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@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®OUKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA
Page 1 of 8/ Crp. 1 113 8

Name of Product / MOMAT RINO
Haumenonanune npoaykuun MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenartenrosanHoe HaumMenoBaHue MownmeraszoHa crpeil HasaabLHBIA 103upoBaHHLI# 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

Active Ingredients / : calculated for Mometasone Furoate 50.00 mcg
JeiicTByomue Bewecrsa | no3a cipess conepiut: AeHicTRyowee BeecTrO: MoMeTazona (ypoara MOHOTHAPAT
51,72 mkr B niepecyere Ha Mometasona Qypoar 50,00 mkr
Strength / osuposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoscTna 02/2024
Dosage form / Metered-dﬂose nasal spray / Cnpeit Date of Exp. / Toxen 10 01/2026
JlekapcreenHas opma HasaILHbIA 103HPOBAHHLIN
Product code / Koa npoayxra SRUO30007E040401EJ Date of release / Aara soinycka 26.02.2024
Batch No. / Cepus Ne 12240162 Dty Released | 62,880 BOT/
0IMYECTRO BBINYLICHO ¢nakonos
. Mfg.License No. / JInuensus na
Batch size / Pazmep cepun 69,444 BOT / daaxonon NPOM3BOACTRO (HOMED) MNB/10/832
Inspection Lot NOL/ 040000511088 Mfg. Lmens\e Datcv{.ﬂlﬂleﬂﬂlﬂ Ha 30/04/2020
Perucrpaunonubiii Homep anajausa AIPOH3BOACTBO (1aTa)
. ’ GMP Compliance certificate Date /
Package size / Ynaxkoska 60 Doses / 60 no3 GMP cepruduxar (1a7a) 18/06/2020
. N GMP Compliance certificate No, / GMP-
Market / Poinok Russia / Poceus GMP cepruguxat (1omep) 01556/20/IN
Reference Specification No. /
Creundukauns rorosoro SPC-CC-063691 Reference STP No. / CIIH Ne STP-CC-040947
npoaykra Ne
MFM-23411(JM-
Mometasone Furoate Monohydrate/ o 01)-001, MFM-
API name / HaumenoBanne A®C MoMerasoia (ypoara MoHOLHApaT AP] Batch No / A®C cepun Ne 23422(JM-01)-
001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmasna6e Jumures, Unaus
Ne | TESTS/IIOKA3ZATEJIX LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJBLTATHI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or Oenoro po moutn Oemoro nsera ot | [lourn 6enoro 1BeTa
MOJTYTIPO3PayHOH 10 HENPO3PauyHOH KOHCUCTEHLMM | HEMpO3payHOd  KOHCHCTEHLHU
rycTasi CyCIIeH3HA. I'ycTasg CyCIleH3usl.

2. | Identification / UnenTuduxauns
a) Mometasone Furoate/ | The retention time of the main peak in the | The retention time of the main
Momertasona ¢pypoat chromatogram of sample preparation should | peak in the chromatogram of
corresponds to the retention time of the main peak | sample preparation corresponds
in the chromatogram of standard preparation (refer | to the retention time of the main
to Assay). / Bpems ynepxuBaHMs OCHOBHOTrO muka | peak in the chromatogram of
Ha  XpoMaTorpaMme  HCObITYeMOro  pacteopa | standard preparation / Bpems
OJDKHO COOTBETCTBOBATHL BPEMEHU YACPKHUBAHUA | YACPKUBAHMS OCHOBHOIO IHKA
&(}HQBHoro nyuKa Ha XpoMaTorpaMMe CTaHAaPTHOTO | Ha XpoMaTorpaMme
pacteopa  (cM.  pasdgen  «KoNMUECTBEHHOE | HCIBITYEMOTO pacTopa
OHpeeNICHHEY). COOTBETCTBYET BpPEMeEHH
Ny YAEPKUBAHUS OCHOBHOTO IIHKa
3 Ha XpoMarorpamme
;; CTAaHOAPTHOTO PacTBOpa.

[

Prepared By / Hoarotosun Checked By / IIposepus Appl\oved By / Ono6pun
Signature / Hoanuce /»;] , Mf} ,,,,,,,,,,,,,,,,,,,, - -
Date / JlaTta [ ORI AN ey v lffH 11 1 LY
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
P
: on/
Designation Officer-QA Officer-QA Sr. Manager - QA
JomkHocTh
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 1732035, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®HUKAT AHAJIM3A TOTOBOI'O ITPOJIYKTA

Page 2 0f8/Ctp. 213 8

Name of Product /
Haumenosanue npoaykumn

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenrosaHuoe HauMeHOBaHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose

Mowmeraszona cripei HasaibHbIH 103upoBaHHb S0 MK/ 1030

Active Ingredients /
Heiicreyromue Beuiecrsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

calculated for Mometasone Furoate 50.00 meg

1 no3a cnpest coaepkut: AeHcTByloniee BeliecTBo: Momerazona (ypoara MoHOTHapar

51,72 mxr B niepecuere Ha Momeraszona Qypoar 50,00 mkr

Strength / loznposka 50 meg/dose / 50 mkr/nosa Date of Mfg. / lata npoussogcTa 02/2024
Dosage form / Metered-dvose nasal spray / Cnpeit Date of Exp. / Conet 110 01/2026
JlekapcTBennas gopma Ha3albHBIA 1O3MPOBAHHBIN

Product code / Koa npoaykra SRUO30007E040401E) Date of release / lara Bbinycka 26.02.2024

Batch No. / Cepusi Ne

12240162 Qty. Released /

KoanuecTpo BuInymeno

62,880 BOT/
(1akoHoB

Mfg.License No. / Jlnnensus ua

Batch size / Pasmep cepun 69.444 BOT / dnaxonon ] MNB/10/832
OPOH3BOACTBO (HOMep)

Inspection Lot NOL/ 040000511088 Mfg. License Date (.HHIICH."SHH HA 30/04/2020
Perucrpaunonsbiii Homep anaausa NPOH3BOACTBO (AaTa)

Package size / Ynaxoska 60 Doses / 60 103 GMP Compliance certificate Date /|y ¢/65 9

g - GMP ceprudukar (nara)
p N GMP Compliance certificate No. / GMP-

Market / Poinox Russia / Poceus GMP cepruduxar (HoMep) 01556/20/IN

Reference Specification No. /
Cneunduxauns rorosoro

SPC-CC-063691

Reference STP No. / CITH Ne

STP-CC-040947

npoaykra Ne
MIM-23411(JM-
Mometasone Furoate Monohydrate/ 01)-001, MFM-
API name / Haumenopanue AOC Mowmerasosa ypoata Monor}mpaT API Batch No / A®C cepus Ne 232122(JM—01)-
001
Manufactured by / IlpousBoaurenr | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlnmuren, Unans
Ne | TESTS/IIOKA3ATEJH LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATBI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ bensankonus xaopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Cy, | corresponding to the retention
and Cy4 in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues C; and
UCTILITYEMOTO PacTBOpa NOMKHb! oOHapyxuBathcs | Ciq in the chromatogram of the
AMKH, 1o BpeMeHaM yoepxxuBaHus | standard  solution. / Ha
COOTBETCTBYIOUINE IMKAM I'OMOJIOrOB OSH3aJIKOHUA | XpoMarorpaMme HCIbITYeMOro
xnopupa Cpp u  Cis Ha Xxpomarorpamme | pacTsopa 00HapyXUBAIOTCA
CTaHIapPTHOTO pactBopa (em. paszen | mMKu, 1o BpeMeHaM
«KonyecTBeHHOE OnpefeneHue»). - YIAEPKUBAHHUA
COOTBETCTBYIOLILME NHKaM
| TOMOJIOTOB OeH3aNKOHUS
| xnopuma  Ci» uw  Ci ma
4 XpoMarorpaMme CTaHIapTHOrO
.| pacTBopa.
3. | pH From 4.30t04.90/ 014,30 14737473
4. | Density / IlnotHocTh From 0.950 to 1.050 g/cm®/ ' 1.014 g/cm®/ 1,014 1 /eM®
Or 0,950 no 1,050 r/em? .
5. | Viscosity / BaskocTs From 30 to 130 ¢Ps/ Ot 30 no 130°cil3 " 46.0 cPs /46,0 cIls

Prepared-By / Iloarorosua

Checked By / Ilposepusn

t
Apprk{ved By / OnoGpua

Signature / [loanucs

/ ;j ﬁ/,’ f:‘“ w T

R

Date / laTta 3T erl e W loe g RS wi £y 70t \
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Desi -

esignation / Officer-QA Officer-QA Sr. Manager - QA

JosxHocTh

FCM/QA054/08.00




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
CEPTHO®HUKAT AHAJIM3A I'OTOBOT'O INIPOJAYKTA

Page3 of 8/ Crp.3u3 8

Name of Product /
HanmeHoBanue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenartenropaHHoe HaUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerasona cripel HasabHLLI Jo3upoBannbii S0 MKr/ji03a

Active Ingredients /
HeficTByomue Bemecrsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 31.72 meg as

calculated for Mometasone Furoate 50.00 meg

1 no3a cripess coxepuT: AeicTByIollee BelecTso: MoMeTazoHa (ypoata MOHOPHApAT

51,72 mxr B nepecuere na Momerasona dypoar 50,00 Mxr

Strength / Jo3zuposka 50 mcg/dose / 50 mxr/nosza Date of Mfg. / laTa nponssoacrea 02/2024
Dosage form / Metered-df)se nasal spray / Crnpeit Date of Exp. / Toaen 10 01/2026
JlexapcrBeHHas dopma Ha3aIbHbI 103U POBAHHLIH

Product code / Koa npoaykra SRUO030007E040401E) Date of release / JlaTa Bbinycka 26.02.2024

Batch No. / Cepusn Ne

12240162

Qty. Released /
KosuuecTBo BoinyuieHo

62,880 BOT/
(paxonon

Mfg.License No. / JIuuensns na

Batch size / Pasmep cepuun 69.444 BOT / ¢naxonon HpOMBOACTEO (Homep) MNB/10/832
Inspection Lot NOL/ 040000511088 Mfg. License Date / Jluuensus na 30/04/2020
PeructpaunoHubiii Homep anajiusa MPOH3BOACTBO (1aTa)
. GMP Compliance certificate Date / .
Package size / Ynaxoska 60 Doses / 60 xo3 GMP CCpTl[l’Cl)HKaT (nata) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poccus GMP ceprudurar (Homep) 01556/20/IN

Reference Specification No. /
Cneundukauusi roToBoro
npoaykra Ne

SPC-CC-063691

Reference STP No. / CITH Ne

STP-CC-040947

API name / Haumenosanne A®C

Mometasone Furoate Monohydrate/
Mowmerazona (pypoata MOHOTHApPAT

API Batch No / A®C cepust

MFM-23411(JM-
01)-001, MFM-

Ne 23422(JM-01)-

001
Manufactured by / Ilpoussoautenr | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Muaus
Noe | TESTS/HNOKA3ATEJIN LIMITS / TPEBOBAHHSI OBSERVATIONS /
PE3YJILTATDBI

6. | Osmolality /
OcMOISINBHOCTD

From 250 to 350 mOsm/Kg
Ot 250 no 350 MOcMm/kr

292 mOsm/Kg
292 MOcm/xr

7. Net content / Macca
coaepRuMoro grakona

Not less than 9 g/ He menee 9 r

92g/92r

8. | Number of deliveries per
container / Konnuecrso
a03

Not less than 60 doses (discard the first pumping) /
He meHee 60 103 (He cumTas NEPBUYHYIO

NIPOKaYKy)

93 doses / 93 no3

9. | Pump delivery /
Macca 10361

Individual dose mass: from 85% to 115% of the

theoretical dose mass /

WnnuBuayanbHas Macca 103bl: ot 85 % g0 115 %
0T TEOPETHUECKOM MacChl AO3bI;

the

TCQpCTH‘!eCKOﬁ MacCChl J03bl

rage mass of the dose: from 90% to 110% of
itheoretical mass of the dose /
Cpenuss macca 10351 0T 90 % 10 110 % or

Minimum / Munumym: 98.3%
Maximum / Makcumym:105.9%
Average / Cpenuee: 102.3%

|

Checked By / Ilposepua

Signature / Hoanucs

f}/, ‘‘‘‘‘‘‘

Apprt\ved By / Ono6pua
)

Date / lata 2 erf ), 1Y NS LCN 23}'\ ¢ 1N
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA

JloJKHOCTL

FCM/QA054/08.00




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(@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIM3A 'OTOBOI'O ITIPOJAYKTA

Page 4 of 8/ Crp. 4 u3 8

Name of Product/
HanmenopaHne npoayxunu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTteHToBaHHOE HALIMEHOBAHNE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerasona cipeli HasasbHbI A03UPpOBaHHBIA 50 MK/ 1032

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg

1 nosa cipest coaepxuT: AelicTBylomee BeuiecTso: Momeraszona (ypoara MOHOTHAPAT

51,72 mxr B nepecuere na Momerasona ¢ypoar 50,00 mkr

Active Ingredients /
JeficTBylomue BeuiecTsa

Strength / lozuposka 50 mcg/dose / 50 mxr/a03a Date of Mfg. / Jata npoussoacrea 02/2024
Dosage form / Metered-df)se nasal spl‘ayitl1peu Date of Exp. / Foett 10 01/2026
JlekapcTeeHnasi gpopma Ha3abHbIH TO3UPOBAHHBIH
Product code / Koa npoaykra SRUO30007E040401E] Date of release / lata suinycka 26.02.2024
Batch No. / Cepust Ne 12240162 gty. Releascd / 62,880 BOT/
KOHYECTBO BHINYHIEHO (i1akoHOB
Batch size / Pazmep cepuu 69,444 BOT / ¢nakoHoB Mfg’L'ce“s,‘? No. / Jluneisis na MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot NO.“/ 040000511088 Mfg. License Date / JIuuensus na 30/04/2020
Perncrpaunonsblii HoMep aHaiu3a HPOH3BOACTBO (naTa)
. GMP Compliance certificate Date /
Package size / Y nakoska 60 Doses / 60 103 GMP ceprudmkaT (1ata) 18/06/2020
. N GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP ceprudmkat (Homep) 01556/20/IN
Reference Specification No. /
Creundukanus rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
MFM-23411(JM-
Mometasone Furoate Monohydrate/ . 01)-001, MFM-
API name / HaumenoBanune AOC MomeTazoma dhypoara MoHOrmpar API Batch No / ADC cepus Ne 23422(JM-01)-
001
Manufactured by / [Ipoussoauresns | Aarti Pharmalabs Limited, India/ Aapru ®apmana6c Jiumuren, Uaaus
Ne | TESTS/IIOKA3ATEJHN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJILTATDBI

10. | Particle size /
Pasmep vacTuix

Particles < 10pm in size: Not less than 90%
Yacruu pasmepom < 10 MM — He Menee 90 %,

Particles < 30pm in size: 100%
YacTun pasmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent
YacTuubl pazMepoM > 30 MKM — J10JDKHBI
OTCYTCTBOBATh

100.0% / 100,0%
100.0% / 100,0%

Absent / OTcyTCTBYIOT

11. | Sedimentation Stability /
CennmMeHTaNMOHHAS
YCTOHYHBOCThH

Not less than 5 min / He menee 5 mun.

Complies /
CootrercTBYET

Iy

|

Prepared By LIloarorosun

Signature / Iloanuck

Checked By / llposepua

Appro\(ed By / Ono6pun
o

o

STt oot

Date / JlaTa 1 \e L e 2.4 ¢ 2) 200
Name / ®NO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA

JonxHocTs

FCM/QA054/08.00




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@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIM3A 'OTOBOT'O HPOJAYKTA

Page Sof 8 /Crp.5u3 8

Name of Product/ MOMAT RINO
HaumeHoBaHHe NpoayKuHU MOMAT PHMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenateHtoBanHoe HAUMeHOBAHHE MowmeTtazona ciipefi HazalbHbiN A03MPOBaHHbIH S0 MKI/a03a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeficTByloLLiie BelllecTBA 1 1o3a cnipest couepuT: JeHCTBYIONEE BelIecTBO: MoMeTasoHa (ypoaTa MOHOTHIPAT
51,72 mxr B nepecuete Ha Momerasona dypoar 50,00 mxr
Strength / losuposka 50 meg/dose / 50 mxr/noza Date of Mfg. / Jlata npou3ssoacrsa 02/2024
Dosage form / Metered-dvose nasal spray / Cripeii Date of Exp. / Fogett 10 0172026
JlexapcTBennas gopma Ha3aJIbHBLHA 103MPOBAHHBIH ,
Product code / Koa npoaykra SRUO30007E040401E] Date of release / lata spinycka 26.02.2024
Batch No. / Cepus No 12240162 Qty. Released 62,830 BOT/
OTHYECTBO BBINYIICHO (l)JlaKOH()B
Batch size / Pasmep cepu 69.444 BOT / priakomos Mfg.License No. / Jluuewsust ua MNB/10/832
NPOH3BOACTBO (HOMEp)
Inspection Lot NO'.,/ 040000511088 Mfg. Llcens‘e Date'/.Hnuelmm HA 30/04/2020
PerucTpauuoHHBI HOMep aHAIN3A APOH3BOACTBO (1aTa)
. GMP C i rtificate Date /
Package size / Ynaxoska 60 Doses / 60 103 GMP ce(;':f; q;i:l;gic(‘;a;;a ¢ ate 18/06/2020
. X GMP Compliance certificate No. / GMP-
Market / Poisox Russia / Poceus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. /
Cneuudmxauus rorosoroe SPC-CC-063691 Reference STP No. / CIIA Ne STP-CC-040947
npoaykra Ne
MFM-23411(JM-
Mometasone Furoate Monohydrate/ o 01)-001, MFM-
API name / HaumenoBanue A®C MowmerTazona (ypoara MOHOTHIDAT API Batch No / ADC cepusi Ne 23422(JM-01)-
001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmaina6e Jlumuren, Wnmus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATBI
12. | Impurities / Ipumecu
Impurity § DM/ Not more than 0.15 % / He 6ousiee 0,15 % Not Detected/ He obnapyxeno
IIpumecn 8 DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Below LOQ /Hixe IIKO
IIpumecu DMC
I . Not more than 0.20 % / He 6onee 0,20 % 0.01%/0,01%
mpurity D /
Hpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.02%/ 0,02%
impurity / Enuauunoit
HEUJIEHTU(PULIMPOBAHHO
TIpUMECH
Total impurities / Not more than 0.60 % / He 6oxee 0,60 % 0.08%/ 0,08%
CyMMs! npuMecei

Prepared By /lloarorosnn

Approv\;d By / Ono6pua

Signature / IToanuce v/

- i ;
Date/ aTa X [or] Joi ¥ e Lo Y 27 4\ Py % 19 nt\
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal

Designation /

JlosKHOCTE Officer-QA Officer-QA Sr. Manager - QA

FCM/QA054/08.00




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
CEPTU®UKAT AHAJIN3A T'OTOBOI'O HPOAYKTA

Page 6 of 8/ Crp. 613 8

Name of Product /
HaumenoBaHHe NPOAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenToBaHHOe HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerazona cripel HasaibHLIH 1031 poBanHbLI 50 MKr/1032

Active Ingredients / ]
JleiicTByroHEe BELLECTBA

1 dose of the spray contains: Active ingredient: Mometasone
calculated for Mometasone Furoate 50.00 mcg

1 no3a Cripecd COACPKHUT! }lei;lCTBleUlCC BewecTro; MomeTasoHa (])ypoa'ra MOHOTUApAT

51,72 mkr B nepecuere Ha Momerasosa gypoar 50,00 mxr

Furoate Monohydrate 51.72 mcg as

Strength / lo3upobka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npon3sojcTsa 02/2024
Dosage form / Metered-dgse nasal spray {Cnpen Date of Exp. / Toen 10 01/2026
JlexapcrBenHas popma HazalbHbIL 103MPOBaHHbIH
Product code / Koa npoaykra SRU030007E040401E] Date of release / Jlata Bbinycka 26.02.2024
Batch No. / Cepusi Ne 12240162 QL. Released | 62,880 BOT/
0JIHYECTBO BBINTYUICHO (l)ﬂaKOHOB
Batch size / Pasmep cepun 69,444 BOT / (prakomon Mfg.License No. / Jluueiisis ia MNB/10/832
NPOH3BOACTBO (HOMEP)
Inspection Lot NOL/ 040000511088 Mfg. License Date / JInuensus na 30/04/2020
PerucTpauMoHHbIil HOMep aHaINU3a NPOH3BOACTBO (1aTa)
. GMP Compliance certificate Date / g
Package size / Ynaxoska 60 Doses / 60 n03 GMP cepn[:qnmm (nara) 18/06/2020
. " GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poceus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. /
Creundukauusi roTosoro SPC-CC-063691 Reference STP No./ CIIHN Ne STP-CC-040947
npoaykra Ne
MFM-23411(JM-
Mometasone Furoate Monohydrate/ . 01)-001, MFM-
API name / Hanmenopanue A®C Mowerasona (ypoara MOHOTHApAT API Batch No / A®C cepusi Ne 23422(1M-01)-
001
Manufactured by / [lpoussogurens | Aarti Pharmalabs Limited, India/ Aaprn dapmanatde Jlumuren, Unaus
N | TESTS/IIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATBI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses | Beg / HauaJto:

and Uniformity of
Delivered Dose / Cpeannan
npocragiisieMasi 103a H
OJHOPOAHOCTH
JLOCTABJISIEMOIT N03b1

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
shouid not exceed =+ 15 % of label claim.

He 6osee 2 u3 20 103 (10 HauaneHpIX 103 W 10 KOHEUHBIX 103)
MOTYT HMMETh OTKJIOHEHWE OF CPEIHEro 3HaueHus Gonce ueM
+20%, M HM OAHA A032 HE JOMKHA UMETh OTKJIOHEHUE OT
cpeaHero 3HadeHus Gonee uem % 25 Yo CpeaHee 3HaucHue He
JIOTOKHO NpesblliaTh £ 15 % 0T 3asBACHHOTO.

Ecau oT 3 710 6 103 UMEIOT OTKIOHeHHs Gonee uem = 20 %, Ho
MeHee ueM 25 Y%, TO HCIBITBIBAIOT cliefyione 20 (nakoHoB.
He Goaee 6 u3 60 103 MOTYT UMETh OTKJIOHEHHE OT CPEAHEro
3HaueHns Gonee ueM + 20 %, ¥ HY OHA A03a HE JOJDKHA HMETH
OTKJIOHEHHE OT CPeaHero 3naueHus Oonee yem + 25 Y. Cpennee‘”“’
3HAYEHNE KAKIOTO ONPEnEIEHHs: He JOIDKHO NpeBpiuath + 15 %ir}
OT 3asBJICHHOTO. |

Minimum / Muuumym: 97.0%
Maximum / Maxcumym:103.8%
Mean / CpenHee:100.0%

END / Konen:

Minimum / Munumym: 97.1%
Maximum / Makcumym:103.3%
Mean / Cpeanee: 100.0%

Prepared By / IlogroroBus

Checked By / IIposepun

Signature / Hoanuce

/Y

Approv{d By / Ono6pna
)
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Name / DUO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal '
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUDOUKAT AHAJIN3A T'OTOBOI'O IPOAYKTA
Page 7 of 8 / Crp. 7u3 8

Name of Product / MOMAT RINO
HaumeHoBaHue NPOAYKUHHU MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTeHToBaHHOE HAMMeHoBanHe | MoMmerasona cupeil HasasbHbili 103MpoBaHHbLA 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 31.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBy1011e BeLLECTBA 1 1033 CrIpes colepxuT: JeHcTByIOlee BelecTro: MomeTasona dypoara MOIlOl"M}lpdT
51,72 MkT B nepecdere Ha Momerasona gypoar 50,00 Mxr
Strength / losuposka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / /lata npon3BoacTsa 02/2024
Dosage form / Metered-dvose nasal spray i Crpeii Date of Exp. / Toaen 10 01/2026
JlexapcerBeHHas dopma Ha3abHBIH 103MPOBAHHbIH
Product code / Koa npoaykra SRUO030007E040401E) Date of release / lata Bbinycxa 26.02.2024
Batch No. / Ceprst Ne 12240162 Qry. Released | 62,880 BOT/
OJIHYECTBO BhINYUICHO q)ﬂaK()HOB
Batch size / Pasmep cepuu 69,444 BOT / dnaxkonos Mfg Licensc No. / Juuetisust MNB/10/832
NPOH3BOACTBO (HOMEP)
Inspection Lot NOL/ 040000511088 Mfg. License Date / Jluuensus na 30/04/2020
PeructpauroHHbIA HOMEP AHAJIH3A NPOU3BOACTBO (1aTA)
. . GMP C liance certificate Date / .
Package size / Ynakobka 60 Doses / 60 no3 GMP cc(;)n;::qiixmc(;la;)d ¢ 18/06/2020
. " GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poccus GMP ceprugukar (1oMep) 1 01556/20/IN
Reference Specification No. /
Cneunduxauus rorosoro SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-040947
npoaykra Ne
MFM-23411(JM-
Mometasone Furoate Monohydrate/ o 01)-001, MFM-
API name / Haumenosanue ADC Mowerasona (ypoata MOHOLHApAT API Batch No / A®C cepus Ne 23422(1M-01)-
001
Manufactured by / Tlpoussoautear | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jlnmuren, Muams
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS/
PE3YJIbTATDI
14 | Microbiological Purity / MuxpoOnosiornyeckasi H4HCTOTa
Total aerobic microbial Not more than 10? cfu per 1ml of the product/ He Less than 10 cfu/m!/
count / Obiee yucno 6onee 102 KOE B 1 mui ipenapara Menee 10 KOE/mn
23pOOHBIX
MUKPOOPTaHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product/ He | Less than 10 cfu/ml/
count / ObLee 4ucio Gonee 10' KOE B 1 M1 npenapata Menee 10 KOE/mn
JPOXIKEBLIX U TIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyrcTsue B | Absent / OTcyTCTBYET
MJI fipenapara
Staphylococcus aureus Absence per 1 ml of the product / OTcyTcTBUE B | Absent / OTcyTCTBYET
MJ penapara
15. | Assay / KosndyecTBeHHOe onpejie/ieHHe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content/ Ot | 101.8%/101,8%
MowmeTtaszoHa dypoar 85,0 % n0 115,0 % oT 3as1BJIEHHOIO COJACPIKaHUA !
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 93.5% /93,5% 4 .
BeH3alKoHus XJI0pUll 80,0 % 10 120,0 % oT 3asABJAEHHOIO COAPKaHus oy s
gy o
t 5 )
Prepared By /lloaroroBua Checked By / Hposepua Appr(}a{ed/’Bxﬂ/’ Onoﬁpn.ﬂ
Signature / [loanuce ( / o ~ '
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Date / data Lot [lory T2 2094824 1ot (1
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, india
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A TOTOBOI'O NPOJAYKTA
Page 8 of 8/ C1p. 8u3 8

Name of Product / MOMAT RINO
HanmeHoBaHUE NPOAYKUMH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenaTeHTOBAHHOE HAMMEHOBAHUE MoneTazona cripeil Hazaibibli 1031posaHHbIi 50 MKI/1032
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeficTByIO1HE BELIECTBA 1 03a cipest COAEPIKHUT: ACHCTBYIOMIEE BEHIECTBO: MoMeTasona (ypoara MOHOTHAPAT
51,72 mkr B nepecuere Ha Mometasona Qypoar 50,00 mkr
Strength / Tosupoexa 50 meg/dose / 50 Mxr/nosa Date of Mfg. / laTa npon3BoACTBA 02/2024
Dosage form / Metered-di)se T]asal spray {aneu Date of Exp. / Fonet 20 01/2026
JlekapcrBenHas dhopmMa Ha3albHbIA 103UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401E] Date of release / Jlara BhinycKa 26.02.2024
Batch No. / Cepusi Ne 12240162 Q1. Released 62,880 BOT/
0JIHYECTBO BLINYLIEHO (1),‘[3](0]’{08
Batch size / Pazmep cepun 69,444 BOT / dnakonon Mfg.License No. / Jluuensist ua MNB/10/832
NPOH3BOACTBO (HOMEP)
Inspection Lot NO'.,/ 040000511088 Mfg. License Date‘/Jquemuﬂ Ha 30/04/2020
PerucrpauHoHHBIH HOMeD aHAIN3A NPoU3BOACTBO (AaTa)
. N GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 no3 GMP cepruduiat (1a13) 18/06/2020
. " GMP Compliance certificate No. / GMP-
Market / PeiHox Russia / Pocens GMP ceprudurat (nomep) 01556/20/IN
Reference Specification No. /
Cneuuduxaums roroBoro SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-040947
npoaykra Ne
MFM-23411(JM-
API name / Haumenosanne A®C M0111eta§0ne Puroate Monohydrats:{ API Batch No / A@C cepua Ne 01)-001, MEM-
Mowmerasona ¢ypoara MOHOIHIPAT 23422(IM-01)-
001
Manufactured by / Ilpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana®be Jlumuren, Mouis
Ne | TESTS/TIOKA3ATEJIH LIMITS / TPEBOBAHMA OBSERVATIONS /
PE3YJIbTATDI

16. | Package Size / Ynakoska | 60 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. /
Mo 60 103 cycneHsun BO (IakoHe U3 TONMITHICHA BbICOKOH IIIOTHOCTH €
JO3UPYIOLIMM YCTPOICTBOM M KONTIAYKOM U3 NOJM3THIICHE BbiCOKOM TioTHOCTH. [0 1

raKoHy BMECTE C MHCTPYKUMEH M0 MEAMLMHCKOM PUMSHEHMIQ B a4Ke KapTOHHOH.

Any deviation/Incident/OOS: Non-applicable /
OTtkJioHennsi/necooTsercTBusa/O0C: He NpUMEHHUMO 4 """ ) I
! 0 & A0 jou AL

.ﬂ\

Declaration of certification: “I hereby certify that the above information is authégfﬁic and accurate. This batch of product has
been manufactured including packaging and quality control at the abovementiohéigl site in full complignce with the GMP
requirements of the local Regulatory Authority and with the normative docﬁ\ ent no. JITI-Ne(001710)-(PT-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification no. S he batch processing,
packaging and analysis reviewed and found to be in compliance with GMP.”
3aK/II0YCHHE O COOTBETCTBHM: HACTOALIMM [OATBEPXAA0, HTO MPEICTABICHHAA BBILIC unbopMalus  ABJASETCH
JOCTOBEpHOH M TOouHOH. [lanHas cepus Oblna MpoM3BENCHA (BKJIFOUAs YTAKOBKY/MApKUPOBKY Y KOHTPOAb KauecTBa) Ha
yKa3aHHOH BbIIIC MPOW3BOJCTBEHHON TMNOMAAKe B  NOJHOM  COOTBETCTBUM € TpeGosaHuAMH  HaanesxanieH
IpoussoacteenHoii [paktnku (GMP) 10KaJIBHbIX PETYJATOPHLIX OPTaHOB 1 TpeGOBaHUAMY HOPMATUBHON JOKYMEHTAlMK
JITT-Ne(001710)-(PT-RU) ot 23.01.2023 qns peiHka Poccun u yTBepxienHol cneimpukaumeit Ne  SPC-CC-063691.
IIpoToKONBI TPOM3BOACTBA, YMAKOBKM M TNOKasaTe/n kauecTBa naHHO# cepuy GhUIM TPOAHATMIMPOBAHBI M CHAEJIAHO
3aK/II0UEHME, YTO OHH COOTBETCTBYIOT TpebopanusaM Haiexaien IpouspoacreenHoii [paxruku (GMP).
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