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| Change control n°: | CH20240219/0001 [ Descrizione: | Introduzione fornitore alternativo |

Il prodotto viene accettato sulla base del Certificato di analisi (CoA) del fornitore (vedi certificato
allegato), dopo aver verificato la conformitd della “Descrizione” ed effettuato il test di

“Identificazione”.

Fonti Olon SpA - Stabilimento di Capua
Formula bruta C,HgN,03 * H,O

Peso molecolare 150.14

Numero di CAS 7594-13-8

Test Riferimento Specifiche

Descrizione [L-MA-0192 Polvere bianca cristallina
Identificazione (IR) E_WI CPU CQC 00047 Positiva
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CERTIFICATE OF ANALYSIS

(25)-2,4-fiSimino-4-oMobUANlc Seis:hydkate (1:1)

Flama

GROUP

BATCH: 0021004063 QUANTITY: 325 KG
MANUFACTURING SITE: CHIGNOLO D'ISOLA
MANUFACTURING DATE: 01/16/2022 RETEST DATE: 12/21/2026
CODE MATERIAL: 3102001700 REF.: FCC/EP
ANALYSIS REF. NO.: 040000014155 SPEC.REV.: 20
CAS NO. : 5794-13-8

ANALYTICAL METHOD
TESTS SPECIFICATIONS w RESULTS REFERENCES
Aspect Crystalline powder Crystalline Powder
Colour White White
Identification (First) Must comply Complies EP
Solubility (2% w/v) Complete Complete EP
Solution Appearance Clear and colouriess Clear and colourless EP
pH (2% wiv) 4.0- 6.0 52 EP
S.O.R. (10% w/v HC1 6N) 33.0- 36.5 @ 344 FCC
S.0O.R. (10% w/v HCI 3N) 33.7- 36.0 ° 344 EP
Loss On Drying (130°C) 11.5- 12.5 % 11.9 FCC/EP
Assay (HCIO4, Potentiometric) 99.0 - 101.0 %db. 99.8 EP
Chlorides <=200 ppm <200
Sulphates <=200 ppm <200
Ammonium <= 500 ppm <500
Sulphated Ash <=0.1 % 0.1 FCC/EP
Impurity A (HPLC) <=0.5 % WIW 0.0 EP
Impurity C (HPLC) <=0.1 % WIW 0.0 EP
Each Unspecified Impurity (HPLC) <=0.05 % WIW <0.03 EP
Total Impurities (HPLC) <=0.8 % WIW 0.0 EP
Note:
test N°883-885-1032 : <0.03%
Electronically signed by:
Chiara Galimberti Laura Zappa
Quality Control Quality Assurance

04/28/2022 - APPROVED 05/05/2022 - APPROVED

Printed on 12/17/2024
Document date format: mm/dd/yyyy

OLON S.P.A./P.O. 202413757

FLAMMA S.p.A, CHIGNOLO D'ISOLA
Via Bedeschi, 22 - 24040 Chignolo d'lsola (BG) - Italy
Phone +39 035 4991811 - Fax +39 035 4991812

FLAMMA S.p.A. HQ

Via Bedeschi, 22 - 24040 Chignolo d'isola (BG) ltaly - info@(lamma.it
Phorie +39 035 4991811 - Cap.Soc. i.v. Euro 1.290.000

VAT/P.lva, C.F., Reg.impr.Bg: (iT) 03709030161 R.E.A. BG-401745 flammagroup.com
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. HEBEI CHANGHAO BIOTECHNOLOGY CO., LTD

ADD: EAST OF YUELIANG VILLAGE.JIZHOU TOWN,JIZHOU DISTRICT . HENGSHUI
CITY,HEBEI PROVINCE . CHINA

PHONE: +86-318-8696119

FAX: +86-318-8696118
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Inspector; DingChunhong
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Checker: Zhulinlin
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CERTIFICATE OF ANALYSIS
ERETR: L-RITAERE HE. it =
Product Name: L-Asparagine Monohydrate Quantity:325kg Batch No.:20250511
ZE i =Bl £rEAM:
Reference standard: AJI92 Packing: 25KG/%& Sampling date:2025.05.11
HEURE O 8: #®EBHS: ¥
Sampling date:2025.05.12 Send out date: 2025.03.01 Expiry date:2027.05.10
B m e o KW R
Items Standard Result
iR B 4% SRS MR R &%
Description White crystals or crystalline powder Conforms
EXE +34.3° ~436.5° +35.4°
Specific rotation
BHERE (BEFE), % BEHEE 99.0
State of solution (transmittance), % Clear and colorless :2298.0
¢4 Chloride, % <0.02 <0.02
BiEsEh Sulfate % <0.02 <0.02
i Don, % <10ppm <10ppm
| E£8 Heavy metals. % <10ppm < 10ppm
|
| {5 EAE  Other amino acids, % conforms conforms
T-#% & Loss on drying,% 11.5~12.5 12.0
JRHI5%E  Residue on ignition ,% <01 0.06
& & Assay. % 99.0~101.0 99.8
£ £t Ammonium (NH4),% <0.10 <0.10
T4 5 Arsenic , % <lppm <lppm
EX PH 44~6.4 4.50
e
ik PR A BHEIRE AT =+K:~x?\\
Conclusion: The goods conforms to reference standard of AJIP2.. O\
S 4 )

/ Mg Em
Director: WangShuli
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Certificate of Analysis

1.01565.9010 L-Asparagine monohydrate EMPROVE® EXPERT Ph Eur,NF

Batch K55326165

Spec. Values Batch Values
Assay (perchloric acid titration, calculated on  99.0-101.0 % 99.6 %
dried substance)
Assay (HPLC, calculated on dried substance) 95.5 - 102.0 % 99.7 %
Identity (IR-spectrum) passes test passes test
Identity (specific rotation) passes test passes test
Identity (HPLC) passes fest passes test
Identity (loss on drying) passes test passes test
Appearance white to almost passes test

white crystalline

powder or

colorless crystals
Appearance of solution (20 g/l, CO=-free clear and not passes test
water) more intense in

color than

reference solution

Bs
pH (20 g/l, CO:-free water) 4.0-6.0 54
Spec. rotation (a 20/D, 100 g/l, hydrochloric +33.7 to +36.0 < +35.1 =
acid 3 moifl, calc. on dried substance)
Spec. rotation (a 20/D, 10 g/, hydrochioric +33.0 to +36.5 1 +34.8 °
acid 6 mol/l, calc. on dried substance)
Chiloride (CI) <200 ppm <200 ppm
Sulfate (SQ4) < 200 ppm <200 ppm
Fe (Iron) <10 ppm <10 ppm
Pb (Lead) <5 ppm <5 ppm
NH« (Ammoniumy}) £0.1 % <01 %
Related substances (HPLC) (impurity A} <05 % <05 %
Related substances (HPLC) (impurity C) <01 % £0.1 %
Related substances (HPLC) (any unspecified < 0.05 % <0.05 %
impurity)
Related substances (HPLC) (total impurities) <0.8 % <08 %
Organic Impurities (HPLC) (Asparagine <1.0 % £1.0 %
related compound A
(2,2'-(3,6-Dioxopiperazine-2,5-diyl)
diacetamide))
Organic Impurities (HPLC) (Aspartic acid) <1.0 % <1.0 %
Organic Impurities (HPLC) (any unspecified <05 % <05 %
impurity)
Organic impurities (HPLC) (total impurities) 3.0 % <3.0 %
Ethanol (HS-GC) < 5000 ppm <500 ppm
Other residual solvents (ICH Q3C) excluded by excluded by

manufacturing manufacturing

process process
Sulfated ash (600 °C) <0.1 % <0.1 %
Loss on drying (130 °C, 3 h) 11.5-12.5 % 12.0 %
Bacterial endotoxins <3.0 1.U./g <3.0 1.U./g
Merck KGaA The life science business of Merck KGaA, Darmstadt, Page 1 of 2
Carporation with General Partners Germany operates as MilliporeSigma in the U.S. and
Frankfurter Stralke 250 Canada.

64293 Darmstadt, Germany



Certificate of Analysis

1.01565.9010 L-Asparagine monohydrate EMPROVE® EXPERT Ph Eur,NF
Batch K55326165

Microbiolagical test (total aerobic microbial < 1072 CFU/g <102 CFU/g
count (TAMC))
Microbiological test (total yeast and mould <107 CFU/g <102 CFU/g
count (TYMC))

Elemental impurity specifications have been set considering |CH Q3D (Guideline for Elemental Impurities). Class 1-3 elements are not
likely to be present above the ICH Q3D option 1 limit, unless specified and indicated (*).

Corresponds to Ph. Eur., NF

Date of manufacture (DD.MM.YYYY) 10.03.2022
Date of examination (DD.MM.YYYY) 04.07.2023
Minimum shelf life (DD.MM.YYYY) 31.03.2027

Dr. Michael Memmel

Responsible laboratory manager quality control

This document has been produced electronically and is valid without a signature.

The life science business of Merck KGaA, Darmstadt, Page 2 of 2

Germany operates as MilliporeSigma in the U.S. and
Canada.

Merck KGaA

Corporation with General Partners
Frankfurter Straflte 250

64293 Darmstadt, Germany

SALSA Version 1342520/990001033512// Dale: 25.09.2023
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(" Prodotto L-ASPARAGINA MONOIDRATA AJI92 (NO A.P.I) )
Codlice 1562p0
Lotto 20200723 / 2017187001
Data di produzione 23/07/202 Data'scadenza/Retest 22/07/2022 J
—
i SPECIFICHE RISULTATO
Aspetto Polvere cristallina bianca Polvere cristallina bianca
Potere rotatorio (°) 34,2 - 36,5 35,2
Trasmittanza(%) 98,0 min. 99,0
Ammonio {%) | 0,1 max. <0,1
Metalli pesanti(Pb)(ppm) | 10 max. <10
Arsenico(ppm) ' 1 max, <1
Ferro(ppm) 10 max. <5
Solfati(%) 0,02 max. <0,01
Cloruri(%) 0,02 max. <0,02
Altrl aminoacidi Conforme Conforme
Perdita all'essiccamento(%) 11,5,- 12,5 11,98
Residuo alla calcinazione(%) 0,10 ‘max. 0,07
Titolo(%) 99,0-101,0 99,56
pH 44 - 6,4 4,6
1l prodotto & conforme a | AJI92 AJI92
VALIDITA' (RE-TEST) 2 anrl'\I 2 anni
|
Data .l 0471172020
Codice | 156200
Lotto | 20200723 / 2017187001

Versione 00 del 04/11/2020

Il presente documento e' una trascrizione delle lnformaifunt contenute nel documento rilasciate dal nostro fornitore, soggetta a
controlli di natura informatica e dogpio controlle da parte di operatori Faravelli. Poiche' Faravellii non &' responsabile per gli usl
finali del prodotto, la rispondenza dello stesso alla normativa vigente e' responsabilita’ del cliente destinatario.
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