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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
CEPTU®HUKAT AHAJIN3A T'OTOBOTI'O IIPOIYKTA

Page 1 of8/Crp. 1138

Name of Product /
Haumenopane npoaykunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHToBanHoe HAMMeHOBaHUe

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeTazona cnpeil HazalbHbIH HO3MPOBAHHLIA 50 MKIY103a

Active Ingredients /
HeficTByioue sBeuecTsa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpest CORCPKUT ]lCFICTBy}OUlCC BEILECTBO: MomMeTraszoHa (])ypoa'ra MOHOTrHApaT

51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mkr

Strength / Jo3zupoBka 50 mcg/dose”/ 50 Mxr/nosa Date of Mfg. / Jlata npoussonctea 11/2023
Dosage form / M'etcred-dvose (nasal spray / Crpeit Date of Exp. / Tozen xo 102025
JlexapcTBenHast popma Ha3anbHbIH JO3MPOBAHHLII
Product code / Kox npoaykra SRU030007E040401DK Date of release / lata Boinycka 21.11.2023
Batch No. / Cepus No 12231092 Qty. Released / 28,000 BOT/
Koauucerso Buinymeno (axoHoB
Batch size / Pazmep cepun 30,972 BOT / ¢pnakonon Mfg.Llcense No. / Jluuensua na MNB/10/832
npounssoacTeo (HoMep)
Inspection Lot NOL/ 040000494493 Mfg. License Date / JInuensus na 30/04/2020
PerucTpaunoHublil HoMep anaausa NpoM3BOJACTBO (1aTa)
Package size / Ynakorica 120 Doses / 120 nos GMP Compliance certificate Date / 18/06/2020
GMP ceprudmrar (aata)
. GMP Compliance certificate No. / GMP-
P o »
Market / Poinox Russia/ Poccust GMP ceprudukar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduxauus roToBoro SPC-CC-063688 Reference STP No./ CITH Ne 640944
npoaykra Ne
MFM-
API name / HaumenoBanue AQC Momela'sone Furoate Monohydrate/ API Batch No / A®C cepust Ne 234070M-01)-
Mowmerasona dypoara MmoHoruapar 002, MFM-
23412(JM-01)-
Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India / Aapru Unpacrpus Jlumurea, Unnous 002
Ne | TESTS /TTIOKA3ATEJU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3VYJIBTATHI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / non-transparent consistency. /
Ot OGemoro no mourn Gemoro 1ngera ot | [louru Henoro uBeTa
NOJTYNPO3payHON 10 HETPO3payHOH KOHCUCTEHLMH | HENPO3PayHOil  KOHCHCTEHIMM

TycTas CycleH3us.

rycras CyCcrneHsus.

2. | Identification / Uaenruduxanns

a) Mometasone Furoate /
Momerazona ¢pypoat

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). / Bpemst yaepxupanus oCHOBHOIO muka
Ha  XpOMarorpaMMe  HCIBITYEMOro  pacTBopa
JOJDKHO COOTBETCTBOBATh BPEMEHU yIEPKMBAHUSA
OCHOBHOI'O IMKa Ha XpOMATOrpaMMe CTaHJapTHOTO
pacteopa  (cM.  paspen «Kommue
onpeneneHyey). -

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 / Bpema
YAEPXKMBAHUSA OCHOBHOTO HMKa
Ha XpomarorpamMmme
HCTILITYEMOTO pacTeopa
COOTBETCTBYET BpEeMeHHU
YIOEPXKMBAHUS OCHOBHOTO IHKA
Ha Xpomarorpamme
CTaHJAPTHOIO PacTBopa.

Prepared By / loaroTosun

Approve§ By / OnoGpua

Signature / oanucs,

s

e

Date / lata 2y Y IR A A ey
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer Sr. Manager - QA
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FCM/QA054/08.00




Glenmark pharmaceuticals 1.td
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Phone: 191-1795 249300 Fux: +91-1795 249310 email: glenmark@bom?.vsnl.net.in

CEPTUDPHUKAT AHAJIM3A TOTOBOI'O HIPOJYKTA

Page 2 of 8 / Crp.2u3 8

Name of Product / MOMAT RINO
HaumenoBaHMe npoaykuny MOMAT PHMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenarenropanHoe HaUMeHOBaHUHe Moamerasona cupel HA3aIbHBIH 103MpoBaHHLLA 50 MKI/1032

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg

HeiicTBytomue Bewecrsa 1 no3a cnpes coaepskut: AeicTByIOlIEe BellecTE0; MoMeTazoHa (ypoara MoHOrHApaT
51,72 mxr B nepecuere Ha Momerasona Qypoar 50,00 Mkr

Strength / Jlosuposka 50 meg/dose / 50 mxr/noza Date of Mfg. / lata npouseoacraea 1172023
Dosage form / Metered~duoscv lnasal spray / Copeit Date of Fxp. / Fogen 10 1012025
JexapcerpeHHasi dopma HA3ANLILI J03HPOBAHH b
Product code / Koa npoaykia SRUO030007E040401DK. Date of release / Jlata Brinycka 21.11.2023
Batch No. / Cepun Ne 12231092 Qty. Released / 28,000 BOT/
Koanuecrso Buinymeno (naxoHoR
Batch size / Pasmep cepun 30,972 BOT / ¢naxonon Mfg.License No. / Jlunensun na MNB/10/832
npou3BoACTBO (HOMep)
Inspection Lot No.“/ 040000494493 Mfg. License Date / JIuuensus ua 30/04/2020
Peructpauyonustii Homep aHanansa NpoH3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
: GMP ceprudukar (nara)
. R GMP Compliance certificate No. / GMP-
Market / Perok Russia/ Pocons GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CrieuudHKAUMSA FOTOBOTO SPC-CC-063688 Reference STP No. / CITH Ne 040944 ’
npoaykra Ne
! MFM-
API name / Haumenosanue A®C mometa’sone Furoate‘ Monohydrate/ API Batch No / A®C cepust Ne 23407(JM-01)-
omeTasoHa (ypoara MOHOrHApaT 002, MFM-
23412(IM-01)-
Manufactured by / Hpoussoantens | Aarti Industries Limited, India / Aapru Mupactpus JIumuren, Unaus 002

Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUSA

OBSERVATIONS /
PE3YJIBTATHI

b) Benzalkonium chloride | The chromatogram of the sample solution should
/ bensanxouns xjopun | contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues C,
and Cu in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
UCTILITYEMOTO PacTBOpa HOJDKHBI OOHAPYKHMBATHCS
[MKH, Ho BpeMeHam YIEPKUBAHUS
COOTBETCTBYIOILME MUKAM IOMOJIOIOB OEH3ATIKOHUS
xnopuna  Cpz u  Ci4 Ha  Xpomatorpamme
CTaHJAPTHOTO pacTBopa (cm. paznen
«Konu4ecTBeHHOE OnpeNeneHmey).

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Cy, and
Ciq in the chromatogram of the
standard  solution. / Ha
XpOMaTorpamMMe HCHLITYEMOTO
pacTBOpa 00HAPYKUBAIOTCS
NHKH, no BpEMeHaM
YIEPXXUBaHUA

COOTBETCTBYIONIHE NIHKaM
rOMOJIOTOB OeH3aNKOHUsI
xmopupa  Cyz uw  Cyy  Ha
XpoMaTorpamMMe CTaHAapTHOro

, pacTeopa.
3. | pH . From 4.30 t0 4.90 / Ot 4,30 5o 4,90 4.64 /4,64
4. | Density / IlioTHOCTS From 0.950 to 1.050 g/cm? / 1.007 g/fcm?®/ 1,007 r/cm®
) Ot 0,950 o 1,050 r/cm?
S. | Viscosity / Baskocrn From 30 to 130 ¢cPs / Ot 30 no 130 cII3 49.5 cPs /49,5 cll3
{
Prepared By / lloarorosua Checked By / Tlposepua Approve\l By / Ono6pua

Signature / Moanuce /%fm (/3*\” ,,,,,,,,

s

Date / lara “erin g Y R 20\ sty
Name/ ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation /
HomxHocTs

Officer-QA ; Sr. Officer

Sr. Manager - QA

FCM/QA054/08.00




Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
T Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 2493 10 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A T'OTOBOI'O IMPOAYKTA

Page3 of 8/ Crp.3u3 8

Name of Product / MOMAT RINO
Haumenobanue npoaykuuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

Hel’lﬂTellTOBaHHOC HAUMCHOBaHue " MomMmeTasona cnpci/i Ha3IbHbIH A03UPOBaHHLIN 50 MKI/ 71034

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

Active Ingredients / \ calculated for Mometasone Furoate 50.00 mcg
JeficTByrouiue BemecTsa I nosa cnipest conepskut: nelicTryiomee Benectro: MoMeTazona dypoara Monorunpar
51,72 mxr B nepecyere Ha Momerazona (ypoat 50,00 mxr
Strength / Josuposka S0 meg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacrea 11/2023
Dosage form / Metered—duose (nasal spray f Crpeit Date of Exp. / Fogett 10 102025
JlexaperBennan gpopma Ha3aIbHbIA AO3UPORAHH LI
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bomycka 21.11.2023
Batch No. / Cepus Ne 12231092 Qty. Released / 28,000 BOT/
Koauvectso suinymeno (nakxonon
Batch size / Pasmep cepun 30,972 BOT / ¢naxonos Mfg.License Nq. / Juuensus ua MNB/10/832
POU3IBOACTBO (HOMep)
Inspection Lot NOL/ 040000494493 Mfg. License Date / Jluuensus na 30/04/2020
Perucrpaunonnpiii Homep anaiusa NpoU3BOACTRO (naTa)
Package size / Ynakopka 120 Doses / 120 nos (EMP Complmncc\ceruﬁcatc Date / 18/06/2020
GMP ceprupurat (uara)
" GMP Compliance certificate No. / GMP-
Market / Prinok Russia / Poccis GMP cepruduxaT (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuuduranus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944 '
npoaykra Ne
MFM- _
API name / Haumenosanue A®C Mometa:S()m Furoate Monohydrate/ API Bateh No / A®C cepusi Ne 23407(JM-01)-
Mowmerazona dypoara monorsuapar 002, MFM-
23412(IM-01)-
Manufactured by / Ipoussomurent | Aarti Industrics Limited, India/ Aaptu Wunacrpus Numuren, Unaus 002
Ne | TESTS/TOKA3ATEJIM LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATDI
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg
OcMonsiLHOCTD Ot 250 10 350 MOcm/kr 291 MOcm/kr
7. | Net content / Macca Not less than 18 g / He Menee 18 1 185g/18,5r

coaep:RuMoro gpaakona

8. | Number of deliveries per Not less than 120 doses (discard the first pumping) | 152 doses / 152 no3

container / Kosmuecrso / He menee 120 no3 (ne cuuras NEPBUIHYIO
103 IPOKAYKY)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Munumym: 94.7%
Macca no3ni theoretical dose mass / Maximum / Makcumym:108.1%

Mnnusunyanshas macca no3st: ot 85 % g0 115 % Average / Cpenuee: 104.5%
OT TEOPETHYECKOH MacChl I03bI;

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /

Cpennss Macca 103s1: o1 90 % 10 110 % ot
TEOPETUYECKOH MaCChl 103bI

_—
Prepared By / Noarorosua Checked-By / Iposepuun Approved\ﬁy / Onobpun
Signature / Ioanuce A V& -
Date / lara TR 115y : AW = L{ W A
Name / ®HO Atul Kumar : Akshit Bhardwaj Sandeep Semwal
Designation /
ficer-QA . . -

NomkHocTs Officer-Q Sr. Officer Sr. Manager - QA

FCM/QA054/08.00
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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
CEPTU®HUKAT AHAJIN3A T'OTOBOI'O IMMPOAYKTA

Paged of 8 /Crp. 413 8

Name of Product /
Hanmenusanne npoaykuum

MOMAT RINO
MOMAT PMHO

Generic name /
HenateHToBaHHOe HAMMEHOBAHUe

Mometasone Metered-dose Nasal Spray 50 meg/dose

Mowmetazona cripell HazanbHbI 103HpoRAHHBIH 50 MKI/103a

Active Ingredients /
HeficTByiomue Bemecrsa

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

_calculated for Mometasone Furoate 50.00 meg

I no3a cnipest conepxnr: feficTeyiomee sewecrso: Momerazona (ypoara MOHOTHApaT

51,72 mxr s nepecyere Ha Momeraszona (ypoar 50,00 mxr

Strength / lozuposka 50 mcg/dose / 50 mxr/nosza Date of Mfg. / lata npoussoacTea 11/2023
Dosage form / Mx;tlered-d?se nasg] spray / Cripeit Date of Exp. / Foen o 102025
Jlekapersednas popma HA3AJIBHBIH JO3HPOBAHHbIN
Product code / Kon npoayxra SRU030007E040401 DK Date of release / lara sbinycka 21.11.2023
Batch No. / Cepust Ne 12231092 Qty. Released / 28,000 BOT /
T KoanuecTRn REIIyIIEeHo (naxoHon
Batch size / Pasmep cepuu 30,972 BOT/ ynaxomos Mig.License No. / JIuuensus na MNB/10/832
NpOU3BOACTBO (HOMeD)
Inspection Lot NOL/ 040000494493 Mfg. License Date / Jluueusus Ha 30/04/2020
PerucrpaunoHHbIii HOMep aHaaAn3a npomsBoacTBO (Aara) | T
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmnkar (nara)
. GMP Compliance certificate No. / GMP-
D e
Market / Poraox Russia / Poccus GMP ceprudmiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauust rorosoro SPC-CC-063688 Reference STP No./ CITU Ne 040944
npoayxra Ne
MFM-
API name / Haumenosanune A®C Mometajsone Furoate MOHOh?’dlatC/ API Batch No / A®C cepus Ne 23407(JM-01)-
; Mowmerasona gypoara MoHOruapaT 002, MFM-
23412(JM-01)-

Manufactured by / Nlpoussomutenn | Aarti Industries Limited, India / Aaptu Hunacrpus Jlumuren, Mngus 002
Ne | TESTS/INNIOKA3ATEJN LIMITS / TPEBOBAHHUA OBSERVATIONS /

PE3YJIBTATbI

10. | Particle size /
Pasmep 4acTuu

Particles < 10pm in size: Not less than 90%
Yactnn pasmepom < 10 Mxm — He menee 90 %;

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

Particles > 30pm in size: Should be absent
YacTuus! pazMepom > 30 MKM — HOJKHbI
OTCYTCTBOBATE

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

Absent / OrcyTcTBYIOT

11. | Sedimentation Stability /
CeaMMeHTANHOHHAS
YCTOHYHBOCTDL

Not less than 5 min / He MeHee 5 muu.

Complies /
CootBercTBYeT

Prepared By / Iloarorosua

Checked By / Nlposepnn

Apprové@ By / OpoOpuan

Signature / [Toanucs

P

(/0

JoHocTh

Date / Jata WLy {1y 'lff?@%i\ Lﬁ T 202\ \ 181 §
Name / ®DUO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer 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(@bom?2,vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIU3A IT'OTOBOI'O ITPOAYKTA

Page S of 8/ Crp. 513 8

Name of Product / MOMAT RINO
HaumeHoBaHue npoaykuuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHTOBAHHOE HAMMEHOBAHHE Mowmerazona cnpeit HasanbHLLi 103MpoBAHNEIH 50 MKI/103a
I dose of'the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HeiicTayomue peecrsa 1 n03a cripest conepxnt: aekcTryioutee BetmecTro: Momerasona (ypoara MoHOTHApAT
51,72 mxr B nepecyere Ha Momertazona dypoar 50,00 mxr
Strength / Josuposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacTsa 11/2023
Dosage form / M'elered—duose nasal spray / Cripeii Date of Exp. / Fonen 110 102025
JlexapcrBennas popma Ha3aJIbHbIH 103UPOBaHHbIN
Product code / Koa npoaykra SRU030007E040401DK Daté of release / lara Beinycka 21.11.2023
Batch No. / Cepus Ne 12231092 Qty. Released / 28,000 BOT/
KonnuectBo Boinymeno (irakonos
Batch size / Pazmep cepuu 30,972 BOT / ¢nakonos Mig.License No. / Juuetsus na MNB/10/832
NPOH3BOACTBO (HoMep)
Inspection Lot NOL/ 040000494493 Mfg. License Date / JIluuensus ua 30/04/2020
PerucrpaunonHblil HomMep aHaau3a HPOU3BOACTBO (aaTa)
Package size / Ynaxkonka 120 Dases / 120 no3 qMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aara)
- . GMP Compliance certificate No. / GMP-
Market / Prinok Russia / Poccus GMP ceprudukar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundurxauust rotosoro SPC-CC-063688 ~ Reference STP No. / CITU Ne 040944
npoaykra Ne
MFM-
API name / Haumenosanue A®C Mometa'sone Furoate Monohydrate/ API Batch No / A®C cepus Ne 23407(JM-01)-
Mowmerasona dypoara MOHOrMApaT 002, MFM-
23412(JM-01)-
Manufactured by / Tipoussoaureasn | Aarti Industries Limited, India / Aaptu Uunacrpus Jlumuren, Wupus 002
Ne | TESTS/NOKA3ATEJIU LIMITS / TPEGOBAHUS OBSERVATIONS /
PE3YJIbTATbI
12. | Impurities / Iipumecn
Impurity 8 DM / Not more than 0.15 % / He Gonee 0,15 % 0.04%/ 0,04%
[pumecu 8§ DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He oGuapyskeno
Mpumecu DMC
. Not more than 0.20 % / He 6onee 0,20 % 0.01%/0,01%
Impurity D/
ITpumecu D
Any individual unspecified | Not more than 0.20 % / He Gosnee 0,20 % 0.04%/ 0,04%
impurity / ExuHuyHOH
HEUAEHTU(PHLHPOBAHHO N
IIpHMECH
Total impurities / Not more than 0.60 % / He Gonee 0,60 % 0.24%/0,24%
CymMmbl nipuMeceit

Prepared By / IloaroTosut . Checked By / I1posepus Apprové@'By
Signature / Hoanuce ’ /9” (/,%WWWM W:jm
Date / HaTa P,.l\i()y\\ \ ,Lt)) . ;?f__/!\ [} ‘7/\,{;*"2 l:g 2 v)/\ \\\ 15 g 5
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
JloKHOCTD Officer-QA Sr. Officer 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: elenmark@bom?.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA

Page 6 of 8§/ Crp. 6 u3 8

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

HenarenroBaHHoe HAUMEHOBAHHE MoweTazona cripeil HazansHbE 103UpoBaHHbINA S0 MKxI/a03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HeiicTByromue Bewecrsa 1 no3a cnpes copepkut: jielicTayiouiee BenIecTBO: MomeTazoHa (ypoata MOHOIHAPAT
51,72 mxr B nepecyere Ha Momerasona ¢ypoar 50,00 mkr

Strength / lo3uposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / lara npoussoacTsa 11/2023
Dosage form / Mf-:tered-duose nasal spray / Crpeit Date of Exp. / Fonen 10 10/2025
JlekapcTBensas opma Ha3abHbIA J03UPOBAHH b
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jara Bbinycka 21.11.2023
Batch No. / Cepus Ne 12231092 Qty. Released / 28,000 BOT/

Konunuecrso Boinymeno . (dnaxoHoB

H J

Batch size / Pazmep cepun 30,972 BOT / ¢pnakonon Mig.License No. / JInuensns na MNB/10/832

NPOH3IBOACTBO (HOMep)
Inspection Lot NOL/ 040000494493 Mfg. License Date / JInuensust na 30/04/2020
PeructpauuoHHslii HoMep aHaju3a NPOH3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

GMP cepruduxar (nata)

GMP Compliance certificate No. / GMP-

Market / Prtnox Russia / Poccus GMP cepruduar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukaunst rorosoro SPC-CC-063688 Reference STP No. / CTIY Ne 040944
npoaykra Ne
. MFM-
API name / HaumenoBanue A®C mometf’t’sone Fu1oat? Monohydrate/ API Batch No / A®C cepusi Ne 23407(JM-01)-
oMeTasona drypoara MoHOrHApaT 002, MFM-
23412(JM-01)-
Manufactured by / Itponssoautesns | Aarti Industries Limited, India / Aapru Wnnacrpus Jlumuren, Uunus 002
Ne | TESTS/HOKA3ATEJIH LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATbBI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauago:

. i C 1 he 9, e
and Uniformity of from 10 vials) can deviate more than £ 20% from the average | \aindum / MuHumym: 98.3%
value and not any dose can deviate more than + 25% from the

Delivered Dose / Cpeansis average value. The mean should not exceed + 15 % of label | Maximum / Makcumym:102.1%

nocrasjisiemasi A03a H claim Mean / Cpennee:100.0%
! OJAHOPOAHOCTH sz503/ to 6 dosels dezx(f)iat; lmorc than £ 20% but not more than +
o o, test another 20 vials.
AOCTABIISIEMOM 1103b1 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. END / Konen:
He donee 2 13 20 103 (10 nauanbHbIX 703 1 10 KOHEYHBIX R03) Minimum / MI/IH[/IMyM: 96.1%
MOTYT HMETh OTKIOMEHHE OT CPEAHEro 3HaueHus OGosee uem . . o
+20%, ¥ MY OfHA [03a HE JOWKHA MMEThb OTKIOHEHHE OT Maximum / MaKCHMyM' 102.4%
cpeanero sHaueHus Gonee uem 25 %. Cpeanee snauenne ne | Mean / Cpennee: 100.0%
RODKHO npesriuars = 15 % o7 3asBieHHOTO.
Ecim 0T 3 1o 6 103 umMeioT OTKIOReHUs Gosee uem + 20 %, Ho
Menee yem £ 25 %, To MCNBITLIBAIOT cneayioue 20 GakoHos,
He Gonee 6 u3 60 103 MOTYT MMETh OTKIOHEHHE OT CPEAHETO
3HaueHns Gonee ueM + 20 %, ¥ HM OJHA [03a HE J0JHKHA UMETD
OTKJOHEHHE OT CPEAHEro 3Ha4YeHus fonee ueM + 25 %. Cpeanee
3HAUCHME KKJOT0 ONPEAENEHHs HE HOJDKHO NpeBbImaTh = 15 %
OT 3asBJIEHHOTO.
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Glenmark pharmaceuticals Ltd
% Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
v Distt. Solan Himachal Pradesh 173205, India

@%%:?Eﬁ?&?é% Phone: +91-1795 249300 Fax: +91-1795 249310 email: 0lenmark@bon@vsnl.net.in
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIU3A TOTOBOI'O HPOAYKTA
Page 70f8/Crp. 7u3 8
Name of Product / MOMAT RINO
HaumeHoBaHHe npoayKuun MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenatenTosanHoe HAMMeHOBaHUe Mowmerasona cripeii HazanbHLIE 103UPOBAHHLIH SO MKIY103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTeytomue Bewecrea 1 1032 cnipest conepaxut: aekctaylomee Beiecrso: MomeTasona ypoata MOHOTHApAT
51,72 mxr B nepecyere Ha Mometazona dypoar 50,00 Mkr
Strength / losuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lara npoussoacrea 11/2023
Dosage form / M'etered-duose nasal spray f Cnpeii Date of Exp. / Fonen 10 10/2025
JlexapcrBennasn dopma HasalbHbI JO3UPOBAHH I
Product code / Koa npoayxra SRU030007E040401 DK Date of release / [lata Buinycka 21.11.2023
Batch No. / Cepus Ne 12231092 Qty. Released / 28,000 BOT/
KosnuecTso Boinymeno (daaxoHos
Batch size / Pasmep cepun - 30,972 BOT / {naxonos Mfg.License No. / Juuensus ua MNB/10/832
NPOU3BOACTBO (HoMep)
Inspection Lot NOL/ 040000494493 Mfg. License Date / Jluensus na 30/04/2020
Perucrpauuousslii Homep ananusa npou3BOACTBO (naTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
" N GMP Compliance certificate No. / GMP-
Market / Prisok Russia / Poccus GMP cepruguiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauns rorosoro SPC-CC-063688 Reference STP No./ CIIM Ne
040944
npoaykra Ne
MFM-
API name / Haumenosanue A®C Mometa@ne Furoate Monohydrate/ API Batch No / A®C cepus Ne 234070M-01)-
Mowmerasona dypoara MoHoruapat 002, MFM-
: 23412(IM-01)-
Manufactured by / IIpousoaurtens | Aarti Industries Limited, India / Aapru Unpacrpus Jlumuren, Unaus 002
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHMUA OBSERVATIONS /
PE3YJIbTATbBI
14 | Microbiological Purity / MukpoGuonoruyeckas 4nerora
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Obiee yucno 6onee 10 KOE B 1 mn npenapara Menee 10 KOE/mn
a3poOHBIX
MUKpPOOPraHU3MOB
Total yeast and moulds Not more than 10" cfu per 1 ml of the product / He | Less than 10 cfu/ml /
count / Obiuee yucio Gonee 10' KOE B 1 ma npenapara Menee 10 KOE/mn
JPOOKEBBIX U TUICCHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyrcrBue B 1 Absent / OrcyTcTByer
MJI NIpenapara
Staphylococcus aureus Absence per 1 ml of the product / OtcyrerBue B 1 Absent / OrcyrcTByeT
MJI lIpenapata
15. | Assay / KonndecTBeHHOE onpeae/ienne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 104.7% / 104,7%
Mowmera3oHa dypoar 85,0 % 110 115,0 % OT 3asiBNEHHOTO COmepX aHus
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 97.6% 197,6%
beH3ankoHus xjuopun 80,0 % 110 120,0 % or 3asBIEHHOTO COREPkAHMS
\
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Sofan 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 AHAJIU3A 'OTOBOI'O ITPOAYKTA

Page 8 of 8/ Crp. 8 u3 8

Name of Product / MOMAT RINO
HaumenoBaHue npoayKuuu MOMAT PHMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenareHToBaHHOE HAMMEHOBAaHHE MowmeTasona cnipedl HazaabLHIH J03UPOBAHHEIA 50 MKI/ 1032
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByroLye Belecrsa 1 1032 cnipes COAEPKUT: ASHCTBYIOLICE BElECTBO: MoMeTazoHa (ypoaTa MOHOTHADPAT
51,72 mxr B niepecuere Ha Momerasona gypoar 50,00 mxr
Strength / Jo3upoBka 50 mcg/dose / 50 Mxr/po3a Date of Mfg. / lata npousBoacTea 11/2023
Dosage form / Mhtered-dvose nasal spray { Cripe#t Date of Exp. / Foaen 0 10/2025
JlekapcTBeHHast popma HasallbHBIH J03MPOBAHHbIH
Product code / Koa npogykra SRU030007E040401DK Date of release / lara souinycka 21.11.2023
Batch No. / Cepusi Ne 12231092 Qty. Released / 28,000 BOT/
. Konuuecrso BoinyimeHo (pnaxoHoB
Batch size / Pasmep cepun 30,972 BOT / $pnaxonos Mig.License No. / Jluuensus ua MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot NO'../ . 040000494493 Mfg. License Date / JIuuensus na 30/04/2020
Perucrpaunonnsiii Homep aHaju3a NpoM3BOACTBO (AaTa)
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprupukar (aara)
. . GMP Compliance certificate No. / GMP-
Market / Poivok Russia / Poccus GMP ceprudusar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduxauys roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykTa Ne
MFM-
API name / Hanmenopauue A®C Mometa,sone Funoate‘ Monohydrate/ API Batch No / ADC cepus Ne 23407(IM-01)-
MowmeTaszona Qypoara MOHOTHAPAT - 002, MFM-
23412(JM-01)-
Manufactured by / llpoussoautens | Aarti Industries Limited, India/ Aaptv Unnactpus Jinmuren, Unnus 002
Ne | TESTS/ITIOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI
16. | Package Size / Ynakopka 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. /
ITo 120 no3 cycmeHsuu BO (IaKOHE M3 NOJMITUIIEHA BBLICOKOH INOTHOCTH C
JNO3UPYIOUIMM YCTPOHCTBOM U KONMNAuyKOM U3 MOJIUATUIIEHA BLICOKOM miorHocTH. o 1
(hJIaKoHy BMECTE ¢ MHCTPYKUMEH [0 MeIUIMHCKOMY anMeHeHmo B'na!ﬂ(e KapTQHHOH

Any deviation/Incident/OOS: Non-applicable
Orxnonenna/necooreercreus/QO0C: He NPUMEHHUMO

{fi(zj 3

Declaration of certlﬁcatlon “I hereby certify that the above information is authentlc and accurate. T{l batch of productf

requirements of the local Regulatmy Authority and with the normative document no. JII1 NO(OO
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing,
packaging and analysis reviewed and found to be in compliance with GMP.”

3akiioyenne 0 COOTBETCTBMM: HACTOALIMM IOATBEPKIAIO, 4YTO [MPEACTABJEHHAs Bhille WHPOPMALMS SABJIAETCS
AOCTOBEPHOH # TO4HOM. JlanHas cepuisi ObTa NpoM3BeNcHA (BKIIOUAS YNAKOBKY/MapKMpOBKY M KOHTPOJb KauecTBa) Ha
yKa3ayHOW BBILE [POM3BOACTBEHHON TNOWIAAKE B IOJHOM COOTBETCTBUM ¢  TpeGopaHuamy Hannexameit
IIpousBoncreennoit Ipaxtuku (GMP) JloKanbHEIX PEry/nsSTOPHBIX OPraHoB M TPeGOBAHUAMH HOPMATUBHON HOKYMEHTaLUM
JII-Ne(001710)-(PT-RU) ot 23.01.2023 nna peiHka Poccum u yrtBepxaeHHo# crnenuduxanuein Ne SPC-CC-063688.
IIpoTOKONBI NPOM3BOACTBA, YNAKOBKM M II0Ka3aTeNM KAauecTBa JaHHOM cepuu ObLNM NPOAHATM3HPOBAHBI M CHETAHO
3aKIHOYCHHUE, YTO OHH COOTBETCTBYIOT TpebosanuaM Hannexaieit ITponssoacreennoit [paktuku (GMP).
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