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
CEPTH®UKAT AHAJIN3A 'OTOBOI'O TIPOJAYKTA
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Name of Product / MOMAT RINO
HaumeHosaHue nNpoayKkuuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareHToBaHHOE HAUMEHOBaHUE Momeraszona cnped HasaibHbIA A03HpoBaHHLIH 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeficTByromue BewecTsa 1 no3a cripes coaepxuT: AeHcTBYOlIEE BelecTBO: MoMeTaszona ypoara MOHOrHApaT
51,72 mkr B niepecyere Ha Mometazona gypoar 50,00 mxr
Strength / losuposka 50 mcg/dose / 50 mxr/noza Date of Mfg. / lata npousBoacTsa 02/2024
Dosage form / Mfﬂtered-dvose vnasal spray / Crpeit Date of Exp. / Foaet 110 01/2026
Jlexapcrennas gopma Ha3a/LHBIA A03MPOBAHHBII
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bpinycka 23.02.2024
Batch No. / Cepust Ne 12240153 Qty. Released / 32,000 BOT /
KoJsinuecTso Boinymexo (o1akoHOB
Batch size / Pasmep cepun 34,722 BOT/ ¢pnakoHos Mifg.License No. / Jluuensus na MNB/10/832
Npou3BoACTBO (HOMep)
Inspection Lot NO'.,/ 040000510566 Mfg. License Date / JIuuensus na 30/04/2020
Perucrpaunonnslii HoMep aHaju3a HPOM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 n03 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia/ Poceust GMP cepTr[:quaT (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus roTosoro SPC-CC-063688 Reference STP No./ CIIA Ne 040944
npoaykrta Ne
Mometasone Furoate Monohydrate/ MEM-
API name / HaumenoBanune ADC M . API Batch No / A®C cepust Ne 23411(IM-01)-
oMeTasoHa (ypoaTa MOHOIHAPaT 001
Manufactured by / Mpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmanate Jlumurea, Mnaus
Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATIONS /
PE3YJIbTATHI
1. | Description / Onucaunne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Ot Oenoro jo mouyrd Oemoro ugera ot | [Touru Oesioro uBeTa
NOJIYIPO3PavYHOH 10 HENpO3payHOH KOHCUCTEHUMM | HENPO3pauHO  KOHCHCTECHUMU
TycTas CyCHeH3Usl. TyCTasl CyCHEH3H.
2. | Identification / UpenTndnxanus
a) Mometasone Furoate/ | The retention time of the main peak in the | The retention time of the main
Mowmetazona dypoar 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 yaepuBaHUS OCHOBHOro nuka | peak in the chromatogram of
Ha  XpoMaTorpaMMe  HCHObLITyeMoro pacrsopa | standard preparation / Bpems
JOJDKHO COOTBETCTBOBATHL BPEMEHH YAEPXKUBAHUS | YHEPXHBAaHHUSA OCHOBHOTO MMUKa
OCHOBHOTO IMYKa Ha XpOMaTorpaMMe CTaHAapTHOro | Ha XpoMaTorpaMme
pactBopa  {cM. pasznen «Konu4yecTBEHHOE | MCIIBITYEMOTO pacTBOpa
ONpEHEIICHUEY)., TR COOTBETCTBYET BpEMEHU
o YIEP)KMBaHHUs OCHOBHOI'O ITHKA
Ha XpoMarorpaMMme
CTAHAAPTHOrO pacTeopa.

{
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUDPHUKAT AHAJIN3A T'OTOBOI'O ITPOJIYKTA
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Name of Product /
HaumenoBaxue npoayKunn

MOMAT RINO
MOMAT PHMHO

Generic name /
HenarenroBanHoe HaumeHoBanue

Mometasone Metered-dose Nasal Spray 50 meg/dose
MonmeTazoHa cnpeil HasalbHbIM 103HpoBanubIi 50 MKr/103a

Active Ingredients /
JeiicTeyromue peuecTBa

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

calculated for Mometasone Furoate 50.00 meg

I noza Cripes COOCPKUT: }1617[CTI§)’1()[1,1€€ BeuIecTBO: MomeTazoHa (l)ypoam MOHOryaApar

51,72 mxr B nepecyere Ha Momeraszona §ypoar 50,00 mxr

Strength / losuposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / laTa npoussoncrsa 02/2024
Dosage form / M’ctered-d\s)sc nasal spray / Crpeii Date of Exp. / Tonen o 01/2026
.HeKapCTBeHHaﬂ q)opma HA3aJIGHBIM JO3UPOBAHHLIY
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Boinycka 23.02.2024
Batch No. / Cepus Ne 12240153 Qty. Released / 32,000 BOT/
KoauuecTBo BbIMyLIEHO (pnakoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢naxonos Mig.License No. / Jluuensus na MNB/10/832
NpoOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000510566 Mfg. License Date / JIuitensus na 30/04/2020
PerucrpaunoHHblil HoMep aHAIN3a N1pOM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 5103 GMP Compliance certificate Date /| ;g/,0 9
GMP ceprudpurar (aara)
. GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poceus GMP cepTl!l)(I)HKaT (nomep) 01556/20/IN
Reference Specification No. / / 7 STP-CC-
Cneunduxanus rotoBoro SPC-CC-063688 Reference STP No./ CIIU Ne 040944
npoaykra No
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanne A®C ; AP1I Batch No / ADC cepusi Ne 23411(JM-01)-
Mowmerazona ¢ypoara MOHOTHAPAT 001
Manufactured by / IIpoussoauress | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe JTumuren, Muaus
Ne | TESTS/IIOKA3ATEJHA LIMITS / TPEBOBAHMNA OBSERVATIONS /
PE3YJbTATbHI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ bensanconus xaopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Ci» | corresponding to the retention
and Cys in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Cj, and
UCTIBITYEMOTrO pAcTBOPa AOKHBI oOHapyxuBaThest | Cis in the chromatogram of the
TIMKH, o BpeMEHaM yaepxupaHus | standard  solution. / Ha
COOTBETCTRYIOUIVE MMHMKAM TOMOJIOroB OEH3AIKOHHUA | XpOMAaTorpaMMe  MCIbITYEMOTO
xmopupa  Cip u Cyy Ha XpomaTorpamme | pacteopa 00HapYXHBAIOTCH
CTaHAAPTHOTO pacTBOpa (cm. pasnen | UKy, 1o BpEMeHaM
«KonuyecTBeHHOE ONpeeeHuey). yIEPKUBAHUS
COOTBETCTRYIOILHE TMKam
¢+| TOMOJIOFOB OeH3aIKOHUS
Joxaopuga Ci2 m Ci4 Ha
‘XpoMarorpaMMe CTaHJapTHOTO
. A . pacTsopa.
3. |pH From4.30t04.90/071430 10490 1 | . 4.74 /4,74
4. | Density / IlnoTHoCTD From 0.950 to 1.050 g/cm?® / é;/éiﬂ‘l“/ 1.013 g/em® / 1,013 r/em®
OT 0,950 510 1,050 r/cm’ : K
5. | Viscosity / BsiskocTh From 30 to 130 ¢Ps/ Ot 30 mo 130°¢ | 48.5 cPs / 48.5 cIl3

i
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Checked By / IlpoBepus

Approixed By / Onobpun
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

CEPTHOUKAT AHAJIN3A I'OTOBOT'O ITPOAYKTA
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Name of Product /
HaumexoBauue npoayxuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHToBaHHOEe HAUMEHOBAHNE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerazona cnpelt Hazaibubil gosuposauubiit 50 Mrr/no3a

Active Ingredients /
JelicTByouine BeliecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mceg as
calculated for Mometasone Furoate 50.00 mcg
1 2032 capest conepxuT: AelicTaylolce BemecTro: Momerasona (ypoara MOHOTHAPAT
51,72 mxr B nepecyere Ha Momerasona ypoar 50,00 mxr

Strength / lo3uposka 50 mecg/dose / 50 mxr/nosza Date of Mfg. / lata npoussoacrsa 02/2024
Dosage form / Metered-dvose nasal spray / Cnpeit Date of Exp. / Fozen 10 01/2026
JlekapcTBeHnan popma Ha3ajbHbIH J03UPOBAHHDIH
Product code / Kox npoayxra SRU030007E040401DK Date of release / laTa Bbinycka 23.02.2024
Batch No. / Cepusi Ne 12240153 Qty. Released / 32,000 BOT/
KoJsnyecTBo BhINyLIeHO (riakoHOB
Batch size / Pasmep cepuu 34,722 BOT / naxonos Mig.License No. / Jluuensus na MNB/10/832
MPOH3BOACTBO (HOMeEp)
Inspection Lot No.“/ 040000510566 Mfg. License Date / JInuensus ua 30/04/2020
PerncrpaumoHHblil HOMep aHajn3a NpOoU3BOACTBO (AaTa)
Package size / YnaxoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmkar (aara)
. GMP Compliance certificate No. / GMP-
Market / Prinox Russia/Poccux GMP cepruduicar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundukanmsi roroBoro SPC-CC-063688 Reference STP No. / CITU Ne 040944
npoaykta Ne
MFM-

API name / Hanmenosauune AOGC

Mometasone Furoate Monohydrate/
Mowmerasona ¢ypoata MOHOTHApPAT

API Batch No / ADC cepus Ne

23411(JM-01)-
001

Manufactured by / IlpousBoauresns

Aarti Pharmalabs Limited, India/ Aaptu ®apmana6c Jlumuren, Munus

Ne | TESTS/TNIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATDI
6. | Osmolality / From 250 to 350 mOsm/Kg 294 mOsm/Kg

OcMONAIILHOCTDL

Ot 250 no 350 MOcMm/kr

294 MmOcm/xr

7. | Net content / Macca
COZEPKUMOro PpiaKoHa

Not less than 18 g/ He menee 18 1

182¢g/182r

8. | Number of deliveries per
container / Kosuyecrso
03

Not less than 120 doses (discard the first pumping)
/ He meHee 120 1103 (He cunTast NEPBHYHYIO

NPOKaYKYy)

182 doses / 182 no3

9. | Pump delivery /
Macca n03n1

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

theoretical dose mass /

NuauBunyanbHas Macca 1o3bl: OT 85 % no 115 %
y

oT TeOpend‘leCKOﬁ MACChl 10351,

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennsist Mmacca 103bl: 0T 90 % 10 110 % ot

TEOpEeTUUEC KOH Maccel 103bl

Minimum / MuaumyM: 93.7%
Maximum / Makcumym:106.3%
Average / Cpennee: 103.6%

Prepared By./ Hoarotosua

Checked By / IIlposepua

Apprové\d By / Ono6pun
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Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
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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
CEPTUOUKAT AHAJIU3A I'OTOBOI'O ITIPOJIYKTA
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Name of Product/ MOMAT RINO
HaumeHoBanue npoaykumn MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenarentoBaHHoe HAauMeHOBaAHHE Mowmerazona cnpei‘x HasaiLHbIH Jl()3VIp()Bal{Hbli;l 50 mMxr/no3a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTBylouine Belecrsa I nosa cnpes conepxuT: Aeiicrsyolee Bewectso: MoMerazona Gypoata MOHOIMApPAT
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 mkr
Strength / do3suposka 50 meg/dose / 50 mkr/nosa Date of Mfg. / laTa npoussoacTBa 02/2024
Dosage form / M(Iztered-df)se 'nasal spray i Cnpeii Date of Exp. / Togen 10 01/2026
JlexapcrseHHas gopma Ha3ILHBLIA 103HPOBAHHbIN
Product code / Koa npoayxkra SRU030007E040401DK Date of release / lata Buinycka 23.02.2024
Batch No. / Cepusn Ne 12240153 Qty. Released / 32,000 BOT/
Kosnyecto BbinylleHo (pnaxonos
Batch size / Pazmep cepun 34,722 BOT / dnaxonos Mig.License No. / Jluuensus ua MNB/10/832
NPoOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000510566 Mfg. License Date / JIuuensus na 30/04/2020
PerucrpanuoHHblii HOMep aHAJIH32 NPOH3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / | ¢/,
GMP ceprudukar (1ara)
. . GMP Compliance certificate No. / GMP-
Market / Prinox Russia / Poccust GMP cepruduiar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneunduxanusi roroporo SPC-CC-063688 Reference STP No./ CIIH Ne p
040944
npoayxra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanune A®C : y API Batch No / ADC cepus Ne 23411(JM-01)-
Mowmeraszona dypoata MoHOIHApaT 001
Manufactured by / llpouspoaurenn | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe JInmuren, Wunus
Ne | TESTS /TIOKA3ZATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJBLTATHBI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Pasmep wacTun YacTtun pasmepom < 10 mxm — He menee 90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%
Yaeruu pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent Absent / OTcyTeTBYIOT
Yacruub! pasMepoM > 30 MKM — JHOJDKHBI
OTCYTCTBOBATH
11. | Sedimentation Stability / Not less than 5§ min / He menee 5 mMun. Complies /
CeamenTaumnoHHas CootBeTcTBYET
YCTOHYMBOCTD
Prepare(}/B;y /TloproroBna Checked By / ITposepua
Signature / loanuce \Z!’ ] "M\WV
= = S _
Date / JlaTa 3 [o 1.1 Lol ALY o ANA 2.4 \ ¢ zJ\ 250
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
P Officer-QA Officer-QA Sr. Manager - QA
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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
CEPTHOUKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA
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Name of Product/ MOMAT RINO
Haumenosanue npoayxkuiu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTtentoBaHHOe HauMeHOBaHUe MowmerasoHa cripeil HazaibHbiN A03upoBaHHbIil 50 Mxr/go3a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTByromue semecrsa 1 no3a cnipen conepxut: AeHicTrylouiee BemecTro: Momerasona gypoara MoHoruapar
51,72 mxy B nepecuere Ha Momerasona ¢gypoar 50,00 mkr
Strength / lo3upoBka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoncraa 02/2024
Dosage form / M(::tercd-df)se 'nasal spray ‘/’(,npen Date of Exp. / Tozen 210 01/2026
JlekapcTennast popma Ha3aJIbHBIA NO3HPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / lara Boinycka 23.02.2024
Batch No. / Cepusi Ne 12240153 Qty. Released / 32,000 BOT/
KosnndecTso BbInyuieHo (1akoHOB
Batch size / Pasmep cepuu 34,722 BOT / ¢nakonos Mig.License No. / Jluuensus na MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000510566 Mfg. License Date / JIuueHsusi Ha 30/04/2020
PerucTpaunoHHbli HOMep aHAIN3A MPOU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | | ¢,c1 5
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
3 D
Market / Peinok Russia / Pocenst GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduanus roroporo SPC-CC-063688 Reference STP No. / CITA Ne 64094;1 '
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosauue APC i API Batch No / A®C cepun Ne 23411(JM-01)-
Monmerazona $ypoara MOHOIHApAT 001
Manufactured by / Ipoussoaurear | Aarti Pharmalabs Limited, India/ Aapru ®apmanate Jlumuren, Unaus
Ne | TESTS/IIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATHI
12. | Impurities / Ilpumecu
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He oGnapysxeno
ITpumecu § DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Below LOQ /Huxe IIKO
IMpumecu DMC
. Not more than 0.20 % / He Gonee 0,20 % 0.01% /0.01%
Impurity D /
Ipumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.03%/ 0,03%

impurity / EnpHnyHo i
HeUJIeHTHU(HUMPOBaHHOH
HpUMecH

Total impurities / Not more than 0.60 % / He 6osee 0,60 % 0.12%/0,12% ‘
CyMMbI npumMecei

[

Prepared By, / lloaroropnn Checked By / Ilposepua Approv‘pd By / Ono6pun

Signature / IMoanuchb /%/ A wi#
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Name / ®O Yogesh Kumar Mehta Atal Kumar Sandeep Semwal
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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
CEPTUO®UKAT AHAJIN3A T'OTOBOI'O IPOAYKTA
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Name of Product / MOMAT RINO
HanmenoBanue npoaykumn MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 30 mcg/dose
HenaTteHToBaHHOEe HAHMEHOBAHME Mowmerasona ciipeil HazatbHBIH J031poBalHLIE 50 Mxr/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
JeiicTBytoiue Bemecrsa 1 no3a cnpes comepxuT: AeHCTBYIOMIEE BetecTBO: MomeTaszona ¢ypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momeraszona Qypoar 50,00 Mkr
Strength / losuporka 50 mcp/dose / 50 mxr/nosa Date of Mfg. / lata npousBoacTea 02/2024
Dosage form / M?tel‘ed-d?se 'nasal spray { Cripeit Date of Exp. / Fogen 110 01/2026
JlekapcTBeHHas Gpopma Ha3aJbHbIH JI03MPOBAHHBIN
Product code / Ko npoaykra SRU030007E040401DK Date of release / /lara Boinycka 23.02.2024
Batch No. / Cepust Ne 12240153 Qty. Released / 32,000 BOT/
KoanuecrBo BhinyLieHo ¢itakoHoB
Batch size / Pasmep cepun 34,722 BOT / pnakonos Mig.License No. / Jluuensus na MNB/10/832
NPoOU3IBOACTBO (HOMeP)
Inspection Lot No.u/ 040000510566 Mfg. License Date / Jlunensus na 30/04/2020
PerucrpaunoHHblii HOMep aHAAN3A Npou3BOACTBO (1aTa)
Package size / Y naxonica 120 Doses / 120 s103 GMP Compliance certificate Date /| |00,
GMP ceprudmkar (nara)
iy GMP Compliance certificate No. / GMP-
Market / Poinox Russia/ Poccus GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudukauus roToBoro SPC-CC-063688 Reference STP No./ CITU Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AOC ; API Batch No / A®C cepus Ne 23411(JM-01)-
Mowmera3zona ¢ypoara MoHOTHApAT 001
Manufactured by / llpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Mamus
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUS] OBSERVATIONS /
PE3YJBLTATHI

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

A . - iy 8
and Uniformity of from 10 vials) can deviate more than & 20% from the average Minimum / Munumym: 95.5%

R value and not any dose can deviate more than + 25% from the
Delivered Dose / Cpenusis

average value. The mean should not exceed + 15 % of label Max1mum/MaKcnmyM:104.5%
AocTaBJisieMasi 103a H claim Mean / Cpennee:100.0%
OIHOPOAHOCTH sz 3/ o 6 dosels dez\gate ]more than £ 20% but not more than +
o 5%, test another 20 vials.
AOCTABJIAEMON A03LI 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 Gonee 2 u3 20 no3 (10 Hayansupix 103 ¥ 10 KOHEUHBIX A03) Minimum / MI/IHI/IMyM' 97.3%,
MOI'YT UMETh OTKJOHEHHE OT CPEAHEro 3HauyeHus 0ojee uem . A0
+20%, n HM ofHA 1032 HE [O/KHA MMETh OTKJIOHEHHE OT Maxnnum/MaKchyM.103.4A>
CPEAHETO 3HaueHus Gonee vem * 25 %. Cpeanee swawenne ne | Mean / Cpepnee: 100.0%
IOTDKHO Npespimats £ 15 % ot 3assneHnoro.
Ecan ot 3 5o 6 103 umeror otkioHenuns Gosee uyeM = 20 %, HO
MeHee uem £ 25 %, To UCNBITHIBAOT cietyionme 20 $rakoHoB.
He Gonee 6 u3 60 103 MOTYT UMETh OTKIOHEHHE OT CPEAHErD
3HaueHns Gonee ueM + 20 %, 1 UM OHA J03a HE AOHKHA UMETh
OTKJIOHCHHE OT CPeNHEro 3Hauenus fonee e + 25 %. Cpennee
3HAYEHKE KHKAOTO ONpPeleieHus He JODKHO Npessiuarh = 15 %
OT 3asBJICHHOTO.
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDOHUKAT AHAJIN3A I'OTOBOI'O INPOJIYKTA

Page 7of8/Crp.7u3 8

Name of Product/ MOMAT RINO
HaumenoBatue npogyxuun MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTteHToBaHHoe HAMMEHOBAHHE MowmeTasoHa cripeit HasaabHbIH 103HpoBaHELINH 50 MKIY 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
JeiicTByoniue BenecTsa 1 no3a cripest cofepxut: AeHCTBYIOLEE BentecTBo: MoMerasona ¢gypoata MOHOrMpaT
51,72 mxr B nepecuere Ha Momeraszona (pypoar 50,00 Mxr
Strength / losuposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / lata nponssoacta 02/2024
Dosage form / M'etered-df)se Vnasal spray { Cnpeit Date of Exp. / Fogen 10 01/2026
Jlekapcreennast popma Ha3abHbIA 103UPOBAHHbIR
Product code / Koa npoayxkra SRU030007E040401DK Date of release / lata Bbinycka 23.02.2024
Batch No. / Cepuisi Ne 12240153 Qty. Released / 32,000 BOT/
KojinuecTs0 BBINYLIEHO ($nakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢naxonos Mig. License No. / Jluuetsus na MNB/10/832
POM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000510566 Mfg. License Date / JIuuen3us na 30/04/2020
Perucrpaunonubiii Homep anajusa NpoU3BOACTBO (aaTa)
Package size / Ynakosxa 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukat (aara)
" GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccns GMP ceprudmkat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roroporo SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mormetasone Furoate Monohydrate/ MFM-
API name / Haumenosauue ADC . ‘ API Batch No / A®C cepus Ne 23411(JM-01)-
Mowmera3soHa §yypoara MOHOTHAPAT 001
Manufactured by / Ilponssoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jumuren, Wnnus
Ne | TESTS /HHOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATHI
14 | Microbiological Purity / Mukpo6uonornueckas 41¢ToTa
Total aerobic microbial Not more than 10% cfu per 1ml of the product / He Less than 10 cfu/ml/
count / O6wee yucno 6osiee 10? KOE 8 1 mn npenapata Menee 10 KOE/mn
a3pOOHBIX
MUKPOOPraHU3IMOB
Total yeast and moulds Not more than 10! cfu per I ml of the product / He | Less than 10 cfu/ml/
count / O6iee yuciio Gonee 10! KOE B 1 M1 npemnapara Menee 10 KOE/mn
JPONAOKEBBIX M IUVIECHEBBIX
rpubor
Pseudomonas aeruginosa Absence per 1 ml of the product / Orcyrcraune B 1 Absent / OrcyTeTByeT
MJI IIpenapara
Staphylococcus aureus Absence per 1 ml of the product / OrcyrcrBue B 1 Absent / OrcyTcTByeT
MJI Iipenapara
15. | Assay / KonnyecrBennoe onpenesienue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 101.7%/ 101 ,7%
Mowmetasona dpypoat 85,0 % 1o 115,0 % oT 3asBIEHHOTO COAEPKaHUA [
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / OT | 96.0% 96,0% jf
bBensankonus xaopus 80,0 % 10 120,0 % oT 3asBICHHOTO COMEPIKAHMA L S nl v
P
{ L acpits
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product/ MOMAT RINO
HaumeHoBanue npoayxumnmn MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenarentoBanHoe HaltMeHOBaHMe Mowmeraszona cripeit nasansHbiii J03MpoBaHHLIA 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTByro1HE BeliecTBA 1 no3a cnipest comepxut: AcHcTRYIOMEE BelecTBO: MoMerasona dypoata Monoruapar
51,72 mxr B nepecuere Ha Momerasona gypoar 50,00 mMkr
Strength / lo3uposka 50 meg/dose / 50 Mxr/no3a Date of Mfg. / laTa npoussoncrsa 02/2024
Dosage form / Metered-df)se f}asal spray {(,.npen Date of Exp. / Fonen 10 01/2026
JlekapcTBeHHas opma Ha3aJ1bHbIH JIO3WPOBaHHBIH
Product code / Koa npoaykra SRUQ030007E040401DK Date of release / laTa Bbinycka 23.02.2024
Batch No. / Cepust Ne 12240153 Qty. Released / 32,000 BOT /
KosuuecTBo BolnymeHo (nakonoB
Batch size / Pasmep cepuu 34,722 BOT / dnaxonos Mig.License No. / Jluueusus na MNB/10/832
NPOu3BOACTBO (HOMep)
Inspection Lot NOL/ 040000510566 Mfg. License Date / Jlunen3sust ua 30/04/2020
PeructpaunoHHbliii HoMep aHajM3a NMPOH3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmukar (nara)
= GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus roroBoro SPC-CC-063688 Reference STP No./ CITH Ne 040944'
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanune ADC . Y API Batch No / ADC cepuna Ne 23411(JM-01)-
MomerazoHa Qypoara MOHOIHAPAT 001
Manufactured by / Ilpouspoaurenn | Aarti Pharmalabs Limited, India/ Aapru ®apmana6ce Jlumuten, Uunus
Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATDI

16. | Package Size / YnakoBka 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. /
[To 120 nmo3 cycnewsud Bo (axoHe W3 [OJMITUIIEHA BBICOKOM ILIOTHOE
JO3UPYIOUIMM YCTPOHCTBOM H KOJNAYKOM U3 TOJNUITHICHA BBICOKOH MIOPHOCTH! o1
¢dy1aKkoHY BMECTE ¢ MHCTPYKLIMEH 10 MEAWUMHCKOMY NPUMEHEHHIO B naqK . KAPTOHHOIA.

Any deviation/Incident/OOS: Non-applicable
Otkionenusi/aecoorBeTcTBUsa/QOOC: He NPUMEHHUMO

e

Lo il /\ R
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
requirements of the local Regulatory Authority and with the normative document no. JIII-Ne(001710)-(PL: .
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processmg,
packaging and analysis reviewed and found to be in compliance with GMP.”

3akioueHue O COOTBETCTBMM: HACTOSIIMM IOATBEPXKAAIO, 4YTO MNPEACTABNCHHAs Bhille WH(OpMauds sABJsETCS
nocrosepHoit ¥ TouHo#. [annas cepusa Obla npousBeneHa (BKJIIOYAs YIIAKOBKY/MApKHPOBKY M KOHTPObL KayecTBa) Ha
yKa3aHHOW Bbllie NPOU3BOJACTBEHHON IUIOWIAAKE B IIOJHOM COOTBETCTBUMM ¢ TpebGoBanuamu Hamiexanei
IIpouseoncteennoi [pakTrku (GMP) noxanbHbIX PeryJsTOPHBIX OPraHoB W TpeGOBaHMAMYI HOPMATHUBHOH NOKYMEHTALUU
JIT-Ne(001710)-(PI-RU) or 23.01.2023 s poinka Poccun u yreepxaennod crneunduxamuein Ne SPC-CC-063688.
TlpoToxosl NPOM3BOACTBA, YNAKOBKM K IOKa3aTeNd KauecTBAa JIaHHOU cepur OLLIM IPOAHaju3sypOBaHBl ¥ CHENaHO
3aKJII0YEHHE, YTO OHU COOTBETCTBYIOT TpeboBanusaM Hannexaluelt Ilpouspoacreennoii [paxruxu (GMP).
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