BIODEAL PHARMACEUTICALS LIMITED
NALAGARH - ROPAR ROAD, VILLAGE SAINIMAJRA, NALAGARH, DIST.SOLAN (HP} INDIA.
CERTIFICATE OF ANALYSIS (FINISHED PRODUCT) | Page No. 1 of 2
Product Name + | CALCICAN
Generic name Calcitonin (Salmon) Nasal solution USP
Product Code 1665-BP AR .No, FP/25/1387
Batch No. 2503045A Batch Size 5.0 Ltr,
Manufacturing Date 03/2025 Expiry Date 02/2027
Sample Quantity 30 x 3.7ml Pack Size - 1x3.7ml
Date of Sampling '+ | 13/03/2025 Date of Analysis 1+ | 13/03/2025 _
Ref.Doc, No. - S | FP/166S | Date of Release - 3 '24_/_0_3/2_025
Mfg_.LIC_.No."' SRR : MBf06/441 N TSR 8 N
SNo.|TESTS ==~ . . . 'SPECIFICATIONS | TresuLTs E
S R EREIRE i 1 Clear solutlon filled “in . amber G
Sl B Clear solutlon ﬁlled in amber coloured__ coloured glass bottle ﬁtted with |
0l. . Descup_tl_on | glass bottle fitted w1th 100 mcl pump, 100 mel d d
B : 'actuator and dust cap e o e pur_np_,_ac_t_u_ato;_ an ______ust_ S
02. 'Identlﬁcatlon RERR SN TR
LA Calcﬂomn(salmon) (By :A The ‘retention . tlme of the peak Complies .
i HPLC) i : | obtained in the chromatogram of the |
= ' sampie plepalatlon corresponds tothat | oo
0| in the ‘chromatogram of the standard |
_ Sl -preparatlon as obtamed mthe assay LIPS :
iy ) Benzalkomum Chlorlde I BThe: tetention time of the’ peak' Complies . -
L solution IP | obtained in the chromatogram of the | R
@y, HPLC) L “. | sample, preparation corresponds to that |-~
Foo | in'the. chromatogram of ‘the. standard BRI
prepaaatlon as obtamed in the assay, - { -
S .:-;':'_-'_CThe retentlon time of ‘the " peak._‘
_:C P henerthy] alcohol[P(By ~ | obtained in the chromatogram -of the- Comphes S
L HP LC) R sample prepaiatlon 001re3ponds 10 that |~ 3
Sl S inthe chromatogram of the. standard
- L prepalationasobtamed 1ntheassay LT
04, *pHatzsc’c . 35 45 - 408
05. Welght pEI ml at 25°C 0. 9000 — 1 1000 g/ml Coa 1 0012 g/ml
) R R DR TR Ind1v1dual weight should not dlffer by_-_
NSO USRS I L7 of the target weight and mean 'Mm -—0 4%
06. - “_*_"e‘_:age W?‘.g‘?t per ?‘“t-“_?.“_‘?f}' welght should ot diffe by +10 % of | Max ++6.3%
R ' | the talget (100 mg /actuation) o
Responsibility PREPARED BY ' CHECKED BY APPROVED B‘g\
Name Lodps Chetvsant™ L e Cynd”
Signature /J/Q—fa P’Q &
: ' 7 :
b RIS 2ra ] auiw)ron R e
i

Form no: QC013-F05-05
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CALCICAN

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT) |

Product Name

Generic name

Calcitonin (Salmon) Nasal solutlon USP

Product Code

1665-BP

A.R.No.

FP/25/1387

Batch No.

2503045A

Batch Size

5.0 Ltr.

Manufacturing Date

-Expiry Date

02/2027

Sample Quantity

| 0372025
: | 30 x 3.7ml

| Pack Size .

1x3.7ml

Date of Samphng

: [13/03/2025

Date of Analysis

13/03/2025

Ref.Doc. No.-

[ FP/1665

Mfg.LICNo.

. [MB/06/441

| Date of Release |+

24/03/2025

07,

No ofmetered doses/bottle 5 -

[

08.

¢+ Gontent Delivered per actuation ' (so 0 % 120 0 %o the labeled clalm)

Min_._:'-'SS.O%,"_._ Max.:-104.1%

09.

‘Preservative content LT

'..Benzalkomum Chlonde SR
AP0 EECEPURRI 20, 02%w/v

0. 016% w/v 0. 023% W/v L
(80.0 % 10 115.0 % of the label clalm)

T0.0105% whv
104,6%

| Phenylethyl alcohol

1°0.16% wiv.-023% wiv

1 0.1909%w/v ..

_:Assay (By HPLC).

1P .'....'..'. ............... 02%w/v

(80 0 % to 115, 0 % of the label claxm)

10,

el Calcxtonln (Saimon)

"'7--17601U

2420 IU/ml

P 22001U/m1

11, 'M1crob1al L1m1ts test

__(80 0% to  110.0% ofthe labeI clelm)

"1 1, Total Bacterial count
© 4 2. Total Fungal count
L Pathogens

b2 Staphylococcus Aureus .
|-3.Burkholderia cepacia complex

R PseudomonasAerugmosa

Not more than '102 cfu /ml
: -Not more than 5>< 101 cfu /ml
'To be absent per ml

| To be absent per ml
To be absent per ml -

wcmhm;aal

<ot
'-:'{ ‘Absent/ml .-
| Absent/m] -

Remarks: The p:oduct m‘eeft//does—ﬂet meets the spemﬁcatlon of CALCICAN and hence 1s/1&—ﬁot=of standard quahty
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Name

'PREPARED BY
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