
Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product / 

Page 1 of 11 / . 1 11
Name of product / Momate Rhino Advance / 

Generic name / 
Azelastine + Mometasone metered-dose nasal spray / 

+

Each spray delivers
Mometasone Furoate BP 50 g
Azelastine Hydrochloride BP 140 g

Strength / 
140 g + 50 g / dose

+ / 
Date of Mfg. / 02/2026

Dosage form / Metered-dose nasal spray / Date of Exp. / 01/2028

Product code / SRU0300082460401GS Date of release / 14.03.2026

Batch  No / 12260213A Qty. Released / 31860 BOT
31860 

Batch size 37815bot / 37815
Mfg. License No. / MNB/10/832

Inspection Lot No
040000649744

Mfg. License Date / 17/12/2027

Package size / 75 doses / 75
GMP Compliance certificate Data / 
GMP ( )

01.04.2024

Market / Russia GMP Compliance certificate No / 
GMP

GMP/EAEU/RU/
01220-2024

Reference specification No / SPC-CC-051325 STP No / STP-CC-
037517

API information /

Azelastine 
Hydrochloride / Batch No / F400-25002

Mfg by & 
address /

Urquima S.A., Arnau de Vilanova, 22-42, 
08105 Sant Fost DE Campsentelles, Barcelona, 
Spain / . ., - - , 
22-42, 08105 - - - , 

, 
Mometasone 
Furoate / Batch No / 

MTC-
005/24 
L25001A1

Mfg by & 
address /

Sterling S.p.A., Via della Carboneria 30, 
Solomeo di Corciano (PG), 06073, Italy /

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

No TESTS / LIMITS / OBSERVATION / 

1. Appearance / White to off-white suspension / Off-white suspension / 

2. Identification / 

a) Azelastine hydrochloride / 

HPLC / 

The retention time of one of the main peaks
in the chromatogram of test solution should
comply with that of Azelastine
hydrochloride peak in the chromatogram
of standard solution (see "Assay section).
/ 

The retention time of one of the main peaks in
the chromatogram of test solution complies
with that of Azelastine hydrochloride peak in
the chromatogram of standard solution. / 
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Name of product / Momate Rhino Advance / 

Generic name / 
Azelastine + Mometasone metered-dose nasal spray / 

+

Each spray delivers
Mometasone Furoate BP 50 g
Azelastine Hydrochloride BP 140 g

Strength / 
140 g + 50 g / dose

+ / 
Date of Mfg. / 02/2026

Dosage form / Metered-dose nasal spray / Date of Exp. / 01/2028

Product code / SRU0300082460401GS Date of release / 14.03.2026

Batch  No / 12260213A Qty. Released / 31860 BOT
31860 

Batch size 37815bot / 37815
Mfg. License No. / MNB/10/832

Inspection Lot No
040000649744

Mfg. License Date / 17/12/2027

Package size / 75 doses / 75
GMP Compliance certificate Data / 
GMP ( )

01.04.2024

Market / Russia GMP Compliance certificate No / 
GMP

GMP/EAEU/RU/
01220-2024

Reference specification No / SPC-CC-051325 STP No / STP-CC-
037517

API information /

Azelastine 
Hydrochloride / Batch No / F400-25002

Mfg by & 
address /

Urquima S.A., Arnau de Vilanova, 22-42, 
08105 Sant Fost DE Campsentelles, Barcelona, 
Spain / . ., - - , 
22-42, 08105 - - - , 

, 
Mometasone 
Furoate / Batch No / 

MTC-
005/24 
L25001A1

Mfg by & 
address /

Sterling S.p.A., Via della Carboneria 30, 
Solomeo di Corciano (PG), 06073, Italy /

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

No TESTS / LIMITS / OBSERVATION / 

b) Mometasone furoate / 

HPLC / 

The retention time of one of the main peaks
in the chromatogram of test solution should
comply with that of mometasone furoate
peak in the chromatogram of standard
solution (see "Assay section) / 

The retention time of one of the main peaks in
the chromatogram of test solution complies
with that of mometasone furoate peak in the
chromatogram of standard solution. 
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Name of product / Momate Rhino Advance / 

Generic name / 
Azelastine + Mometasone metered-dose nasal spray / 

+

Each spray delivers
Mometasone Furoate BP 50 g
Azelastine Hydrochloride BP 140 g

Strength / 
140 g + 50 g / dose

+ / 
Date of Mfg. / 02/2026

Dosage form / Metered-dose nasal spray / Date of Exp. / 01/2028

Product code / SRU0300082460401GS Date of release / 14.03.2026

Batch  No / 12260213A Qty. Released / 31860 BOT
31860 

Batch size 37815bot / 37815
Mfg. License No. / MNB/10/832

Inspection Lot No
040000649744

Mfg. License Date / 17/12/2027

Package size / 75 doses / 75
GMP Compliance certificate Data / 
GMP ( )

01.04.2024

Market / Russia GMP Compliance certificate No / 
GMP

GMP/EAEU/RU/
01220-2024

Reference specification No / SPC-CC-051325 STP No / STP-CC-
037517

API information /

Azelastine 
Hydrochloride / Batch No / F400-25002

Mfg by & 
address /

Urquima S.A., Arnau de Vilanova, 22-42, 
08105 Sant Fost DE Campsentelles, Barcelona, 
Spain / . ., - - , 
22-42, 08105 - - - , 

, 
Mometasone 
Furoate / Batch No / 

MTC-
005/24 
L25001A1

Mfg by & 
address /

Sterling S.p.A., Via della Carboneria 30, 
Solomeo di Corciano (PG), 06073, Italy /

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

No TESTS / LIMITS / OBSERVATION / 

c) Benzalkonium chloride / 

HPLC / 

The chromatogram of the test solution
should demonstrate peaks corresponding
to retention times of C12 and C14

homologues of benzalkonium chloride in
the chromatogram of standard solution (see
"Assay" section). / 

12 14

The chromatogram of the test solution
demonstrates peaks corresponding to
retention times of C12 and C14 homologues of
benzalkonium chloride in the chromatogram
of standard solution.

12 14

.

3. 4.0 to 5.0 / 4.433 / 4,433

4. Density / 0.90 to 1.10 g/cm3 / 
3

1.02 g/cm3

1,02 3

5. Viscosity / Not less than 5 cPs / 5 30.7 cPs / 30,7
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Name of product / Momate Rhino Advance / 

Generic name / 
Azelastine + Mometasone metered-dose nasal spray / 

+

Each spray delivers
Mometasone Furoate BP 50 g
Azelastine Hydrochloride BP 140 g

Strength / 
140 g + 50 g / dose

+ / 
Date of Mfg. / 02/2026

Dosage form / Metered-dose nasal spray / Date of Exp. / 01/2028

Product code / SRU0300082460401GS Date of release / 14.03.2026

Batch  No / 12260213A Qty. Released / 31860 BOT
31860 

Batch size 37815bot / 37815
Mfg. License No. / MNB/10/832

Inspection Lot No
040000649744

Mfg. License Date / 17/12/2027

Package size / 75 doses / 75
GMP Compliance certificate Data / 
GMP ( )

01.04.2024

Market / Russia GMP Compliance certificate No / 
GMP

GMP/EAEU/RU/
01220-2024

Reference specification No / SPC-CC-051325 STP No / STP-CC-
037517

API information /

Azelastine 
Hydrochloride / Batch No / F400-25002

Mfg by & 
address /

Urquima S.A., Arnau de Vilanova, 22-42, 
08105 Sant Fost DE Campsentelles, Barcelona, 
Spain / . ., - - , 
22-42, 08105 - - - , 

, 
Mometasone 
Furoate / Batch No / 

MTC-
005/24 
L25001A1

Mfg by & 
address /

Sterling S.p.A., Via della Carboneria 30, 
Solomeo di Corciano (PG), 06073, Italy /

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

No TESTS / LIMITS / OBSERVATION / 

6. Weight of dose released / Individual dose / :

85.0 115.0 % of label claim / 85,0 
115,0

Mean dose / :

90.0 to 110.0 % of of label claim / 90,0 
110,0

Minimum / 94.3 % /94,3%

Maximum / 109.7% /109,7%

Average / 106.2 % 106,2%

7. Weight of vial contents / For 75 doses: not less than 9.52 g / 

For 150 doses: not less than 14.175 g /
150 : 14,175 

9.91 g / 

9,91 
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Name of product / Momate Rhino Advance / 

Generic name / 
Azelastine + Mometasone metered-dose nasal spray / 

+

Each spray delivers
Mometasone Furoate BP 50 g
Azelastine Hydrochloride BP 140 g

Strength / 
140 g + 50 g / dose

+ / 
Date of Mfg. / 02/2026

Dosage form / Metered-dose nasal spray / Date of Exp. / 01/2028

Product code / SRU0300082460401GS Date of release / 14.03.2026

Batch  No / 12260213A Qty. Released / 31860 BOT
31860 

Batch size 37815bot / 37815
Mfg. License No. / MNB/10/832

Inspection Lot No
040000649744

Mfg. License Date / 17/12/2027

Package size / 75 doses / 75
GMP Compliance certificate Data / 
GMP ( )

01.04.2024

Market / Russia GMP Compliance certificate No / 
GMP

GMP/EAEU/RU/
01220-2024

Reference specification No / SPC-CC-051325 STP No / STP-CC-
037517

API information /

Azelastine 
Hydrochloride / Batch No / F400-25002

Mfg by & 
address /

Urquima S.A., Arnau de Vilanova, 22-42, 
08105 Sant Fost DE Campsentelles, Barcelona, 
Spain / . ., - - , 
22-42, 08105 - - - , 

, 
Mometasone 
Furoate / Batch No / 

MTC-
005/24 
L25001A1

Mfg by & 
address /

Sterling S.p.A., Via della Carboneria 30, 
Solomeo di Corciano (PG), 06073, Italy /

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

No TESTS / LIMITS / OBSERVATION / 

8. Number of doses / For 75 doses: not less than 75 doses 
(disregard the first pumping). / 

For 150 doses: not less than 150 doses 

121 doses / 121

9. Particle size 90 % of < 10 µm particles / 
90

100 % / 100 %

100 % of < 30 µm particles / 
100

100 % / 100 %

> 30 µm particles should be absent / Absent / 
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Name of product / Momate Rhino Advance / 

Generic name / 
Azelastine + Mometasone metered-dose nasal spray / 

+

Each spray delivers
Mometasone Furoate BP 50 g
Azelastine Hydrochloride BP 140 g

Strength / 
140 g + 50 g / dose

+ / 
Date of Mfg. / 02/2026

Dosage form / Metered-dose nasal spray / Date of Exp. / 01/2028

Product code / SRU0300082460401GS Date of release / 14.03.2026

Batch  No / 12260213A Qty. Released / 31860 BOT
31860 

Batch size 37815bot / 37815
Mfg. License No. / MNB/10/832

Inspection Lot No
040000649744

Mfg. License Date / 17/12/2027

Package size / 75 doses / 75
GMP Compliance certificate Data / 
GMP ( )

01.04.2024

Market / Russia GMP Compliance certificate No / 
GMP

GMP/EAEU/RU/
01220-2024

Reference specification No / SPC-CC-051325 STP No / STP-CC-
037517

API information /

Azelastine 
Hydrochloride / Batch No / F400-25002

Mfg by & 
address /

Urquima S.A., Arnau de Vilanova, 22-42, 
08105 Sant Fost DE Campsentelles, Barcelona, 
Spain / . ., - - , 
22-42, 08105 - - - , 

, 
Mometasone 
Furoate / Batch No / 

MTC-
005/24 
L25001A1

Mfg by & 
address /

Sterling S.p.A., Via della Carboneria 30, 
Solomeo di Corciano (PG), 06073, Italy /

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

No TESTS / LIMITS / OBSERVATION / 

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

11. Impurities / 

a) Azelastine hydrochloride / 

Individual unidentified impurity / Not more than 0.89 % / 0,89 % 0.018%(Below LOQ)/ 0,018% (
)

Total impurities / Not more than 2.0 % / 2,0 % Below LOQ/ 

b) Mometasone furoate / 

Impurity D / D Not more than 1.0 % / 1,0 % 0.03%/ 0,03%

Individual unidentified impurity / Not more than 1.0 % / 1,0 % 0.1%/0,1%

Total impurities Not more than 2.0 % / 2,0 % 0.4%/0,4%
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Name of product / Momate Rhino Advance / 

Generic name / 
Azelastine + Mometasone metered-dose nasal spray / 

+

Each spray delivers
Mometasone Furoate BP 50 g
Azelastine Hydrochloride BP 140 g

Strength / 
140 g + 50 g / dose

+ / 
Date of Mfg. / 02/2026

Dosage form / Metered-dose nasal spray / Date of Exp. / 01/2028

Product code / SRU0300082460401GS Date of release / 14.03.2026

Batch  No / 12260213A Qty. Released / 31860 BOT
31860 

Batch size 37815bot / 37815
Mfg. License No. / MNB/10/832

Inspection Lot No
040000649744

Mfg. License Date / 17/12/2027

Package size / 75 doses / 75
GMP Compliance certificate Data / 
GMP ( )

01.04.2024

Market / Russia GMP Compliance certificate No / 
GMP

GMP/EAEU/RU/
01220-2024

Reference specification No / SPC-CC-051325 STP No / STP-CC-
037517

API information /

Azelastine 
Hydrochloride / Batch No / F400-25002

Mfg by & 
address /

Urquima S.A., Arnau de Vilanova, 22-42, 
08105 Sant Fost DE Campsentelles, Barcelona, 
Spain / . ., - - , 
22-42, 08105 - - - , 

, 
Mometasone 
Furoate / Batch No / 

MTC-
005/24 
L25001A1

Mfg by & 
address /

Sterling S.p.A., Via della Carboneria 30, 
Solomeo di Corciano (PG), 06073, Italy /

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

12. Uniformity of delivered dose / 9 of 10 doses: 75 % to 125 % of the 
mean;
10 of 10 doses: 65 % to 135 % of the 
mean
If 2 or 3 results are outside 75 125 %, test 
other 20 doses. Not more than 3 of 30 
values may be outside 75 125 % range 
and all the values should be within 65 to 
135 % / 

125

125

135 %.

Azelastine Hydrochloride / 
:

Minimum 95%
Maximum 105 %
Average 100 %

Mometasone Furoate / 
:

Minimum / : 93 %, 
Maximum / : 104 %, 
Average / : 100 %
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Name of product / Momate Rhino Advance / 

Generic name / 
Azelastine + Mometasone metered-dose nasal spray / 

+

Each spray delivers
Mometasone Furoate BP 50 g
Azelastine Hydrochloride BP 140 g

Strength / 
140 g + 50 g / dose

+ / 
Date of Mfg. / 02/2026

Dosage form / Metered-dose nasal spray / Date of Exp. / 01/2028

Product code / SRU0300082460401GS Date of release / 14.03.2026

Batch  No / 12260213A Qty. Released / 31860 BOT
31860 

Batch size 37815bot / 37815
Mfg. License No. / MNB/10/832

Inspection Lot No
040000649744

Mfg. License Date / 17/12/2027

Package size / 75 doses / 75
GMP Compliance certificate Data / 
GMP ( )

01.04.2024

Market / Russia GMP Compliance certificate No / 
GMP

GMP/EAEU/RU/
01220-2024

Reference specification No / SPC-CC-051325 STP No / STP-CC-
037517

API information /

Azelastine 
Hydrochloride / Batch No / F400-25002

Mfg by & 
address /

Urquima S.A., Arnau de Vilanova, 22-42, 
08105 Sant Fost DE Campsentelles, Barcelona, 
Spain / . ., - - , 
22-42, 08105 - - - , 

, 
Mometasone 
Furoate / Batch No / 

MTC-
005/24 
L25001A1

Mfg by & 
address /

Sterling S.p.A., Via della Carboneria 30, 
Solomeo di Corciano (PG), 06073, Italy /

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

No TESTS / LIMITS / OBSERVATION / 

13. Microbiological purity / 

Total aerobic microbial count / Not more than 102 cfu per 1 ml of the 
product / 102 1 

Less than 10 cfu/ml / 10 /

Total yeast and moulds count / Not more than 101 cfu per 1 ml of the 
product / 101 1 

Less than 10 cfu/ml / 10 /

Pseudomonas aeruginosa Absence per 1 ml of the product / 
1

Absent / 

Staphylococcus aureus Absence per 1 ml of the product / 
1

Absent / 

14. Assay / 

a) Azelastine hydrochloride / 85 to 115 % of azelastine hydrochloride
label claim

100 %
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Name of product / Momate Rhino Advance / 

Generic name / 
Azelastine + Mometasone metered-dose nasal spray / 

+

Each spray delivers
Mometasone Furoate BP 50 g
Azelastine Hydrochloride BP 140 g

Strength / 
140 g + 50 g / dose

+ / 
Date of Mfg. / 02/2026

Dosage form / Metered-dose nasal spray / Date of Exp. / 01/2028

Product code / SRU0300082460401GS Date of release / 14.03.2026

Batch  No / 12260213A Qty. Released / 31860 BOT
31860 

Batch size 37815bot / 37815
Mfg. License No. / MNB/10/832

Inspection Lot No
040000649744

Mfg. License Date / 17/12/2027

Package size / 75 doses / 75
GMP Compliance certificate Data / 
GMP ( )

01.04.2024

Market / Russia GMP Compliance certificate No / 
GMP

GMP/EAEU/RU/
01220-2024

Reference specification No / SPC-CC-051325 STP No / STP-CC-
037517

API information /

Azelastine 
Hydrochloride / Batch No / F400-25002

Mfg by & 
address /

Urquima S.A., Arnau de Vilanova, 22-42, 
08105 Sant Fost DE Campsentelles, Barcelona, 
Spain / . ., - - , 
22-42, 08105 - - - , 

, 
Mometasone 
Furoate / Batch No / 

MTC-
005/24 
L25001A1

Mfg by & 
address /

Sterling S.p.A., Via della Carboneria 30, 
Solomeo di Corciano (PG), 06073, Italy /

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

No TESTS / LIMITS / OBSERVATION / 

b) Mometasone furoate / 85 to 115 % of mometasone furoate label
claim

103 %

c) Benzalkonium chloride / 80 % to 120 % of benzalkonium chloride
label claim

96 %
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Name of product / Momate Rhino Advance / 

Generic name / 
Azelastine + Mometasone metered-dose nasal spray / 

+

Each spray delivers
Mometasone Furoate BP 50 g
Azelastine Hydrochloride BP 140 g

Strength / 
140 g + 50 g / dose

+ / 
Date of Mfg. / 02/2026

Dosage form / Metered-dose nasal spray / Date of Exp. / 01/2028

Product code / SRU0300082460401GS Date of release / 14.03.2026

Batch  No / 12260213A Qty. Released / 31860 BOT
31860 

Batch size 37815bot / 37815
Mfg. License No. / MNB/10/832

Inspection Lot No
040000649744

Mfg. License Date / 17/12/2027

Package size / 75 doses / 75
GMP Compliance certificate Data / 
GMP ( )

01.04.2024

Market / Russia GMP Compliance certificate No / 
GMP

GMP/EAEU/RU/
01220-2024

Reference specification No / SPC-CC-051325 STP No / STP-CC-
037517

API information /

Azelastine 
Hydrochloride / Batch No / F400-25002

Mfg by & 
address /

Urquima S.A., Arnau de Vilanova, 22-42, 
08105 Sant Fost DE Campsentelles, Barcelona, 
Spain / . ., - - , 
22-42, 08105 - - - , 

, 
Mometasone 
Furoate / Batch No / 

MTC-
005/24 
L25001A1

Mfg by & 
address /

Sterling S.p.A., Via della Carboneria 30, 
Solomeo di Corciano (PG), 06073, Italy /

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

No TESTS / LIMITS / OBSERVATION / 

15. Package appearance / 75 and 150 doses into a HDPE vial 
equipped with a dosing device and a nasal 
adapter with a protective cap. A vial and a 
patient information leaflet in a carton pack. 

75 doses into a HDPE vial equipped with a 
dosing device and a nasal adapter with a 
protective cap. A vial and a patient 

16. Labeling / In compliance with section 1.3.2 of
Module

Complies / 

17. Storage conditions / At temperature of to Do not freeze. / 

18. Shelf- 2 years. / 
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Certificate of Analysis for Finished Product / 

Page 11 of 11 / . 11 11
Name of product / Momate Rhino Advance / 

Generic name / 
Azelastine + Mometasone metered-dose nasal spray / 

+

Each spray delivers
Mometasone Furoate BP 50 g
Azelastine Hydrochloride BP 140 g

Strength / 
140 g + 50 g / dose

+ / 
Date of Mfg. / 02/2026

Dosage form / Metered-dose nasal spray / Date of Exp. / 01/2028

Product code / SRU0300082460401GS Date of release / 14.03.2026

Batch  No / 12260213A Qty. Released / 31860 BOT
31860 

Batch size 37815bot / 37815
Mfg. License No. / MNB/10/832

Inspection Lot No
040000649744

Mfg. License Date / 17/12/2027

Package size / 75 doses / 75
GMP Compliance certificate Data / 
GMP ( )

01.04.2024

Market / Russia GMP Compliance certificate No / 
GMP

GMP/EAEU/RU/
01220-2024

Reference specification No / SPC-CC-051325 STP No / STP-CC-
037517

API information /

Azelastine 
Hydrochloride / Batch No / F400-25002

Mfg by & 
address /

Urquima S.A., Arnau de Vilanova, 22-42, 
08105 Sant Fost DE Campsentelles, Barcelona, 
Spain / . ., - - , 
22-42, 08105 - - - , 

, 
Mometasone 
Furoate / Batch No / 

MTC-
005/24 
L25001A1

Mfg by & 
address /

Sterling S.p.A., Via della Carboneria 30, 
Solomeo di Corciano (PG), 06073, Italy /

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: IN/I101/2026/0047
/ / : IN/I101/2026/0047

Artworks of primary package approved: / : 30.01.2023
Artworks of secondary package approved: : 30.01.2023
PIL approved: / : 17.11.2023

Declaration of certification:
manufactured, including packaging and quality control at the above mentioned site in full compliance with the GMP requirements of the 
local Regulatory Authority and with the normative document no. - 001749)-( -RU)-300123 and submitted specification no. SPC-
CC-051325

- - -RU)-300123 SPC-CC-051325


