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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A I'OTOBOI'O IMPOJIYKTA

Page 1 of 8 /Crp. 1138

Name of Product /
HaumenoBanue npoayKuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBAHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTraszoHa cripeif HasanLHbIA Jo3upoBaHHbIi S0 MKr/A03a

Active Ingredients /
JeficTBylolLe BewecTBa

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

calculated for Mometasone Furoate 50.00 meg

1 nosa cripes COACPKUT: jlei/‘ICTByIOLLlCC BeEecTro: MomerazoHa (bypoa'ra MoHoryapar

51,72 mkr B nepecuere Ha Momerasona dgypoar 50,00 Mkr

Strength / 1o3uposxa 50 mcg/dose / 50 mxr/no3a Date of Mfg. / laTa npoussoacTsa 10/2023
Dosage form / Mfttered-dvose nasal spray { Cripeit Date of Exp. / Foxen 0 09/2025
JlexapcTBeHHasn opma Ha3a/ILHBIA JO3HUPOBAHHBIHA
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Bpinycka 30.10.2023
Batch No. / Cepust Ne 12231030 Qty. Released / 32,640 BOT /
KoanuecTro Bbinymeno ¢niakonon
Batch size / Pasmep cepun 34,722 BOT / raxonos Mig.License No. / Jluuensus na MNB/10/832
RNPOM3BOACTBO (HOMep) .
Inspection Lot NOL/ 040000491254 Mfg. License Date / JIuuensus na 30/04/2020
Perucrpaunonnsiii HoMep aHaau3a HPOM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 7103 GMP Compliance certificate Date /| 0109,
GMP cepruduxar (uara)
o . GMP Compliance certificate No. / GMP-
Market / Poinox v Russia / Poccus GMP cepruduiar (1omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauusi roroBoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoayxra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AD®C API Batch No / A®C cepus Ne 23407(JM-01)-
MowmeTtazona ¢ypoara MoHOTUApAT 002
Manufactured by / Hpoussoaurens | Aarti Industries Limited, India/ Aaptu Unnacrpus Jlumuren, Unaus
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHI
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 mouty OGenoro usera ot | [Touru 6esoro uBeTa
NOJTy IPO3PauHOH 0 HENPO3payHOH KOHCUCTEHLMHU | HENpo3padHoll  KOHCHUCTCHLMH

rycras CyCrneH3us.

ryctas CyCIICH3HA.

2. | Identification / Unpentudguxanns

a) Mometasone Furoate /
Momerasona ¢pypoat

%3

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). / Bpems yaep>KMBaHUsI OCHOBHOIO IHKA
Ha  XpOMaTorpaMMe JHCMBITYEMOTO  PacTBOpa
JIOJI’KHO COOTBETCTBOBATH BPEMEHU YACPKUBAHUS

OCHOBHOI'O MHKa Ha XpOMAaTOTpaMMe CTaHAaPTHOro
pacTeopa (em. pasnen «KonunuecrseHHOE
oTIpe e ICHUEY ).

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 / Bpems
YIAEPKHBAHUA OCHOBHOTO THKa
Ha XpoMmarorpaMme
UCTILITYEeMOTO pacTBopa
COOTBETCTBYET BpEMEHHU
YAEPKUBAHUA OCHOBHOTO ITHKA
Ha XpoMaTorpaMme
CTaHJAPTHOTO pacTBopa.
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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 AHAJIN3A I'OTOBOI'O ITIPOJIYKTA

Page2 of 8/ Crp.2 u3 8

Name of Product /
HaumeHoBaHue npoayKumu

MOMAT RINO
MOMAT PHMHO

Generic name /
HenareHroBanHoe HaMMeEHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmeTazoHa cnpeit HazanbHbIA 103MpoBaHHbIH 50 MK/ 1038

Active Ingredients /
JeficTByiolmne BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipes ConepHUT: JeHCTBYIOMIee BellecTBO: MomeraszoHa dypoara MOHOTrHApaT

51,72 mxr B nepecyere na Momeraszona ¢ypoat 50,00 mxr

Strength / lozuposka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / llara npoussoacrsa 10/2023
Dosage form / Mf:tered-dvose 'nasal spray { Cnpeit Date of Exp. / Foen 10 09/2025
JlexapcreenHas gopma Ha3aIBHbIA J03MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Boinycka 30.10.2023
Batch No. / Cepust Ne 12231030 Qty. Released / 32,640 BOT/
KoJiHyecTBO BbinyileHo (hnakoHoB
1 J
Batch size / Pasmep cepun 34,722 BOT / ¢pnakonon Mg License No. / Jluuensus na MNB/10/832
: NPOH3BOACTBO (HOMeEp)
Inspection Lot No.“/ 040000491254 Mfg. License Date / JInuensus Ha 30/04/2020
Peructpaunonplil HomMep aHaan3a NpoU3BOACTBO (AATa) .
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nata)
" GMP Compliance certificate No. / GMP-
Market / Prinox Russia /Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundumkauus rorosoro SPC-CC-063688 Reference STP No./ CIIHU Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne ADC Y API Batch No / ADC cepus Ne 23407(JM-01)-
Mowmera3zoHa (ypoaTa MOHOTHUIApPAT 002

Manufactured by / IIpoussoaurenn | Aarti Industries Limited, India / Aaptu Hunacrpus Jiumurea, Mnaus
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHU S OBSERVATIONS/

PE3YJIbTATHI

b) Benzalkonium chloride
/ BeH3anKoHH XJIOPHI

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci,
and Cjs in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
UCHBITYEMOTO PacTBOpa HOJDKHBI OGHApYKHBATHCS

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci» and
Cy4 in the chromatogram of the

MHKY, no BpEMEHAM yaepxuanus | standard  solution. / Ha
COOTBETCTBYIOLIME NMKAM FOMONIOTOB OEH3aJIKOHUA | XpOMAaTrorpaMMe HCHBITYEMOro
xgopuga Ci2 um Cjy  Ha  xXpoMmaTorpamme | pacrsopa 00HapyKUBaAIOTCA
CTaHOAPTHOrO pacTBopa (cm. paszen | NMUKH, 1o BpeMeHaM
«KonuyecTBeHHOE ONpeaeeHue»). yIOepKUBaHUS
COOTBETCTBYOLIUE nHKaM
FOMOJIOTOB OeH3aIKOHHUA
xmopupa Ciz2 U Ciy  Ha
XpOMarorpaMMe CTaHJapTHOIO
PacTBOpa.
3 pH From 4.30 t0 4.90 / Ot 4,30 10 4,90 4.66 /4,66

4. | Density / IlnoTHOCTH

From 0.950 to 1.050 g/cm? /
Ot 0,950 no 1,050 r/cm?

1.009 g/cm®/ 1,009 r/cm?

5. | Viscosity / BazkocTb

From 30 to 130 ¢Ps/ Ot 30 no 130 cIl3

42 cPs /42 cIl3
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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

CEPTHO®UKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA

Page3of 8/ Crp.3 13 8

Name of Product/
HanmeHoBaHue npoaykuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenToBaHHOe HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerasona crpeit HazalbHblit 103UpOBaHHbIHA 50 Mkr/103a

Active Ingredients /
JelicTByoLute BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a crpes CONEPKUT: AeHCTRYIOMIEE BEIECTRO: MomeTaszoHa dypoara MoHOTHAPAT
51,72 mxr B nepecuere na Momerazona ypoar 50,00 mxr

Strength / lo3uposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / laTa npoussoacrea 10/2023
Dosage form / Metered-dvose nasal spray i Crpeit Date of Exp. / Cozient 10 09/2025
JlekapcTaennas gopma Ha3aIbHbIA 1O3MPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / laTa Beinycka 30.10.2023
Batch No. / Cepust No 12231030 Qty. Released / 32,640 BOT/
KoJiHyecTBO BbINYIIEHO (uakoHoB
Batch size / Pasmep cepum 34,722 BOT / {naxonon Mig.License No. / Jluuensus na MNB/10/832
/ NPOM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000491254 Mfg. License Date / JluueHsus Ha 30/04/2020
PerueTpaunoHHLIH HOMEp aHANM3A NpPOU3BOJACTBO (JaTa)
Package size / Ynakopka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aarta) :
. . GMP Compliance certificate No. / GMP-
Market / Peisok Russia / Poceus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukaums rorosoro SPC-CC-063688 Reference STP No. / CTIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosauune AOC Y API Batch No / ADC cepusi Ne 23407(IM-01)-
Mowmerasona pypoara MoHoruapar 002

Manufactured by / Ilpoussoaurenn

Aarti Industries Limited, India / Aapru Hupacrpus Jlumuren, Munus

Ne | TESTS/NOKA3ATEJH LIMITS / TPEGOBAHUS OBSERVATIONS /
PE3YJLTATDHI
6. | Osmolality / From 250 to 350 mOsm/Kg 295 mOsm/Kg
OCcMONANBLHOCTD ‘Ot 250 no 350 MOcM/kr 295 mOcm/xr

7. Net content / Macca
COACPKUMOTO (pyraKoHa

Not less than 18 g/ He menee 18 1

18g/18r

8. | Number of deliveries per
container / Kosmuecrso
03

Not less than 120 doses (discard the first pumping)
/ He menee 120 o3 (e cuutas nepBUYHYIO

MPOKAYKY)

163 doses / 163 no3

9. | Pump delivery /
Macca g03b1

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

theoretical dose mass /

WupueuayanbHas Macca 1o3bl: oT 85 % 1o 115 %
y

oT TeopeTquCKoﬁ MaccChbl 10361,

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpenusa macca 1o3sl: o1 90 % no 110 % ot

TEOpEeTHIEC KO# Macchl 1035l

Minimum / Muxaamym: 92.0%
Maximum / Makcumym:107.3%
Average / Cpeanee: 103.2%

|
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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
CEPTHO®UKAT AHAJIN3A T'OTOBOI'O NIPOAYKTA

Page40of8/Crp. 438

Name of Product /
HaumenoBaHue npoaykuuu

MOMAT RINO
MOMAT PHMHO

Generic name /
HenarenToBannoe HauMeHOBaHue

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeTazona cripeil HasalbHLIH jgo3upoBaHubIi 50 MK/ 10323

Active Ingredients /
JeficTBylouise BeliecTBa

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

1 1032 cipes coepxkut: AelicTByoiee BewecTro: MoMerazoHa dypoara MOHOTHIpAT

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

Strength / losauposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lara npousBoacrea 10/2023
Dosage form / Mfatel'ed-dvc)se ?msal spray i Cripeit Date of Exp. / Tonen a0 09/2025
JlexapcTBeHnas opma Ha3aJbHbIH J03MPOBaHHbI
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa BeInycka 30.10.2023
Batch No. / Cepusi Ne 12231030 Qty. Released / 32,640 BOT/
KonuuecTso BbinyumeHo J1akoHOB
Batch size / Pasmep cepuu 34,722 BOT / dunakotos Mifg.License No. / Jluuensus 1a MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ ‘ 040000491254 Mfg. License Date / JIuueHsus: Ha 30/04/2020
PerucTpaumoHHblii HOMep aHanu3a NPOU3BOACTBO (AaTa)
Package size / Y naxoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ¢/,
GMP ceprudukar (zara)
. GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poccus GMP ceprudukat (somep) 01556/20/IN
Reference Specification No. / ) STP-CC-
Cneunduxanus rorooro SPC-CC-063688 Reference STP No./ CITH Ne o
, 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenopauue AOC - | API Batch No / A®C cepus Ne 23407(IM-01)-
MowmerazoHa §ypoara MOHOTHIPAT 002
Manufactured by / Hpoussoaurenr | Aarti Industries Limited, India / Aaptu MUnpacrpus Jlumuren, Unnus
Ne | TESTS /IIOKA3ATEJIX LIMITS / TPEBOBAHWMSI OBSERVATIONS /
PE3YJIbTATbI

10. | Particle size /
Pasmep uactun

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

Particles <30pm in size: 100%

YacTru pasmepom < 30 mem — 100 %

Particles > 30pum in size: Should be absent
YacTuusl pazmMepom > 30 MKM — JOJDKHBI

OTCYTCTBOBaTh

99.4% / 99,4%
100.0% / 100,0%

Absent / OTcyTcTBYIOT

11. | Sedimentation Stability /
CeanMeHTALHOHHASN
YCTOHYNBOCTD

Not less than 5 min / He MeHee 5 MuH.

sy

Complies /
CooOTBETCTBYET
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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 AHAJIM3A TOTOBOI'O ITPOJAYKTA

Page Sof 8 /Crp.5u3 8

Name of Product / MOMAT RINO
HaumenoBanne npoagykunu MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenateHTOBaHHOE HAMMEHOBAHHE MomeTazona cnpeii HazanbHbii 1o3KpoBaHHLIA 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
JeficTByomme BelecTsa 1 no3a cipes coepxuT: AeHcTByiolee sewectso: MomeTazona dhypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerazona ¢ypoar 50,00 mxr
Strength / JosupoBka 50 meg/dose / 50 mxr/noza Date of Mfg. / lata npoussoacTea 10/2023
Dosage form / Mf:tered-duose nasal spray { Cripeit Date of Exp. / Fonien 110 09/2025
JlexapcTBeHHas dopma HA3AILHBIH TO3UPOBAHHbIA
Product code / Kon npoayxra SRU030007E040401DK Date of release / lata Beinycka 30.10.2023
Batch No. / Cepus Ne 12231030 Qty. Released / 32,640 BOT/
KoandecTso BbINyLeHo ¢rrakoHoB
Batch size / Pasmep cepun 34,722 BOT / dnaxonon Mig.License No. / Jluuensus na MNB/10/832
npou3BoAcTBO (HOMeP)
Inspection Lot No.v/ 040000491254 Mfg. License Date / JIuneusus na 30/04/2020
PerucrpaioHHblii HoMep aHaH32 npou3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date /| ;000
GMP cepruduxar (nata)
GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poccus GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 640944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
APl name / Haumenosanue AOC API Batch No / ADC cepusi Ne 23407(JM-01)~
Mowmeraszona (ypoara MOHOI'MAPAT 002 i
Manufactured by / IIpoussoaurens | Aarti Industries Limited, India / Aapru Unnacrpus Jinmuren, Uuans
Ne | TESTS/TMMOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJBbBTATHI
12. | Impurities / Ilpumecn
Impurity 8 DM / Not more than 0.15 % / He Gonee 0,15 % 0.03%/ 0.03%
[Tpumecu 8§ DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Below LOQ / Hinxe ITIKO
[pumecu DMC '
. Not more than 0.20 % / He Gosnee 0,20 % 0.02%/ 0,02%
Impurity D /
Ipumecu D
Any individual unspecified | Not more than 0.20 % / He Gonee 0,20 % 0.03%/ 0,03%
impurity / EaunnuHoi
HENACHTU(ULMPOBAHHOM
npuMecH
Total impurities / yre-than 0.60 % / He 6onee 0,60 % 0.18%7/0,18%
Cymmbl pumMecei
Prepared By / IToaroTosuan Checked By / Ilposepuan Approve\{ By / OnoGpuan
Signature / Iloanuces /‘ﬁ,/”/ ( ffgg o M;.,i»
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Name / ®1O Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
TNonzuocTs Officer-QA ) Sr. Officer Sr. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173203, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUDOUKAT AHAJIN3A TOTOBOI'O IIPOJAYKTA
Page 6 of 8/ C1p. 6 u3 8

Name of Product/ MOMAT RINO
Hanmenosauue npoaykumu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenarentoBaHHoe HAUMEHOBAHME Mowmerazona cnpeﬁ Ha31bHbII B,()Bl/lp()BaHHblﬁ 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 mcg
JeiicTBy0LIMe BelleCcTBA I noza cnpest cojepkuT: HeiicTByomee Beiecto: MoMerasona (ypoara MOHOTHAparT
51,72 mxr B nepecuete Ha Mowmerasona dypoar 50,00 mxr
Strength / Jo3uposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / Jlata npoussoacTea 10/2023
Dosage form/ Mefered—dvose nasal spray { Copeii Date of Exp. / Fonen 20 09/2025
JlekapcTBeHHasi popma Ha3aJlbHbIA JO3UPOBAHHbIH
Product code / Ko npoaykra SRU030007E040401DK Date of release / lara Bbinycka 30.10.2023
Batch No. / Cepus Ne 12231030 Qty. Released / 32,640 BOT/
KoJin4ecTBO BHINYLIEHO (a1akoHOB
Batch size / Pasmep cepun 34,722 BOT / pnakonos Mig.License No. / Jluueusust ua MNB/10/832
NPON3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000491254 Mfg. License Date / JInuen3us Ha 30/04/2020
Perucrpaumontblii HoMep aHau3a NpoM3BOACTBO (NaTa)
Package size / Ynaoska 120 Doses / 120 703 GMP Compliance certificate Date/ | ¢/
GMP ceprudmkar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / ‘ STP-CC-
Crneundukauus roroBoro SPC-CC-063688 Reference STP No. / CITU Ne b40944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C Y API Batch No / ADC cepus Ne 23407(JM-01)-
MowmeTtazona QypoaTa MOHOTHAPAT 002
Manufactured by / Ilpoussoantens | Aarti Industries Limited, India / Aapru Unnactpus Jlumuren, Uunus
Ne | TESTS/TNNOKA3ATEJIN LIMITS / TPEBOBAHMSA OBSERVATIONS /
PE3YJIBTATHI

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

: : from 10 vials) can deviate more than = 20% from the average i . o
and Uniformity of value and not any dose can deviate more than * 25% from the Minimum / Munumywm: 96.0%

Delivered Dose / Cpennsisi average value. The mean should not exceed * 15 % of label Maximum / Maxcumym:103.4%
AOCTABJsiEMAs 1032 H claim Mean / Cpensree:100.0%
OHOPOANOCTD If 3 to 6 doses deviate more than + 20% but not more than +

ROCTABJSEMON 103b1

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
should not exceed £ 15 % of label claim. END / Kouer:
He 6onee 2 13 20 no3 (10 nauansseix 103 0 10 KOHEUHBIX 103) Minimum / MI/IHI/lMyM‘ 97.0%
MOTYT MMETh OTKIOHEHHE OT CPEIHEro 3HaueHus Gosiee vem . N
+20%, ¥ HA oAHa 032 HE JAO/HKHA MMETh OTKJIOHEHHWE OT Maximum / Makcumym:102.5%
_cpennero 3nauenna Gonee veM + 25 %. Cpeauce suaucuue ne | Mean / Cpennee: 100.0%
JOJDKHO NpeBbltath + 15 % oT 3asBaeHHOrO.
Ecny 0T 3 10 6 103 MMEIOT OTKIOHEHUs Gonee uem + 20 %, HO
MeHee yem x 25 %, To HCNHTHIBAIOT creaylomue 20 (riakoHos.
He Oonee 6 13 60 103 MOryT UMETH OTKJIOHEHUE OT CPEIHETO
3paucHus Gonee yeM £ 20 %, 1 HU OHA 1033 HE JOJDKHA UMETH
OTKJIOHEHHE OT CPEIHEro 3HaueHns Oonee yem = 25 %. Cpeatee
3HAYEHHE KAKAOTO ONPEACACHHS He A0DKHO npeBbinath = 15 %
OT 3aABJIEHHOTO.

\
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A 'OTOBOT'O ITPOAYKTA

Page 7 of 8 / Ctp. 713 8

Name of Product / ' MOMAT RINO
HanmenoBaHue npoayxkuuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenatenToBanHoe HanmMeHoBanne | Momerasona cnpeii Ha3anbHbIN 103upoBanHbii 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
JeiteTByiommite BemecTsa 1 no3a cripest COAEPRUT: AEHCTBYIOIICE BelilecTBO: MoMmeTasona (yypoata MOHOTHApPAT
51,72 mxr B nepecuere Ha Momerasoda ypoar 50,00 mMxr
Strength / Jlosnposka 50 meg/dose / 50 mxr/noza Date of Mfg. / lara npoussoacrsa 10/2023
Dosage form /. Metered-dvose Vnasal spray / Cnpeit Date of Exp. / Foen 10 09/2025
Jlexapcreennas popma Ha3albHLIA 103MPOBAKIbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Buinycxa 30.10.2023
Batch No. / Cepust No 12231030 Qty. Released / 32,640 BOT/
KosnuuecTBo BhinylueHo (naxoHoOB
Batch size / Paamep cepun 34,722 BOT / ¢pnaxonon Mig.License No. / Jiuuensus na MNB/10/832
NpOU3BOACTBO (HoMep)
Inspection Lot NOL/ 040000491254 Mfg. License Date / Jlunensus Ha 30/04/2020
Peructpaunonnsiii HoMep aHajau3a NpoH3BOACTBO (naTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. . GMP Compliance certificate No. / GMP-
Market / Pbinok Russia / Poccust GMP cepruduiar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crieundurkaums roTosoro SPC-CC-063688 Reference STP No. / CITU Ne
040944
npoaykra Ne .
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanune AOC Y API Batch No / ADC cepus Ne 23407(JM-01)-
Mowmertasona Qypoara MoOHOrMIpaT 002
Manufactured by / Ilpoussogurens | Aarti Industries Limited, India / Aapru Muaactpus Jlumuren, Uuaus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHMUMSI OBSERVATIONS /
PE3YJIbTATbBI
14 | Microbiological Purity / Mukpo6uosioruueckast 4McTOTA
Total aerobic microbial Not more than 10? cfu per Iml of the product / He Less than 10 cfu/ml/
count / Ob1uee uucio Gosee 102 KOE B 1 mn npenapara Menee 10 KOE/mn
a’poOHbIX
MHUKpPOOPraHU3MOB i
Total yeast and moulds Not more than 10' cfu per 1 ml of the product/ He | Less than 10 cfu/ml /
count / Obiee 4uciIo Gonee 10" KOE B 1 mu npenapata Menee 10 KOE/mn
JIPOKKEBBLIX U MJIECHEBBIX
rpuboR »
Pseudomonas aeruginosa Absence per 1 ml of the product / Orcyrcrsue B 1 Absent / OtcyTcTBYyer
MJ1 IIperiapara
Staphylococcus aureus Absence per 1 m] of the product / Orcyteraue B 1 Absent / OrcytcTBYET- 0
MJI penapara o
15. | Assay / KosimuecTBeHHOe onpefesieHue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 98.9% / 98,9%
MowmeTta3oHa dypoar 85,0 % no 115,0 % oT 3asBIEHHOTO COAEPKAHUS P Iiww
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 100.3% /100,3% ¢
beHsankoHus XJuopun 80,0 % no 120,0 % OT 3asBJICHHOTO COAEPKAHUS : /) Jre 7” g
Prepared By / IToarorosua Checked By / Ilposepun Apprové\d By / Ono6pusn
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA
Page 8 of 8/ Cp. 8 u3 8
Name of Product/ MOMAT RINO
HaumeHnosanue npoayxkunn MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenarenTosaHHoe HanmenosaHne | Momerasona cnipeil HasainbHbpli 103upoBaHHbIH 50 Mx1/10348
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTByoine BewmecTsa 1 103a cripest COACPIKUT: ASHCTBYIOLIEE BelleCTBO: MoMeTasoHa (ypoata MOHOTHIPAT
51,72 mxr B nepecuere Ha Momerasona Qypoar 50,00 mxr
Strength / losupoBka 50 meg/dose / 50 mkr/nosa Date of Mfg. / lata npoussoacrsa 10/2023
Dosage form / Mfetel'ed-dj)se nasal spray iCnpeu Date of Exp. / Fogen 110 092005
JlekapcTrBennas gopma Ha3abHBIA 103UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Bbinycka 30.10.2023
Batch No. / Cepusn Ne 12231030 Qty. Released / 32,640 BOT/
KoaunuecTso BoinylueHo (naxoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢naxonos Mig.License No. / JTuuensus na MNB/10/832
npou3BoAcTBO (HOMep)
Inspection Lot NOL/ 040000491254 Mfg. License Date / JIniieHsus Ha 30/04/2020
Perucrpaunonnnbiii Homep anajiuza Npou3BoACTBO (RaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)
. GMP Compliance certificate No. / GMP-
Market / Puinok Russia / Poccust GMP cepruduicat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creuuduxaius rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npqnyl«ra«Ng
& Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue ADC ) API Batch No / A®C cepus Ne 23407(JM-01)-
Mowmerazona QypoarasMOHOTHAPAT 002
Manufactured by / Hpoussoaurenr | Aarti Industries Limited, India / Aapri Unpacrpus Jlumures, Muaus
Ne | TESTS/IIOKA3ATEJU LIMITS / TPEBOBAHUAI OBSERVATIONS /
PE3YJbLTATDI
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 no3 cycnensuu Bo (rakoHe H3 TMOJAUITUAEHA BBICOKON IIOTHOCTH C
JIO3UPYIOLIMM YCTPOHCTBOM M KOJHIAUKOM W3 MOJIUITHIIEHA Bbicokoil miotHocTH. 1o 1
(s1akoHy BMECTE ¢ HHCTPYKIWeEH 110 MEIHLIMHCKOMY TNPYMEHCHHUIO B NAYKe KapTOHHOM.

Any deviation/Incident/OOS: IN/1101/2023/0258.
Orkjaonenust/necoorBercTeua/QO0C: IN/1101/2023/0258.

e

. ( ). fe'lhg +
Declaration of certification: “I hereby certify that the above information is authentic and dccurate. 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. HH-ﬁQﬁéOl?lO)—(PF-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification -CC-063688. The batch processing,
packaging and analysis reviewed and found to be in compliance with GMP.”
3ak/iouenne O COOTBETCTBHM: HACTOSIUMM IIOATBEPXNAl0, YTO INPEICTaBl€HHast Bbllle HHQOpMaUMs sBiseTCH
JNOCTOBEPHOH ¥ TouHOH. [lanHas cepust Oblna Npou3BeleHa (BKIKOYAs YNAKOBKY/MapKUPOBKY M KOHTPOSL KavyecTBa) Ha
yKa3aHHOM  BHILIE TNPOM3BOACTBEHHOM MNioOwW@AKe B TOJHOM COOTBETCTBMHM ¢  TpebosanusMu Hannexameit
ITIpomssoncteennoi Ilpaxtuxku (GMP) nOKanbHBIX PEryIATOPHBIX OPraHOB M TPeGOBAHMAME HOPMATUBHON HOKYMEHTALMM
JII1-Ne(001710)-(PI-RU) ot 23.01.2023 ans peiHka Poccum M yTBepxneHHoill cnenmdukanmein No SPC-CC-063688.
IIpoToKOsBl NMPOU3BOACTBA, YMAKOBKM U II0KA3aTeNIM KayecTBa AAHHOM cepuud ObLIM NpOaHANM3HPOBAHLI M CHETAHO
3aK/IIOYEHHE, YTO OHH COOTBETCTBYIOT TpeboBanmsM Hannexaweii [Tpoussoacteennoit Ipakruku (GMP).
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