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ATEEEN K (%) 0-100 ATEE S (5 +1E3E) (%) 0-100

=R ATEE R 3 () 0-100
1R ATEE BN 2 () 0-100
JERTHEEEN K () 0-100 FERTHEEEEN K () 0-100
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SMI*x (Sperm Motility Index) 0-500 SMIxx (Sperm Motility Index) 0-500
BFH(BR/5%) 0-900 BB/ 0-900
BENE T Hx (B /448) 0-800 BENE T H (BH/5H) 0-800
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Lo 20.6 Ml DYV TNENBETT (TRAIRYES Y —ERLRKEBTILENHYET), TE. YU TLEMNRY
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#RILT B71=IZ QwikCheck RILF v FEFERT A EMNTEET,

o HUINEDARE :
o BREFTBZEIAZIVY HUTNERIELEENDTRAEETTHIIC. REZOFIBEIZH > THELTLEEL,
o SOA-I0~ADHVTILEDAA : SOA-i0 D TEZEDT R k (Test Patient) ] EEICAALTLESELY,

[]

WBC / pH: 7R FDAEITIZ QwikCheck @ WBC/pH EXE&#E % {F > TWBC & pH ZEHE L T =Ly,

1:2 A+DFR: 0.3 05 0.5 ml DY FTIHBRETT, QwikCheck®DFERE Y FOREEF>THUTILE 1:2 (1+) IZFER
LET, 1+ OFRIZEIFALCEDH DTV EFRENBETT B . O TILOREN 0. 4nl THBIHEEE. FREZE 0.4l MMX
Fo ARL—EF—IZ&kB YU TIWNDFERIS—F. FEELTRA MERDRRELZY FT,

LEYTIL/N0W : 10 DYV TILEFE>TFYES) —DEHREHEF v VRV IZKELTLEE L, TR MLUKR—F
ILEBEHENRS A —2DIHERYET,

WASHED (#%:4#%) H> FIL : &% (NORMAL) FE 7= 1% 2 (LOW VOLUME) (10ul D> F)L) DRITEEIRL TSN,
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FTANER BT IS
NSA—H £} e AF—HZR FARIALT: RPEH
e (FA/ml) 746 >=16 BT 4234234
TEEEE(%) 49 >=242 IFEN B 11/21/2023 | 3:26 &
BRI 2% 2230 1 AL =haf: 11/21/2023 | 3:26 4%
= ) i
AR (%) 18 FA S 11/21/2023 | 3:36 4HE
n . R WHO 6th
{EERTEERNEE (%) 8
YLITNFA B
IFRTHEERE (%) 23 <=1 t
#(mi): 3
TEE (%) 51 <=20 t
B3R (EA/m): <1
IERFEREE (%) a3 =4
' ) ; FIU: TON0%E: 0208
SRR
ERETRE (573/ml) 36.9 . sherin
REE T RE (BR/ml) 19.4 FATZa 1
EENEERETEE (BR/m) 134 FATs a2
{RENEERE T RE (FR/ml) 6.0 aA
AR S5/ /A
EHERIEEE (VCL)* (um/ED) N/A »=5
SMI* 0
L §TEdR I DOIEFE (BR/511E) 223.8 >=39
=T (E55/518) 107
HREERIE T (B5/51H) 58.2
TREEIERST (275/5518) N/A
BRI T (Hh/3H) 185.8

*MES/ (SA—SEF R VAN CRENTNET

—EDERMERITD T 5 — (&> TEMTRES Iz E WS T EICTERSTES L.

ERBDHI Y —

EEMET ST

(8%)
(51%)

(23%)

TAMER  BESO, 10w, F7(E1:2 (1+1) FHIR T FRESH (Fif#) & & U WASHED (BEi%#%) ORBRY VTV ETA LT H &, LRRDES
[CHENRRIAFT, TRAMEREETERDS DOFES—2avA T avERIATEFET :
e HBTAPMRETEST) : MLEZBICHLT2EBDTRA FERTTHBEITERLES,
o LMR—F£RSHVIEWREPORT) : VU v U5 ELEEHEDLKR— FRARTENFET,
o LER—F£EHH0—F (DOWNLOAD REPORT) : VU vV 2L EBEDLKR— RFIUO—FLTHRIT 2 ENTEET,

o Fv JF—(CAPTURE) (E SQA-VU) : LAR— FZHZK 10 BOEBRERITEET. ¥ ITFvy—A TP avzERATEE.
EfG/BEOHREE ., Bk, BRUVFIA—RETEHENTEET,

o IEEAE (MORPHOLOGY) : SQA-VU Z##i L THRFOIEE/BEZFHTHMLET .

o LKR— FD#K REPORT EDITS) : 7R b, BES (PATIENT NAME) . #4EE (REFERRING DOCTOR) . =& AH
(BIRTHDATE) . F7=IL4F#s (AGE) #0) v U LTHELET,
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BEYUTILOTA MERIE, 1 DUEDNRFA—EDBSA-I0DFAF I v I LY DRBITHoBEIC, <Kl £ (BiR) &
LTLR—bENBENHYFET . BFHEBOBNBOoN TS L0, FRICTEVESE. FLEAHREREEZERALLT. BF
REEL. BBHE, ERMEFRE. BEUM OEOANEBMICHESAES, BEICHLTELLGLR— FEERT 5-OITF
BOBREANTHIENTEFTS,

FANMER Y IIEE
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N/A
B WHO 6th
N/A
YITNFR s
N/A <=1
E(ml): a
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BMIRRE. (J§75/ml): >=1
N/A 4
pH: 4
0.2
Rreg: =E
N/A
S 25
A e 60BIAE
THEEENEFRE (B75/ml) N/A SERE): 25
BERES TR (B5/ml) N/A e éb
iEFRERES (VCL)- (/) A - B/ (2 Sherin
Smr o ZEAT>3>n
1 SHEHTZ D OEFH (E5H/5H8) N/A >=39 EATsz>2
SEEHET (E5/518) N/A AA
747
N/A
ENEET (55/318) N/A
*MES/(SA—FEBFRIVRI()TRENTUES
BH>X FOBRET D ITIIOEMEVWS EEBRUTVEY . REBLR— MERDOEDHICFEEITHIREITS
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EENET S
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BEEICEK, BFOREE, BBRR, BEHEBE)DTRA N TEZIRENMEL>TLIBENHYET .. Tz, FHOHERIE. XL
— 2 —DEREICLSOH. LR—FOE#EMERERZTITIBRNIDEELR>TEYET,

10
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FERIOEREIRE | 515 WHOSGH FHMTTANETIRHOHA o)
RE (E73/mi) e FHTHTFTA FOBREBINTESATS AN BIOFEDLSHRBETIN? ~
B 10 o SQAIOMERMERMLIR— A ERSICEIMEL\ LSS E: RN < 2.0 EJ5/ml 45 & 0 & /o (HEms
FREMSC)D' < 0.2 BA/ml,
WEMEINS A—F (%) o WNTSERRERIHT LR — hOTEHIE,
25
COEEEET L EICERETRT 3T LFITEETN? v
EERGE 12
ESTNEFHDHD > MSERNESHIMDETH ? v
RERHEE > 1
FWF R FOREHOLERIEEHEATRYE + (HEAGEE + NP); B S OGEATIEOD 1 K57
FEHR (%) >
Em 13 FH)F 2 ~OTODERFBEOHA RS> : -
[ wrrEmenseaTLE FHFR FOEDOREDH A RS> -
BREMST ~
TNBOWFNGA—FERLBLR— hDEDCHETT
P EEORERAZFy

EEREER (EERES) X, FHTHES 550K E. BELR—MIFEFThFELA,
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= (E75/ml) 10.0 >=16 i > T IuiD: 56346346
ERHE(%) 25 >=42 L PREVEIRS: 11/21/2023 | 3:58 &
RSN TZHERD: 11/21/2023 | 3:58 5Fi%
13 >=30 4
> NESH 11/21/2023 | 4:06 2Fi%
12
i WHO 6th
1
HY2IWFR BcE
AFATHEREE (%) 12 == T
: (). 4
TRIZE (%) 75 <=20 T BB (E75/ml) >=1
13 >=4 pH a
2.5 REE: L
13 W =
12 &L 605LAE
0.1 FERHARD(E): 35
HAEE TR (F5/mI) N/A HEREE Lab
EBARIEE (VCL)* (un/3b) N/A »=5 BBE (i) Shei
SMI* 0 EAT>3>n
ZATS 2:
1 GBS T DB TS 400 >=39 a2
OAZ
EME T (E5/5918 10.0
BiEESHET* (5 ) 52
BREEET (55/518) N/A
ESFAEET (E75/5118) 52
*MES/(SA—FFFRYVRI*) CRENTNET
—BBDERNFHTRIFSNTLS Z LCTEESEE W
FRIOLRERN

* RECEPEOBRE., FHHEDR—CFLETRA MERDR—UHA LIS ERTTEFEA, lD/INT A -2 DRRLAFH
TANSNFBE, WOTHEET 27— DA T EEMBELZEBMTHENTEET,

BREROSH LR—k
ROE ST A MLR— FOBRA T 3 UHEE SETTINO A SFIATEET -

o USTLR—bF: EFHITSITNFRLEZ2AR—CDLR— T, BETEDIANVET—/TvE—LEZDEIVavhdh
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SQA - i0 @ WHO 28 6 RR D 1EREM vs SQA-V PREDICATE [&. Passing-Bablok Blf@s#i& > THIIENTWET, UTE
T2k, ERMICET S L RSA VDEE L. 1A, BLTHEESTSATVEY,

®1. SOA-i0 TEHEESNSI—H— vs. SOA-VDITHFR/—Fa1—H— (n = 165)

Parameter Intercept cI Slope CcI Correlation I
CONCENTRATION, Myml -1.5 -2.0 to -0.7 1.0 1.0t 1.0 1.0 0.98 to 0.99
MOTILITY, % -3.0 -3.1to-1.7 1.0 1.0 to 1.0 1.0 0,95 to 0.97
PROGRESSIVE MOTILITY, % -0.8 -1.00 ko 0.0 0.9 0.9 to 1.0 1.0 0.97 to 0.98
RAPIDLY PROGRESSIVE, % 0.1 0.0 to0.3 1.0 0.9 1.0 0.9 0.90 o 0.94
SLOWLY PROGRESSIVE, % -0.8 -1.00t0 0.0 1.0 0.9 to 1.0 0.5 0,86 to 0,93
NON-PROGRESSIVE, % -1.9 -3.0to -1.0 1.2 10te 1.3 0.8 0.71 to 0.8B3
IMMOTILE, % 3.0 1.0t 5.0 1.0 1.0t0 1.0 1.0 0.95 to 0.97
MSC, M/ml -0.9 -1.7 to -0.6 1.0 1.0t 1.0 1.0 0.98 to 0.99
PMSC, M/ml -0.4 -0.7 to -0.3 1.0 0.9t0 1.0 1.0 0,99 to 1.00
RAPID PMSC, M/ml 0.0 -0.1 e 0.0 1.0 1010 1.0 0.96 te 0.98
SLOW PMSC, M/ml -0.1 -0.4 to -0.1 1.0 0.9 to 1.0 1.0 0,98 to 0,99
MORPHOLOGY, 9% (n = 155) 0.0 0.0 te 0.1 1.0 0.9te 1.0 1.0 0.96 to 0.98
FSC, Mfml (n = 155) -0.1 -0.1 to 0.0 0.9 0.9 1o 1.0 1.0 0.97 to 0.99

RE
_ = 1: S0A-i0 DIEFREDEE
Betwean-
Concentration Within-Run  Cooween-  Between- oparatry Total
Run Day Lot /Instrumen
t

Sample N Mean @ sSD %CV SD  9%CY sD %V 5D SR CV SD | %CV

1 40 8.5 .63 7.4% 0.61 7.2% 0.25 2.9% 0.60 7.1% 0.62 7.3%

2 40 34.5 1.66 4.8% 1.70 4.9% 0.77 2.2% 1.21 3.8% 1.76 5.1%

3 40 45.4 | 325 7.2% 330 F3% 166 3.7% | 3.09 6.8% 346 | 7.6%

4 40 8.5 312 5.3% 307 5.2% 1.04 1.8% | 211 3.6% 3.04 5.2%

5 40 62.2 | 242 3.5% 238 3.8% 1.42 2.3% 2.30 3.7% 264 | 4.2%

6 40 | 1816 |525| 29% 535 29% 342 19% | 3.83 21% | 587 | 3.3%

7 40 | 237.6 | 587 2.6% 625 2.7% 545 249% | 3.48 1.5% | 7.58 | 3.3%

i 40 2129 | 3,74 | 1.B% 442 2.1% 487 2.3% | 267 1.3% 5.79 2.7%

2 :S0A-i0 OEBNEDEE
Between-
Motility Within-Run | ooveen: Between- operator/ Total
Run Day
Lot/Instrument

| sample | N Mean | SD | %CV SD | %CV SD  %CV  SD  %CV | SD | %CV
1 40 0.0 ") 0.00 | 0.0% | 0.00 [ 0.0% | 0.00 0.0% 0.00 0.0% 0.00 0.0%
2 40 77.0 | 282 | 3.7% | 2.74 | 3.6% | 1.20 | 1.6% | 259 | 3.4% | 2.87 | 3.7%
3 40 62.3 2.62 4.2% 2.59 | 4.2% 0.74 1.2% 2.27 3.7% 2.54 4.1%
4 40 BO.& 0.99 1.2% | 1.00 | 1.2% | 0.46 0.6% 0.83 1.0% 1.01 1.3%
5 40 58.0 | 3.83 | 6.2% | 4.65 | 7.7% | 3.23 | 5.6% | 260 | 4.5% | 699 | 12.1%
[+] 40 43.9 1.81 4.1% | 1.99 | 4.5% | 1.18 2.7% 1.37 3.1% 2.04 4.6%
7 40 30.7 | 2.29 | 7.5% | 2,52 | 8.3% | 2.22 | 7.2% | 0.94 | 3.1% | 3.03 | 9.9%
8 40 49.9 | 1.52 | 3.0% | 1.77 | 3.5% | 1.52 | 3.0% 1.28 2.6% | 2.05 | 4.1%
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& 3 : SOA-i0 MERNIFFI=EE (MSC) DIFE

Between-
MSC Within-Run oo Between-Day Operator/ Total
e Lot/Instrument
sample | N Mean SD  9%CV | SD  9%CV | SD | %CV | sp %CV | SD | %CV
1 0 2.0 |0.00 | 0.0% | 0.00 |0.0% | 0.00 0.0% | 0.00 | 0.0% | 0.00 | 0.0%
2 40 26,5 1.31 | 5.0% | 1.36 | 5.1% | 1.05 4.0% 0.68 2.6% 1,60 | 6.0%
3 40 27.9 140 | 5.0% | 1.55 | 5.5% | 1.03 3.7% 1.08 3.9% 1,67 | 6.0%
4 40 47.0 299 | 6.4% | 299 | 6.4% | 1.13 | 2.4% | 2.27 4.8% 2.97 | 6.3%
S 40 | 355 | 1.42| 4.0% 1.56 | 4.4% | 0.77 2.2% | 1.27 | 3.6% | 1.54 | 4.3%
6 40 | 794 | 287 | 3.6% | 3.54 |45% | 241 | 3.0% | 1.09 & 1.4% | 3.60 | 4.5%
7 40 69.3 | 426 | 62% | 5.05 | 7.3% | 4.29 62% | 1.37 | 2.0% | 5.85 | 8.4%
8 40 106,2 | 3.43 | 3.2% | 4.48 | 4.2% | 530 | 50% | 2,18 | 2.1% | 6,12 | 5.8%
2 4 : SOA-i0 ORTEES)HFIRE (PMSC) DR
Between-
PMSC Within-Run — Botwean-Day Oparator/ Total
) wn Lot/Instrument
Sample N Mean SD %CV SD °%CV | SD %hCV sD %CV sD %hev
L 40 0.0 0.00 00% 0,00 0.0% [0.00]| 0.0% 0,00 0.0% 0,00 0.0%
2 40 23.2 L1 48% 1,14 49% (094 4.1% 0,74 3.2% 1,38 6,0%
3 40 24.2 1,27 52% 135 56% 10683] 4% 0,90 3.7% 1,41 5.8%
4 40 42.2 200 66% 281 6.7% | 1.16 2.8% 2.11 5.0% 2.82 5.7%
5 | 40 31.5 1.78 56% 186 59% |0.76] 2.4% 1.11 3.5% 1,92 6.1%
6 | 40 70,3 | 2.64 38% 3.34 48% |234]| 3.3% 092 1.3% 3,40 | 4,8%
7 |40 51,0 460 9.1% 534 106% | 520 10,2% 2.51 4,9% 6,54 12.8% |
8 | 40 93,4 3.56 38% 4,39 4.7% | 532 S5.7% 2.21 2.4% 6,14 6.6%
#5:S0A-i0 DIEEREOREE
Batween- Between- et
Normal Morphology Within-Run Run Day Operator/ Total
| | Lot/Instrument |
Sampla | N Mean SD %CV SD | %CV | SD | %CV SD  %CV sD YCV ‘
1 40 0.0 0.00  0,0% | 000 | 0.0% |0.00| 0,0% 0,00 0.0% 0,00 0,0% ‘
2 40 . 154 087 57% 087 | 57% |033| 2.2% | 078 | 5.1% 092 | 6.0% ‘
3| 40 11.2 1,00, 90% |1.00]| 89% |025| 22% | 089 | 80% | 098 | 88% ‘
i 40 | 165 | 0.78 | 4.7% |0.83 | 5.0% [0.37) 22% | 059 | 3.6% | 0.85 | 5.1% |
5 40 10,2 0.56  5.7% |0.61 6.0% | 0,41 1.0% 0.45 4.4% 0,66 6.5% 1
6 40 | 7.2 035 48% |0.39| 54% |019| 26% | 026 | 3.6% 041 | 506% ‘
7 40 | 36 042 11.9% |0.46 | 13.0% | 0.39 ] 10.7% | 022 | 6.2% 0,55 | 15.1% ‘
8 40 8.5 048 56% 053 | 63% |051 | 60% 0.35 4.2% 0.68 8.0% 1

SNBE(TSVIBRESUVRH/ERBRR)

SOA-I0L R T LICE T 2B FREICHLTERINIZTSVIBRA (LoB) &, RHEFR (LoD) . HLUEEMRR (LoQ) (KLU T D&
YUTd:

o TSUHMRA(LoB) = 0 M/mL
o FRHEAR (LoD) = 1.73 M/mL
e TEMH (LoQ) = 6.8 M/mL
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[, B K OBTRHC KM 23200 = & R (RGE L E 5,

LIS IR DRE B | FEIROE 72 R S U= e, IRAEIIEI ORI B I HES Tl (372 1356%0)
LT,

RAEMRIANIC, BB KRR 5 5 & MES 3078, FIAICHE LT, it L B 2 2 0 4 S8k s
FEARMLET, LRRAAS, BAE ~ORIEE &Y £,

ZORFEFZELFOSRMFTHED b & LET

* WEE T DN A X ANFESNWTHBEEY) R 7 ) —= 2 T Tbiv, £DX T v ZFWRNELE O T A
FZA4 206> T, SQA-I0O 77— a O —E R TSI ND Z &,

* SQA-I0 ZETE E 72 IFBIH O T 2 R F v MO HHORBE MEDIL TV RN T &y

* SQA-I0 ZEE ITAEAF LIS D NIZ L - TR, #81F, BEIh Thinz &,

* SQA-I0 2EE 1T MES £ 72132 DFFERBELUANDE =FIZ Lo TH—vARREEI N &,

* SQA-I0 LB 1T b MFIRRA DT DI ORMEM S 4L, JTTOFMICHRE, WHRRERACRFSN, T A K,
=R BEOA T F o AT ME O R L2 "EoA MEH I TND Z L,

FROFHNRETZSNRNGEA. ZORIRIES R0 | SO EFE72 <720 9, MES 1T,
ATRLORFEZ BRVN T, BEIFERO FETHRE S, BIMORIEI L EEA, EARIRI TS, MES 132K
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INAGES) DA v & —% 45 1) v o LTLEEL,

9. HALLBWESERE, R34 R7HFTE4—EMYKRE, SOAA-W ZavEa—2—MoBmMYHLTLESL,

31


http://www.sqa-io.com/

ol —4—-<= L:/N—23>24:12 B 2023
SQA-IO a—+ a7) IN—v 3 H

Va3 KEOHE. BEEH. BLUITEER

EEBOLH :
o SfiE: 20 X 16 X 11 cm
o FE=:14kg
o TR :USBEEMS5 VDC
o SOA-VUDENEE : %K 2.5 [Watt]
o WEHBNTF—IUAD=HICHEIND T FH : Chrome. Microsoft Edge

SRATLEH
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Medical Electronic Systems, LLC
6345 Balboa Blvd, Encino, CA 91316, USA
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Arazy group GMBH.
The Square 12, Am Flughafen, 60549 Frankfurt am Main, Germany Email :

germany@arazygroup. com EEE : +49 69959325090

A—RFSUFDODRRH—:

Acrapack Pty Ltd, Anne Jones
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A—)L: anne@acrapack. onmicrosoft. com
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Medical Electronic Systems, Ltd. 20 Alon Hatavor St., Zone 6, P.O0.
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