl'Tß l ...,,.W)'OiGUlle do <la(lnosly� pom,o�ozeJ o, vllrn 
2. Zova,;il@du n• ogm,I=rio 111atodyod::qmIko da "')loywtin,a a-dyg,nu, mInimolna IJ'I"'"" 

DE 

fluorecare 
SARS-CoY-1- &: hd4<-.-AIB- & RSV-A.tipo.-x-t,;.T-1t (C��o, 
Jm„unotU1uym1t tG-em r ... ld) 

PRODUKT-NAME 
� N"""' SMS--CoV-2- &o lnD� & &SV- Ailli&<tt-Koolbi-T...rul 
�-"""""'-mitlollowJcmßold) 

J>B.ODUIIT-CO])E: fdll-n 

VERPACKC"NG,2! T-1'� 

VERWltm1UNG8ZV,'S,C'K 
D"' fu- SAltS-CoV-2- & lnlhmt!,a-_11,B- & &SV-At<J&<tt-Kmnbl-Tollii1 hL Jiit <kn 
qualir.ivm Noob,ma und � Jb di. � wm ,amtig<m Coronmn,,a(SAJlli­
O,V-2h lnfl..nm-A-VD'm-. --B-Vltm- <Dl/o,lnt RSV-llnrig;wL In ,,;,,t, ln  llaoh<n-, N­
mdN.....-irichm """ """""1= � NUR ZUM PIIOEJISSIONEU.Jn,f 0llllRAUCH 
Nwfü!dleln-"'1't>--

--
Iho ...... ,_ gmh- ... 11-"""""8- =•• "' "'"' - ) __ ... ..,. 
�-- iiDd � � D<aeit iil&ll dio l<li!dom"'11tJ&Co"""'v""' mlizioJt<o 
!'-... ... �-Tle. A""' "")'ffl!rt<>O_.,, lntl�ffla "°"""" ,... 1m-."(W'U• 
-·· N,oh d"' -II"' opi-lolo�-u,..,.._,,,..,..., """"'dio T•kubotio .... � 1 "'' \4 
Top. 01<:ioL l bio 1 I'ap. z� ob, WÜILi.P"" � idw<""- fubot, Miolipoit ml Roi.Jl"""'­
N� Solnaupll,,,, rr,1,..,m.,_, ,._,,.,m,,_ und ,_hlllTI ,,,_ ;, °'"'l!"' •�•.., 
llil: - (0,JPPO) lil eio.< ... _ __ dio _ _  _ 
-. Tnft_,,.,,.,,._, ...... N, _ llml,....,ll"' >'"°"""". So-Vorltur. d..-G"w< 
- aa - X  nkrl ßrhelt od« ZDlll Tod - Blnl&o "4«>icho<i, 111lo lltete Me""°"',
k,- x;,,,,.,....,,.,..,,cl>oo ""-""""""""'""""""--,..., ...._ .,. ,,.,._ R-., ,-,..,cl,....,. 
a, llt,.,,.en ll! &lbt ...... llm,pttwon ..,,,, IDllll<mfflitoo, I'l'!' A IDI B. ­
_,_d<&T,-p, A o!,.....,.i.,rw,e- lli<Jl--......--....i 11m11p1<, 
....... .... ... ..,..,.,,, Gaippo - !""'1- ""'""' .. , .-.  -... ""°""P 
wo:til<ll.bo,o<ua:l,,._o!nol'<ltsotl""""'ll«L,mll S,.,.,Lomo-l!<knriokona� 
D"' ""JlinllOt!,oho 8)'TLeyliol� (RSV) !>1 oitt '"'1t P°"""'- _,Lrllnglw,, R.'IA-V!n.o 1"11 
N'8'"-�"""·· RSV '" in �""" 1\,lon d..- w.� - und ... Tl .......... "' m d... 
�Roglonml..,,No.-.,,bl, llpdl RSVi,rt-,i..bmmg>t<V!ru4Ja, lnßltiotlt<L llor
.-.. M<:mwo„ bei �""°Kbnklnd="°""""'"'·""'� s� wm1 
� - T� O<lor - Koml1 ..,,_ ond dio B..olbtmg l8c 
...,...n mlillis- - olk< � ,i,,11 für RSV -,,.. dio 6,mp-.. ml j..,d, 
<mt<nolriodlio.h. s..,,i;,,,. (wc .u.m lln Alt,,-wa 2 bio • M-..) iil&II ,dn-cmpm:lli<b /0,-UV, doo 
l:muLl,idlwm,A1-,,�wi,;,l!ro,ddnlltl,,mll1-«>l,tolml,g� 

•== 
""' SARS-CoV-2- - "'""""-Ml- - RSV-1'.ntil!"' wild m bm,-, N-- """ 
N-hu. voo,_Ma,,cl,oomi,llilli,&,KoJloidsold-Mdhoooqualitati,-�,oo_N..i,_ 
Zmgaho do, Pn,i., wild "" AAR•-CoV->.-k,äg,,, (odo, Jdba••a-MEl- ,. RSV-Ant;eon) ., m m  
- - mi, - mi, ku]LoioaJom ßold- SAR!I-CoV-2 (- Inflnoo>a-M<- &o 
RSVJ-.Amig,a--Antikfup:,, afdcm m..lcpsd bnmnim, mn d.n L<ARS-OJV->-{oda Imloom,-A/B- &o 
RSV-�-Koll,;ddpld- � >11 - � - Cluomno� <lill'llruliort 
&..o,�""""",bNnocdlula"""""""-o. - d.,, B""1cl,, ,b-tini,,f!)i,i,,d,;t 
"'°""' �'"' .. "" - omgc,,ohlo-=n -� m,d � ""' TIOlctt-rotm B- "fü 
lo:illoidd<m <Johl muklnrte SAR!I-CoV-2-(- IDflneo:m..AIII. &o RllV-]Aq<n-Antikll!per 
dill"nndlo<a, ;,,. dml. - dtt ll'.otdadllhtlo (C). - do<l ""° S<hof'..Aoti-M.ru,.lgG ofngofimg,:n 
""" bilden - -- :lf„l. � "" - - ... &sdmia" "'°"" ,i,oili ---
IIAOPTK0111POll"ElOE.'I 

T-(- ,,..__ !..,T ______ .,.,._ 
-- n,,-R_l ... T_,,,.,,,��, .. U<>N->-f-1""'"'"'".,,._ 

----m,""'"--0,v---., .. _....,__, ................. "',.........,,,. -
_...,_""_""'_,,,,... 

,,_ ____ , ... ,,.,_ 

-

-
"""""'""'""""-eow.-,.,.,..,.....,.,_A_,........__n,uv, 
_ _.._._. ... -..,.._,;:,v�-­
...,__MJ-,._,,..,, _ _ 

nm,_ a,m,.L(..,_m"N...,..'>�--­
l'm,.,.......__ 

IIINWEl!IIBeoOtla«<,•""'lllohl�-• .. � .. -
• l'erl'robotl, dl< tll.V�--on,l!t--11,oplp"'° 

(oil<t <in"""""'_l'nl_) _ 
• omdlol'fffl,,,,_m,dMI-Volumon.lnMl-zu 

ü-­
rn,>e_.,.-jedeacho'F"""""-""Kijde,gl_Ch,ap_d<l_,...,di, 
K,_,-frnJ:lt--�--�­

LAGl'.JlBEIJ1NGUNGEN UND Vl:RFALL!IOA.TUM 
□ .. T...iril t,,; 2-l0 °C mcinom -lbllagaound vocllihl _ _... dio l«ximllm t,,; 
> ,-c_D,., .,_;,rtmM-•bdmnO,,-ll«H<Ul-- S°""'do< 
,--.,wg,mmot ..t, mlllo<kcl\:,tkm<:rl,,lb""' I Htundo: dmm,;,:lihtwmlcm. 

ANFORDERUNGEN AN PROBEN 
, _
l.l ldothod<""llmnahmo""'-
l.l l 1""KopF"°' ...........,"'""""'ß"" 
1.1 , -·----.. ---,.,--..,-""' 

-gom,min,lo...,_ 

1.1.> r>on� a.. •ati-mij oi>,.m TtJp,.,_ __ _ 
l.l.� Dio- afMlon8M«l -"" l Malloiol<tbin"UDdbol..-_ 
1.1.5 TJio,..,_Tt„honw...t ,nhuJ,,-ton,] M,t „funJ,hn<t,,,, 
1.1.6 Dlol'l<,l,oo.,oolmollwiomllgll:I,-. 

... ��'le'::�- ohorald..- ""'""'"m�oo,,1nr,y byo 
t1l"::::T'",,<;J!!.�=��.._

ozyo,;ka.v'C='� 
,yjnyoh. 

INDEKIJ CECH CHAIIAKIERl'lJTYCZNYCH 
1.W.k,dn;k f"Zl'lywnej zl,;e>,■,t,; n,l',,""'cyj,■,j wol<el,,;k �j zCiefoojo; -..,,'"Ji­
llOJ produo«do oowin;on wyoooio 100,i,. 
�.W.m!nllt zgodnoAd prn<l!klu z nogoty,vnym wynl:lom na"lomncyjr,ym: wokmnlk ,:go<IMll<i 
prod""" z "'1$aty,,r,ym wynihiom ralonll'w:yjnym firm:, pow�Oln ..,.,,.OE 100%. 

i. o .. ,loow,laywo- lLolll: 
:l)Gra,I00_1n _ _,, ., _ _ _  -l,Goffl'Alli•F<SV (T0>1 
"'""'"°'"""""'-•"°" '"'.,...'""''l -_,,•l"",,,,.,20_,......,,, ,. 
_am, no-,owot,1moi•"""'-"°'�·z,,-...,,o,....,,_I,,._, ,..,, 
,,....,.,..,.R5--CaV_,,., u,na(,.., ,.,,..,,, __ ""'_"" ... ""'""' -
lW)•dWIJ- (:z1!) -n. NII OOO_ly<n ___ ..... ,� ..... 0•Jo-")TMIUI 
"""'"l'_ .. TC.,...,,L = ,. 

• 

• 
• 
,. 

""'""'"' 
"""',_.H1N1 2•10'TC•""""-
T)l'UA"3rt2 SH•1D'TCDalmL 

' 
1 

1 ,_....1,,.rcll"'"'- 1 
i;JRSVtypu AO, . ... ,o< TCI,,.,...__.,.., • ., '-""'"' TCIO,,,-mL 
4 Raaklyw- _,.,, -"'""'"" ..,.,.,,.,,...., '°'"'"! -..,. --• J•tc ale 

,,..,_ --""-"'i , .........., _,,,.m ,.. ...,_SARS-CoV-2. Qr,l')'.W& -
Mon-.. (,l,l,l'-1II1.0-10' TCID.,lml.� soro ... lO �nuooll(I a•10' CFU..L). a.r.td, 
.,,"",11 ... 10' CF>.Mmi.J, Ch'"""'" "'"'""""'u(r.9•10' T�LI, eo,,.-,"' 
olp-<>(1.0-10' CFUl"'-J. .,,._ovia,l(i. .. iO' IJJmL) E-ru, (EV„X1-""1C>' 
TCID"""-). wrus E..,..M """'(1�•10' op/h,L). """""""" <Ol�.0•10' CFUmLI , HNrrq>IIIIUo 
......,,,,,(1 0.l(P CFU/mLI. Lua,• -'"• "'9E(1.D•10' TClci.,rnlJ lrldd '°"'""""'' 
HKU1(1.0.11l' por,,mOW)"h r.p/ml.). l,4'111 kolon....,.. NW!(2.6"10' TCIClool'r4 ludzlll '°"'"""'"' 
C,C,8(i 0,10' TC"'-"'LI luadd -•-'A'{l.0"10' TCID,.,.,,._), W-<llu, 
-b(1.ü><1D' CFV/mLI LO!]l-la pno.rn�llo(1.ü><10' CFV/mL) L.0!]I-la 
.... ,-.,,:1.0,10' CFV/mL). "''"' - (i O><iO' TCllJrnl.). _,,, r.ER8(1.0,1C' 
°"'""-l. M""""'"' _,1;,11�•10' Cf'Jlml.! -• ... ,�[1.0,10' TCIJoomLI, M-""" 
'""""''°""<1-""10' CFUmL), .,,..,..,.,,., p,...,.,na,(1 O,iO' C.Cllln,L), NoI,..;, 
""""-·""10' CFU/ni.l N..,_ ""'°'"""';,[1.0-10' C"-""'LI, - _,,°'""°" 111.0-10' 
TCID...,._). ....., .,,.,_ '(1 0•10' TCl>wmLI. ,iiN• _,..,,,,, 3[1„1<1' rn•D...,._) 
- .,.,.,,,.,,r=:, 4[1 .0,10' rn,o.,-,,._i ......,, .... ,11 .0,,10' TCl"""'1-J, PU<J"""°"° 
"'""'""oo(1r1><10' C"-""'LI. - Jl"""'<ll•D,Hl' -mL). ,.,..,.,.,..., wl"" 
_, -- rn,10' PFll'rnL). klddl Rl,h:Muo(1.0.10' PFU..LI, SAA:S-1,:,"'"""'"' 
("'-F<S-coV-1X1.ü><111' PFU/n,L) Slop"""""""'e .......,:1 0,1'• CRJJmLJ --• 
oplorrilkl1.ü><10' CRXml.). SLl'Op- Hl,vlJo I1.ü><1 0' CFU/rr>I.I �• 
"'"''"""""l1 n,1D' CFUrml.). ..........,=- .,.,..,,o(1 0,1D' CHLrnl.). •- "°"""""'"" H•u1 
(1X11.'PFlllmLI. 

5 ,, .. _ 
Sub,lo"S• ""'-"' "'"''"I '°""" --■-• j,t:o "" _ .,.,_<Lj , ,.-.,, 
_,., ,.. ._, SN<S-CoY-2_ """' l'JB � RSY • ...,.,.., 1<00 '"'''"I, """' l""""I Will, 
Mu""8(5 ..... LI. :!EL do ,..,. �-) ("11). "'°"'" do ,.., CVll -1 11'�1. Min 
(ok<ym...,,,llr,,) �81!,). Spray do ,..,. CVS (lo,>IDl<l'l) �81!,). Srodok '° �\<'0,1• 2Ioim (Gl',), 
H...,.__,, (IIJkO<I) �O'll,]. Spray """""' "" -� - (1''11). ToOram,,o,.:,,., mg,\'.i.). 
Mupm!lr,(D. I• frll>IL). FIU1Ikuon{(l.«i0121 mgklLI, TomllkJ {Ooolltlml>t pho<ph..,X•OO mgld.). 
Sud"'a,yd(O.<I0083 mg/lL). ,,m„m,(0 3" mo,\JLI. - �"" """"· Kwea ,_,.,,....,. 
13 n"""'-l. O<t,o,n,'11,ani"' {(I.CITT� "'1dLI, Do-- {(1Jll100 ,-'dl.). c,-......,, 
11 .,,,,...,1, -■,(9%). 

,. Zakato,Bw,-ll•to-l;oaion,qj,m) 
Aby oo,n� ---=i,illO 1,-.,,o)o _,,,,o,j,o -lpr ·- ', a'fP'! " "'"' 
-Mom "'-""""""" I R8V, pollltJ Ooda,,o tll'f W _,�<ft ,X, �  g,:t!IO <>IOI .. 
[OkOlo 3 X - .,.,,,,..,.,..,.) _,,, ,_,,,,.,, - .... - ,,.,.,,.., b,tf z 
- _m, (1 0.10' TCIDg"'-J _..., ""'<iOQo _.., loOM z ob,...,_ 
� " l>a"II"' ..,.o1n ,tp,nlu nlo - � �- po,lo­
-•---
]. llololodiulc �;,;,.,,. 
_ ,.. _ __ ,_ SAAS-coV-l! & .....,. MI .  """ (T""' "'"'""''"""""' ' 
'"""""""'""'-rloto lo�ldol,ogo) poddor,y ,ool!ll--o,:IIOdol kl,l""oj •• i>o,io pon!Mm, 
, ..,,,,,.,,,.,,, _m, __,,.,,, _ RT-RR _,,. ,wl,,.,.. _ w  
li>kto "' """'" SAAS-CoV,1. ..,.,,1 .... 92.83%, o ,-tyMio � - 100.00% 
� '(lod•oi< - '" l■ld■ "" •"l'I>'" g""' A "'Y""lla W,10%, o ""ll-• 
__ __ ..,_,,,. .....,.,...,,, ,.oa,,. .. ,""""- w """• "' •- •rypy B 
....,_ .,,., .,,,, _.., ,. .. ,,,..,,,..._,oo.oo" .._,_,,,......,_,, 
IBddo ,oRSV"I'"-... ll'li%. e ,,...,.., zgoa,,,..,.......- 100.00% 

T.1Wu I� 1 an!lllzo. SARS-Go\1--2 

,. 
• 

"' 
T.Ulynlki I an<>llzagrypy /&. 

. .,...,,. 

,. ,. 

,. 

• 

�zgodnO<ld 

PPA "'·""" ..,,.-,, oo.a,o; 
NPA 100,0% ,7ijli, 1001<, 
PPA 94,°"" {80,33%.117,11"1 

NPA 100.00% 1 ......... 100!L'.) 
PPA O:,,Wll QJB,1 1 .... ITT,M"°I 
NPA 100�0,:, (111.3 .... 100.0"1 
PPA 91.00% (83.8Ll'lt, 90.8>lJ>:.I 
NPA 100.00% {90.3!%,100%) 

9"%Cl (l.CL, 
=> 

l.l Mrthollo=Ent,,,imrvooN"""-Roclu:n-A!.rid,, 
1.2.1 DonKopfdoa,p--bim,n„;g,,,,_ma,lda,Pn:,b,,""'domN-�;,,_ 

- - - salolat bo-(dBtI<,.pf"O>lHoiüt ____ _ 
,-;,,,:ni. 

1 .1, no,,-rup,.,.,i,,n,> d"' N,..olo""1•P"� ol,111>'"" -"°"" lppom am Tlod"'d"N"',n�lo 
- li>llr«l (wruclltii _um_llAlluma<Azo-

1.2.l w""" ,;;,�o11,..,,,,,.w..,110„ >1a,on-Tl"'""·n„m, .....,>t,<1onTop,.,..,.;go 
- -�- (alu[llk,h,lvio! Sokto:l,� 

1.U L'm-m,..,,,.;,;,,,,.cino::.linOloJ.os..........,_ 
11, DonTupl>t--
110 O.: Pmbo,ooolmdl,W:mö,]i,1,-. 
L.l Mothoa.,.,.-• ... l<••••• .. ••lnclr 
l.l.l n.,, K,,prll<,Pmlnnt"°""' 711 llnldmohllnt"° ,.;p,. 
13.2Uoo Tu,.r.,-� □r.i..,. -1lolmmGmm-._,,.2<:mtidll>das-_.,,,.. _ .. __ _ 
1.3.}DonTh,.r.,mohm,:MBlogcg,:,,ofioN ..... lnlnddi-ciL<:n.DaLTq,j,rb;momdmicn.md„ mdon: 
N"""'1ocb ,io.fölrr"' uoddmV.,_ wk,lmx,kn ,_ 
2.1 �-lLo/N--: 
2.1.1 Ttlt>!<,"""°indasMhrclicocil>i<t=.d<An.,bindio�-IIOd.lO�d,cl,.oo. "°'"' d.,. Tup ... '"' TtJp.., __ ,,, und 41,...,,.. Tlllf'toim """""'""fN""''"' -· 
2.•.e-�•..,m-°'"""""""'''"..,,, .._,Rll!noclam, ....,lropf-, ...,n• 
-.....,,...u ... 

2.z v-., .... �rvr:,o 
2.2.1 -"1cf'IOb<nb-�"""""1t<o"UDd<lefLT�do<Dobtld� 
-

2.12 2CDpl.Pn>bo (V™Jlndas�� 
2.2.1 IlonT�,..;.-_,1„KOllrdl<n�r,ch ... lcnoddono l M!cule �  �-

Jüo..,.;,: � S!oo ob da> VTM f""'das Kit �l�L 

l'IA.CIIWEISMETIIODE 
l.Vos-T,otdlo�""lllllill-""""'ila,T°"""'unlldio"'-,w
Ocbomd, onfluumt=,,""""' (20->5 'C'J wo,,"' 
'· "'""•"--""'"� T•�---""IIOOIOmogl�•"-'b """' 1 -· 
-

]_ Dio .,, ... , ____ """""',.,,,.,....,.,. .. ""I! 1 M;•""'""'l!-
•. -, Tmp!;lo(oo. OO"")dor-o!=ProbonlOomt;lo]ododo<-Prd>oomnldeö 
wl<k< T-. � N.-c2Ttoploailarbol!dllo""1-oi .... lbjollo Pto-.. bool Zo ""'°"""' W<>H@ 71,pho de<,_I0..,,,8 1Q,m ,u""l!<Lllig,,,, T-t,oi,.., "'"""· 
5.DioT- l.2Mlnut.nbngboi�""'1llfllegcni...c...ndddn<iu:T<><t«g<l,ni," •blo""'­
SlnJdono:,«golmi,ao""'"'""""1(]::.fuwlmDW.Z"P'O dccl'mhoOWdior..tkadogoltmol, 
-

IIINWl!IB· Dc,'l'cd ,oth,,bd 2C>---!S"Cdureh.,rfül,rt.....in,,_ 
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E,plm••""" COVI0-19-A-.Hp,> 

m r��t 
Bneb:abd.,.Imlla<ma-AIB(Qa,o-.a/DJ 

ri�ni t�fmm
U�g 

f-t�nl rr�::� I fjl rDin1 m rn � L� 9 �J 
"°W'-A/B r,,,;t;,, r"W""Al'oriliv "'w"-B ""''"'" � 

[Mm 'Qrnrnl[f[rrI�:ii.1
0 0 0  0 0 0  ü O Q , '1  .. . 1 . . ' . ' -· 

IIIIV---

�· � r1c�1ffilij.l·m�. lf �:�) l�ll� �:�J�
1'0!lllv ,a,ptt,, \mgftlllg 
""""'""°'--oowohlili<X- (T-Lilu<)U,moh<lio-(G-Llm<) 
,.,.,... .... �
1'!opliv: Nuo..,""" _ m,K,;mtn,11Linio (C-Llnio) "VIFaabo 
U,,gft]Oe:-11<t"""1mLfüau, (Lfflfo-") ,mSiclattba>rtL,-,ci!'kcim: _ ,,,,_ T"";" 
T!Il211J'4Wl>l d� Frobo "'1lto"""'l"""""1cbt-
""8i,kmlln>II; o<ljjl l""ß'"'l!tgclmw' ruo SARS-CoV-2 /b>ll-A/-E ,mllRSV; 
N • 1k • • bniz<lm&ARII-CoV-2/lnfu=za-Allmluonm-B...LRSV 

SAHS-CoV-l - -

GiU:NUN DEil METHODIK 

l•"'I' 17 

·-·
Joffl)"Ullno- "' 

7.3 Wynllll l <n<>llm g'YP)' 1ypJ B 

7.4 Wy, Iki I <n<>I"" RSV 

• 

• 
• 

Zp1- N 11••'11<IO- �­
lll:zba r,olol'<,z rdt no'-!No 
pnlbok ylyM,o PT" goly.mo 

(N) (N) (N) 

• 

,. 

• 

I'

Alldpn"'1L Mllli-CoV-2,_ 
I"'1_,.J\TlSVnaoh� 

PPA '-'-'11 
NPA O ... li 
PPA 08% 

NPA 100.00% kM,�100.!Xl",\) 

PPA "-34% --) 

PPA •m '-"'11 -99.01'111 

,.,,. 00,0011 ,;l11'~100,001') 
00.00" r:"i!.31111-100.00%) 

�-�'11--00,-) 
..,,._,oo.00") 

PPA >U4% &1,o,'11-00,lli%) 

..... 00,00% l)aaJJ(J%-100.00%) 

---
l'l'A 00,87'1(, (811A8'11,00,8il'K,) 

100,,,,,,. 1 
100,,,,,,. / 
112.01'1(, (T4Hlli, 00,06%) 
100,,.,,. (00,46%, 100,00%) 
100,IIO" / 
100.IIO" / 

a.P-MC: ProdLJ<ty ,._cyj,e _..,.,.lnokl ')"'ly ...,_,. 1 -"'"""° 10 razy, o 
-lk pozylywnoj kohcydo,<jl onlygonu SARS-COV-2/Gr,py IV<ll)']I)' BIRSV wynDIII 100% 
g-.., lo,ta,v anlygonowyoh SARB-CoV-2, l3rypy NB II. RSV (hol ;mmur,olog;=iy z 
"""'"'"'°""llljalota lo:lloldolno;o) Dada l>lsl<o ..,_.,,.oydu S/\�O>V-2 
ZBolow m� wyk')'O ...,._ """'°"""" tllkl• lokAlpho, -• Gomm,, o.11e I Omlcron. 

OWAGA 
1 .zeolilw  oluil:y �lo <I:> ci'!lno,tyki il virt>, "" mo:>, byc u;ty-,y - ,  Ieot 
jodno"20W)'. Zoota,,yoonlny byc przotw....,e_j,k ""'"'rialy_,.,, 
2.PIZ>J lnterplQt<o>:II, IIOZ �I� na odolen Kolorowego peoma, -· '1Zlllll, ZS JIM ono 
p�a, o ;10 d,.;e lnia pojo■ ;q •� od ..... d,,:, ne obozotzo koniml; joko6<; ; dlflZOrna 
<lotokcj 
3.Nelal:y pemlQla,l o ut>.l<lu �nlel llotol plllb� do ba<lanlo, � dute lub zb)I male 
ol>j,itt,Al,pn'i!>lrl """" ,p-..,tod"""1onloW)T'llo,. 
4 Wyrlk ko�"""'I' pOllotilon t,ye orlaylar,yw ci'IQU 12 nir■1t P- nl• � ,ryr>llo, 00 
20 nir■1taoh 
5.P.,,lttai sby dorlot l)'lko 2 kropl■ roztwaiJ ol:nbl.-ioj pn!bkil Dodo.,le zl>yl dl<!ol lul> zl>yl 
moloj llotol """"'°r,i otnbl!o,oj plllDkl mo:tir o,,.,-owall u,,,..Wlo nlov,zl:ßll"h W111 ll•lw 
1<,bJ. 
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w ... Je:Vl'.1 
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1- O..,..JJ,;,1c1nqwililm=-omlwrlm,lucdic h>->ilm-llill,di,,g,,o,o"""""'"" 
2. lloido,-M ... _ miA•"-lwh-""ß'"•'-t ""' Mm...,,_,,_•S"""' (-oljo•) 
""1't<lloiodria«ol,ki Nakk� Dohuo:dil<dctFoti<hcrllllf� fabchllOoa<iw 
Rll• -- ll, ,ali, ow,h aof o;,, Symrrtnmo m 1'm"""" ......,_ W ..... T""� "'"""""""'' 
K- w,nion "°'  _ __ ___ _ _  <lio _ 01' --
3- UnsacJvomllle P<o- � und �  O>Wio ""  i<"°i<'" Vb«>pboLt ;,,. .i... 

•-11,wc,,mfalo:h,.,.,oti=..,,._'"""""'-
.\. T�,,. d- H"""""' d- m,, '" "'""""' H-• •NI '°""" IDohl ols """"''P 
°""""'"' lilt <lio - - .... - � - m. � Dioit»  .. 
.. , .. ... ..... -- ,,._ '"" "'"''- - - -- '-'""""l!'ff"•"" ·-
INDEXDERMERKMALE 
1 . .. .., .. �Ko-: n-..,u&11 .. �.-.i..u.- ..ni. ·--
2 N<plM,_,_ __ Di< -1•• �Pro:l,kJkoollnml!-.,""' 

Um=dun<:na„Jlt< 100% bot<-. 
3 N-...;'ll"""'(LoD) 
()) DioI.oD d,,n....,... SARS-CoV-2-&,lnll,J....,.A,B- &oR.SV--Allllpl,-Komi,i-T­
(Qn,molo--mi, lo:lJlojddloJo Oold)winl - T-.. "°" 20Rooliblt«>.mi: 
K __ .,, do,.-o,l1Ußp,, Noeh,..,,p,,._#, llio"'dg!tlllgo N __ ... 
-Mllll-CoV-,l-Allllp-To•U�ldl>olodrlpto-diom""""',x,"""'°-� 
_,w,."\!(20) ..., , ... Mß(W) TlcJ>S'"""fllh>1. Aufa.,,°""""'8" di<=Too�WOOdi<l.aD ;,.. 
!<-ktlpro ... "'""'21 •= 4!I TCID.,'m!.. 
@ Di<L,,Dil<tlnlluon,o-A�l 

• SwmalooHlNI Z><lll'TCJD,Jml. 
1',f AIDNl <>lo-'Tcro,,/ml. • 1==,::::'"

. "' 

S•l(P"ra□,,'m!. 
2,62'1•10'TCTTJ,JmL 

@ liVTyp A !n  l.1>•10' lCll.>,/ml. J<SV "Jyp � 1" 1,<.-!0' TC!IVml, 
4. �lltl: l'llr dlo ,..._. .. ft,,fllllrl<ll V- Wlll'do boo�t. ""' SU, k<ln< 

- mit <lnm knmbimmc,_ Tc,llil Jili SAI:l-CoV-2- & Jolluomw,lll. &o RSV----•• 
-� (M\1- 1 )  (1.11•10' TCID,.,'tnL). llo!Ud<lla port,....;, (l,OXIO' CFi;/mL), � ,bio"" 
(l.ll•lo' Cl'lJ/mJ.)0 � � (l/J•lfJ'Ta□../mJ.1 � � (l.0<10' 
CFUl,t,l,), C,L°""'g,lo,ir,,o (1,0 x 10' lUltm,), En_,11,.. (l!V6') (l,0>:10' TCIDwn,L). l!p�oln E<tt! 
v;,.. (t,0>10' q,tm1.), ll,.h<n<m• ""' (1,(Jw1(i' CFIJ/n,T.). 11......,..;lo, mft"'"-, (1,0•10' Cl'U/mT.). 
- eo"""-,,;,,,, 129E (l,D:<10' TCID,jiol,), - � !In.II (l,!t<m' G«o>m-c.t'i,t,1,). 
Hum= Gon.,,"""' NL63 (l.l•10' TCID,,lml,). &m.mo. Conma,..,. ODl3 (l.11•1<i' 'l'CID,,lmL). 
JJlllllOl>OII --! (l,IJ.<l<f Ta□..'mL). -"'<t<>bodllno ocldoplobo (1J),l(i' J<llll.'mL), .L.oglonolla 
p,,<� (l,!t<lO' F.JIE/ml.), � lo..-,l,oo (1,0-10' KBElmL), _,_ (l,0•10' 
la□,,/mL), "8lllS-J<Monrvlm1 (1!)•10' ,:p,'mL), ""1Udh <umilalb (lJ)•llf' IWMnL), LtDmp�Vlm! 
(l,O•l(P rcm.JmL). M.,oo""'l<dum - (l,OXlO' CTl:lml), Myooplo,tt:,, pt1<umoni.. (1,040' 
CCU/mL). NCUOorlo � (l,OXU>" U•UlmLl, N...,.,;, mcningffi:li, (!JMD' 0,Uanl,). p..inJl..,,,.. .-itu, 1 (1,0-10' TC!Dro'ml,), P-.v1o,, 2 (l,0•10' TUD,/ml,), P-.VhJI 3 (l,0•10' 
TCID,,lmL), P-V .... 4 (1,0,10' TCID,:lmJ.), - (l,O<l<l' 'l'CID,,/mL). 
l'!<Ud.>"'°""""'1[!1!1o,<(l,tt<lO' KBwmL).-=e)'&ll,,j..,_� (>,O•IO' �),� 
Symrt�l v;,,,. (l,O<l(P PRJimL1 H,n,.m,, llhimm» (l,0>:10' PFUlml.). SARS-Cmm.-.-rua (SAIJI­
CoV-1) (1.0-10' PMJ,ml.). fbpbyll:,,"'"' ....,, (l.0•1li' Jilllllml.), Sbaplgio'°'"" � 
(1,0•](" KBElml). S-= mlmrri>u (l,0•10' ICBE/ml.l, Sttcptoooorus """""""'"' (l,0•10' 
1'1IB'mL), s..,..,.,, .. ,..PI"'!<""' (l,<MO' KIIJ</mL). ,_ 
Flr obo - � !111"""""'- ,..,.;• � - olo - �---� � •m 
SMS-C.V-l-&-&.&SV-Aolla<A-L-""""-
B- (l"""9'dL), Blrt (-"""""') ('%), Muri>, ("°!l'fflL), ,.-.,. GEL (N�lMod) (S¾), CVS 
!<_,,.,pfelt �p]lr(n) ((IS%), Afrhl (� (O.o.!o/"o). CVS -- (t«Lmol.1'1') (ll%). 
Zll:otn EdslllLq;mlßtd (5%), HOOloop,thi,<b (Ahloll (l.O¾l. - Pho::nol SJn,- (1.5%). 
To� {.l,lm�.). MUJ>O<m (0.1�d1.1 """"""' (O.OOO•�dT.). TJ1mm, (0.•1-
-J>]w) (�1 Bwlo=i>I (O.l:O)oitorllL), S-.Otn, (O,l""3"dL). Motblto:,J (!lllmot'<IL). 
A°"]l,ol;0)1....,. (lm8'<]1), Th),� (0.077"'"3,\lf). """"""'ho,phm ((l,OOl'"'"""df.). 
Doumotllo!oo(l.2m&fdL).Mllo1-(l%) 
6. Komi\o\L� (konl- r-,....,) 
Zur-- pot<:ltdoll _ ltt,,_ -.,. _...,_A-, lnlhu;u;-ll- "'"'- st,JI.JI­
CoV-2-- & :RSV-- """""" i'mhcn  m S..-Wu:-- ..... �, ,,.,i,,.: =llrip (,� 3 • LoD) 
J<.00»101n1l<,i1<11 ""'° 2 bollobipn.Zlolonmll "1orholl<n (l,O:r. 10' rCUJ,.'mL) """"°""" "'-' l. Zio1I 
..,,,;d,L - Kano, 11<, in ..i,,- hohac � - Zn, "6,to i!m N...i...;,""'""'" 
"-""""""""'dorbcl,l.,. mdormZ!olo. 
7. KJ!ni.,,.,,�
□io ldioi,do WUbomkcü do, lombini<d<:nSAJIS-CoV•l• oml bdb:mzo AIJI. oml RSV-.......... KDo>l,i­
T- (�ohor -- mit io:lll<>l<lnkm Gold) """'1< Im Vorgloloh m RT.{'CR­
""""""'Fill<nbo""""- Boim SARS-CoV-l-h"8<1>T""li<Pllio poofu„"""""'"'1o �  
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99_53%, Beim -ll-T""- lop WO ..,.._,,. -""'1o °"=m-, bai 97.47% ....! <lio 
o,jO!h» _,, 'Cbottiutirnrmm bol 100,00% Bolm RSV-T„ lloi' die I"'°""' p,or.cmuolo 
� bai 96,97% uml<li,, _.,,.......,..... o,..,,.,,,.,,,,,_ bai 100.ll!I\I. 
7.1�• uod _,, vooSAR!I-CoV-2 
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fluorecare• 
8AR9.COV.;Z & Influenza AIB & R8V Antl90n Combo Tnt Kit ((:olloldll 
Gold Chromatog,,..,hi<; lmm..,.,_J 
NOME DELPRODOTIO 
Nome ComJno: SARS-Col'-2 l lm1u"""' MJ !1.RSV Anllgon Ca-ni>D Teot IOI (Golloldol Gol:I 
Cliromatograpl\I0 htmunouaay) 
COOi(:� ""L PAOIIOTTO: MF-71 
CONFEZIONE:2, taot/llCßlo 
DESTlNAZIONE D'USO 
fluoraea""' Teot K1 com,r,.., Antlg.,. SARS-GoV-2 .. .  ..,..,r,u JIJ• � "8V ♦ app•ll:ablO "''" 
,....,Iono qualtall,a shnllor-.,o • <>II• dttroronzl01lono <1,1 "'""'° Corcra"'"" (Ami""'"' SARS-­
C<>Y-2), vl01• "'ll'lnflu.....,. A, anllgono d<>I vlrus O<>lrnlluonzo B o/o ""'"""" RSV o, to,rponl 
omlo.rhgoL �nl nMOII e oompM <II la"'l'onl llllRfla,O,gol In vllm SOLO PER USO 
PROFESSIONALE. SOb per""' diolJ]oria, m vi1ro, --, 
1 nu<M oorm""°"' oppo,tangono al gmora � COVID-19 II ..,, ....,,HI• 1- m,plll!lorla 
aruta e I• -• no '°"" gonoOllm,""' "°""lbll. _ _,lo, 1 pa,:lor>ll lrlftrttal "'I r■1DYO 
ooroMvruo oono 1a pn- to,to �, 1r,1,,10ne t.e _,. •rlffl: .. ,mo""1Jone """"'"'°' 
anoha .... slaiä .... ,. """ font., hlotll'"'- SIJI• ""'" 001'.U...OI O..lo9lno oplOamblo�, II 
plllodo dl O.oul>a>lono '<Ula da 1 a 14 1oni, por lo pi� <lo 3 a T gloml. Le ma,._,lail 
p,o,cprII Iru1u<1Imo lelJbn,, allaUcamemo e '°""" "'"""'· ma oongesllooe nBSaiLl, """' Cl\a cola, 
mOI 01 goki, mlolglo o 01..,,.. ''""' ataU rlo:on1nBU In olwr>I cool. L"hflLIMlm (lr>lluanza) • una 
m-• ""'� oo� """""" da •lrus hfluonzolL I VNI lmluor=I IX"'"""" _, .. ., 
m-• •• liLl>i • 1Javl. Oi e,,1i gravl d„lillluen,a poHono oau� l'oopedal-ne o la 
m-. Alcun• P""""•• """'" gi •-nI, ; ba'n�ni piocolI • I• po,,,or,o ei,n -­
':"!'"b:lonl <I �I�1e dl baso, � � .okl alto - dl �� comofloanza o,-ii.,.n,a1. �Blono Wo 
tif> priocir:<il; d, .,ru, ;,o1,,.,.,.1,c , Op, A e B. Entrmnb, , .,n,a .,i...,,., d; tir,> A • B o, ddlondo.,o 
regolormonta te lo p,naie e ""'10 "'"00'""DII -lrd..,n,o � oho •-• 
PIIIOCIICalt»nta 0<11I IMO. l ,lßll lnlluenzall poaoono....,., dlllUOI ad 0111 pnm, &dOPD CM """ 
p,..o.,, ,,.,..,; ; "'(In; • ;  antam; <lolla "'"'""� 
l�•:::i::

1
�::,::z�=eb�'� :,:..:.: :i;,:�:-r,!rli 

ot
tzr��,Z,'°�., '=• 

ollrflbno.11>!. "' <la no,.smta,, ad ap,lle nelo mglonl 1!mpmiba. L'RSV II II ,lruo ol� """'"'" por la 
"'"18" dl ln-I d<>I trotte ..,.plnrtooo lnfilrloo, nol nllCllall e '"'I t,ant,r,I plornll r, Mio II 
n,ondo, II """' rooplralo;o olnolzlolo • lra,m..., pit,""°lm,nta lnml■ gocd>llno {,tq,lot) o 
oo- dl- e 1a popolazlm,o no � g.-inl'non1o ..,.oettt,1o, Le ••- <II tut1e lo et! oono 
..,,._, dl'R$V, mo , _, ,,. .. ,,. • "'°""' (,n �,. ; ,,._; d "111 ...-np'"'o te 
2 • 6 n,e„J ...., • .,o110 ,..,_, a1rRSV, -•• """ """'Oll'"'rit' gnw; mol- reop,rab"ie, 
oomo ta,,r■:1,,:,I11e e ,x,lmonl\e 

PRINC:l'IO 
L\rnlliion• 5.ARS-GoV-2 & lnH"""'" 11111 4 RSV oor,o - 111"""' quollalmonento nolla 
PDDIIIOZIOIIO r, 11moonI Orot'Wil'l(lol, tamoonl nao�I o a,mp]onl 01 tamooN M80Tllrlt0:,I """ II "'"""° on, oolloldolo, Dope l'O(ll�""' d<>I ..,mplD11&. rAr>119m• S/\RS-CoV-2 (o °''""""' 1\111 & 
RS"') nol camplono do tom111 vlrlno """�"""' con ran11g,no SAF<S-CoV-l! (o lnflu,nz,r AIB & 
RS�) anloo,po marcalD coo oro oolloldale sul 1a"'l'ooe dl legame oer fom,'"" II oo,..ilesso 
a� <>:>lc,dola Oolr.rit�on• S.O.llll-CoV-2 (o lnft""""" A/B & RS'\f). A """'" doll• 
ooanotogrolle, II �,.. anlloorp!>lo d<>ll\uOlgono S/&.RS-CoV-2 (o lnHuon;:a 1\111 & RSV) 
COIIDldllO „ mronoo IUll(IO 1a mamlllillla dela nlll'OOOIIUloaa. AlllnlOmo dolrna Gell lhOe dl 
�lovemmlo, 1 ocmpleooo mll<o•r,,lo i:1oranlgorio 8,>RS-CoV"'2 (o ln!umza AIB & RS\I) !>I ijgo 
all'onHoo'I"' racch;u,., all'nlemo doll'...., d<>II• I� .. ci iil!ov•mMOO, mootraado una b""do .....,. 
Wlla. L'onlloapo ardgono SARs-CoV-2 (o I,6,,nz, Ml & RSV) marealo oon a11 oolc:ldalo zl 
diffonOO nolla r■gior■ doll• � .. o; aomr<>llo qllllila (C) • l'iM,a °""'"""' Oollo lgG on1i-<opo •• 
""P'" per form"" Oel� l>ando ,.,..... Qu,noe l!o „Mono ir flnlle, I 11,.,lloll .,...,,,. """'"' 
lnto� bamlta uoliBVll<looo ""lva. 

G�NENTI PRINIGPAU 
Coq111n-,11 

fn!Gord (c:ompra,o 
1· ... 1i:conm) 

OuonHlll 

SokJz""o a; batlom..,t,, 1 •-

�� 
l,tn.o:lonl per fLIIIO 

Conil'dlo poo;,;.,,, 

Conil'dlo nogalioo 

NOTA_ -...,,; ric�.,.,; nmnoo kmtti . ........ 

Compo!Nml p,1....,.I• 
Ognl test oarn � rnmix>zla p,O,olpalmente da u, lnwloorn 
dI ploo1ico • itriooo. La po,lo p""1�• Ool„ ,trio,:,a 
n,a]]lw ir - 00, l'Bntl0<>'1"' onllif0l'10 51\RS-1::o\f-2 (o 
IMUOIIZS 11/B). OllfflDlnato """ l'ar11corpo ""'"'""" SARS­
GoV.,2 (o lnlk,on,o Ala) - ""' om ot:1I,;doe .olil'; compononö 
O.okJdonoflO, dl „ II°"""'" g ..,rta •-lo. 
Op,,""""' (-•,;,no fio<'l"ll""' � m• po• p..-) 
0.5m�­
' 

Op,I"""'° (un anll,ieno SMS-Co\/-2. ln!umza A • 
lnftUOIIZI a, RSV, pclve11! llcfllzzllla posli'II, pnparaut da 
pmlana aOlnooho SARS-C<>V-1, rw,:rt,t;no dolnnHuon,o A 
o l,ol,,on,ai B. p,«o;na Fl$V) 

Op,I"""" (uno pol"""' lloll_ oogat..._, pmp,,,alta de 
""" ..,mior,od; ""'-'m'""' .. l .,,mp;ono 

• por 1 <>a"'lll;,rl 1"'1 .. ,_,, rnezzl <l lraOPor>o WOI, � """""""� u,o plpella 01 
....-morito ,n oia-.!O un raceoglil<:te d;c<mpiOot; nu1ill=bIle) JIOI' 
""""'ll"•"' i """'"'""" _,.,, ;1 "'�111• m,,.,_ n<>I� P"""""' d 
-..oo. 

1 00mponor,(I dl olas<Un lollo PoMDn<>O$OOra u(llzutl ""'° nol kl1 tlolo -• lot1o o l 
°""""""'U dol klt dl lottl dlv<,r,J ra, 00""'"" """" mlocolell. 
CONDIZIONI DI CONSERVAZIONE E DATA DI SCADENZA 
��'r,';'1 �if'::,=':."'�� �

n 2".l,!�•i:.t"tl': ,';,�,1,,:;' 1-i·::■�':w"�� 
:;):

IO<luzlooe, Uso vole aperta le l>usla dolla testcanl, II tast "°"' &&oora esoaLito en1ro 1 

REQl.ll$m DEICAMPIONI 
1. Raocclta dol a,mplool 
1.1.1 Motado dl raooolta Oaltompa,o<>"dtan"litlO 
1.12 lncl O.or.logg<IITMfflO l•-dol� 
1.1.3 loln.iru I pazlanlBod """'" la boroaqllllßlopil ..... �., por aropml le toosliLl 

lo�"li""SU enlrombl 1 1<>11 
1.1.4 r ... ra,n,ra h baoodollo l;"IJ'•del P>m'""" ""' ;I 0,moo,,o. 
1.1.S Stmflnaro logg,m,ont., lo torr,ll■lllln11N ....,19 l,dlMrn ,u onlnrm� l lall 11,h 

.,,--.,,ITOllOOlta porHll,oo 3 vole. 
1.111 Blroflnam I• pamt&fe,0,goo poolarlore ou a gl� perolmono 3 uolo, 
1.1 7 r„m,. ;1.,,mfK"ll'l l f""im• p,:,soi,lo 
1.2 Molodo <ll!IOO<fto.d<>I_MO _,o,�,,: 

1 

-_ ., 1, 
i,,A �•- 19,•llll--J»,6"%) 

-

m 

,. 

" 

i,.,t,A 1°"'00¾ (9-1,.,,.._lOO.OOI',) 

1°"'00'l4 tv.!,1!%--l00.0'111) ·-�
·- •-t/l') ller &r '"'Cl 
0- Ob- ([.CT. IJCLJ 

"'A 00,()()lt 
WA 00,(>0% 
NPA 00,()()lt 
m 

NPA 00,(>0% 

... .,,. (l!M..,,_ ".0:,%1 

1(1(),00½ 
100,00½ 

100,00% 
100,00% 

(74,0?¾, ,0)1<%) 

� Wlodomolb-n;,-_,_.,,d.,�-"!"<'duktodo,Unt<molvnono""""•""' 10 
W-l>d!p,g<t<1Lo1....iWpoiili,< K,..,ii<n,nto,on1!,\RII-CoV-l--,lnD�md. 
RSV--� """8'100%. 

� SJ.RS-CoV4 &o mfl,cn.,,.,>JF<. & 1'SV·'-•"8"'"Yoml,;.T .... �(C--h<,,:h.,-fmm"'°"'""' mit 
lrollold.,km Goll);,,,"'" T""ffir SARS--OJV-2-NnlJ,,obpdllptt 
""' """'-""lIDlmOtl""""'-,:e,,._, __ . ,,..._  __ Clnn<lon-. >M•-----•--�-

L O..&it-ourlilrolio�-.E•lwulnicbt"io,dc,�W«dooim<I;,,, 
...-lilr oloooinmollp,, ___ Ki,_ ,o-wio lnfl>toi!looo M ...... lb,h,,,;r"'"""'"'· 

t lki<i::,..,,__bm, .... Fad,b,,ndm>lll,l,lnglg""""""""Fml,k,,Upo,ltivbmricili.,...;,,,,. 
-im.-undfatN-l>«dohJ- -1.inio:"""""""-

� Bittedumf,.,i.,.,, ..... ,:mc .....i,,,,"'°"""""'fft,""'To,t""""'""""""" '"'cin&"'smß' 
-"'""""'l'ro"""""&'m=�""'�""fllint 

4. O..F,,hgobnio,ollienocl, 12Minutrool,gol,: .... wonko. Bi!ttdo,�mobtn,cl,10ldimm.n 
-

� l'l>u2 To;,pi:D do<b<handcll"'�mJode ,.._ _ ,,.,,;.,iod<,,u.,s=o; 
z.,.,i.,lom,.muog<ltip T,_hm"""filhn:n. 

INTERPBY.T A TIID1 11K11 SVM B01,E 
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Lh 
� 

ALLGEllll!J1<I: =ORMATIONffi 

n.o.i--...,,.ntBlot.d,Co..Lhl. 

.. B"""1100l o:/Ullll2,Rouml001 WllooJD.110l ofUall l,llullil!Da2,� Toolmololl' 
�. """"' Co"""""'1Y, ........ , -.... � ,_.,,,_ Tli- '1800� -�io 

l'E.Ol'Ll!'S TlEPUBl.JCOF CKIKA 

� CMC:MEDICALOO:VICES&oDIIUGS, S.L. 
� cr1I,,,.,,;o'-=a,, nlO·C.P:!'lOOS M<"a>-Spam 
""""'do:�clS.l0.2024 
v..,, • .,v,..1 

M>mmc,,!,,. -•MKLSW-04U"'--l"1 

' 

1.Z.1 lni:llnanr Lo -••I p,u;,nt,, oll'ildIotm • roooogll""' 1 �on, d<>II• n•rioo eil• l"l"'"ta 
plQ fflLIOO (I• - ....., ....... hcllnala ...-lloolmonlo por ..,. oomrtlo raca,li. del Cllßl�or>I), 

1.2.2 lnoorte ll to"'l'a,ea11r1M,.., I1n-dolki narl<eeqLindl � lonlmHn1o  
lungo I ronoo oon Ol!Yl!I na„I0 (mu°"""I d!IIOOlarnofflO per......,_ un -�.,--.... ""') 

1.2.3 C>Jondo 1, ,.., .. dol b■npona lalliil"li• lo porata pootarionl dola oovilll ri,_ngoo, 
ruotor10. -monlo ol� YDllfl (ffl<>OOQloro qu""'" p� """""lono poool�lo). 

1.2.4 In modo da onwoni"' lo.,... nn., .. , -•"' porun mirulo 
1.2.5 Rlm""'8re l■ritomonta I tam,x,no, 
1.2.S T-ro i G!lffl'""" ;1 pnnm po..-
J ' Molodo dl mooolla dol lempono n ...... 
1.3.1 lnollnin R -dol o•�orrto ,_ dI lllgrad; 
1.J.2MMl1r.,l l'IJOlo d,I_,., II �•• lrwOl'lllo a "'" dlOlonz, ni"""' III un pclll:a 
(cl= 2 omJ ""IL, nam,o OE- <>I Po""" Ir<> a <f.J<ndo """ ., i10Dritra la ,,,.,ol<rw, doi 
llffi0,<>11 
1.3.3RLIOWRI 11 ta""'"'" pil vollooonln> R pomt> "''"''· RimU>OWA i b■nporor, ;,,.mo 
nol"!lllro norl<ea �,.ta„ l!o praa,dur11. 
2. Tratlanomo dol compK>IIO 
2 1 Ctr""'"'"I dl tompon..ror..(rollo ..........,,::<■<1roI1o nogaltvo· 
Z.1.1 1'0oI'"'""ra ;1 oompID11■ dI 11mpon■ nolla _,.., ,mmor,;,ora 11 lompa,o nola ooluzII■1a 

o ru'"1nl por 10 wlm, qLir<ll '°""""' II tam[Xlno ""I <0nir0 00l 1>■n,x,no o "'""'"" lo 
melll Inleoiore roela pro....tta o; lmtamer,fo, 

2.1.2Coprh "'" lltappo dollo P""'°""' dl tnmamonlo, '9ionl III p-<:a-lgonllolo. 
qulr■I allerdere 1 nirulo oer la reazlooe 

2.2 Mozzl 0I tra,pcrto ,lrolt 
2.2.1 Pn,peroro una [:1<)ml.ll pr,r II l"""""•rito dol OO"'l'bnoe opml II oontag= Cola 

D]OV011Ddl1l'allanlento . 
2.2 2 Pral"""' un ""'"Plon• da 200 �I 1'\fTIII) r,,r lo provallo. 
Z.2.3 PorR II «>;■Kl>lo contogOC<O, ,rocu„ lo ·-C'POUOgondola, qulndl -.... 1 

mhuln por 1a """'l•no. 
Nota: W!ITllaar& .. IIVn.l � orlallll pr,rll III. 

METODO DI RILEVAMENTO 
1 .  Pnme <I ollolbJ..., II 1'1Bt. �ggoro-.itamonLi> lo lolnJzlo,I ""''""" o la,olor odatlta"' I '°"' klt • l ca"'l'IDr>I da-= om>lom (20-25 •c) Pffl'• dollJ,o_ 
2. Shppor<> 1 """"'""° al olluml,lo po• •� .... oolmma lo tost cord o LJIIIIZZ<l'lo II �mo 
p,:,oOl�lo ontro 1 ao. 
3.1\!tondme le ,oazl<11e <lol oamplono • dolki ooluzlono <11 lraltamonlo lkl a,mplone por 1 m0.Cl10, 
4. FarDld.., -m•nto 2 aoooo Ioroa oo uLJ 01110 soImIm,o del �- htleto r, 
cio,runo dol 1RI ra1 pr,r II cemplcna dolo tiClld. e l)Dssble agg1..,gen, ..m 2 QOO<ll dolla 
oolU<lono dol � 1ralbtel L'ow"'nlo dl '"'" qLlil- """"'olvao O.oulllcllrrlo aolo 
00I,.,,;,ne .,....,;one ....,..,. ru� """'P"""" ,;,,,I11'm d; "'"1 """ .al;d; 
5.Lo'"" '""'......,, ......, ...,._ , 10mpm.m,a • ..-,., ,,... 12 mn.t; pOm• d; 
Olltll"rtllel MN1I1a11 dOI taot. l 11Nlllall , .. I-.rvaz1one lelll dDPo 20 nir■JII aal momenlo 
h ool II ..,.-.,lono � olelooggl..,lo olla taol osn:l ,ono <lo oonoldtmOII na, valldL 

NOTA: un "°"'"'°_,�no dOl 10oL:d-�tle _,, lffll a 2D � 25'C 

INTERPRETAZIDNE DEI RISULTATI 
1, R„uti.oparantlt]orioOOIIID-11 

,._______:,_____, 
Poollvoall'lnl,-rt!ll /lJII 

fFf1: 
,iJ q ,) 

"'■ll•lvo 
3, R„ullall doll'RIIY 

, - ' -

Pod"° oll'lnluo.,._B 

l :t :[ ]( :� J:l fl }I :
'1 -, ,-. '.I ·: ,.' , :· C () . :_, J , .. , 

,;,,
.
.;.. ., •NogMM," �..,...;.,oo • •, 

f'olillvo: <l!e oldoce rosse. ... la llnea dl Olevamenlo Olnea T) ila la � .. 01 oonta,fo 
, .... q ... ""("n"" G)""""-
Nei)etMoc uns "'"""" '"""' e le lkBe o; mrrt,ollo delh q,elbl �r■,e C) ..,.,_ 
Noo """"°' •• po,1z1ono dOlta .,... 01 oo- ooia QJ<>ltl!I orioa C) Mil �nootru 
aI"""""""' ro:m moslra """'1a "'""""'moll:2, lod-cn, 11e<1n011 � 
..,ido, qu;nd, ,. oom�oo• a ... _,, ric,mp;cnoto por ,1 ta,t 
II c:oniodlo P""tiw> h• _,.,, iioularn pooltiv; poc $AR$-Goll-2 1 O.lkJ"'za A / 
1.-.iuonzo B / RSv, " """'""'" nogllll\lO na """'"'° ''""°' nag,1"1 •• SIIR$-CoV-.2 / 
lr>lluer=A/ lnHuen,a BI RSV. 

,.,., 
lnlk,enzeA 

-

LIMIT DELU. METODOLOGIA 

l•to,-p-olozi;n> 

N""""n Aml�11rgotlllowlll 

""11gono SARS-GoV-2. 
An(Jgor,, In11,-,0, 
Anllgono ln11uon,o B, 
AniiJODO RSVn-

1. a-to�t•••-'f-'•'""'"'"-••1-- pa•led"{J'Oli ....,,<■io;n vsm 
2 II l°"lt" d<>I motodo dol naogonte dl "°""""'"k> <loll'sntl;]one - go,a..tmonlo 11 I0,lte 

ES 

fluorncare
®

Ki!dO ........ lltlmDOlotll PonlOIAllligoi,o dl llARU-CoV-2 Ori�•A I  B y  VR8 
�nm1n>onu,yo Cromatt,g,._ do 0ro Colold,g 
Solop.,. "'° profool..,.I 
NOIERE DeL PIUJl!IICTCI 

:::��:;,,�Ji':':..::":t" 
� ,.,.gMo <IO SAAS-COV-0 g,po MI y VRS 

MD..,, DE PRoriucm,: llf..71 

EMIIALAIE 
,. _... ,,.), 
UiOPR.VIITO 
Cl W1 <1o P""'"" -�aada •• lu.,._. 01 p.,. ol """'-"''" do SARS-<:»V-2. g,_,. MI y VRS „ 
•�l011blo • � d.-, , dllo-6n wallla1M>& olmutra,..., llol """"' oororotffllO (a,llgo,o 
S,.,.S-C,,,;.:,), .,,...., '•QripOA, ,_,. .,. - •• Lo gooo • ,I< ,o1Ia,oo VR$ ,o "'-'•- ., ='ee,=-r.:'��":."',,/..."=t"':t,,,"" .. ,.,..._ In - SOLO ·- USO 

••TR0DUCCION 

t.oo """""' """""''"' P"""""""" • "  ,,_,,., """- '"OOV1D-1s "' """ '"".,._" ,,,_ 
--"" .,-- Lee ,..,.,.... ·- .. , ....... ,,., ...., ... .,,, •• "'"''"'" - --.._.,_ '"' ,..,.,_ ,_.., ,... ., """"' ..,,.,, ...... _.,,., .. """""'· - .. 
:�::1:SO��:a"::=':E.:'!'"�.:r:;:�tc:;.;:::l:1�•: 
"" ,..,,._ ar,m..,. ooa fiob,-, fRtig• , ... """'- En ,..., ..,.., .....,  '" -""" ..,,_On 
,_, • .,.._ "''"'· ••Dcda """'""'· mWgl•••-

�:u:::"".=::.:r.:"i��•=;;'";".:!." t� ';,�
"'

= 
,...,_, on _,to....,..n o la m..,rto. Alguna, _,., "'"" ,.., pe,.., .. m,..,,.., �• "''"" 
,..,,...., ,,,.,.......,..,, ci-.-, .... ..,.ud ou.,,,...,.,..,, .....,, un ...,. ......... ,...., 

:rt�=:1�';.::'=:=:.::.:.
"'

..:t"��= f ,:,O ..:�.= ::t: �.:�"'.: ........ "" """ .. .. . , .... _ .. _,. -,,.,.,,,,.. ""'"' . ·-- , . ... '"' ,.....,. m,_,,-••fabn""do-, o""'""' 
EI �""' ,_,_., -•I (VR8) ... , fflloOoNiN mo""""nwi> oo """r""' onvoluroOo o,d..., 
_ ..... ... ,......,,.., ............ ,.,.""" ........... Lo -- ..... '""-·· "°" ...... 
�.!:/., ="'.:' oa'T'Jf:i.,;' ,=.:::,:;:.,m,:: m�;';," �:-":ir:":r..::F��� 
te""- '""''"''"'""'" """"'""' "'"''"'"'""" " -•'"""'-•m pe,.,,.,., • ...,, ge,_..,,., 
...._ ..... -• •  , ..,,.  '-""•"'"""'"' .. -. ,,., ...... "'" ., ........... VT!S. , ... �. 

:= ':�"."�: : :,�,;"!w'!"" ...=:=:�:-.�.· !:=� "1 ,_,,,,,,.,_ 
PRIIICIPIO 
EI antr"""° d■ S"""-CoV-2. o<\O• _... • VRS " -- .........,.,.m■ on m,_, "' hl-==�:r:... �=.•o:�= .. :=: =��&1=�.��� 
"'1, mu.-e ..-el-•a.....,maoonolo,>ljou...., ""'"""-•'-••"' &ARS--CoV-1 I••--• 
V"") m"""""'..., om ml�aal eo le_,I-111, da _ua�n "'"' "'""''•• rn"l'"lo da ...,...., ... =--eo: �··1�/,�"';,..:-1...:"'oJJ:.. "':':!0010 ':"J't 'l::
m,n,.,,,.,. do ,nroco,-,,. o"""' •• � '°""•"" ,_ •• •"'C<tOn, " eomplOJo oo """"""''" 
9".RB--CoV-1 !• """""' yVRB)-<lnllouerpo .. """ "' ontl<Al<rpo o"""1'Llm o, "mna ••" •-•• 
._,,,..,....,do ""' ,r,,.. do -•rnjo p,l,p,m. B oollouo,,., ... ...aoooo""'"''-1 oon1ra ol 
onllg..., .. --.o,,;.:, (og;poMJ .YR$) oo•l'u,OO O � ...,,0noo IO tf,o• ••00'1ml00COl�odiC) 
r .. .........,,,.,rla�G••""""- --•ll-•rojM. Uno=lhlllzoda la -6,, lo< 
,_.,,,, .. p,_, ___ .,....._ 
COIIPONENTm PRlr«:IPALE8 

so,....,, .. ,,....m..,., 
•eI . ..  , ... ,. 
Sol�n0otnom�ri1o do 
muootro '" ,,,.... 

eonu,,1,.,,11ro 

"""" - •• pru- .. .,....,,,. 
orin-lm- do UDO - .. �..,;"' . .... '"-"""'""' "' '' '"'""'" .. -
"""b�rtll ""' ol -rp• dol ...... ,., 
8"'8--Co"-2 (o g,r,, AIB), "'m�n- "'" <>I 
eodou...., ... emr_,, SARS-CooV-> (• g;po 
W) r,aJ,lorto coo on, ooloklol Olroo °""'"""""'"' ,o, I• pollou� "' pollWt>r r "' ..... . -
�·-" .. Ino """""9ni por"'"" 

O;;mM,J,o 

°""""• ("' antig..., SAJ!S-C<,V->, a .... A y  
o<loo B, \IRS ,  o,,1„ ll,llll>lulo -• 
_,.,. 0 ..... ,. _,.., ..... , ... $Al<$-
C<l,l.;i, noo .... Ayg;,,_ e, ,,,_rnaVT!SI 
Opolonol (un - llo0 ... 00 "'11'1 ... , P"'F"­
• pi■1i" do """ oouoo, .. .......,,_ , • 

•OT.«-oo-. r,,., no,,_,_ 
·Tompo,1zador 
• P  ... mo,u .......... odoo "' »-••-- -1, oo noc,a, .. .... p,p,:,IOOO 
,,.,..,...., .. ,, ... oo(oua ...,loctoc domu .. ua, .,ullll'""•l p.o"'-'• ,,.._, 
Ira,.r.nroI „unon -lda <>l lubo da --

L.oo _,..-oo<ado loto- ,.  _, u,orori ol kldol ml,mo loto, • 1 .. ...,,.,,.,.,,., ........ ,.._ ... ,, .... ,-" """""'· 
CONDICIONES DE ALMACENAIIIENTO Y FECIM CE GADUCIW>D 
"'"""""" ■1 �t •• pa,- • 2-30 'C "" un ,_, '"'° '""""''"" •• � •"' , ""'"� loo oom,,.,. • 
•-1'-C. EelkHda..,.,botleao un -dawaJdoz•oMmaoeoo-dolo-da-ro __ ._.,, 
voz eblorta lo - ao I• - do oruob,, lo ,rueb&dobo rwI ..... •- ,. 1 h<fO 
""®ISIT'Oll DE US MUUffWI 
1. TlooolKCl6ndo ■,u-■1n■ 
1_1 _ .. .........., .,.  .. ,"""''""""noo« 
1.1 .1 '""'"" '""""""""' � cebozo•.i ,..,..,,., 
1.1 2 lnlSq.., " ,....,ro qu, et,,o lo booo 1',r1,:1<,,.,,..,. poolblO p.,. --�r IM omf ... lBftrrr,p,u . ..,,..,.,.-. 
1.1 J Llm"• 10 t>s90 001! -""' """"'"'"'" un hlODOO l.1 .4 Fmto ........- lno omlg<laLllo"IL!•lflgoo• - od- • hool••lrM on ambo& 14<1oo de le 
pool::lön mu-.aoao,m..,..,-.-
l·1: = :i.:".!'� ="' �.:.-=.r.

h
-

.
. 1 

• .i "'°""", -
12 ,,_ .. ..,._ ... , .... ,_,,,,,_, 
U 1  """" .... ,.,. ... ,..._ ,_.a .- y ,oooja 1, ....... .. I, _ ,_ ..., .,, .. .... 
"'"""'"'" ('• "'-- ·- "'"- "" - . " _, .. , ,,.., ,.,_, .... ,,,,_ 
__ , 1n ,,_"' ._ • -•• � •""""• '"'".,.. "°"''"- ...-1o"" '""'" , ... , ,. ,..,,, 

)�'� �..;..'"""'/:'',:'! ':]'�..;",'=-:' ::;-,::.:;n.:=,""!"',:' !-,"':.:,'�=.,«:,:,,':\-, •'""".,...,..,. __ (Mool• l• -""'11<1ad do _,,.6n ,,,,..,lo) 

mi,ino d; nl""""'"'"" (onolOlI ., IOllObiila] m,"""' d<>I _ ... dol'8oillo nucloI00. Qei,dI, ,1 
-- o ... ....,i,,,. --n• oi ..,.l>ii ooo;c11o1,, no;alM. 1 - dowsnolio 
"'""""" 1 �rmm• Oel """'""" UIIO""" i.s1, """- 1 tM1 del raoldD n!JOIO.,,,. """" 
ro<><><:<moded r,,r I ooll •ospotll ma rlsullall n'll� 1, modo do "'"""' nnl„ 1onrulezbno dl 
un g�a,,. 
3. II oam�onlmSltc, 11 lnlopo,lo. la monipcl-.. ;"'l',opri • 11 Daooo -ulo dI "'"" nH 

�I PDRDllO P:,rtlllll O OOI 11111 nogatM 
4. I rlsullall dal 1os1:a q- '"'ll"' ... ..  "" """' per II rlforhton1o ollnlro o noo <IIMlßO ,,,_,, 
.tiI«oli oomo """" - por lo o;,g- elIrnca • 11 _,onto_ Lo. <lI0(looli finolo "'lla 
m•I- doMo „,-e form- ""I ""'- dl uno wluhl<lono ""'"plolo. Oel qLA!m<> ollnloo e 
001 rlSUllaU dl ki-rlo. 
INDICE DEU.E CARATTERISTICHE 
1. T .... dl ool,eldonzo dl l1f..-lmonlo poolllYo: 1 to,.. dl ooO,eldonzo dl rlfol1monlo pI■1�YO 

d<>ll'lmp.,.. dovral>be- dOl 100%. 
2. T•- dl ""'rmmlt.Ll dolpn:,dottodl rhrtnonlo n'!lolhto: 11 ..... dl oon!Mnlllo delprndDllodl 

rllwlm..,., MQollvo <1on""'"'"" Qavrat,too _,. d<>I 1011%. 
J. Lirnto<i nlovaziono (LoDJ 
(i) II LoD del SAAS-CoV-2 & hffuenza JIJS & R5V Mtl90ß Gombo Teot Kit (GolOldll lJOl<I 
Gh""""lt>graph;,, l""''°'"''oe,) .;,ne o,,;,d; """"'""'"' o,otol'IOO 20 ..,p1;,i,, "'" 
oon""1-nl al lhtlta prwvlo"'1o dl MIOYll<l<Tla II LoD flnok> <I lkJorocof& T8'11 ""- SARS­
GoW! � -nnl"'"" """" 1a oonoon1rla�""' pi� oa ... , oon "'""'�•nte �­
p«10M> o; _,.; (211) ou ,on1i (2tl) mp;ct,o. &II• '""' d; qul'IOli - ;1 Lo□ f&' ; camp;o„ d; 
tomoone naaela o OOl'lllll1na10 oon,a: 49 TC.,,,,/ mL. 

II L<il del'lnH"'nza A 6 
Codl<adl rllBl1m,mD Coppl "°"' 

200IIH1N1 
H1N1 ataglo,..lo � TipoA H3N2 

II LoD <llll'lnHLli!WO S 0 
Codibo o, rllwlmonlD Co.pi v1..t; 
ss I BNlotnll• 
B4 1 B,>Y,rno„ 

1.!l8•111'TCD,ornL 

1 Sx10'TCIDo,rmL 1 
1 2.625"10'TCICl,.L'ni. 1 

@RSVipo AO 1. 1Sx11l"TG l□,,/m'-, RSVtipo B O 1.B•10' TG ID.,,:mL 
4. Rtllr.W•illl on,cl .... : 1 •lru-11■� "'""""' dl ,ogulto IICftO eonl■m,ed por """ """"' roatllYltll 

<rn�ala oon II Tost Kit CombO.alo i.rtl90no SARS-CoV..2 & lnl1uonzaAIB & RSV. 
l\donOWUII (lldV-1�1h•1D'l'CDoomLI, -ll!o portu,olo (U•1o'GFulml.J, Gondldo 
alll<an, (1 0-10' GFllhl_), Cl,�� pnoumonl .. (79 • 10' TCl""""'-l, 
�ot>a-um diplllhorioo (1.0 • 1 0' GFUlml.), Gitomogol»Y1ru, (1.D • 10' IUlmL), 
Emrlll>\'iNI IEVH) (1.0 • 10" TClillo'TnL), Elit!IOln l!<i'T VINO !1.D • 1U'oPlmLI, EoclllMCl,ki 
..,i; (1.ü><10" CFllin.), Hoom<p�I"" ;nlk,an.ao (1.□•10" CFUlmL), Gomnamo """""' 
228E (1.0•10'TCI"""'"'-), Corcnovlruo umono HKU1 (1.0>10' gonomo cplmL), Comnartuo 
umono Nl.t33 [2.5 x 104 TCID,,,/ml.), =�ruo umer,o OC.l (1 O , 10' TCI""""'-), 
M,tap..,,rn:,,;ruo """''"' (1.0 • 104 TCIO,,,,,._), Locinb,nl"" •c.fop�luo (1 0,10• 
CFU/ml.), �nola P'"'LmOP�II• (1.0>10" CFU/ML), L'!llonella -- (1.0•1□' 
GFU/ml.), Vlruo del morllilo (1.0•10' TCIO ... mL), MERS_..,,ona,,;ru,{1.0 x 10' op,mL), 
Mor.lJOl[la oat,rrTl,olO (1.0 • 10' CFU/ni.), Vlll>S doll pa,trUto (1.Q , 10' TCI"""'"-), 
�llum lubola!ibo� (1.0 x 10" CFLL\-nL). 1,1yeo�..,.,. pIi,aumonleo (1 □•10' 
GCU/ni.), � ... .,-;,, l'Lioo!P'" (1.0>10' CFU1ml.). N.,,....., ""'";'ll,kl� (1 0•10' Gfllhl_), 
,,,,.,. - parahluonza 1 (1.()•111" TCllo,,rnLJ , Vlru• doll• l>B"'°'lkJoru:11 2 (1 O x 10' 
TCIJwn,I.). Wim d<>llo pora;nll,anza 3 (1.0 x 11l' TCID.,,.mL). \';'"' dollo r:-im;,6,an,a 4 
(1 O x 10' rnm,,,roL). Poraoli""1ru• 11.0 • 10" TC.,.,..._)_ Pool.Jdo""'""' -.,gh ... 
(1.l.><10' CFUlmL), F'nOII� Jl�I (&.0•111' orgonl,ml/mL), Vi"1> ro,plrolollo 

�t'.1nf □ �
w

lc;:,i· p��:,r s::;,"..;'..!:!.
10

:.����o �s;,,.;o,,;,: 
Slo;fiyioca«:Ll8 opklom>IOlo (1.0 • 10' CFU/mL], SINploro:alo •oll""'1LIB (1.0•10' 
CFU,,,,LI, $"""'°"'"'"' pr,eurn;rlao I1.Q•1lf'CFV""-), SU'ol)t0<;00>:;I.JS p- (1 0,10• 
GFU/mLI , Corar>o;;l'IS umono HKIJ1 (1 X 11l'PFUfmL), 

,. l"'"rloronza 
L• sostanzo eloooab! <I S"IJ'lo """' oonl'wmalB po, non """"' '"'" rlsposta all• 
lritortaronzo «11 Toot K� C<,ml,0,otD Anll.ano S/\RS-CcV-1 & 0,1_,,. NB & RSV. 
eo..,.,..,. [18D mw<]L). 5o"l!IIO ("""no) (6';). MLlllM (8 mglmLJ, """" GEL (Nollllod) 
(6%), CW Go= No,oll (Fonilofii"lo) (0.6%), Aliin (Osoi"""°"'i'"') (0.116%), CW 8""'1 
- (GrcmOlyn) (1' "), Zam Rlm,dlo F- r.1%), Omeop,ollco (,lllollol) (1.(1%), Mol 
dl gola ll>nolo •- (1.3%). Tdlraml�na (8.3ff1l/dl). Muplrocha (D.1limllloLI. Rulloaoone 
((I.CI00128mg/OL), Ton>lllu (°"""""'l�r fooloto) (500mgl•L), lluclHonldo (0,00063 rn;iloL), 
BI"'°'• (O.JilmgldLJ, lllotariolo (1I1□rT-9'<1L). Aopl�ro, (3ff"91dl.). llllonldromlno. (O.DTT4m;/dl.), 
De>l1'Cmetorfllno ((l.00156mg/dL), DeHmetuon, (1.2 mg/dL), ML>anex [�'li). 

&. Co-lnflzl•"" (o.tomn .... a,mpolllw) 
Perwlul:iln, lo pok,n....., lnlorleranm oomoott!va In l'lnluonzaA, I1nluon„ B e  lanllgone 
$0R$-CoV-1 o RSV, , oo,..ii>n, "'"" - -ij „ ropl.,,_<i 5 lo ""' "'"""""'�"'; -
(cima 3 x LoD) dl Wa ta-v,,( qua- 0000 - m..,oolabr oon oonoonlra>lool ""''° 
elevote (1,0x 105 TCIO.,, 1 ni) del terZ<> largel. NeiiaJoo de; target oreoent1 • '"""""'-; 
-.I.....ia.,;ni.-, ..... _,�wlll;IL�ja;u( 

7. /\ccural&Do ollnloo 
L.a,,.._d, .. dol """"-"•V->-l lnfly,r,a"JJB & OSVAA,�-, Conno-r-klt (Col,�ol 
'3<>10 Ci,ornaloL]raphlo lrm•m"""'l') 6 --...kJtaln ri>pottoal ""'I p- all!o RT-PCR. 1A 
""""""'""'''""'""'"� -·""'""·"""""'" """"""'- -"" - · ""'
100,00SL noltaot<IOll'lnllg""' 6ARS-CoV-1 Lo - ...,,.rmo1a po,lllw� dol 96.!12% • .. 
.. ....... "" '""'"""'"" """"'"'6 ... .._..., "" .............. ...,, A. ... """"""""" 
_,. ,,..;,,,o ir .,, 87.471'\ """"""""'°"' perconluo� neQOti•OdOl 100.00% not leGI 
... , ....... ""' "· Lo ..., .. ,....,, ..... , ..... -�·" .. �711 • I• ............. ............ 
nog,övo� dOl 100,00'.ll ,., lot( RSV. 
7.1 RIoultali , onuo; dI S/\RS-GoV- 2

"'" f--�-�--�--t� � �-�-------j 
orod ea,.,,, ..,__ o.,,.,.... □i>Dr- =-.:'"""" ""'""" 
..... ""' "'"'" - - : ""'' " �"'' ... - ""'""" , ...... , ...... -- _, 

"'""",. 
(LC� UCL) 

(NI (N) (N) (N) - ,..,.. (¾) 

TOie� 668 302 

Y..,,ponl -
" 

7 2Rl!>Jlloll o ...... 1 dolrlmlu"""'-A 

, . 
,. 

p..,_ OZ.OJ¾ (1111,"""-, 115,!3%) 
MPA 1 00.()11 ,,a._, 100% 
PPA 94.06% (18,831i,117,11%J 
NPA 100.00" ("'.301\. 100%) 

0>.<10% (18,11\'\, "7,14%) 
100.00� (18.831i, 100.ll'IIJ 

100,00'1<. [!I0,3M,,10D%) 

1 ,2.4p,.. ,,.....,,, ,,1m ... -..,.-.,...,., .... -... 
1.2.0 ,...,. �"�"""'" "' n,0000. 
1 .l.OPa,,bo l• """-'""""'"""'""'-,,_;too 
1 .lM-dami■mBO ae-po,_ 
1 .0.1 l,�lno loa,bozoO� - hool• otr,1o 711onodoo 
u.21,1ormi, ;lra ......... mo ol �,opo, - "'"""'., uno p<igodo {t,.-i,o<lomomo 2 om) on � 
- ,...,1 pen,lelo ,l pelodar h- '""""""'"'" -••n loa-. 
1.U .,... Ol l'iOOPo- - <Ontno ij o""'" n"""- Reör> ol ,_, ,n�- •nij.,..._ ...., , ,,,.,.. .. __ 
.__ ... ,..., ... 
>.1 -aor.,,,,,wc.rt,,,1 ,ooiöv0/Conto1 """orn,; 
2.1. 1 Coloq"° I• ..... -... hh•fE"' oli<bo. -••• hl•-..., � Duo<ooyg- 10 .....,, luego 
�rc:�"f::.;.:'.i'::-: =1�:-.:-::i.=.-Z, ��:= , .... 1, _, 
, .............. n,p..., w•e 
2>.1_ .. ., ..,. ......... ,,.,,,, , . .. , ....... ..,,. ., .... , .. ,_ ,,, ,, .. ,.,.....,, .. ,., 
Z.ULl ... 200 11 ao mooslra (VIM)al !wo. 
2.UC.,.uo l•U100•<>1 _,..,..,, agt, ollubol>ooa• .. ••""" 1 mnJll> ... -­
Ho(a: c.,.,nrmoolVTN ooo"".-porool 1111 
llltl'oOO DE De1ECC10N 
1 .AAleo da n■,1,.,,,-le ,,,-, looo1ente ... nte m m_,,. de uao, y .....,,..,,. ol �• do - r lea 
""""""' ' -'"'''"""'_., l"'"'""' l """''" """"'" 
2.Abla l• - <lo �",."'· >QIO IO m,je1o a. <nJel>o.yUlllool• lo"""' ,.,�l>I< .. ,.,,, .. 1 hora 
3. � 1 ml...,, pem � - do I• mu-y loookd!, <I•-"' mu,,_ 
•- llOjO ....-do-fo,me """'" 2 - 1 ....... , .. do"' 0 ..... "''"'"" ... --00 dlt!O UM ... 
loo bwo- da muooh <lo I• - <lo oru-. ;- .. OIIOOOn -o,l gotao do., _, do 
....,...nlodolLoll<l�l!n aouno<0--o lrwnttonteda�-ndo,,..Nhlr<1aaopuotlo 
... 1_, _r<>\'111-
5. Lo - oo pru,lba. oo m•nt- o 10rrJ>Offlluffl ..- °'""'° 1' lffllllo< .,... •• _,...r .,. 
... ,,...-.. .. ..,.,,. 1.oo....-de 1e-- .,_,'""" .. """'---··' ....... ""' 
""·"' OOOQ"'llll � m-o le lojot, ·• "'"'bo 00 ......... , l,\'11,aoo. 
NOTA: 1A pa,-m•mo oom rM-■ a2""25 '<l 
l�TERl'AET ACION DE R.&ULTADOII 

FLU AIB P ... IIMI FLU A P ... III\IO FLU B P ... mvo N"l]IIIIWI 

N<> VUIIO 

3.RNMttadl> de YRS 

Poaitivo Nll!ilalivo lmnilillo 
-= ""' .... roJo-. '"""' ,. ""'" "' _, llfnM T} oomo L, """" •• """'°' ... «llloacl l""'" C) 
m"""""'Oloolor 
Ne""''°' ..., fiaie ..... roocde 1, I..,_deoo,.,ol de"'"'"' llln.., Cl; 
...,..,., 1A ,..,IciOn •• B in„ do "'"'"°' ae ""'�"' (U,oe C] en L, _.., •• ....,...,,,IM no m,..,. 
lml[uM __ , lloooltl", D quoI,11,o quolo "'"""" nooo \Oll<lo, po, loquo„ dobovolv,rotormr lo 
mu..,..r,,111.lo pa,ol>a 
·· "'-' """""" - '""""'"' ......... .. 9".FUI-CoV-llg,p, .., ,, .. B/ 1/RS, � ...- ,_ 
m"""' -..""'"" a-•• 9"."5--CoV-l/gapeAlg'l'•Bi....,,_ 

LIIITACION DE LA. IETOOOLOOIA 
1 E"8 kno, u,o pn&Mcu-.. ,..,,._.o;,,,.,....,., • •  ..,nOetiooeu�iao m-
HlDa al llmla aal -de< """''°•• -• de"""'"""· ol l°"la mLolmo da _, (m,�""' d■ 
oor10I�ll<ladl oo .....,,..._ mllo b,Jo ouo ol dol -- do OOdo IWo.., Por b toriia, ol -oador 
-•- _,,IM o loo"°"'IM oHos a, i."" ,_. El lrMOloodorlln'l>IO, doi>o_,..lol""'°""'' "" '"' ,,_,..._ ""' _,,.oo, ,.,,.._ ,_...,,,'" '""""""'"' ..,_ "''°"'""""· 
1n�u�oooru- "' """• ,......,,. •'" •••�""' o """-"I""""''" ........,., 
31.a """''"""" d, "'"''"..,, .,,__,.� ol -• � nm,lpe_, y H ""J• """"'"'""de,.._'"'"• 
..__,,_, ... ,.,.,..,. __ 
�i: =:�:.

•
,��:O".:",':.::.,";".,":,:'. :1�:',�:!e 0::-:-,.c:::!,on..:,"'..:.:',:' ��

""" -..- •• , ........ .. - "' -., ... ........ '"" �- "'"""''" ,. �-- -0- • .., ,...,,._ 
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� 

117 " • 
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=
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7 4R�ullq1i e o,ol�, <i RSV 

-,,,.,� 
"'""''""' 

Tomp<ri 
,.� 

" 

" 

FUoulelld�toSI 

,. 

" 

.... ....... (92.78%....,""'} 

""' oo.mr, W..,!1-111),9>%1 

""' iOO.ll>!. �100.00'II) 

""' "'•""' __,,.,91-!SI 

""' "'·"" (99,00%-..,_I 

""' iOO.ll>!. (l<'-88%-100.00'IIJ 

....._ "'-'"' l""-"'" "°"·""l 

,.,,._ 100,0ll� (ILB.1',..,0ll,IXI%} 
100,oo� m,a,..,oo,°""i 

100,00• (ILB.i1,...,001>1%) 

100.(111� (W.00%-1001>1%1 

'" 
PPA 9M7% (811,48st.00.113") 

HJO,DO" / 
1Bl/JI/I' ' 

PPA .,_�,,. (14,Bn>,, ... ..,,_I 
NPA 1Bl.00" (OB,<S¾. 1D�DD¾) 
PPA 100,00" 
NPA 100.00% 

6. Ripo!DIibl.: 1 prodot>i dI ritormorm o; npo1i�lillo d<>11;m� ""'" - Li>lloli • ripotuli 
per 1 0 .,.,.. o ll i...., <11 o01n_=i ..,I111'00&lrsdgono SARS-CoV-2/lnlkJon,o 
A/lnlueaza II/R8\/ 1, del 100% 
9.11 SARs-Go'I-> 8 lml""""' Ml & RSV l\nli]Oll GClllbo T8'11 III (Coktdal OOIO 
GhrornaJogliPl"IC lmmunoaaeaY) ir un tu1 oar 10 oroteha r■1C11C-1oe SARS-CoV-2. 11 111 � 
;n """'o o, "'"""" ; <»op; """"" Alpho, Bl>ta, Gon■no, "'"" • °""""'"-
ATIENZIONE 
1- II kltvlono u-oclo r,,• lo d„g,osl In vttro: no, pLl>I""'""" u11I-. 

�polutamonte"" A mo- 1 �t .,,_,, _,. trottall O<TllO molorloll lmflM. 
>. Durant■ II po<lodo dolo r,taq,,_lono, ln<llr,,ndontam■nt■ dob tonallil 0•11• -• dl 

oolom,II noultato 6 da oon,Idonroi polffi'O pu""10 duo lmoo ..,pai,■,o n..,.-t,, 
""""""' d• """""'" oe11a qualta • "-'""'"a <II "'"""""'""' 

3- Aoolwranrl CM ,,.ngo uHzmta una qu,n(Jllo opprn,rlobr dl ""71ofono per II toot. "" 
volume dl Cll'ßoi<Jne """""""' a lnoLl!ldamo ouO "'""'"" una dovlazlone not ·-

.. II dsL.ilaloflnalo dow ... ..., - onlro 12 mO.LJII. Non „ggara II doollalo dope 2C mlnull. 
s, � pooslllo -.gl..,goro - 2 gocar doll■ -n• """"'"'"' lrB1llrlol L",._gl..,tadl una 

<f.J•ntlltl """"""""' o O,,uffk,19nt,, dl oolL21onecamplono - ouO a,mporlaru 
lltlLltotl<lel teot non\lOIHI. 

INTERPRETAZIONE DELLE ICONE 

mJ 

INFORILIAZIONE OENERALE 

U-.ladl 
., __ ' 
"""""""''" 
1-1,,..ruso 

11111,� ... ... ,,..., 

Shon""'" Mlorap...nl B-ch eo,, Lid. 

Cod"'"dallotto 

.. 
l•••I 

.. 
Ro<rn 1001 ofU,lt2, Ra>m 1001 ond Rt>om 1101 ofUn� 1. Bul�O,g2, la,geh

·
•• 

1ecnr,o1,gy centar, )111:0,u Gomm..,11!', Fllcti.-ig SIJb-4...,,... Longnua Dlm<t 
518000 Shonilll-,, Gu"1�g. l'EOR.E'lo REP\Jl!LIG OF CHINA 
Cap: 518000 TOI: >M-755-20003416 FIDO --=16681 11

Emo;1,.,.,._,.:ror,oli."""' SIio Wob: WYMmlaopoll-lllO,oom 

Date d<>llo """'lono: 15 10.201!>1-
v,,,.,:,"": V2.1 
N""'"'° d<>I doo..nonto: ...a..sw-OWM-448 MKLSW-04UM-631 V2.0 




