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CERTIFICATE OF ANALYSIS

CYANOQCOBALAMINE VITAMIN B12 CRYSTALLINE ~

F6719

Batch number: 2311922379

Manufacturing date
Expiry date
Analytical method
Storage conditions
Inspection lot number

: November 26, 2023

: November 24, 2028 v
(CYANOCOBALAMINE PHARMACEUTIQUE
: Storzge: room lemperature.

1 28096298

Compliance - This batch is accepted and complies with the specificutions.
Tests Analytical results Specifications
Identity UV spectram (B, USP, JP, lP'»_ . “———‘L;.‘;l;llics Camplies
Absorbarce rati 361378 am (EP, USP. 1M 180 1700 | 90
Absorbance ratio 361/550am (LJSP) 32« 35w 3 0
Absarhance ratio 277-279/360-362nm 034 (L33 w059
Absorbancs ratio $48-352/360-362nm 031 02910032
Absorbance rato 361/547-559 nm (1P, 1P} 328 5w 43
Identity Inire red specirum Complws Complics
Identey HPLC Complics Comphies
Identity UHPLC (EP) Comnplies Camphes
Appeirance Ceystaligie pewde ity prewder o smalt orvstals
Colorat:on Dark et Red o purphsh 1ed
Appearance of aqueous solution Standard | Referencs suspension standard 1 maximum
Colomtion of asqueous solution Red Red
pH of squeous solution (IP) 5.7 12170 *

Loss ondrying (EP, USP, JP, (P)* %
Asszy UV (EP, USP, JP, 1P} **
“ Acetone GC PP

Touwl impuniues HPLC (EP 10 3, 1F) %

22 =10,

1Hr 4 970 1005%
10 <= 100 ppm
] <= 30 %
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CERTIFICATE OF ANALYSIS

CYANOQCOBALAMINE VITAMIN B12 CRYSTALLINE

F6719
Batch number: 2311922379
Tesis Analytical results Specifications
Total impurities HPLC (3P} <=3 0% Coemphes Complics
Totat! impurities HPLC (USP) % 14 ~=30%
34-Methylevanocobalumin HPLC (USP) %% a3 <=20%
70, 2R-Lacweyanvcohaiamim HPLC (USP) % 943 <= 14%
32-Carboxycvanocobatsmin HPLC (USP) % 0.1 <= | 0%
8-Epi-Cyanccobalamin HPLC (USP) %e ol < | (1%
50-Curbnxycyanocobzliamin HPLC (UISP) % 0.9 «=05%
Any other impurity, cach HPLC (LISP) <= 0 5% Complics Camplies
Total impurities UHPLC (EP) % 13 <= 3(0%
3d-Methyleyanocobalamin UHPLC (EP) % 02 <=15%
78, 8B8-Lactocyunocobalamin UHPLC (EP) 2% oz <= ()T%
$0-Carboxyevanocobatamin UHPLC (EP) % 00 =05
32-Carboxycyanocobalamin UNPLL (EP) % 949 2={,3%
-Epi-oyanocobalamin UHPLE (EP) Y 11 w189,
Impurity F UHPLC (EP) % 03 <=05%
Any other impurity, 2ach UHPLC (EP) <= (2% Compires Complies
Bactenal endotoxins <0 45UE'mg Compires Complics -

Page 2 out of 3

LEUROAPI FRANCE fonmerly Sanoli Chimie




. .. eUFOAP| Rue de Verdun

.
-

W6790U-2- | EN .
EUROAPI FRANCE

76410 Saint-Aubin-lés-Elbeul - France
Teb: <33 {N2358733 00

ar

January 23, 2024

CERTIFICATE OF ANALYSIS

CYANOCOBALAMINE VITAMIN Bi2 CRYSTALLINE

F6719

Batch number: 2311922379

Tests Analvtical results Specifications

This product is « non pyrogenic » and complies with the current 1S, Furopean, Indian and Japanese pharmacopoeia specifications.
This batch has been manufactured in compliance with the current Good Manufacturing Practice requirements and complies with the
specifications of the relevant marketing authorization.

* Loss on drying in compliance with £P, USP.JP. 11 with more restrictive limit ot release 3.0% us EUROAP internal specification
and equal with Pharmacopeia limits at expiry dute 12.0%

** Acceplance crileriu defined in EP, USP, JP, I is "assay result between 96.0% and 102.0%"

Product manufuctured ot Saint-Asbin-les-Elneur
EUROAPI France

Ruc de Verdun
76410 Saint-Aubin-1¢s-Elbeul
France

EUROAPI France, formerly Sanofi Chimie

Data entered by Curoline FEUGRAY, Quality Assurance. January 23, 2024 o

Data verifled and approved by: ...l il DS LT i e DT o SIBRANUIE: e, iR

Page 3 out or 3

EUROAPL FRANCE formerly Sancfi Chimie



