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LabAssay™ GLDH (AA-type)

1. Intended Use

Glutamate dehydrogenase (GLDH) is present in many microorganisms and in the mitochondria of eukaryotes. In mammals,
it is located in the liver, kidneys, heart, and brain, and is particularly abundant in hepatocytes. Clinically, while scarcely present
in normal serum, GLDH is released into the extracellular space when cells are damaged, acting as a leakage enzyme. It is
also an essential enzyme for urea synthesis, facilitating the interconversion of glutamate and a-ketoglutaric acid.

In non-clinical toxicity studies, elevated ALT levels in the blood have been used for a long time as an indicator of liver injury.
However, blood ALT does not change in cases of mild liver injury, and there are reports that ALT levels can rise due to factors
other than liver injury. Therefore, measuring GLDH which is abundant in the liver and highly specific as a liver injury
marker in combination with ALT and other markers has drawn attention for its potential to improve the detection sensitivity
of liver injury.

This kit is a research reagent for measuring GLDH in human, mouse, rat, dog, rabbit, and monkey serum and plasma. This
kit contains research reagents for use in automated analyzers only.

@Product Features
- Enables rapid measurement using an automated analyzer.
- This kit is used to measure GLDH in human, mouse, rat, dog, rabbit, and monkey serum and plasma.

2. Assay Principle

GLDH
a- Ketoglutaric Acid + NADH + NH," — Glutamic Acid + NAD" + H,0
37C

3. Kit Performance

- Sensitivity : 1.0 U/L

- Linearity : 150.0 U/L

+ Precision

Within-run (intra-assay variation)

With three replicates, the average CV values were less than 20.0% for the low concentration samples and less than 15.0% for
the high concentration samples.

4. Precautions

- This kit should be used by performers who have completed training in operating automated analyzers or are under the
supervision of an instructor.

+ Do not use for purposes or methods other than those described in the instruction manual.

- Be aware that assay procedures may vary depending on the type of automated analyzer used.

- Wear gloves, goggles, and protective clothing during preparation and operation.

- Do not allow reagents to come into contact with the skin. If reagents from this kit accidentally come into contact with the
eyes, mouth, wounds, or skin, immediately perform first aid such as thoroughly rinsing with tap water, and seek medical
attention if necessary.

+ Do not eat, drink, or smoke in areas where this kit is being used.

- Handle samples with caution, treating them as infectious materials.

- Do not mouth-pipette reagents.

- Do not mix reagents from different lot numbers; performance and properties may change. Avoid adding reagents from the
same lot, as it may affect assay results.

- Always store the kit refrigerated (2 - 10C) and do not freeze.
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5. Kit Component Reagents

Components Use Status Amount
(A) GLDH Standard Freeze-dried. Use after reconstitution. 2 bottles
(B) Reaction Solution 1a (Rla) Add the entire liquid volume to R1b and use it. 17.1 mL/2 bottles
(C) Reaction Reagent 1b (R1b)* Freeze-dried. Use after reconstitution. 2 bottles
(D) Reaction Solution 2 (R2) Ready for use 15 mL/1 bottle

¥ (C) Reaction Reagent 1b (R1b) is in lyophilized form attached to the bottom of the bottle.

[Storage]

(A) GLDH Standard

Store unopened GLDH standard at 2 - 10C.

Reconstituted original standard solution (60.0 U/L) may be aliquoted into microtubes and stored frozen at -35C or below.
Use within 45 days of freezing.

Repeated freeze-thaw cycles of the original standard solution (60.0 U/L) are strictly prohibited.
(B) Reaction Solution 1a (Rla)

Store at 2 - 10TC.

(C) Reaction Reagent 1b (R1b)

Store Reaction Reagent 1b (R1b) at 2 - 10TC.

(D) Reaction Solution 2 (R2)

Store at 2 - 10TC.

6. Equipment Required But Not Included in the Kit

- Automated analyzer - Saline solution

- Purified water (distilled water) - Pipettes with replaceable tips
- Vortex mixer

7. Sample Preparation

Serum/Plasma

Measure immediately after blood collection or freeze at -35C or below for long-term storage. If high values are expected,
dilute appropriately before the assay. Do not use severely hemolyzed or highly lipemic samples.

[Precautions Regarding Samples]

- When diluting samples, please dilute them with purified water or saline. Multiply the obtained value by the dilution factor
to calculate the measured value.

- Thaw frozen samples just before the assay and mix thoroughly. Avoid repeated freeze-thaw cycles, as they may compromise
the accuracy of results.

- Ensure that the pH of the specimen is between 6.0 and 7.8.

- When the presence of interfering materials is suspected, confirm dilution linearity by testing at two or more different dilutions
of the sample.

8. Reagent Preparation

- Do not use reagents that have passed the expiration date indicated on the kit's outer label.

Reaction Solution 1 (R1)

Preparation Method

Add the entire contents of “(B) Reaction Solution 1la (Rla) (17.1 mL)" to “(C) Reaction Reagent 1b (R1b)” and dissolve.
This is “Reaction Solution 1 (R1)".

% (C) Reaction Reagent 1b (R1b) is in lyophilized form attached to the bottom of the bottle.

% Use within 3 weeks after preparation. Refer to “10. Technical Tips”.

(D) Reaction Solution 2 (R2)
(D) Use Reaction Solution 2 (R2) as is.
¥ Use within 3 weeks after opening. Refer to “10. Technical Tips”.
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(A) GLDH Standard

Preparation Method

Reconstitute (A) GLDH Standard with purified water in the amount specified in “Reconstitution of standard” to prepare

the original standard solution (60.0 U/L). Allow the reagent to dissolve at room temperature, then gently mix by inversion

to avoid foaming (use of a rolling mixer or gentle pipetting is recommended).

- Avoid vigorous agitation, as it may reduce enzyme activity.

- Use the solution on the day of dissolution.

- The reconstituted original standard solution (60.0 U/L) may be aliquoted into microtubes and stored frozen at -35C or
below.

- Aliquot the original standard solution prior to measurement. Do not store any the original standard solution that has been

used.

- Use within 45 days of freezing. Repeated freeze-thaw cycles of the original standard solution (60.0 U/L) are strictly pro-
hibited.

- If the measured value of LabAssay™ GLDH Control (128-07131) falls outside = 15% of the assigned value, perform cali-
bration.

* Find and check “Reconstitution of standard” on this product page.
As the amount of purified water to be added varies by lot, be sure to check it for every lot.

Create a calibration curve
Create a calibration curve using two standard concentrations (0.0 and 60.0 U/L). Use purified water for the 0.0 U/L standard

concentration.

9. Assay Procedure
Operation Method with Automated Analyzer (e.g., Hitachi Automatic Analyzer 3500)
* Be aware that the operation method varies depending on the automated analyzer used.

©Sample preparation
Sample* : 15 yL  Serum. Plasma / Standard

37°C, 0 min <
I— Reaction Solution 1 (R1) : 150 pL

Measurement (340 nm /405 nm)

< Reaction Solution 2 (R2) : 50 uL
Measurement : Rate A (340 nm/ 405 nm)

10. Technical Tips

- Avoid contaminating samples and reagents with impurities. Using disposable tips is recommended.

- Handle samples and reagents carefully to reduce foaming. Before placing samples in the automated analyzer, ensure there
are no bubbles. If there are any bubbles, please remove them before starting the measurement.

- Always perform calibration before measuring samples.

- Soak used samples and consumables in 1% formalin, 2% glutaraldehyde, or > 0.1% sodium hypochlorite solution for at least
1 hour. Alternatively, sterilize by autoclaving before disposal. Dispose of used consumables and unused chemicals in accordance
with your institution’s regulations and local laws.

- Although Reaction Solutions 1 and 2 can be stored after opening for up to 3 weeks when refrigerated (2 - 10C), storage
duration may be shorter depending on conditions. For example, if stored in the automated analyzer after measurement,
the period may be shortened due to the analyzer's operating conditions. If not in use, remove from the analyzer, close the
cap, and store.

11. Storage and Expiration Date of Kit
Store at 2 - 10C and do not freeze. Once opened, use each reagent promptly, as storage conditions may affect reagent
performance. Do not use reagents that have passed their expiration date.

12. Contact Information

For analytical parameters, please contact :
FUJIFILM Wako Pure Chemical Corporation
1-2, Doshomachi 3-Chome, Chuo-Ku,

Osaka 540-8605, Japan

Email : ffwk-labchem-tec@fujifilm.com
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LabAssay™ GLDH (AA-type)

[Storage] Store at 2 - 10C (Do not freeze)
[Term of validity] Indicated on the label.

[Package] For 150 tests

[Cat #] 29197801

FUJIFILM Wako Pure Chemical Corporation

1-2, Doshomachi 3-Chome, Chuo-Ku, Osaka 540-8605, Japan
Telephone : +81-6-6203-3741

Facsimile : +81-6-6201-5964

http:/ffwk.fujifilm.co.jp

Group Companies Distributors
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Code No. 291-97801 (150[Ef)

S5K7v+414™ GLDH (AA 21 7)

L.4vbva¥yr2av

Glutamate dehydrogenase (GLDH) x. %< OWEMB L CEZAEYWDO I b3y FY TICHFEL T E T, FFAFHITB VT,

JFeE - BN - OB - B WA L TB Y. EoRTHRFICIFMETIcE RO SN E T GLDH ERRIICIZIER Tl G
FIZHOTRICLPHFELEFEAD, MRPEEL 25 EHMBMIRH T2 &R TT. FARREOERICUHEALREET,
TIVEIVEEEa- T NNV VEOHEEREZITWE T,
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AKFy MIe M TR Ty M A X THF, VLT /5T GLDH % Jll5E 3 % 725 0 H B 54T H i S AL HEE T,
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QRO FFR
- HEY AT EE & IR Il R T
cARFy PIE M, YA, Ty b, A X, vHF, M /b o GLDH #MllEL 9,

2. e e
GLDH

a- 7 M7V ¥ )VEE + NADH + NH,' — 7'V % I Y + NAD' + H,0
37C

3. ¥ v bOTERE

- Sensitivity : 1.0U/L

+ Linearity : 150.0U/L

- Precision

Within run (7 v &4 WNZE)

SEPERFOFY CV L, RBERAT 200% K. HiRERAKT 15.0% A

4, EEFE
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cF oy MIMLTEHERGT QC~10C) L. SIS VwT TN,

5. % v MRERIAEE

i o A i H P
(A) GLDH £ 4, GRS TR R 24
(B) RIS 1a (R1a) R1b (Z&®masn LA 171mL / 2 &
(C) BBk 1b (R1b)* HUERERRGL. Rla (&h) CHEMEMH 24
(D) BB 2 (R2) Z0F T 15mL / 1 &

% (O) FUBERIE 1b (R1b) (&, A MV S S -3 RIEIR T
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(A) GLDH #Z# 5,

FfEH O GLDH #E# 01X 2C~ 10C THREL TTF & v,

VR L 7> GLDH #EH# BAi (600U/L) 13, A4 70 F 2 — 71T L — 35C UL T TS A 2 LSRR T, Bk
1345 HEIPHZAEH LT F v S L7 GLDH AZHE AT 2 BUR L 72 5 O TR 3 2E T
(B) Rtk 1a (Rla)

2C~ 10CTHRAF L TF S\,

(C) RIBEAEE 1b (R1b)

FEHO ST Ib (R1b) &, 2C~ 10CTHREL TT & v,

(D) sk 2 (R2)
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(B) MUS#H# 1la (Rla) (17.ImL) %, (C) RUS#AFE 1b (R1b) Z4rA. WML TTF S,
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¥ (C) BUGEEE 1b (R1b) &, K VK2 S |- HEZBIBIR T,
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(A) GLDH £ 5
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(A) GLDH fZ#e IRk % [ EROPFBII OV ISR e =" N2 % L, G (600U/L) ZHRBLTTS
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- BRI BHHPIHHLTT S v,

- % L 72 GLDH BEE# s (600U/L) &, A4 7 8 F 2 —TMgF L — 3B5CLLT CHARET 2 2 L 2SMHETT,
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- BUERRI 45 H DIPNCAE LTT?U\ HUELRAT L7z GLDH AZ#e A (60.0U/L) % Rl L 7= O F ok 13 T3,

- SRT v EA™GLDH 2> bu—)b (12807131) Z3k & L CRIZE L ERE = 15% IR E 252 wiEidsy ) 7L—v 3
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FHEH G R—-V L), [EEGEHEOREICOVT] 2R L TF 3w,
oy MIE ) HERREZRNT 2P RE 570, 2IUMICRKBRORERE Ty P TLICTHERTE W,

B DR
FR¥EL 2 58 (0.0U/L, 60.0U/L) CTHEEMZMER L X9 FREEGRBREE 0.0U/L i3, MEAKZHEML TF v,
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9. M HAEL
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%59 < KiSiE® 2 (R2) : 50uL
I : L— A (340nm / 405nm)
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WICTRBD ERIFTFE W, 23— b7 L—7HE R L THEEL T IV, F 2, M L2 HEN AR H o35
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12. bk

SHNT XA—=F1F, DFE ) BEWEDET I W,
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T 540-8605 KRR YL X BB =T H 1% 2%

e-mail : ffwk-labchem-tec@fujifilm.com
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