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CERTIFICADO DE ANALISIS (COA)

Producto:

Cianocobalamina — Vitamina B12

CAS N°:

68-19-9

Certificate of analysis

ies with the sREEif
P i T 25 [ ONJL 470

BT A SR 4 B
(USP)
Product name Cyanocobalamin(Vitamin B12) Mfg.Date Sep.22,2021
i 4 TR Wil (443 B12) A H I 2021 % 09 A 22 H
Batch No. Cert.Date Sep.30,2021
#s GerAb 45 A 2021 409 A 30 A
Packing 0.1kg/tin Exp.Date Sep.21,2026
BRI 0.1Kkg/if KRHE M 2026 % 09 A 21 H
Batch Quantity 30.0k According as |USP 43 and in house standard
FLEe e RO | M2 43 BRI R
Test items Specifications Results Test methods
Rm A His ERERE W 75 i
Characters Dark red crystals or amorphous or crystallme red | Complies Visual method
RN powder. JRZLESE MBS Aok e L B R FEER H Wi
- UV: The absorption spectrum exhibits maxima at | CO‘H;DHES
NS 278+1nm,361+1nm,and550£2nm. . 278+ 1nm. | . &R
Idenﬁgljclzuai‘on A | 361+1nm 5 550+ 2nm Bk A0H TR K. | a3 gfslgéipin?gf\alph
— Ass1 nm/Azznm : 1.70~1.90 1.85 SRR T
A3Gi nm/ASSOnm —_3_'1;-:3"10 - 3.27
IdentificationB Cobalt: Meets USP requirements Complies USP monograph
#£58B iR fFEXEgmER e ER REAELGER
HPLC:The retention time of the major peak of the ‘
IdentificationC sample solution corresponds to that of the Comphes USP monograph
%51 C standard solution £ F fit) 3= W 42 BRI 18] 5 BRUE 7R FEER EEZHFR
. =
Loss on drying & ) 4 | USP monograph/USP<731>
FkE ki 21% | mEsRE R/ HR<T31>
Assay 97.0%~102.0% 99.1% S‘S?Tﬁ??gfaph
2 S D - I T § .. (.o L -
Total impurities & 4% /ji 3.0 % 1.9%
78,88 -Lactocyano-cgbalamin < 1.0% 0.9%
Related 34-Methylcyanocobalamin <2.0 % 0.2% USP monograph
substances - EFME L
HXRYHE 8-Epi-cyanocobalamin <1.0 % 0.3% RN
Any other unidentified impurity & {— 4 % 7€ 9
[ # and 50-Carboxycyanocobalamin., 32- 0.2%
Carboxycyanocobalamin <0.5%
Acetone e In house/(GC)
Pl bl 67pPM | i SOP-QC-001-04-06
The total aerobic ) ChP 2020 <1105>
microbial count SR By 19efU/g | 24 4 2020<1105>
S - -
The total combined Q%\\ ) ChP 2020 <1105>
yeasts/mould count <100 cf <10cfu/g | digas i 2020<1105>
B A B S 3

d in house standard.

Conclusion :  The prgdict complies with the P
4 it ! Ty
Product Usage : OFor Drug Use Wﬁe
ok R & O A& VB2 i |
Responsible Reviewed by | Reporter |  _
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BRI i d A | g maA | HEIR

El presente documento es copia fiel del original.
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