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Name of Product/ MOMAT RINO
HaumeHnoBanne npoayKuuu MOMAT PUHO -
Generic name / ] Mometasone Metered-dose Nasal Spray 50 meg/dose
HenatentoBannoe Hanmenosanue | Momerasona crpelt HasaiLHLIH 103upoBanHsiil S0 MKI/103a
1"dose of the spray contains: Active ingredient:: Mometasone Furoate Monollydralé 51.72 meg as
Active Ingredients / - - calculated for Mometasone Furoate 50.00 meg
JeiicTBylomue Belecrsa |1 03a:cripest COACPAKUT: NCHCTBY IOLICE BEIIECTRO: Monterasona <1>ypoaxd MOHOY" WApaT
5 51,72 Mxr B nepecuere Ha Momeraszona Qypoar 50,00 Mxr
Strength / Jlosuposka 50 meg/dose /50 Mxr/no3a- Date of Mfg./ Jlata npoussoacTsa 06/2024
Dosage form / M'eterAed-duose }msal sprayi Cnpe#i Date of Exp. / Coen 10 052026
JlexapcrBennasi gopma Ha3abHbIA I03HPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401 DK Date of release / Jlara Bbinycka 30.06.2024
Batch No. / Cepust Ne 12240685 Qty. Released / 32,440 BOT/
Konuuecrso Beinyumeno (aaxonon
Batch size / Pazmep cepun 34,722 BOT / dpnakonos Mig.License No. / Jluuensun na MNB/10/832
TIPOM3BOACTEO (HOMep)
Inspection Lot NOL/ 040000533200 Mfg. License Date / JIuuensns Ha 30/04/2020
PerucrpauuoHubiii HoMep aHaau3a TpOU3BOACTBO (AaTA)
Package size / Ynakoska 120 Doses /120 no3 GME. Compliance certificate Date / 18/06/2020
GMP ceprudmrar (aara)
, : GMP.Compliance certificate No. / GMP-
Market / Peiviox Russia [ Pocem GMP CepTl!l)(])MKaT (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukaums roroBoro SPC-CC-063688 Reference STP No. / CITN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM- . .
APIname /Hanmvenosanne ADC Monte : API Batch No / A®C cepus Ne 23423(IM-01)-
oMeTa30Ha (ypoara MOHOIHAPAT 001
Manufactured by / Ilponsesoautens | Aarli Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuten, Muans
Ne WTESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATIONS /
s PE3YJIbTATHI
1. | Description / Onucanne White - to - off  white  thick  suspension  of | Off-white thick suspension of
semitransparent ‘to non-transparent -consistency. /| non-transparent consistency. /
Or . Gesioro. o . moutH > Geyoro. -upera - ~or .| [Tourn benoro uBETa
HOJIyTIPO3PAYHON A0 HENPO3IPAYHONH KOHCUCTEHUMY | HENPO3payHoil . KOHCHCTEHUHUH
rycras CycleH3Hs. ' rycras CyCIIEH3HS.
2. | Identification / UpenTndukanus
a) Mometasone Furoate/ ‘| The retention ‘time  of the “main ‘peak in. the | The retention time of the main
Momerta3sona gypoat 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.ynepxuBaHHs OCHOBHOro nuka | peak in the. chromatogram of
Ha . XpoMaTorpaMMe - - UCILITYeMOro. - -pactsopa . | standard - preparation ./ Bpems
JIOJKHO COOTBETCTBOBAThL BPEMEHU | YACPXKUBAHMS | YACPKUBAHUA OCHOBHOTO TIHKA
OCHOBHOIO I1MKa Ha XpoMaTorpaMMe CTaHAapTHOrO. | Ha XpoMaTorpamMme
pacTeopa - (cM. pazzen «Konn4ecTBEHHOE | HCHBITYEMOrO pacTBopa
OIIpeICJICHUED ). COOTBETCTBYET BpEMEHHU
YACP)KHMBaHUA - OCHOBHOTO TIHKa
Ha XpOMaTorpamme
CTAHAAapPTHOIO PacTBOpa.

. N
. Prepared By / IloaroroBua Checked By / Ilposepua A;iproved By / OnoGpua
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MOMAT RINO
MOMAT PUHO

Name of Product /
Hal‘lMeHOBaHHe HpO}lyKuHH

Generic name /
HenarenToBanHoe HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momerazona ciipeit HazanbHBIH J03uposanislit 50 Mkr/n03a

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

1.n03a cripes conepxumt: AekicTBylonee Bewectso: MoMmerasona (l)yp()ara MOHOTHAPAT

51.72 mxrB nepecyere Ha Momerazoua §ypoar 50,00 mMxr

Active Ingredients /
HelicTByromue BeinecTsa

Strength / lezauposka 50.mcg/dose /.50 mxr/no3a Date of Mfg. / lata npousBoactsa 06/2024
Dosage form / M'etercd—duose 'nasal spray \/’Cnpen ‘Date of Exp. / TComen 10 05/2026
Jlekapersennas popma Ha3aabHbIH 103UPOBaHHLII
Product code / Koa npoaykra SRUO30007E040401DK Date of release / Jlata Beinycka 30.06.2024
Batch No. / Cepusi Ne 12240685 Qty. Released / 32.440 BOT/
Ko/11uyecTBO BBIIYIIEHO (naxonon
Batch size / Pasmep cepun 34,722 -BOT / ¢naxoHos Mig.License No. / Juttensns ua MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000533200 Mfg. License Date /Jluueuzmﬂ Ha 30/04/2020
PeructpauuoHdbiii HOMep aHaan3a NpOHU3BOACTBO (AaTa)
Package size / Ynakosxa 120 Doses / 120 z103 GMP Compliance certificate Date / | o000
GMP.cepTuduxar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP cepruurat (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenndukauus rotosoro SPC-CC-063688 Reference STP No./ CITA Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Hanmenopanne ADGC API Batch No / A®C cepus Ne 23423(IM-01)-
: Mowerazona (ypoara MOHOTHApPAT ‘ 001
Manufactured by / Hipoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6c Jlumuren, Unaus
Ne | TESTS /TTOKA3SATEJIU LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATHI

b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the

/ BeH3anKoHUs XJI0pUA

contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues C,
and Cys in the chromatogram of the standard
solution (refer -to Assay). / Ha xpomarorpamme
HCTILITYEMOIO PacTBOpa JOJDKHEI 0OHapyKUBATHCS
IIUKH, 1o BpeMEHaM YIOEPKUBaHHA
COOTBETCTBYIOILIME TIMKaM rOMOJIOroB GeH3aIKOHNUS

sample solution contain peaks
corresponding to -the retention
times of peaks of benzalkonium
chloride homologues Ci; and
Cy4 in the chromatogram of the
standard  solution. ~/  Ha
XpoMarorpaMme  MCHBITYEMOro

xnmopuga  C;z u  Ci4 ma xpomaTorpamme | pacTopa 0GHapYKHUBAIOTCS
CTaHIapPTHOTO pacTeopa (cm. pasges | muxuy, 10 BpeMeHaM
«KonmuecTBEHHOE OMpPe/eIeHHE). YICPKHBAHUSA
COOTBETCTBYIOLIME TIHKaM
rOMOJIOrOB GeHsankoHus
xnopuna - Ciz u Cis - Ha
XpoMaTtorpaMMe CTaHAapTHOro
pacTBopa.
3. |pH From 4.30 t0 4.90 / Ot 4,30 1o 4,90 4.7574,75

4. | Density / IlnoTHoCTE

From 0,950 to 1.050 g/cm®/
Ot 0,950 10 1,050 r/cm®

1.006 g/em®/ 1,006 r/em®

5. | Viscosity / BaskocThb

From 30 to 130 ¢Ps / Ot 30 no 130 cIl3

37.4 cPs/ 374 cll3

¢
Prepared By / Hoarorosua Checked By / Ilposepua Approked By / Opobpuan
Signature / Hoanuce B : =
i - < Sl
Date/ Jara FERECR N sy 2o vy, 61 ,\\ S ﬂ‘ "o "(q%
Name / @10 Atul Kumar Ravinder Ravi Sandeep Semwal
Designation / Officer-QA Executive-QA Sr. M;mager -QA
JloKkHOCTL
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®HUKAT AHAJIM3A TOTOBOI'O MTPOJIYKTA
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Name of Product/ :
HaumeHoBaHne NpoayKiuu

MOMATRINO
MOMAT PMHO

Genericname/

Henarenrosannoe HauMeHoBanue

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeTazoHa cripell HasaibHbIN A03MPOBAHHBIH 50 Mxr/103a

Active Ingredients /
JlelicTBYIOIME BellecTBA

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

calculated for Mometasone Furoate 50.00 meg

121032 cnpest COASPAKUT: ACHCTBYIOLICE BEUIECTBO: MOMETA30Ha (])ypoala \4()HOFX/IJ.lde

51,72 mkrB nepecuere Ha: Momerazona ¢ypoar 50,00 mxr

OcMONANBHOCTD

Strength / losnposka 50.meg/dose /50 Mx1r/n03a Date of Mfg./JlaTta npoussoncrsa 06/2024
Dosage form / M'etered-(if)se ?msal spray { Cnpeit Date of Exp. / Tofien 10 052026
| Jexapctsennas gpopma HA3a/ILHBIA JO3HPOBAHHEI
Product code / Koa npoaykra SRU030007E040401DK Date of release / [laTa Bbinycka 30.06.2024
Batch No. / Cepus Ne 12240685 Qty: Released / 32440 BOT/
KosnyecTso BbINyLLIEHO ({axoHoB
w 1 =
Batch size / Pazmep cepun 34.722 -BOT/ Qpnaxonos Mg License No. / Juuensus na MNRB/10/832
| NPOH3BOACTBO (HOMEP)
Inspection Lot NOL/ 040000533200 Mfg. License Date / JInuensus Ha 30/04/2020
PerncrpauuoHHblil HOMep aHaJin3a Npou3BOACTBO (AaTA)
: : GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses /120 no3 GMP cepruduiar (1a7a) 18/06/2020 -
. GMP Compliance certificate No. / GMP-
Market/ Petnox Russia/Pocens GMP cepruducar (somep) 01556/20/IN
Reference Specification No. / ' STP-CC-
Cnemuduxanus roroBoro SPC-CC-063688 Reference STP-No. / CIIN Ne 040944 s
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API'name /Haumenosanne A®C API Batch No / ADC cepust Ne 23423(IM-01)-
, Momerazona dypoara MOHOIHAPAT ’ 001

Manufactured by / Hpoussoaurens | ‘Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jumuren, Uanus
Ne | ' TESTS 7/ IIOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS /

: PE3YJIBTATDI
6. | Osmolality / From 250 to 350 mOsn/Kg 294 mOsm/Kg

O1.250 10 350 MOcM/kr

294 mOcm/kr

7. | Net content / Macca
€oaepRuMoro dpaxkona

Not less than 18 g /He menee 18 ¢

183 g/ 18,3r

8. Number of deliveries per
container / Koinyecrso
03

Not less than 120 doses (discard the first pumping)
/ He menee 120 no3 (He cuurast IEpBUMHYIO
IPOKaYyKy)

162 doses / 162 no3

9. | Pump delivery /
Macca 10361

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

WunuennyaibHag Macca 103bl: 0T 85 % 1o 115 %
OT TEOPETUYECKON MacChl JO3bI;

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

CpenHas mMacca 103bl: 0T:90 % 10 110 % ot
TEOPETUUECKOI MacChl JIO3bI

Minimum / Musumym: 95.4%
Maximum / Makcumym:107.3%
Average / Cpenuee: 103.4%

{

Prepared By / Iloarorosus

Checked By / I1posepu

Approve& By / Oao6pna

Signature / Iloanucs,
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Name of Product /
HauMeHoBaHe NPOAYKUME

MOMAT RINO
MOMAT PHUHO

Genericname/
HenateHToBanHoe HaumMeHOBaAHKE

Mometasone Metered-dose Nasal Spray 30 mcg/dose
MonmeTasoHa crpeil Hazaabupli 103upoBanHLi 50 Mxr/n03a

“Active Ingredients /
HeficTByomue BewecTsa

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

-calculated for Mometasone Furoate 50.00 meg -

171033 Crpes COACPKUT: ACHCTBYIOWICE BELICCTBO: MoMeTa30Ha (1)yp0a1a MOHOIMIpaT
51,72 MKkrs nepecyeTe Ha Momerazona Gpypoar 50,00 Mkr

Strength /- losupoBka 50 meg/dose / 50 mxr/no3a Date of Mfg. / daTta npoussoacrsa 06/2024
Dosage form / Metered-dose nasal spray./ Cripei , <
JlekapcTaennan gopma Ha3aaLH b 03UPOBAHHBI Date of Exp../ Foaex 1o 05/2026
Product code /Koa npoayxra SRU030007E040401DK Date of release / /lara Bbinycka 30.06.2024
Batch No. / Cepusi Ne 12240685 Qty. Released / 32440 BOT/
~ KonnuecTBo BeinyueHo (pnaxoHoB
Batch size / Pasmep cepun 34,722 BOT / gnaxonon Mig License No. / lunensun na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ ’ 040000533200 Mfg. License Date / JInuensns Ha 30/04/2020
Perucrpannonnbiii HoMep aHaJau3a NPOH3BOACTBO (AaTA)
Package size / Vnaxosia 120 Doses / 120 103 GMP Compliance certificate Date/ | 4,000,
’ GMP. ceprduxar (aara)
o GMP Compliance certificate No. / GMP-
Market / Puinox Russia/ Pocons GMP cepruduicar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukailus roToBoro SPC-CC-063688 Reference STP No. /- CIIN Ne 040944
npoaykra Ne )
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanue A®C API Batch No / A®C cepus Ne 23423(JM-01)-
Mowmetazosa ¢ypoaTa MOHOTHAPAT 001
Manufactured by / IIponssoanrens ‘| Aarti Pharmalabs Limited, India/ Aaptv. ®@apmana6e Jlumures, Mnans
Ne | -TESTS /TIOKA3ATEJIN LIMITS /TPEBOBAHUS OBSERVATIONS /
‘ : PE3YJBTATDI .
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% /. 100,0%

Pasmep uacTun Yacruu pasmepom < 10 mxm — ne Menee 90 %;

Particles < 30pm in size: 100%
Yacrun pasMepom < 30 mxm — 100 %

100.0% /100,0%

Particles > 30pum in size: Should be absent
Hacruusl pasmepom > 30 MKM — JIOJDKHBI
OTCYTCTBOBATH

Absent / OTCyTCTBYIOT

11. | Sedimentation Stability / Not less than 5 min / He menee 5 MuH. Complies /
CeanmenTaluoHHast CooTtBeTcTBYET
YCTOHYNBOCTE
Prepared By / IloaroToBua Checked By / Ilpoepua Approve({ By / OnoGpua
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Name of Product / MOMATRINO
HaumeHoBanue npoaykumun MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenatenToBanHoe HAMEHOBAHUE Momerasona cripeit HazasbHbIi o3upoBaHubi 50 MKI/1032a
‘ 1'dose of the spray contains: Active ingredient: Momelasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / : calculated for Mometasone Furoate 50.00 mcg
JeiicTBylowmne geniecTsa 1:n03a:ciipes conepkuT: AeHeTByiomee Bewectso: Momerasona (ypoata MOHOruApar
o : 51,72 mxr B mepecuere Ha Mowmetazona dpypoar 50,00 Mxr :
Strength / Jlosuposka 50 meg/dose /50 mxr/nosa Date.of Mfg. / lara npoussoacrea | 06/2024
Dosage form / Mefered—dvose 'nasal spray / Crpeit Date of Exp. / Fojien 10 05/2026
JlekapcTeennas dpopma Ha3abHbIH J03MPOBAHHBIN :
Product code / Kon npoaykra SRU030007E040401DK Date of release / lara Beinycka 30.06.2024
Batch No. / Cepus Ne 12240685 Qty. Released / 32,440 BOT/
KoJyiuecTBo BhINyIIEHO Qr1axoHoB
Batch size / Pasmep cepun 34,722 BOT / ¢nakoHoB Mfg.License No. / Jluuensun na MNB/10/832
NpoH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000533200 Mfg. License Date / Jluuensus Ha 30/04/2020
Peructpaunonnniii HomMep ananusa MPOH3BOACTBO (1aTa)
Package size / Ynaxoka 120 Doses / 120 7103 GMP Compliance certificate Date / | ¢/,
GMP cepruduxar (nara)
. GMP - Compliance certificate No. / GMP-
Market/ Petnok Russia / Poceus GMP cepruduicar (1omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnennduxauus roToporo SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykTa Ne
Mometasone Furoate Monohydrate/ MEM-
APIname / Haumenopanune AOC i API Batch No / A®C cepus Ne 23423(JM-01)-
Mowmerazona ypoara MOHOIHApAT 001
Manufactured by / IlpoussoauTens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabc Jlumuren, Muaus
Ne | TESTS /TIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI
12. | Impurities / Hpumecn
Impurity 8 DM / Not more than 0.15 % / He 6osiee 0,15 % Not Detected/ He obnapyxeno
Ilpumecu § DM ‘ ‘
Impurity DMC / Not more than 0.15 % / He 6osee 0,15 % Below LOQ /Hixe ITKO
ITpumecn DMC .
{ . Not more than 0.20 % / He Gonee 0,20 % Below LOQ /Huxe KO
mpurity D /
Ipumecu D
Any individual unspecified | Not more than 0.20 % / He Gonee 0,20 % 1 0.02%/ 0,02%
impurity / Enunuusoi ‘
HEeHJICHTHQULIMPOBAHHOH
TprMecH ,
Total impurities / Not more than 0.60 % / He 6oxee 0,60 % 0.06% /.0,06%
CyMMel ipuMecei ‘
{
Prepared By / Iloarorosua Checked By / IIposepuan Approve(\ By / Opobpua
ignature / It . e I S R )
Signature / Ilonnucey . %ﬂw q o
Date / I[,aTa O" ’o«*j f SN 3 Ly ) f‘\ ey . 6 L\ \ 74 i}*\ '291,&
Name / @110 Atul Kumar Ravinder Ravi Sandeep Semwal
Designation / .
Tomxnocrs Officer-QA Executive-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HUKAT AHAJIU3A TOTOBOT'O MPOYKTA
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Name of Product / ‘MOMAT RINO
HaumeHoBanue npoaykumn MOMAT PUHO
Genericname / Mometasone Metered-dose Nasal Spray 50. mcg/dose

HenartenToBannoe HaumeHnoBaHue Momerazona capeit Hasaisubli A03uposadubii 30 MKI1/103a

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

Active Iligredients / calculated for Mometasone Furoate 50,00 mcg
JleficTBy1o1He BellecTBA 11032 cnpes comepxut: AchcTByIomee Belectso: MomeTasona ypoara MOHOT uapar
: : o ‘ 51,72 mxr B niepecuere Ha Mometazona ¢hypoar 50,00 vkr

Strength / lo3nposka 50.meg/dose /50 mxr/nosa ; Date of Mfg./ JlaTa npoussoactsa 06/2024

Dosage form / M'etered-dvose flasal spray { Crpeit Date of Exp. / Comen 10 05/2026

JlexapcrBennas gpopma Ha3aJ1bHbIH JIO3UPOBAHHbBIN ,

Product code / Ko npoaykra SRU030007E040401DK Date of release / Jlara Bbinycka 30.06.2024

Batch No. / Cepus Ne 12240685 Qty. Released / 32440 BOT/

, KonnuecTso Bhinymeno (haxoHoB
Batch size / Pasmep cepum 34,722 ‘BOT / dpnakoHos Mfg License No./ Jlunensun Ha MNRB/10/832
_ NpPOH3BOACTEO (HOMeEp)

Inspection Lot No.“/ » 040000533200 Mfg. License Date / JInuensus na 30/04/2020

PerucTpaumoHHblil HoMep aHaau3a i : MPOU3BOACTBO (1aTA)

Package size / Ynaxonka 120 Doses 7120 no3 GMP Compliance certificate Date / 18/06/2020

GMP:ceprudukar (nara) §
: . GMP Compliance certificate No. / GMP-

Market / Puinok Russia / Poccus GMP cepruduiar (Homep) 01556/20/IN

Reference Specification No. / STP-CC-

Crnienuduxanusi roToBoro | SPC-CC-063688 Reference STP No. / CIIU Ne 2)40944

npoaykra Ne

Mometasone Furoate Monohydrate/ MEM.-
API'name / Haumenosauue A®C API Batch No / ADC cepus Ne 23423(JM-01)-
MomeTtazoHa QypoaTa MOHOTHIpPAT 001

Manufactured by / Ilponssoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jumuren, Unaus

Ne || "TESTS /ITOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJBTATHI

13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / HauaJjo:

: . from 10 vials) can deviate more than = 20% from the average s . g0,
nd Uniformi " Minimum / Musumym: 97%
and ormity of value and not any dose can deviate more than = 25% from the u y N

Delivered Dose / Cpenusist average value. The mean should not .exceed #.15 % of Jlabel Maximum / Maxcumym:103%
MOCTABJAAEMAS 1032 U claim Mean / Cpenuee:100%
OAHOPOAHOCTD szs‘?/ 10.6 doacls d;\(f)late lmore than # 20% but not more than + '
= o, test another 20 vials. :
AOCTABISIEMON O3 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 6onee 2 13 20 103 (10 nwavanbueix g03 1 10 KOHC"JHBIX J103) Minimum / MuHaMyM: 97%
MOI'YT ‘HMETD -OTKJIOHEHHE - OT CPEIHEro 3HaueHus Oosiee yem . PO
+20%, U HY OJIHA 103a. HE JOMKHA HMMETb OTKJIOHEHHE OT Maximum / MaKCHMyM' 102%
CPeRHEro 3maueHus Oonee uem =25 %. Cpennee suavenue ne | Mean / Cpeanee: 100%
JIOIDKHO npeBrILaTh £ 15 % oT 3asBASHHOrO. :
Ecnn ot 3 10 6 103 aMEroT oTkNIOHeHUA Gonee yem = 20 %, HO
Menee e £ 25 %, TO HCTIBITBIBAOT Cneayiowwe 20 GpnakoHoB.
He Gonee 6 13 60 103 MOrYT MMCTh OTKIOHEHHE OT CPEAHEro
3naueHns Oonee yeM = 20 %, 1 HH OJiHA 1032 HE JIOIKHA HMETh
OTKJIOHEHUE OT CpeAHero 3Hadenus Gosee yem £ 25 %. Cpennee
3HAYECHKNE KAKAOTO ONpPEAEICHUS HEe AODKHO Npespiath = 15 %

OT 3asBIIEHHOTQ.
1
Prepared By / Iloarorosui Checked By / Ilposepua Approve@{ By / Onobpuan

Signature / Iloanucs, (,Twwv | (\»P s

Date / Jlata ' oM o] / 2N Sl e ey & i"”d %:}*\ Lo A

7

Name/ ®HO Atul Kumar Ravinder Ravi Sandeep Semwal !
Ezj:i:?cl:: ! Officer-QA ’ Executive-QA Sr.' Manager - QA
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Glenrhark 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 PRODUC T

CEPTH®HUKAT AHAJIN3A TOTOBOI'O IMPOJAYKTA
“Page 7 0of8/Crp.7u38

Name of Product/ MOMAT RINO
HaumenoBanue npoaykuun MOMAT PMHO
Generic.name/ Mometasone Metered-dose Nasal Spray.50 meg/dose
HenatenToBannoe HaumeHosanue | -MomeTasoHa ciipeil HazaibHBIN A03MPOBAHHLIH 50 MKI/7103a
1.dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeficTByioiline BemecTsa 11032 cIIpes COACPKUT] JACHCTBYIONICE BEIIECTRO; MoMeTa30Ha (])yp()a]a MOHOTHIpar
S 51,72 mxr B ntepecuere ‘Ha Momeraszona (pypoar 50,00 Mkr
Strength /. {o3upoBka 50 meg/dose / 50 Mxr/no3a Date of Mfg./ lara npoussogerna | 06/2024
Dosage form / I\/'I'etered-dvose 'nasal s'pray { Crpeit Date of Exp. / Tonen 10 05/2026
JlexapcTBennas gopma - | ‘Ha3aibHBLIA AO3MPOBAHHLIN
Product code / Koa npoayxra SRU030007E040401DK Date of release / lara Buinyceka 30.06.2024
Batch No. / Cepus Ne 12240685 Qty: Released / | 32440 BOT/
Kommecmo BbINYILEHO (paxoHOB
Batch size / Paswep cepun 34,722 BOT / dnaxonos Mg License No. / luuensus na |\ (\pyo/3
npoM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000533200 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpanoHHbIi HOMEP aHaIM3A NpoH3BOACTBO (AaTa)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date / | ;¢
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
Market/ Prnox Russia/ Pocous GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / ; STP-CC-
Cneunduxauus roToBoro SPC-CC-063688 Reference STP-No. / CITH Ne 040944
npoaykra Ne :
Mometasone Furoate Monohydrate/ MEM-
API name / HaumeHoBanue A®C - .1 API Batch No / A®C cepus Ne 23423(JM-01)-
MowmerazoHa gypoara MOHOTHAPAT 001
Manufactured by / Ilpoussoautens : | ‘Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jumuren, Uuans
Ne  "TESTS /TIOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATIONS /
' PE3YJbTATHI
14 | Microbiological Purity / Muxpofuosioruueckas 4ucroTa
Total aerobic microbial Not more than 10* cfu per 1ml of the product / He Less than 10 cfu/ml /
count /- Obuiee yucio Gonee 102 KOE 8 1 mu npenaparta Meuee 10 KOE/mn
a3pOo0HBIX
MHUKPOOPIaHHU3MOB - | : ‘
Total yeast and moulds Not more than 10’ cfu per 1 mi of the product / He | Less than 10 c¢fu/ml/
count / O0luee yucao Gosee 10! KOE B 1 Mt nipenapata - Meunee 10 KOE/mn
OPOXKEBBIX U TJIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / Orcyrereue B 1 Absent / OrcyTcTBYET
MJ ipenapara :
Staphylococcus aureus Absence per 1. ml of the product / Orcyrcraue B 1 Absent / OtcyTcTBYET
MJI TIpeTiapaTa '
15, ] Assay / KonnyecTBeHHOe ofpee/ieHie
a) ‘Mometasone Furoate / From 85,0 % to 115,0 % of the labeled.content / Ot | 101.9% /101,9%
Mowmerazona dypoat 85,0 % 10 115,0 % oT 3a%BJICHHOTO COAEPIKAHUS
b) -Benzalkonium chloride / | From 80,0-% to 120,0 % of the labeled content / Ot | 92.2% 92.2%
Bensankonus xyopun 80,0 % mo 120,0 % 0T 3asBJIGHHOTO CONEPKAHU
; |
Prepared By / Iloarorosua Checked By / lIposepua Apprové@ By / Opobpua
Signature / Iloanucey A o (j/ Kw"i
Date / lata oM Lo o O 9. Loy & L\\ 6 A«\ 1.5 Li\‘
i
Name / ®HO Atul Kumar Ravinder Ravi Sandeep Semwal |
Deci : ; (
esignation / Officer-QA : Executive-QA Sr. Manager - QA
JoxHoCTh : : ;

ECM/QA054/08.00




: Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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Name of Product / MOMATRINO

HaumeHoBanue npoaykunu MOMAT PHUHO )
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenateHToBannoe HaUMeHOBaHHe Momerazona Cl'lpl’)l‘;l HA3AILHLIR ﬂOSH})OBaI{HHﬁ 50 Mxr/nosa

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

Active Ingredients / calculated for Mometasone Furoate 50.00.meg .
JeficTByiolne BemecTBa 111032 cipes coaepxuT: NelcTByIolee BelecTso: Momerasona (ypoara MOHOruapar
: : 51,72 mkr B riepecuete Ha- Mometaszona gypoar 50,00 Mkr
Strength / o3uposka |50 meg/dose / 50 mkr/no3a Date of Mfg. / lata npoussoacrsa 06/2024
Dosage form / Métex‘ed-duose nasal spray { Cnpe# Date of Exp. / Fogen 10 052026
JlexapceTBennas gpopma HA3IbHBIR 103MPOBAHHbIH
Product code / Kon npoaykra SRU030007E040401DK Date of release / lara Bbinycka 30.06.2024
Batch No. / Cepust No 12240685 Qty. Released / 32,440 BOT/
KOJ]H‘!CCTBO BbLINYUIEHO (aaxoHos
Batch size / Pazmep cepun 34,722 BOT / pnaxonos Mg License No. / Jinuensus ua MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000533200 Mfg. License Date / JIunensus na 30/04/2020
Perncrpaunonnbiii HoMep anaausa NPOU3BOACTBO. (1aTa)
Package size / Ynaxoka 120 Doses / 120 1103 GMP Compliance certificate Date /| 1g/06)09
GMP ceprudukar (aara)
- GMP Compliance certificate No. / GMP-
Market / Poisox Russia / Poccus GMP cepruduiar (somep) 01556/20/IN
Reference Specification No. / , STP-CC-
Cneundukauus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
. Mometasone Furoate Monohydrate/ : MEM-
API name / Haumenopanune ADC ‘ API Batch No / A®C cepusa Ne 23423(IM-01)-
MomeraszoHa (ypoara MOHOrHIpaT 001
Manufactured by / Hpoussoaurenr | Aarti Pharmalabs Limited, India/ Aaprtu ®apmana6e Jlumuren, Mnnus
Ne | TESTS /INOKA3ATEJIM LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJbTATDI

16. | Package Size / Ynakoska 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 po3 cycnensun Bo (JIakOHe M3 IOJMITWIEHA BLICOKOH TUIOTHOCTH C
JO3UPYIOIINUM YCTPOHCTBOM M KOJIITAYKOM U3 MOJMITHIIEHA BbICOKOH ToTHocTy. Tlo 1
(niakoHy BMecTe ¢ MHCTPYKLMEH 110 MEAMUMHCKOMY ITPMMEHEHHIO B TIauke KAPTOHHOIA.

Any deviation/Incident/OOS: Non-applicable
OrxoHennsi/HecooTBeTcTBU/OOC: He NPUMEHNMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
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. JIIT-Ne(001710)-(PI'-RU)-230123 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,”

3aKi04eHHe 0 COOTBETCTBHH: HACTOAWIMM TIOATBEPXKAA0, YTO NPEACTABNEHHAas Bblile HHOOPMAlM SBISETCS
JOCTOBEPHOH M To4HOM. Jlanuas cepus Obula mpoussefeHa (BKJIIOYAs YNAKOBKY/MapKMPOBKY ¥ KOHTPOJb KauecTBa) Ha
YKa3aHHOH ~ BBILIC NPOM3BOJACTBEHHOM IUIOAAKe B [OJHOM = COOTBETCTBHMM ¢  TpeGoBaHusMu - Hamuexaueit
Hpoussoacrennoit Ilpaxruxu (GMP) noKaibHEIX PETYISTOPHBIX OPraHOB ¥ TPeGOBAHUAMYU HOPMATHBHON JOKYMEHTALUU
JII-Ne(001710)-(PT-RU)-230123 mns peinka Poccuy w yTBepxmenHoi crnenuduxanueii Ne SPC-CC-063688. IlpoToxost
NPOM3BOACTRA, YNIAKOBKHU U I1OKa3aTeNN KaYeCTBa NAHHOK cepuy ObUIM IPOAHATH3UPOBAHE! U CHETAHO 3aKII0UEHHUE, YTO OHU
COOTBETCTBYIOT Tpebosanuam Hamnesxareil [Ipoussonctsenyoit Mpaxtuxu (GMP).

' ; {
Prepared By / IToarorosua Checked By / Ilposepna Approve\} By / OnoGpuan
Signature / Hoanuce “’3 ,,,,,, =R .,,:j ;
Date / ata bw e from DY O Loy, { L\\ 6 A4 7_”@%\
! ]
Name/®HO Atul Kumar Ravinder Ravi Sandeep Semwal
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Tl0RHOCTD Officer-QA Executive-QA Sr. Manager - QA
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