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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIN3A TOTOBOI'O IIPOJIYKTA

Page 1 of 8/ Crp. 1 u3 8

Name of Product / MOMAT RINO
HaunmenoBanie npoaykunu MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
Henarenropannoe HanveHosaHuue | MoMerasoHa cpell Hazanbubii 103upoBannbii 50 Mxr/103a
1.dose of the spray contains: Active ingredient: Momctdsom Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiticTBylomne Bemecrsa ) 1 no3a cnpes cofepxuT: AcHcTByIOMmEE BewecTBo: MomeTaszona (])ypoam MOHOTHApaT
51,72 mxr B nepecuere Ha Momerazona Qypoar 30,00 mxr
Strength / Kosuposka 50 mcg/dose /.50 Mxr/aosa Date of Mfg. / Jlata npoussoactea | 06/2024
Dosage form / : Métered-d&?se ,nasal spray { Cripeit Date of Exp. / Foen 0 05/2026.
JlexapcTBennas gopma Ha31bLHLIA 103UPOBAHHbLIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Bbinycka 30.06.2024
Batch No. / Cepus Ne 12240683 Qty. Released / 32,400 BOT/
‘ KoanyecTBo BoINyHIEHO - | ¢nakonor
Batch size / Pazmep cepuu 34,722 BOT / gnakoHos Mig.License No. / Jluuensus na MNB/10/832
NpoHU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000533010 Mfg. License Date / JIuuensus nHa 30/04/2020
PeructpaunoHuslii HoMep anasn3a APOH3BOACTBO (1aTa)
Package size / Vniakoska 120 Doses / 120 z103 GMP Compliance certificate Date /|1 ¢/,009
GMP ceprudnxar (nara)
. GMP Compliance certificate No. / GMP-
Market / Prinox Russia/Pocens GMP cepril:qnmm (11omep) 01556/20/IN
Reference Specification No. / v STP-CC-
Creuuduxkauns roToBoro SPC7CC-063688 Reference STP No. / CITH Ne 040944
npoaykTa Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenopanue AOC M i API Batch No / A®C cepus Ne 23423(JM-01)-
oMeTasoHa (ypoara MoHOrHApaT 001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmanatec Jumuren, Mnpus -
Ne | TESTS /TTIOKA3ATEJIN LIMITS / TPEGOBAHMUA OBSERVATIONS /
PE3YJbLTATDHI
1. | Description / Onucanune White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Ot . “Genmoro - mo: moutu Gesoro - ugera ot | Iloutn 6enoro LBETA
TOJIY IPO3PaYHOH 10 HENPO3PAYHOH KOHCUCTEHLIUMH | HEIIPO3PayHOH . KOHCHCTEHIIUH
rycTas CyCneH3us. | TycTas CyclieH3Us.
2. | Identification / UnenTuduxauus
a) Mometasone Furoate/ | The retention time of the main peak in the | The retention time of the main
MomeTtasona ¢ypoart 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 ynepxuBaHus OCHOBHOro muka | peak in the chromatogram of
| Ha - XpoOMarorpaMMme - UCILITYeéMOro  pacTeopa | standard preparation 7/ Bpems
IOJDKHO . COOTBETCTBOBATL BPEMEHHU YIAESPXKUBAHUA | YASPKUBAHHA OCHOBHOTO - TIHKa
OCHOBHOrO TIMKa Ha XpOMATOrpaMMe CTAHAAPTHOTO | Ha XpoMaTrorpamMme
pacTBopa (oM. pazzen «KoJu4ecTBEHHOE | HCILITYEMOro pacTBopa
ONIPEJIEICHULY). COOTBETCTBYET BpEMEHHU
YHAEPKUBAHHA OCHOBHOIO . IMKa
Ha XPOMaTOrpaMme
CTaHJApTHOTrO pacTBoOpa.

|
PreparedBy / Hoaroropun Checked By / IIposepua Appr()yed By / Onobpua
Signature / Moanuce / 3/ R =
Date / laTa 7 )’p Vo1 (/ﬁ?) ~-C~} 2 1 7’”“\ , 014 ¢ %M‘ ¥ ZA\
Name / ©MO Yogesh Kumar Mehta. - Atul Kumar Sandeep Semwal
Designation / : , ‘
JI0I9RHOCTE Officer-QA Officer-QA Sr. Manager - QA
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Name of Product/ -
HannveHoBaHue npoayKkunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBanHoe HauMeHOBaHHe

Mometasone Metered-dose Nasal Spray 50 meg/dose

Monmeraszona Cripeit HazaibHbli 103MpoBaHuLIA 50 MK/ n03a

Active Ingredients / A
JeiicTByloune BetecTsa

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

calculated for Mometasone Furoate 50.00.meg

1.103a CIPEs. COUCPIKUT! ,ZlCﬁC’I‘B)’IOIIlCC BenecTso: Momerasona <])ypoa'ra MOHOI‘HIIPQT

51,72 mxrB 1iepecyere Ha Momerazona ¢ypoar 50,00 Mxr

Strength / lo3uposka 50 mcg/dose /50 mxr/noza Date of Mfg./ JlaTa npousBoacTsa 06/2024
Dosage form / M'etered-df)se ?msal spray / Cupeit Date of Exp. / Conen 10 052026
JlexapcTseHnas gopma Ha3aJIbHBIH 103MPOBAHH bIH
Product code / Koa npoaykra SRUOQ30007E040401 DK Date of release / laTa Boinycka 30.06.2024
Batch No. / Cepust No 12240683 Oty. Released / 32,400 BOT/
KoanyecTBo BhINYIIEHO _(haaxoHOB
Batch size / Pasmep cepiu 34,722 BOT / naxonos Mig.License No, /:Jlauensua ha MNB/10/832
; NPOU3BOACTBO (HOMep)
Inspe;tlon Lot NO',/ 040000533010 Mfg. License Date / JIuuensust ua 30/04/2020
PerucTpauuoHHbII HOMeD aHAIN32 fIPOH3BOACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
v GMP cepruduxar (aata)
. X GMP Compliance certificate No. / GMP-
Market / Prinok Russia/ Poccns GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuuduxauus roToBoro SPC-CC-063688 Reference STP-No. / CIIH Ne 040944
npoayxra Ne | ,
Mometasone Furoate Monohydrate/ MEM-
API name /HanmenoBauune ADC : API Batch No / ADC cepus Ne 23423(IM-01)-
Mowmerasona dypoara Mosoruapar 001

Manufactured by /Tlpoussoaurenn

Aarti Pharmalabs Limited, India/ Aapru ®@apmana6be Jlumuren, Mnaus :

Ne | TESTS /TIOKA3ATEJIN

LIMITS / TPEBOBAHN S

OBSERVATIONS /
PE3YJILTATDI

b) Benzalkonium chloride
/ beH3aJKOHUS XJA0PHA

The chromatogram -of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues C)2
and Ci4 - in ~the ‘chromatogram of the standard
solution - (refer to ‘Assay). / ‘Ha xpomaTorpamme
UCIILITYEMOrO PacTBOpa JOJKHBI OOHAPYKUBATHCA

The = chromatogram .~ of ~ the
sample - solution contain peaks
corresponding - to . the - retention
times of peaks of benzalkonium
chloride homologues C;; ‘and
Cy4 in the chromatogram of the

TIHKH, o BpEMEHaM yaepkvBanusa | standard - solution. -/ - ‘Ha
COOTBETCTBYIOLINE TIHKAM I'OMOJIOrOB OCH3aJIKOHUS | XPOMATOrPaMMe - HCIBITYEMOro
xaopuga. - Ciz. v Ciy HA XpoMmatorpamme | pacteopa oOHapyX1BalOTCs
CTaHAapTHOTO pacTBopa (oM. paszen | MUKy, 10 BpeMeHam
«KonuyecTBeHHoe onpeneneHuey). YASPKUBAHHUA ,

COOTBETCTBYIOILIHE IYKaM
rOMOJIOTOB OeH3aNKOHHA
xnopupga - Cipo u - Cy - Ha
XpOMarorpaMme - CTaHAApPTHOro

: v pacTBopa.

3. | pH From 4.30 10 4.90 / 014,30 no 4,90 4.7274,72

4, | Density / TLnoTHOCTD

1-From 0.950:to 1.050 g/cm®/

Ot 0,950 10 1,050 r/em®

1.011 g/fem®/ 1,011 1/cm®

5. | Viscosity / BszkocTn

From 30 to 130 ¢Ps/ Ot 30 no 130 ¢ll3

39.3 cPs/39,3 cll3

Prepared By / Hoarorosnn

Checked By / ITposepui

Apprové‘d By / Ono6pun

Signature / Iloanucek P . e s .

gnatu N /. /}}f/ : Wﬁj — y
Pate/ et Cy o] 1M . 3403 1
Name / ®H1O |

Yogesh Kumar Mehta

Atul Kumar

Sandeep Semwal

Designation /
Hoasxnocre

Officer-QA Officer-QA

Sr.Manager - QA
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CERTIF ICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUD®UKAT AHAJIM3A I'OTOBOI'O IIPOAYKTA
Page30of8/Crp.3u3 8

Name of Product / MOMAT-RINO
HaumenoBanie npoayKunu MOMAT PHUHO
Genericname / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenarenroBaunoe HauMeHOBaHue Mowmertaszona LTIpL,I/I Iid3allblll>ll'l 1103!4]’)0]3(1]]1{1)]1/! 50 Mkr/a03a

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51. 72 meg as

Active Ingredients/ calculated for Mometasone Furoate 50.00-mcg
JleficTByiomne BeuecTsa 1 71032 enpest conepxkut: nefcayiomee peluectso: Momerazona q)ypoma MOHOI'HApar
B ‘ ‘ 51,72 MxrB niepecuere Ha Mowmerazona {ypoar 50,00 Mkr
Strength / losnposka 50 mcg/dose /:50 Mxr/no3a -Date of Mfg. / lata nponssoactea = | 06/2024
Dosage form / I\/'l'etered-dvose f]aS’d] spray { Crpeit Date of Exp. / Fonen 10 05/2026
JlekapcTBenHas gopma Ha3asbHLI J103UPOBaHHbIi
Product code / Koa npoaykra SRUO030007E040401DK. Date of release / laTa sbinycka 30.06.2024
Batch No. / Cepus Ne 12240683 | Qty: Released / 4 32,400 BOT./
KoauuecTso BoinyiueHo (uiakonos
M J o
Batch size / Pazmep cepuu 34,722 'BOT / {paakonos Mfg.Llcense No. /. utensun na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000533010 Mfg. License Date / JInuensus Ha 30/04/2020
PerncTpaunoHHblii HoMep aHaaH3a MPOU3BOACTBO (RaTa)
Package size / Ynakoska 120 Doses /120 103 GMP Compliance certificate Date / | 1 ¢/00 550
GMP ceprudukar (aara)
‘ : - GMP:-Compliance certificate No. / GMP-
Market / Prinok Russia/ Pocens - GMP cepruduiar (noMep) 01556/20/IN
Reference Specification No. / STP-CC-
CrieuHpHKAUHA FOTOBOTO SPC-CC-063688 Reference STP No./ CIIU Ne 040944
npoayKkra Ne
' ‘ Monietasone Furodte Monohydrate/ | | MEM-
API name / HaumenoBauue A@C : API Batch No / ADC cepusi Ne 23423(JM-01)-
MowmerazoHa dypoara MoHOrHApaT 001
Manufactured by / llpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jumuren, Unaus '
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHMA OBSERVATIONS /
: PE3YJIBTATHBI
6. | Osmolality / From 250 to 350 mOsm/Kg ' 293 mOsm/Kg
OCcMONINBLHOCTD Ot 250 10 350 MOcM/kr 293 MOcm/kr
7. | Netcontent/ Macca Not less than 18 g/ He menee 18 ¢ .| 183 ¢g/183r

CONAePKHUMOro Cl)J]a KoHa

8. ‘| Number of deliveries per Not less than 120 doses (discafd the first pumping) | 165 doses /165 no3

container/ KonnvectBo /He menee 120 AO3 (He cunTas nepBUYHYIO
103 NpOKayKy)

9. | Pump delivery / Individual dose mass: from 85% to 1 15% of the Minimum / Munumym: 93.9%
Macca no3pl theoretical dose mass / Maximum / Makcumym:107.6%

HunvBunyanpHas Macca 1036l oT 85 % no 115 % Average / Cpennee: 101.2%
OT TEOPETHYECKOM Macchl H03b1;

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

Cpennss Macca 10361 0T 90 % 1o 110 % ot
TEOPETHUECKOH MacChl JO3bI

f
. : Prepared™By / lloarotosua Checked By / IIposepua Apprové\d By / Ono6puna
Signature / Hoanucy / ,«;j/ fw,,mﬁ_www k) :
Date / lata ‘ (32« /g’] /ZO?/ e '("\:-«s\ 824e) 20 1A
Name / ®UO ~ Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / ; -
TommHocTs =Officer-QA ’ Officer-QA Sr. Manager - QA

ECM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOHUKAT AHAJIU3A TOTOBOT'O ITPOJAYKTA

Page 4 of 8 /Crp. 4 u3 8

Name of Product /
HHHMCHOB?\HHC ﬂpOLlVKllHH

MOMAT RINO
MOMAT PHHO

Genericname /
HenaTeHToBaHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Monerasona ciipei HazanbHbIl A03upoBanHbIH 50 MK/ 1032

Active Ingredients /
JeficTpyioinye BemecTsa

“calculated for Mometasone Furoate 50.00 mcg
-1.103a cuipes conepauT: AelicTByolee BeecTBo: MoMerasona (ypoaTta MOHOTHApPAT

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

51,72 mxr 8 nepecyere Ha Momertazona Qypoar 50,00 Mkr

Strength / losuposka 50 mceg/dose /50 mkr/nosa Date of Mfg. / lata npoussoacrsa 06/2024
Dosage form / Metered-dose nasal spray / Cripeit
JlekapcTBennasn ¢opma Ha3abHBIA JO3UPOBAHHbIH Date of Exp. / Tonen no 05/2026
Product code / Koa npoaykra SRUO030007E040401 DK Date of release / Jlata sbinycka 30.06.2024
Batch No. / Cepust Ne 12240683 Qty. Released / 32,400 BOT/
KoanyecTso BbinymeHo ¢dnakoHoB
Batch size / Pasmep cepun 34,722 BOT / gaaxonor Mig.License No. / Jlunensust ua MNB/10/832
NPOU3IBOACTBO (HOMep)
Inspection Lot NO'.,/ 040000533010 Mfg. License Date / JIuuensus ua 30/04/2020
Peructpaunonnslii HoMep ananusa NPOU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses /120 no3 GMP-Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
- GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP ceprudiar (Hovep) 01556/20/IN
Reference Specification No. / . STP-CC-
Crneundukauus roToBoro SPC-CC-063688 Reference STP No. / CITU Ne 640944
npoayxra Ne
Mometasone Furoate Monohydrate/ | MEM-
API name / Haumenosatine A®C ) API Batch No / A®C cepus Ne 23423(JM-01)-
’ MoneTasoHa (ypoata MOHOTHApPAT 001
Manufactured by / Tlpeussoantens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanaGe Jlumuten, Wuans
Ne | TESTS /TTIOKA3ATEJIU LIMITS / TPEBOBAHHSI OBSERVATIONS /
PE3YJILTATDbI

10. | Particle size /
Pasmep wacTun

Particles < 10pm in size: Not less than 90%
Yacrun pasmepom < 10 mxm — ne Menee 90 %;

100.0%./100,0%

Particles. < 30um in size: 100%
Yacrau pazmepom < 30 mxm — 100 %

100.0% / 100,0%

Particles > 30pm in size: Should be absent
YacTunel pazmMepom > 30 MKM — TOJKHBI
OTCYTCTBOBaTh

Absent / OTcyTCTBYIOT

11. | Sedimentation Stability /
CeanmeHTanHOHHAS
YCTOHYHBOCTDL

Not less than 5 min / He Menee 5 mun. Complies /

CooTBeTCTBYET

Prepared By / Hloarotosna

Checked By / Ilposepuan

Signature / Iloanucy

{
Approve\i By / Ono6pun
o

A

J
o

Date / Jlata 0L a7 [ 25141 ey )m% 6 Q)“”‘\ s gf"\ e "‘Lk\
: n

Name / @O Yogesh Kumar Mehta Atul Kumar - Sandeep Semwal

Designation / Officer-QA Officer-QA Sr. Manager - QA
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\CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIM3A T'OTOBOI'O IIPOJAYKTA

Page S of 8 /Crp. 5 u3 8

Name of Product/ S MOMATRINO
HaumenoBaHue npoaAyKunu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
Henarentopannoe naumenosanne | Momerasoua cripeil HasanLHbIH 103HPOBAHHBIN 50 MKI/103a
1 dose of the spray contains; Active ingredient; Mometasone Furoate Mom)hydxatc 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JelicTBYOILME BELECTBA 11032 cnpea coaepruT: JICHCTBYIOMEE BEMECTBO: MoMeTasona Gypoara MOHOTHApAT
51,72 Mxr B niepecuere na Momerasona dypoar 50,00 Mxr:
Strength / osuposka 50.meg/dose / 50 mkr/nosa Date of Mfg. / lata npoussoacrsa 06/2024
Dosage form / Mefcrcd—dvose ?asal spray / Cnpeii Date of Exp. / Conen 10 05/2026
JlexaperBennasi popma HA3aIbHBI 103UPOBAHHbIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / laTa Bbinycka 30.06.2024
Batch No./ Cepus Ne 12240683 Qty. Released / 32400 BOT/
KoJinyecTBo Boinymeno (paaxonon
Batch size / Pasmep cepun : 34,722 ‘BOT /.¢nakouos Mg License No. / unensus ua MNB/10/832
NIpOHM3BOACTBO.(HOMep)
Inspection Lot NOL/ 040000533010 Mf{g. License Date / JInuensns ua 30/04/2020
PerucTpaunoHHsiii HOMep aHaau3a NpoM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 5103 GMP Compliance certificate Date /| 4 0001650
GMP cepruduxar (nara)
. GMP Compliance certificate No. / GMP-
Market/ Priox Russia/ Pocous GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauust roToBoroe SPC-CC-063688 Reference STP No. / CIIU Ne 040944
npoaykra Ne
' Mometasone Furoate Monohydrate/ - MEM.-
APIname / Haumenopauue A®C . API Batch No / A®C cepus Ne 23423(JM-01)-
: MomeTasona dypoara MOHOTUApaT 001
Manufactured by / Ilpoussoaureas | Aarti Pharmalabs Limited, India/ Aaptu @apmana6e JNumuren, Muaua
Ne | “TESTS /TIOKA3ZATEJIN LIMITS / TPEGOBAHUS OBSERVATIONS /
: PE3YJbTATHI
12. | Impurities / Ilpumecn
Impurity § DM / Not more than 0.15 % / He 6onee 0,15.% Not Detected/ He oGHapyxeHo
ITpumecu § DM :
Impurity DMC / Not more than 0.15 % / He Gosee 0,15 % Below LOQ /Huxe 11KO
ITpumecu DMC
PR Not more than 0.20 % / He Gonee 0,20 % Below LOQ /Himxe ITKO
mpurity D /
ITpumecu D
Any individual unspecified | Not more than 0.20 % / He 6oiee 0,20 % 0.02%/ 0,02%
impurity / Enunnunoii
HEMACHTUDHLUPOBAHHOM’
IIpUMECH
Total impurities / Not more than 0.60 % / He 6onee 0,60 % - 0.06% / 0,06%
CymMMmsbl ipumeceit
, %
: Prepared By / IloaroToBu Checked By / Ilposepus Approve(\By /. Qno06pua
Signature / Tloanucsy f’f%j ' =
Date / Jlata G2 07] 2624 P T ey ¢ "L\g‘;}.\ 1924
¥
Name / @110 ' Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / » '
TomRHOCTS Officer-QA Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANAL‘YSIS‘FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIU3A TOTOBOI'O ITPOJIYKTA

Page 6 of 8/ Crp. 6 u3 8

Name of Product / ‘ MOMAT RINO
Haumenosanue npoaykunn MOMATPHHO
Generic. name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenarenToBanHoe HAUMEHOBAHHE Monmeraszona CI’IpCi;I HazaNbLHLIA ,Zl()SHp()BaHHblﬁ 50 mxr/a03a

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

Active Ingredients / ' calculated for Mometasone Furoate 50.00 meg
HeficTByromie semecrsa 121038 cnipes conepxut: Ackcrsylolee BeiecTBo: MoMeTasona Qypoara MOHOIMapar
o ‘ 51,72 mxr B repecyere Ha Momerasona ¢ypoar 50,00 Mxr
Strength / losupoBka 50 meg/dose / 50 mxr/noza Date of Mfg. / lata npousBoactsa 06/2024
Dosage form / Mf«:tered-duose ’nasal spray / Crnpeii Date of Exp. / Tosen 10 05/2026
JlexkapeTBeHHast popma Ha3aAbLHBI 103UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Brinycka 30.06.2024
Batch No. / Cepusi Ne 12240683 Qty: Released / 32,400 BOT/
KosinuecTBo. BbINyieHo thyaxonos
Batch size / Pasmep cepun 34,722 BOT / ¢aakonos Mfg License No. / Jluuensns na MNB/10/832
MPOU3BOACTBO (HOMEp)
Inspection Lot NOL/ 040000533010 Mfg. License Date / Jluuensus na 30/04/2020
PerucrpaunoHHblii HoMep aHaaH3a fIPOM3BOACTBO (AaTAa)
Package size / YnakoBka 120 Doses / 120 103 GME Compliance certificate Date / 18/06/2020
GMP ceprudukar (aata)
. . GMP Compliance certificate No. / GMP-
Market [ Prinox Russia/ Pocwmv GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneun¢ukalis roroporo SPC-CC-063688 Reference STP No. / CIIH Ne ‘
040944
npoayxkra Ne .
Mometasoné Furoate Monohydrate/ k ' MEM-
API name / HaumenoBanue ADOC B API Batch No / A®C cepus Ne 23423(IM-01)-
‘Mowmeraszona ¢ypoara MOHOrWApaT 001 :
Manufactured by / Tlpoussoantear | Aarti Pharmalabs Limited, India/ Aapru ®apMana6e Jlumuren, Huaus o
Ne | “TESTS /TIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATbHI

13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / HauaJo:
and Uniformity of from 10 vials) can deviate more than = 20% from the average Minimum / Musumym: 97%

X value and not any dose can deviate more than =+ 25% from the X : o
Delivered Dose / Cpexusist average value. The mean should ot exceed + 15 % of label Maximum / Maxcumym:103%

JocTapJjasieMas 103a H claim Mean / Cpennee:100%

OAHOPOAHOCTH 12f5 03/ to 6 dosels d;\gatg Imore than = 20% but not more than
o o, test another 20 vials.

AOCTAB/IAEMOM L0311 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 / Koueir;

He 6onee 2 13 20 103 (10 HayanbHpIX 2103 ¥ 10 KOHEYHBIX 103) Minimuin / MI/IHl/IMyM: 92%
MOTYT MMETb. OTKJIOHEHHE OT CPEHEro 3HaucHus 0ojee yem . i ; o
+20%, 1 HY oAHA 1033 HE AOHKHA HMEThH  OTKJOHEHHE OT Maximum /" Makcnmym:103%

“cpeaHero sHaueHus Gosiee uem + 25 %. Cpeanee 3uavemie ne | Mean / Cpennee: 100%
J0/DKHO NpeBpnuath + 15 % ot 3aaBieHHOr0.

Ecan o1.3 10 6 103 umeloT otkioHenus donce uem + 20 %, HO
MeHee MeM & 25 %, To HCNLITRIBAIOT CREAyiomue 20 (nakonos.
He 6osee 6 13 60 103 MOTYT. MMETb OTKIOHEHHE OT CPEAHETO
3HaueHuA Goace yeM £ 20 Y%, 1 HU O/IHA 1032 HE JIOJDKHA UMETD
OTKAOHEHHUE OT CPEAHEro 3HauUeHus Gonee ueM = 25 %. Cpeanee
3HAYCHHE KDKAOTO ONPEAECHHS He AOJLKHO npeBbiats £ 15 %
OT 32BJICHHOTO.

¢
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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.vsnlnetin

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDUKAT AHAJIM3A I'OTOBOI'O ITPOAYKTA

Page 7of8/Crp. 7u3 8§

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKIMH MOMAT PHHO
Generic.name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenatentoBanHoe HauMeHoBanue | Momeraszona cnpeil HazaIbHbIH H03MPOBAHHLIH 50 MK/ 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
JeicrBylomue BelecTsa 171038 cipes conepHT: AeiicTByIONIEE BelecTBo: MoMeTazona Qypoara MOHOTHAPAT
51,72 mxr B nepecyere na Momerasoua dypoar 50,00 mxr
Strength / losupoBka 50 meg/dose / 50 Mxr/no3a Date of Mfg. / llaTa npoussoacTsa 06/2024
Dosage form / M?tered-dvose Tlasal spray / Crpei Date of Exp. / Cone 110 05/2026
JlexapcTBenHas gopma Ha3abHBIA RO3MPOBAHHDIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Boinycka 30.06.2024
Batch No. / Cepnst Ne 12240683 Qty. Released / 32,400 BOT/
KoaituecTBo BLINYLIEHO (1aKOHOB,
Batch size / Pazmep cepun 34,722 BOT / ¢aakonon Mfg License No./ Jluuensus na MNB/10/832
NpoU3BoOACTBO (HoMep)
- - -
Inspection Lot I\o.“/ 040000533010 ‘ Mfg. License Date / JIuueHsus Ha 30/04/2020
Perucrpaunodsblii HOMep aHau3a NPOM3BOACTBO (1aTa)
Package size / YnakoBka : 120 Doses /120 no3 GMP. Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
o : GMP Compliance certificate No. / GMP-
Market / Puisok Russia / Poccus GMP ceprauiat (Homep) 01556/20/IN
Reference Specification No, / STP-CC-
Cneuuduxauns rorosoro SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoaykra Ne ]
Mometasone Furoate Monohydrate/ ‘ MFM.-
API name / Haumenosanue A®C | API Batch No/A®C cepus Ne 23423(IM-01)-
MowmeTtazona (ypoara MOHOrUApat : 001
Manufactured by /Tlpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unaus .
Ne | TESTS /TIOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHI
14 | Microbiological Purity / Mukpo6nojoruueckas 4ncrora »
Total aerobic microbial Not more than 10 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Obee uncyio Gosiee 10° KOE B 1 Mn npenapata Menee 10 KOE/Mn
a3PODHBIX ‘
MHKPOOPraHU3MOB ‘
Total yeast and moulds Not more than 10" cfu per 1 ml of the product / He | Less than 10 cfu/ml /
count / Obuiee yucno 6onee 10' KOE 8 1 ma npenapara Menee 10 KOE/Ma
JPOXOKEBBIX M TIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyretBue B 1 Absent / OrcyTcTBYeT
' MJI IIpenapara ‘
Staphylococcus aureus Absence per 1 ml of the product / Otcytcraue B 1 Absent / OtcyTctByeT
MJI Ipenaparta
15. | Assay / KosmyecTBeHHOe onpeaeieHue
a) Mometasone Furoate / From 85,0 % to.115,0 % of the labeled content /. Ot | 99.4% / 99,4%
Mowmerazona dypoar 85,0 % 1o 115,0 % ot 3asiBNEHHOTO CONEPIKAHUS :
b) Benzalkonium chloride / | From 80,0.% to 120,0 % of the labeled content/ Ot | 96.6% 96,6%
Bensankonus xyuopun 80,0 % 1o 120,0 % ot 3asIBIEHHOT0 CONCPIKAHUS ’
¢
Prepared By / Iloaroroua Checked By / Ilposepua Approved Fy / Opobpua
Signature / Hoanucey ¢ 3 )
: /7 v =
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Name / @O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
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Glenmark pharmaceuticals Ltd i
- Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone:+91=1795:249300 Fax:4:91-1795:249310 email: ¢lenmark@bom2:vsnlnetin

. CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIM3A I'OTOBOI'O ITPOJIYKTA
Page 8 of 8 /Crp. 8 u3 8

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

HenarteHToBaHHOe HAMMeHOBaAHUE Monmeraszona LHpCﬁ HA3AAbHBIN ﬂ()SM])()BaHHI)Iﬁ 50 Mxr/aoza

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

Active Ingredients / calculated for.Mometasone Furoate 50.00 meg
JleficTByIOLIME BelleCTBA 1 103 cripest CoAEpaKUT: NCHCTBYIOLIEE BEILECT B0 MomeTasona {ypoara monornapar.
: i 51.72 mMkr B niepecdere na Momertaszona ypoar 50,00 mxr

Strength /: lo3upoBka ’ ' 50 mcg/dose / 50 Mkr/a03a Date of Mfg./ Jlata npoussoacrea 0672024

Dosage form./ l\flf:Fel’ed-duose Vnasal spray / Cripe#t Date of Exp. / Tonen 110 05/2026

JlekapcTBeHHan popma Ha3anbHbIH JIO3UPOBAHHBIN

Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Brinycka 30.06.2024

Batch No. / Cepusi Ne 12240683 Qty. Released / : *| 32,400 BOT/

KoanyecTBo Bhinyieno daaxoHos
Batch size / Pazmep cepun 34,722 BOT/ ¢naxoros Mig.License No. / luuensus na MNB/10/832
NpPOU3BOACTBO (HOMeEp)

Inspection Lot No.vl 040000533010 Mfg. License Date/ JInuen3us Ha 30/04/2020

PernctpauuoHHblii HOMep aHAJH3A NpoH3BOACTBO (naTa)

Package size / YnakoBka 120 Doses./ 120 103 GMP Compliance certificate Date / 18/06/2020

: GMP cepruduxar (zara)

P GMP. Compliance certificate No. / GMP-

Market / Prisok Russia/ Poccas GMP cepruduxar (Homep) | 01556/20/IN

Reference Specification No. / : STP-CC-

Crneundukauus roroporo SPC-CC-063688 Reference STP No./ CITH Ne 040944

npoaykra Ne ]

Mometasoue Furoate Monohydrate/ MEM-
API name / Haumenoranne ADC API Batch No / ADC cepus Ne 23423(IM-01)~
MowmertazoHa (hypoara MOHOIMApar 001

Manufactured by / TIponssoanrens | Aarti Pharmalabs Limited, India/ Aapru @apmanabe Jlumuren, Mnmus

Ne | TESTS /TTIOKA3ATEJN : LIMITS / TPEBOBAHMUSI - "OBSERVATIONS/
PE3YJIBTATBI

16. | Package Size / YnaxkoBka 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 - n03 cycneH3uy BO - (UIAKOHE M3 MOJMITHIIEHA BBLICOKOW ILIOTHOCTH C
JIO3UPYIOUIHM YCTPOHCTRBOM M KOJNAYKOM M3 TIOJHITHIEHa BhIcOKOH T1oTHoCcTH. Tlo 1
(naKoHy BMeECTe ¢ HHCTPYKIMeH 10 MEAMLMHCKOMY TIDUMEHEHMIO B TIaUKe KaPTOHHOI,

Any deviation/Incident/OOS: Non-applicable
Otxnonenns/gecooTBeTcTBHsA/COC: He IPUMEHHUMO

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. JIII-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.”

3axioyueHHe 0 COOTBETCTBHM: HACTOALIMM - TIOATBEPIKIAI0, YTO MpEACTaBicHHAS - BHILIE. UH(pOPMALUs - ABAJETCA
AOCTOBEPHOHM W ToYHOM. JlaHHas cepus Opuia . npousseaeHa (BKIIOYAs YIAKOBKY/MapKHpPOBKY M KOHTPOJb ‘KayecTBa) Ha
YK&3aHHOH  BBHUE. TIPOU3BOACTBEHHON TUIOINAJKE B TIOJHOM -COOTBETCTBMM ¢ Tpebopanusmu . Hamnexaieh
TpouseoncraenHol Tlpaxtuku (GMP) nokanbHeIX ‘PeryIATOPHLIX ‘OPraHOB ¥ TPeCOBaHUAMH HOPMATHBHOM NOKYMEHTALMH
JIT-Ne(001710)-(PI'-RU)-230123 s pelaka Poccun ‘1 yTBepxueHHo# cnetmdukanyeit No SPC-CC-063688. TIpoTokosbl
NPOM3BOACTBA, YNAKOBKHU U NIOKA3aTeN KauecTsa NaHHOM cepun Ol NPOAHANN3NPOBAHBI 1 CACNAHO 3aKITIOUEHNE, UTO OHU
cooTBETCTBYIOT TpeboBanusaM Hannexawei [Ipouspoacreennolt [paxruxu (GMP).
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