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SoLVAY SOLVAY Product Data Sheet
СоА Неаlthсаге pгoducts

SPE _ в 05.03.43 - 1212024 - Ed. 2SOLVAY GmbH

Customer
CG CHEMlKAL|ENGESELLSCHAFT
Gмвн & со. кG
ULMER STR 1А
30880 LAATZEN

certificate recipient
cc-cHEMlKAL|EN GESELLSсHAFT
GMBH & со. KG
zегtifikаtе
ULMER STR. 1

30880 LAATZEN
Fах +4951,1878оЗ477

Transport
Delivery note

Shipping date

Packaging

41123982т1
74724615 90000,1

15.01 .2026

882 bag

Batch пчmьеr
Order
счstоmеr ref.

ТrапsроЁ lD

RBA0042600

6316190 000010

ЕА25304514

HElcT166
HElH396

l

lndustrial origin RHElNBERG

Batch пчmЬеr RBA0042600 / Quantity 22.050 kg

Арреаrапса : Д white оr almost white, сrуstаlliпе роwdеr,
Snlrrhility : Soluble iп wаtеr, practically insoluble in ethanol 96 

1

When heated iп the dry state оr in solution, it gгаdчаllу change

characteristics
Total alkalinity (NaHCO3)
ВiсаrЬопаtе (NaHCO3)
РНЕ ldentification А, В, с
ldentification Вiсаrьопаtе
ldentification sodium
Арреаrапсе - Limpidity
Арреаrапсе - Соlочгiпg
Carbonates 1рН Solution 5%)
Test поrmаl Саrьопаtе
Chlorides (Cl)
Sulfates (SO4)
Sulfur Compounds (SO4)
Аmmопiчm (NH4)
Аrsепiс (As)
Calcium (Са)
lrоп (Fе)
Heavy metals (РЬ)
Loss оп drying (Н2О)
Test insoluble substances
Frее flowing density
Ечrореяп Рhагmасороеiа
US Pharmacopoeia
< 0,200 mm
< 0,063 mm
рrоdчсtiоп date
Retest date

units vаlче
Yо 100,2
% 99,6
- Сопfоrm
- Сопfоrm
- Сопfоrm
- Сlеаr
- colourless
- 8,1
- Fаiпt pink col<

ppm 11

ppm <6
ppm <6
ppm 2
ppm < 1,0
ppm 75
ppm 0,2
ppm <5
% < 0,25
- Complete/clei

kg/dm3 1,11
- Сопfоrm 12th r

- Сопfоrm USPNF
Yo 100,0
% 1,4

04.01.2026
04.0,1.2029

эеr cent.
s into sodium carbonate,

Specification
99,0 - 100,5

>= 99,0
Сопfоrm
Сопfогm
Сопfоrm

Сlеаг
соlочrlеss

<= 8,6
)r Faint рiпk соlоr

<= 150
<= 150
<= 150
<= 20
<= 2,0
<= 100
<= 5,0

z-Е\-J

<= 0,25
ег Соmрlеtе/сlеаг

0,80 - 1,30
эd. Conform'l2th ed.
2025 Сопfогm USPNF 2025

>= В0,0
<= 35,0

Method
Solvay
Solvay
Еurо РН 2.3.'1

USP
USP
Solvay
Solvay
Solvay
USP
Solvay
Solvay
Solvay
Solvay
Solvay
Solvay
Solvay
Solvay
Solvay
Solvay
Solvay

Solvay
Solvay

Ref
1

1

з
J
3
1

1

1

3
1

4
4
1

4
1
,1

4
1

1

1

1

1

1

1
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SOLVAY GmbH

SOLVAY Product Data Sheet
СоА Healthcare ргоdчсts

SPE _ в 05.03.43 - 1212024 - Ed. 2

Customer
CG CHEMlKAL|ENGESELLSCHAFT
GMBH & со. KG
ULMER STR 1А
30880 LAATZEN

certificate recioient
cG-cHEMlKAL|EN GESELLScHAFT
GMBH & со. KG
zertifikate
ULMER STR. 1

308в0 LMTZEN
Fах +4951,18780З477

Тrапsроrt
Delivery note

Shipping date

Packaging

411239в271

т4724615 900001

15.0,1 .2026

8В2 bag

Batch пчmьеr
Order
Gчstоmеr ref.

Transport lD

RBA0042600

6316190 000010

ЕА253045,14

HElcT,l66
HElH396

Manufacturer
ýoLVAY GmbH
XANTENER STRASSE 2з7
47495 RHElNBERG

оп1 1.2026 at 12:40

Container (s)

1 - Analysis made оп each batch
3 - Analysis made once рег month
4 - Analysis made опсе реr quаrtеr
The Solvay methods have Ьееп validated in очr laboratory. The specifications аrе as defined in the product data
sheet.
This product is manufactured чпdеr GMP conditions (lPEC-PQG GMP fоr excipients)

This product is suitable to Ье used as pharmaceutical excipient, lt is not ачthогizеd as active pharmaceutical
ingredient (APl)
This рrоduсt is not intended to Ье used fоr раrепtеrаl applications оr peritoneal dialysis.

Residual solvents: Test not applicable, по оrgапiс solvent is used iп the manufacturing рrосеss.
Your product пчmЬеr 'l '10082

This Certificate was automatically ргоduсеd and is valid without signature.
This certificate is issued оп the basis of analytical гesults гесоrdеd in the Laboratory informatic database system.
Data аrе епtеrеd in such system аftеr validation Ьу mапаgегs in сhаrgе of these analytical сопtrоls.

рrоdчсt released
Ву Sebastian LlNDER HERR
Date 05.0,1.2026 Time 14:35',22

SоLчАY
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