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RdP: Final Revison

ZMDO001_31_2026_1_1.pdf

Y S T E M - . Issued on 11/02/2026
Samplé Lot ; UR-2601 Authorized by RQS
Analyte RDS
CILINDRI GRANULOSI 0,0000
Low epithelium cells 0,0000
Medium epithelium cells 0,0000
High epithelium cells 0,0000
Tranitional epithelium cells 0,0000
lline cylinder 0,0000
CILINDRI ERITROCITARI 0,0000
Leucocytes Cylinder 0,0000
Cereum cylinder 0,0000
Epithelial cylinder 0,0000
Fatty cylinder 0,0000
Bacteria cylinder 0,0000
Calcium oxalate crystals 0,0000
Urate crytals 0,0000
Ammonium phosphate crystals 0,0000
Cystine Crystals 0,0000
Uric Acid Crystals 0,0000
Leucyne Crystals 0,0000
Tyrosine crystals 0,0000
Phosphate Crytals 0,0000
Triple Phosphate Crystals 0,0000
Red Cells; 0,0000
Leucocytes 0,0000
Mycetes 0,0000
Bacteria 0,0000
Sperm 0,0000

ModQualitativo
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OQUALITY
SYSTEM Participant : ZMD001 Issued on 11/02/2026

| ; Authorized by RQS
Sample Lot : UR-2601 Sonia Zanghini

Target value assignement procedure

For each measurand of this evaluation test the assigned value is determined by reporting the result
expressed by the highest number of participants in percentage

Perfomance index

"""If the result provided matches the assigned value, the """"Acceptable"""" judgment will be given as a

performance index. If the result provided does not correspond to the assigned value, the judgment will be
provided, as a performance index: """"unacceptable"""""""

ModQualitativo 3
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QU/\LlTY | d 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/bngS
Sample Lot : UR-2601 Sonia Zanghini
Analyte Leucocytes Analyzer  Manual - Manual Method
Cylinder

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 13

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo
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QU/\LlTY | d on 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/byﬁQS
Sample Lot : UR-2601 Sonia Zanghini
Analyte  Cystine Crystals Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 15

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo
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QU/\LlTY | d on 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/byﬁQS
Sample Lot : UR-2601 Sonia Zanghini
Analyte Mycetes Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 15

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo




Analyte

SEDIMENTO URINARIO CYCLE 2026 - JANUARY RdP: Final Revison

2026 ZMDO001 31 2026 1 1.pdf
Participant : ZMD001 'SZ‘J‘:SO%’; ;(}/SZ/RZSSGS
Sample Lot : UR-2601 Y

Sonia Zanghini

Tranitional
epithelium cells Analyzer  Manual - Manual Method  OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 15

Ibl_perc_neg_SEDIMEN

T0 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS

IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE

FEBRUARY 2026
ACCEPTABLE

ModQualitativo
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QU/\LlTY | d on 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/byﬁQS
Sample Lot : UR-2601 Sonia Zanghini
Analyte  Tyrosine crystals Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 13

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo
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QU/\LlTY | d 11/02/2026
SYSTEM Participant : ZMD001 e o /by {aos
Sample Lot : UR-2601 Sonia Zanghini
Epithelial
Analyte cylinder Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 13

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo
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QU/\LlTY | d 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/byﬁQS
Sample Lot : UR-2601 Sonia Zanghini
Analyte  lline cylinder Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 14

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 92,86 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 7,14 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo

10
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QU/\LlTY | d on 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/byﬁQS
Sample Lot : UR-2601 Sonia Zanghini
Analyte Leucyne Crystals Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 15

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo

11
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QU/\LlTY | d 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/byﬁQS
Sample Lot : UR-2601 Sonia Zanghini
Analyte  Fatty cylinder Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 13

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo

12
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QU/\LlTY | d 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/byﬁQS
Sample Lot : UR-2601 Sonia Zanghini
Analyte  Sperm Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 14

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo

13



Analyte

SEDIMENTO URINARIO CYCLE 2026 - JANUARY RdP: Final Revison

2026 ZMDO001 31 2026 1 1.pdf
Participant : ZMD001 'SZ‘J‘:SO%’; ;(}/SZ/RZSSGS
Sample Lot : UR-2601 Y

Sonia Zanghini

Calcium oxalate
crystals Analyzer  Manual - Manual Method OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 22

Ibl_perc_neg_SEDIMEN

TO 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS

IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE

FEBRUARY 2026
ACCEPTABLE

ModQualitativo

14



Analyte Medium

SEDIMENTO URINARIO CYCLE 2026 - JANUARY

Participant : ZMDO001
Sample Lot : UR-2601

epithelium cells

RdP: Final Revison

2026 ZMDO001_31_2026_1_1.pdf

Analyzer  Manual - Manual

Issued on 11/02/2026
Authorized by RQS
Sonia Zanghini

Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number

Ibl_perc_neg_SEDIMEN
TO

Ibl_perc_pos_SEDIME
NTO

Ibl_perc_dub_SEDIME
NTO

FEBRUARY 2026
ACCEPTABLE

ModQualitativo

16
100,00 % Measure
0,00 % Ibl_risultato_atteso
0,00 % performance index

ABSENTS

ACCEPTABLE

15



Analyte

SEDIMENTO URINARIO CYCLE 2026 - JANUARY RdP: Final Revison

2026 ZMDO001 31 2026 1 1.pdf
Participant : ZMD001 'SZ‘J‘:SO%’; ;(}/SZ/RZSSGS
Sample Lot : UR-2601 Y

Sonia Zanghini

Triple Phosphate .
Crystals Analyzer  Manual - Manual Method OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 15

Ibl_perc_neg_SEDIMEN

TO 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS

IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE

FEBRUARY 2026
ACCEPTABLE

ModQualitativo

16
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QU/\LlTY | d 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/byﬁQS
Sample Lot : UR-2601 Sonia Zanghini
Analyte  Bacteria Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 15

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo

17
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QU/\LlTY | d on 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/byﬁQS
Sample Lot : UR-2601 Sonia Zanghini
Analyte Bacteria cylinder Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 14

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo

18



QUALITY
Sre e Participant : ZMDO001
Sample Lot : UR-2601

Analyte High epithelium

cells

SEDIMENTO URINARIO CYCLE 2026 - JANUARY

RdP: Final Revison
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Analyzer  Manual - Manual

Issued on 11/02/2026
Authorized by RQS
Sonia Zanghini

Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number

Ibl_perc_neg_SEDIMEN
TO

Ibl_perc_pos_SEDIME
NTO

Ibl_perc_dub_SEDIME
NTO

FEBRUARY 2026
ACCEPTABLE

ModQualitativo

14
100,00 % Measure
0,00 % Ibl_risultato_atteso
0,00 % performance index

ABSENTS

ACCEPTABLE

19



Phosphate

Analyte Crytals

SEDIMENTO URINARIO CYCLE 2026 - JANUARY

Participant : ZMDO001
Sample Lot : UR-2601

RdP: Final Revison

2026 ZMDO001_31_2026_1_1.pdf

Analyzer  Manual - Manual

Issued on 11/02/2026
Authorized by RQS
Sonia Zanghini

Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number

Ibl_perc_neg_SEDIMEN
TO

Ibl_perc_pos_SEDIME
NTO

Ibl_perc_dub_SEDIME
NTO

FEBRUARY 2026
ACCEPTABLE

ModQualitativo

14
100,00 % Measure
0,00 % Ibl_risultato_atteso
0,00 % performance index

ABSENTS

ACCEPTABLE

20
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QU/\LlTY | d on 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/byﬁQS
Sample Lot : UR-2601 Sonia Zanghini
Analyte  Cereum cylinder Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 13

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 92,31 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 7,69 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo

21



RdP: Final Revison

Issued on 11/02/2026
Authorized by RQS
Sonia Zanghini

SEDIMENTO URINARIO CYCLE 2026 - JANUARY
‘ ' 2026 ZMDO001_31_2026_1_1.pdf
QUALITY
S Y S TEMWM Participant : ZMD001
Sample Lot : UR-2601
Analyte g:-}.\l;l\]?j?_log Analyzer  Manual - Manual

Method  OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number

Ibl_perc_neg_SEDIMEN
TO

Ibl_perc_pos_SEDIME
NTO

Ibl_perc_dub_SEDIME
NTO

FEBRUARY 2026
ACCEPTABLE

ModQualitativo

14
100,00 % Measure
0,00 % Ibl_risultato_atteso
0,00 % performance index

ABSENTS

ACCEPTABLE

22



Analyte

SEDIMENTO URINARIO CYCLE 2026 - JANUARY RdP: Final Revison

2026 ZMDOO01 31 2026_1 1.pdf

Participant : ZMD001 Issued on ;j’gfgggfs

Sample Lot : UR-2601 Sonia Zanghini

Ammonium

phosphate Analyzer = Manual - Manual Method OTTICO
crystals

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 15

Ibl_perc_neg_SEDIMEN

TO 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS

IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE

FEBRUARY 2026
ACCEPTABLE

ModQualitativo

23
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QUAL'TY | d 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/byﬁQS
Sample Lot : UR-2601 Sonia Zanghini
Analyte  Leucocytes Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 16
Ibl_perc_neg_SEDIMEN
_perc_neg_ 0 93,75 % Measure
IbI_perc_pos_SEDI\llﬁl_/lg 6,25 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026
ACCEPTABLE
ModQualitativo

24



Analyte

SEDIMENTO URINARIO CYCLE 2026 - JANUARY RdP: Final Revison

2026 ZMDO001_31_2026_1_1.pdf

Issued on 11/02/2026
Authorized by RQS
Sonia Zanghini

Participant : ZMDO001
Sample Lot : UR-2601

Low epithelium

cells Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 17

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 88,24 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 11,76 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo

25
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QU/\LlTY | d on 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/byﬁQS
Sample Lot : UR-2601 Sonia Zanghini
Analyte Urate crytals Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 15

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 100,00 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 0,00 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo

26
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QU/\LlTY | d 11/02/2026
SYSTEM Participant : ZMD001 SZ‘dfho‘;i’;ed/bngS
Sample Lot : UR-2601 Sonia Zanghini
Analyte  Red Cells; Analyzer  Manual - Manual Method  OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Poriibants 15
IbI_perc_neg_SEDIMEg 86,67 % Measure FEW UNIT
IbI_perc_pos_SEDI\III\T/Ig 0,00 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\Il¥g 13,33 % performance index

ModQualitativo

27
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Authorized by RQS
Sonia Zanghini

SEDIMENTO URINARIO CYCLE 2026 - JANUARY
‘ ' 2026 ZMDO001_31_2026_1_1.pdf
QUALITY
S Y S TEMWM Participant : ZMD001
Sample Lot : UR-2601
Analyte :E::!LI!I'NR%%ITARI Analyzer  Manual - Manual

Method  OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number

Ibl_perc_neg_SEDIMEN
TO

Ibl_perc_pos_SEDIME
NTO

Ibl_perc_dub_SEDIME
NTO

FEBRUARY 2026
ACCEPTABLE

ModQualitativo

13
100,00 % Measure
0,00 % Ibl_risultato_atteso
0,00 % performance index

ABSENTS

ACCEPTABLE

28
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QU/\LlTY | d on 11/02/2026
SYSTEM Participant : ZMD001 e o /by {aos
Sample Lot : UR-2601 Sonia Zanghini
Analyte Uric Acid Crystals Analyzer  Manual - Manual Method

OTTICO

responses distribution

® ABSENTS O FEW UNIT © PRESENTS

Participants
number 15

Ibl_perc_neg_SEDIMEN

_perc_neg_ 0 86,67 % Measure

IbI_perc_pos_SEDI\llﬁl_/lg 6,67 % Ibl_risultato_atteso ABSENTS
IbI_perc_dub_SEDI\III\T/Ig 6,67 % performance index ACCEPTABLE
FEBRUARY 2026

ACCEPTABLE

ModQualitativo

29



SEDIMENTO URINARIO CYCLE 2026 - JANUARY

RdP: Final Revison

‘ ' 2026 ZMDO001 31 2026_1_1.pdf
Q g A LT |ETMY Participant : ZMD001 Issued on 11/02/2026
Sample Lot : UR-2601 Authorized by RQS
Sonia Zanghini
Analyte Measure Ibl_risultato_atteso performance index

Leucocytes Cylinder ABSENTS ABSENTS ACCEPTABLE
Cystine Crystals ABSENTS ABSENTS ACCEPTABLE
Mycetes ABSENTS ABSENTS ACCEPTABLE
Tranitional epithelium cells ABSENTS ABSENTS ACCEPTABLE
Tyrosine crystals ABSENTS ABSENTS ACCEPTABLE
Epithelial cylinder ABSENTS ABSENTS ACCEPTABLE
lline cylinder ABSENTS ABSENTS ACCEPTABLE
Leucyne Crystals ABSENTS ABSENTS ACCEPTABLE
Fatty cylinder ABSENTS ABSENTS ACCEPTABLE
Sperm ABSENTS ABSENTS ACCEPTABLE
Calcium oxalate crystals ABSENTS ABSENTS ACCEPTABLE
Medium epithelium cells ABSENTS ABSENTS ACCEPTABLE
Triple Phosphate Crystals ABSENTS ABSENTS ACCEPTABLE
Bacteria ABSENTS ABSENTS ACCEPTABLE
Bacteria cylinder ABSENTS ABSENTS ACCEPTABLE
High epithelium cells ABSENTS ABSENTS ACCEPTABLE
Phosphate Crytals ABSENTS ABSENTS ACCEPTABLE
Cereum cylinder ABSENTS ABSENTS ACCEPTABLE
CILINDRI GRANULOSI ABSENTS ABSENTS ACCEPTABLE
Ammonium phosphate crystals ABSENTS ABSENTS ACCEPTABLE
Leucocytes ABSENTS ABSENTS ACCEPTABLE
Low epithelium cells ABSENTS ABSENTS ACCEPTABLE
Urate crytals ABSENTS ABSENTS ACCEPTABLE

Red Cells; FEW UNIT ABSENTS | UNACCEPTABLE |
CILINDRI ERITROCITARI ABSENTS ABSENTS ACCEPTABLE
Uric Acid Crystals ABSENTS ABSENTS ACCEPTABLE

ModQualitativo 30
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