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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Page 1 of 10 1 10
Name of Product / MOMATE RHINO

Generic name / Mometasone Metered-dose Nasal Spray 50 µg/dose

Active Ingredients / 
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 µg as 
calculated for Mometasone Furoate 50.00 µg

51,72
Strength / 50 µg/dose / Date of Mfg 03/2026
Dosage form / Metered-dose nasal spray

Date of Exp. / 02/2028

Product code / SRU030007I260401DK Date of release / 20.03.2026

Batch No. / 12260303A
Qty. Released / 32,640 BOT / 

Batch size / 34,722 BOT
Mfg.License No. / MNB/10/832

Inspection Lot No. / 
040000653142

Mfg. License Date / 30/04/2020

Package size / 120 Doses / 120 GMP Compliance certificate Date / 
GMP ( )

18/06/2020

Market / Russia / GMP Compliance certificate No. /
GMP ( )

GMP-
01556/20/IN

Reference Specification No. /
SPC-CC-075363 Reference STP No. / 

STP-CC-
043425

API name /

Mometasone Furoate
Monohydrate /

API Batch No / 
MFM-
25409(JM-01)-
001

Manufactured by & address /
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka & 
District: Palghar, 401506, Maharashtra State, India / , 

IV, -50, 50/1 59/1 M.I.D.C. , : , 
401506, , 

Prepared by / Checked by / Approved by / 
Signature / 

Date / 

Name / Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA

FCM/QA054/08.00

TESTS / LIMITS / OBSERVATIONS / 

1. Appearance / White to off-white, semi-clear to opaque, thick
suspension. / 

.

Off-white, opaque, thick 
suspension. / 

2. Identification / 
a) Mometasone Furoate / 

HPLC / 

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main peak in
the chromatogram of standard preparation (refer to
Assay

The retention time of the main 
peak in the chromatogram of 
sample preparation corresponds 
to the retention time of the main 
peak in the chromatogram of 
standard preparation / 
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Mfg.License No. / MNB/10/832
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District: Palghar, 401506, Maharashtra State, India / , 

IV, -50, 50/1 59/1 M.I.D.C. , : , 
401506, , 

Prepared by / Checked by / Approved by / 
Signature / 

Date / 

Name / Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA

FCM/QA054/08.00

TESTS / LIMITS / OBSERVATIONS / 

.
b) Benzalkonium chloride

/ 
HPLC / 

The chromatogram of the sample solution should
contain peaks corresponding to the retention times of
peaks of benzalkonium chloride homologues C12 and

14 in the chromatogram of the standard solution
(refer to Assay). / 

12 14 

.

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues C12 and

14 in the chromatogram of the
standard solution

12 14 
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Name of Product / MOMATE RHINO

Generic name / Mometasone Metered-dose Nasal Spray 50 µg/dose

Active Ingredients / 
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 µg as 
calculated for Mometasone Furoate 50.00 µg

51,72
Strength / 50 µg/dose / Date of Mfg 03/2026
Dosage form / Metered-dose nasal spray

Date of Exp. / 02/2028

Product code / SRU030007I260401DK Date of release / 20.03.2026

Batch No. / 12260303A
Qty. Released / 32,640 BOT / 

Batch size / 34,722 BOT
Mfg.License No. / MNB/10/832

Inspection Lot No. / 
040000653142

Mfg. License Date / 30/04/2020

Package size / 120 Doses / 120 GMP Compliance certificate Date / 
GMP ( )

18/06/2020

Market / Russia / GMP Compliance certificate No. /
GMP ( )

GMP-
01556/20/IN

Reference Specification No. /
SPC-CC-075363 Reference STP No. / 

STP-CC-
043425

API name /

Mometasone Furoate
Monohydrate /

API Batch No / 
MFM-
25409(JM-01)-
001

Manufactured by & address /
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka & 
District: Palghar, 401506, Maharashtra State, India / , 

IV, -50, 50/1 59/1 M.I.D.C. , : , 
401506, , 

Prepared by / Checked by / Approved by / 
Signature / 

Date / 

Name / Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA

FCM/QA054/08.00

TESTS / LIMITS / OBSERVATIONS / 

3. From 4.30 to 4.90 / 4.630/4,630
4. Density / From 0.950 to 1.050 g/cm3 / 

3
1.003 g/cm3 / 1,003 3

5. Viscosity / From 30 to 130 cPs / 40.2 cPs / 40,2
6. Osmolality / From 250 to 350 mOsm/Kg 290 mOsm/Kg

290
7. Weight of vial contents / For 120 doses filling: NLT 18 g / 18.1 g / 18,1

8. Number of doses / For 120 doses filling: NLT 120 doses (disregard the 
first pumping) /

120 : 120 (
)

174 doses / 174
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1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 µg as 
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51,72
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Date of Exp. / 02/2028

Product code / SRU030007I260401DK Date of release / 20.03.2026

Batch No. / 12260303A
Qty. Released / 32,640 BOT / 

Batch size / 34,722 BOT
Mfg.License No. / MNB/10/832

Inspection Lot No. / 
040000653142

Mfg. License Date / 30/04/2020
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GMP ( )
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Market / Russia / GMP Compliance certificate No. /
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01556/20/IN

Reference Specification No. /
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STP-CC-
043425

API name /

Mometasone Furoate
Monohydrate /

API Batch No / 
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Manufactured by & address /
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka & 
District: Palghar, 401506, Maharashtra State, India / , 

IV, -50, 50/1 59/1 M.I.D.C. , : , 
401506, , 

Prepared by / Checked by / Approved by / 
Signature / 

Date / 

Name / Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA

FCM/QA054/08.00

TESTS / LIMITS / OBSERVATIONS / 

9. Dose weight / Individual dose weight: 85 % to 115 % of
theoretical dose weight; / 

% 

Mean dose weight: 90 % to 110 % of theoretical
dose weight. /

Minimum / 
91.1%/91,1%
Maximum / 
108.3%/108,3%
Average / 
102%/102%

10. Particle size / 
90 %;

100%

100 %;
100%

Particles > 30µm in size: Should be absent Absent / 
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Generic name / Mometasone Metered-dose Nasal Spray 50 µg/dose

Active Ingredients / 
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 µg as 
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Dosage form / Metered-dose nasal spray

Date of Exp. / 02/2028

Product code / SRU030007I260401DK Date of release / 20.03.2026

Batch No. / 12260303A
Qty. Released / 32,640 BOT / 

Batch size / 34,722 BOT
Mfg.License No. / MNB/10/832

Inspection Lot No. / 
040000653142

Mfg. License Date / 30/04/2020

Package size / 120 Doses / 120 GMP Compliance certificate Date / 
GMP ( )

18/06/2020

Market / Russia / GMP Compliance certificate No. /
GMP ( )

GMP-
01556/20/IN

Reference Specification No. /
SPC-CC-075363 Reference STP No. / 

STP-CC-
043425

API name /

Mometasone Furoate
Monohydrate /

API Batch No / 
MFM-
25409(JM-01)-
001

Manufactured by & address /
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka & 
District: Palghar, 401506, Maharashtra State, India / , 

IV, -50, 50/1 59/1 M.I.D.C. , : , 
401506, , 

Prepared by / Checked by / Approved by / 
Signature / 

Date / 

Name / Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA

FCM/QA054/08.00

TESTS / LIMITS / OBSERVATIONS / 

11. Sedimentation Stability / Not less than 5 min / 5 . 5 min / 5

12. Impurities / 

Impurity 8 DM / 
D

Impurity DMC / 
D

Impurity D / 

Not more than 0.15 % / 0,15 %

Not more than 0.15 % / 0,15 %

Not more than 0.20 % / 0,20 %

Below LOD/

0.001%(Below LOQ)/0,001%

0.01%/0,01%

Single unidentified impuri/ Not more than 0.20 % / 0,20 % 0.05%/0,05%
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Qty. Released / 32,640 BOT / 

Batch size / 34,722 BOT
Mfg.License No. / MNB/10/832

Inspection Lot No. / 
040000653142

Mfg. License Date / 30/04/2020

Package size / 120 Doses / 120 GMP Compliance certificate Date / 
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STP-CC-
043425

API name /
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District: Palghar, 401506, Maharashtra State, India / , 

IV, -50, 50/1 59/1 M.I.D.C. , : , 
401506, , 

Prepared by / Checked by / Approved by / 
Signature / 

Date / 

Name / Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA

FCM/QA054/08.00

TESTS / LIMITS / OBSERVATIONS / 

Total impurities / Not more than 0.60 % / 0,60 % 0.17%/ 0,17%

13. Mean delivered dose and 
uniformity of delivered 
dose / 

Not more than 2 of 20 doses (10 initial doses and 10 final 
doses from 10 vials) can deviate more than ± 20 % from 
the average value and not any dose can deviate more than 
± 25% from the average value. The mean should not 
exceed ± 15 % of label claim
If 3 to 6 doses deviate more than ± 20% but not more than 
± 25%, test another 20 vials.
Not more than 6 of 60 doses can deviate more than ± 20 % 
from the average value, and not any dose can deviate more 
than ± 25% from the average value. The mean of each 
determination should not exceed ± 15 % of label claim.

20
25 %.

Beg / 
Minimum / 96%
Maximum 100%
Mean 98%

END
Minimum 96%
Maximum 98%
Mean 97%
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FCM/QA054/08.00

TESTS / LIMITS / OBSERVATIONS / 

15 % 
.

20 %, 
25

20

25 %.
15 % .

14 Microbiological Purity / 

Total aerobic microbial
count / 

Not more than 102 cfu per 1ml of the product / 
102 1

Less than 10 fu/ml / 
0 /

Total yeast and moulds
count

Not more than 101 cfu per 1 ml of the product / 
101 1

Less than 10 fu/ml / 
0 /



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Page 8 of 10 8 10
Name of Product / MOMATE RHINO

Generic name / Mometasone Metered-dose Nasal Spray 50 µg/dose

Active Ingredients / 
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calculated for Mometasone Furoate 50.00 µg

51,72
Strength / 50 µg/dose / Date of Mfg 03/2026
Dosage form / Metered-dose nasal spray

Date of Exp. / 02/2028

Product code / SRU030007I260401DK Date of release / 20.03.2026

Batch No. / 12260303A
Qty. Released / 32,640 BOT / 

Batch size / 34,722 BOT
Mfg.License No. / MNB/10/832

Inspection Lot No. / 
040000653142

Mfg. License Date / 30/04/2020

Package size / 120 Doses / 120 GMP Compliance certificate Date / 
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18/06/2020

Market / Russia / GMP Compliance certificate No. /
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GMP-
01556/20/IN

Reference Specification No. /
SPC-CC-075363 Reference STP No. / 

STP-CC-
043425

API name /

Mometasone Furoate
Monohydrate /

API Batch No / 
MFM-
25409(JM-01)-
001

Manufactured by & address /
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka & 
District: Palghar, 401506, Maharashtra State, India / , 

IV, -50, 50/1 59/1 M.I.D.C. , : , 
401506, , 

Prepared by / Checked by / Approved by / 
Signature / 

Date / 

Name / Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA

FCM/QA054/08.00

TESTS / LIMITS / OBSERVATIONS / 

Pseudomonas aeruginosa Absence per 1 ml of the product / 
1 

Absent / 

Staphylococcus aureus Absence per 1 ml of the product / 
1 

Absent / 

15. Assay / 

a) Mometasone Furoate / From 85,0 % to 115,0 % of label claim % 99.1%/99,1%

b) Benzalkonium chloride / From 80,0 % to 120,0 % of label claim % 95.1%/95,1%

16. Packaging / 60 or 120 doses of suspension in a high density
polyethylene vial with a dosing device and a high
density polyethylene cap. 1 vial and patient
information leaflet in a carton pack

120 doses of suspension in a high density
polyethylene vial with a dosing device
and a high density polyethylene cap. 1 
vial and patient information leaflet in a
carton pack
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Product code / SRU030007I260401DK Date of release / 20.03.2026

Batch No. / 12260303A
Qty. Released / 32,640 BOT / 

Batch size / 34,722 BOT
Mfg.License No. / MNB/10/832

Inspection Lot No. / 
040000653142

Mfg. License Date / 30/04/2020
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Reference Specification No. /
SPC-CC-075363 Reference STP No. / 

STP-CC-
043425

API name /

Mometasone Furoate
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API Batch No / 
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Manufactured by & address /
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka & 
District: Palghar, 401506, Maharashtra State, India / , 

IV, -50, 50/1 59/1 M.I.D.C. , : , 
401506, , 

Prepared by / Checked by / Approved by / 
Signature / 

Date / 

Name / Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA

FCM/QA054/08.00

Any deviation/Incident/OOS: Non-applicable
/ / :

TESTS / LIMITS / OBSERVATIONS / 

.

17. Labeling / Complies / 

18. Storage conditions / 

19. Shelf-life (storage period) / 

(

2 years.
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Product code / SRU030007I260401DK Date of release / 20.03.2026

Batch No. / 12260303A
Qty. Released / 32,640 BOT / 

Batch size / 34,722 BOT
Mfg.License No. / MNB/10/832

Inspection Lot No. / 
040000653142

Mfg. License Date / 30/04/2020

Package size / 120 Doses / 120 GMP Compliance certificate Date / 
GMP ( )
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Market / Russia / GMP Compliance certificate No. /
GMP ( )
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01556/20/IN

Reference Specification No. /
SPC-CC-075363 Reference STP No. / 

STP-CC-
043425

API name /

Mometasone Furoate
Monohydrate /

API Batch No / 
MFM-
25409(JM-01)-
001

Manufactured by & address /
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka & 
District: Palghar, 401506, Maharashtra State, India / , 

IV, -50, 50/1 59/1 M.I.D.C. , : , 
401506, , 

Prepared by / Checked by / Approved by / 
Signature / 

Date / 

Name / Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA

FCM/QA054/08.00

Artworks of primary package approved: / : 23.01.2023
Artworks of secondary package approved: : 23.01.2023
PIL approved: / : 22.02.2024

Declaration of certification: 
been manufactured including packaging and quality control at the abovementioned site in full compliance with the GMP 
requirements of the local Regulatory Authority and with the normative document no. - -( -RU)-230123 in 
market Authorization of Russia and submitted specification no. SPC-CC-075363. The batch processing, packaging and analysis 

- - -RU)-230123
SPC-CC-075363


