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Name of Product / MOMAT RINO
HaumeHoBanue npoaykunu MOMAT PHUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenatentoBanHoe HauMeHoBaHHe | MomeTasoHa dypoaTa MoHOrMzapara cnpeil HasalbHblH 103MpoBaHHbIH SO Mxr

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBYOLLHe BewecTBA 1 no3a cnpes comepxuT: AekCTBYIOLLEE BellecTBo: MomerasoHa Pypoara MOHOrHapar

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

51,72 mxr B nepecuere Ha Momerasona ¢pypoar 50,00 Mkr

Streagth / JozupoBka 50 meg / 50 mxr Date of Mfg. / lata npoH3BOACTBA 09/2022

Dosage form /
Jlekapcrsennas ¢popma

Metered-dose nasal spray /
Cripeit Ha3aNbHBIH Date of Exp. / F'onen 1o 08/2024
JI03UPOBaHHbIN

Product code / Kox npoayxra SRU030007E040401DK Date of release / laTa Boinycka 30.09.2022
Batch No. / Cepust Ne 12220560 Qty. Released / KoanuectBo 32,800 BOT/
BbINYLIEHO ({1akoHOB
Batch size / Pazmep cepun 34,722 BOT/ ¢naxoron Mfg.License No. / MNB/10/832
JlnueHn3ns Ha NPoU3BOACTBO (HOMED)
;nspectlon Lot No.-/ 040000414065 Mfg. License Date / 30/04/2020
erMCTPALIHOHHBII HOMep aHau3a JlnueH3us Ha Npou3BOACTBO (AaTa)
; ! GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 xo3 GMP cepruduraT (1a7a) 18/06/2020
Market / Phinos Russia / Poccis GMP Compliance certificate No./ | y1p_g1556/20/1N
GMP ceprudukat (Homep)
Reference Specification No. /
Cneundunkauus rotosoro SPC-CC-063688 Reference STP No. / CIIA Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /TTOKA3ATEJIN LIMITS / TPEBOBAHMUSA OBSERVATIONS / PE3YJIBTATHI
1. | Description / Onncanune White to off white thick suspension of | Off white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. /| Touru 6enoro uBera OT HENPO3pauHOH
Ot Oenoro g0 noyrH Genoro mBeTa OT | KOHCHCTEHLMH ryCTas CYCIEH3MA.
MOy Npo3pavyHoii o Herpo3payHoi
KOHCHUCTEHLIMH IycTas CyCIIeH3Hs.
2. | Identification / MogauHHOCTD

a) Mometasone Fuorate/ | The retention time of the main peak in the | The retention time of the main peak in

Mowmera3oHa pypoart chromatogram of sample preparation should | the  chromatogram  of  sample
corresponds to the retention time of the main | preparation  corresponds to  the
peak in the chromatogram of standard | retention time of the main peak in the
preparation. / Bpems  ynepxusanus | chromatogram of standard preparation.
OCHOBHOTO  nMKa Ha xpomarorpamme |/ Bpems ynepKMBaHUS OCHOBHOIO
MCTIBITYEMOTO pacTtBopa JOIDKHO | MMKA HA XpOMArorpamMMme HCMbITYEMOro
COOTBETCTBOBATL BPEMEHH YACPXKUBAHUA | pacTBOpa  COOTBETCTBYET  BpPEMEHM
OCHOBHOrO MMKa Ha XpoMartorpaMme | yIAE€pXHBaHMA OCHOBHOIO [MKa Ha
CTaHJapTHOTO pacTBOpa XpoMmarorpaMMe CTaHAapTHOTO
paTBopa
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Name of Product /
HaumeHoBaHHMe NPOAYKLHH

MOMAT RINO
MOMAT PHMHO

Generic name /
HenareHToBaHHOE HAUMeHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona gypoara MoHoruapara cnpeil Ha3ajibHbii 103MpOBaHHLIN 50 MKT

Active Ingredients /
JeficTByomue Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cupes coxepxut: neicTByomwee BelecTso: MomerasoHa ®ypoara MOHOTHADAT
51,72 mkr B nepecuere Ha MoMerazona dypoar 50,00 Mkr

Strength / Jo3uposka 50 meg / 50 mkr Date of Mfg. / lata npousBoacTBa 09/2022
Dosage form / Metered-dose nasal spray /
I & Cnipeli Ha3anBHbIi Date of Exp. / Toaen go 08/2024
ekapcTBeHHas gopma .
JI03HPOBAHHBIH
Product code / Koa npoaykra SRUO030007E040401DK Date of release / laTa Bbinycka 30.09.2022
Batch No. / Cepus Ne 12220560 Qty. Released / Koanuectso 32,800 BOT/
BbINYIEHO (aakoHOB
. Mfg.License No. / 5
Batch size / Pasmep cepun 34,722 BOT/ ¢pnaxonos JIHeH3uS HA NPOU3BOACTBO (HOMEP) MNB/10/83
lnspectlon Lot NO:/ 040000414065 Mfg' License Date / 30/04/2020
PeructpaunoHusiii Homep ananmsa JIMueH3usi Ha MPON3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 po3 GMP ceprudmxar (1a1a) 18/06/2020
Market / Piitiok Russia / Poccis GMP Compliance certificate No./ | b 1556/20/1n
GMP ceprudukar (nomep)
Reference Specification No. /
Creundukauns rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

Ne | TESTS/NOKA3ZATEJUN

LIMITS / TPEFOBAHHWA

OBSERVATIONS / PE3YJIBTATHI

b) Benzalkonium chloride
/ bensankoHus x0pua
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The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues C;; and Ci4 in the
chromatogram of the standard solution. / Ha
XpOMaTorpaMMe HCMBITYEMOTO  pacTBOpa
HOKHBI  OOHApyXKMBaThCAd  MMKM, 110
BpeMeHaM YACPKHUBAHUA COOTBETCTBYIOILME
NUKaM TOMONOroB OEH3aIKOHMA XJIOpUIa
Ci2 1 Ci4 Ha XpoMaTorpamMme CTaHIapTHOro
pacTBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C,
and Ci4 in the chromatogram of the
standard solution. / Ha xpomarorpamme
UCTIBITYEMOTO pactBopa
00HapYXHBAIOTCSA IHKH, 10 BPEMEHaM
yIepKUBaHHUS COOTBETCTBYIOIINE
NUKaM  TFOMOJIOrOB  GeH3alKoHHs
xnopuaa Ci2 1 Ci4 Ha XpoMarorpamme
CTaHIAPTHOrO pacTBopa.

3. | pH

From4.3t04.9/014,3 n04,9

4.68 /4,68

4. | Density / [InoTHocTh

From 0.950 to 1.050 g/cm?/
Ot 0,950 mo 1,050 r/cm?

1.030 g/cm?/ 1,030 r/cm®

3. | Viscosity / Baiskocts

From 30 to 130 ¢cPs / Ot 30 10 130 cII3

492 ¢cPs /49,2 cIlz

6. | Osmolality /
OcMoNsILHOCTD

From 250 to 350 mOsm/Kg
Ot 250 0o 350 MOcm/kr

294 mOsm/Kg
294 MOcM/Kr

7. | Leakage check /
IIposepka dnakona Ha
TePMETUYHOCTH

Absence of any traces of leaks / OtcyTcTBUe
CJIe[IOB MPOTEUKH

No traces of leaks / Cnenibl npoteuku
OTCYTCTBYIOT

8. | Net content/Macca
COAEPKUMOro uiakoHa

Not less than 18.0 g/ He meHee 18,0 1

182g/182r

|
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Name of Product /
HanveHoBaHUe NpoaAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAMMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerazona Qypoara MOHOTHApara cnpeil HasanbHbIR 103MpoBaHHbIi SO MK

Active Ingredients /
JelicTByloUIHe BeltiecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipes conepxut: Aelictyrollee BeuecTso: Momerasona Pypoara MOHOTHApAT
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 Mkr

Strength / Nosuposka 50 meg / 50 mxr Date of Mfg. / laTa npon3soacTsa 09/2022

Dosage form / Metered-dose nasal spray /

JexapcTsennas Gopma Cripeit HasanbHBIA Date of Exp. / Foaen xo 08/2024

JO3UPOBAHHBIH

Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinmycka 30.09.2022

Batch No. / Cepun Ne 12220560 Qty. Released / Konnvecrso 32,800 BOT/
BbIMYLIEHO ¢iakoHOB

. Mfg.License No. /

Batch size / Pasmep cepuu 34,722 BOT/ ¢naxonos JIHLeR3HS HA MPOM3BOACTBO (HOMEp) MNB/10/832

Inspection Lot No. / 040000414065 Mfg. License Date / 30/04/2020

PerucTpallHoHHbIH HOMED aHAAM3A JInueH3us Ha NMPOU3BOACTBO (AaTA) _

: GMP Compliance certificate Date /

Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudmkar (1a1a) 18/06/2020

Market / Poinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukat (Homep)

Reference Specification No. /

Crneunduxauus rorosoro SPC-CC-063688 Reference STP No. / CIIU Ne STP-CC-040944

npoaykra Ne

Ne | TESTS /IIOKA3ATEJIU

LIMITS / TPEBOBAHUA

OBSERVATIONS / PE3YJIbTATbBI

9. | Number of deliveries per
container / Konnuecrso
103

Not less than 120 doses / He menee 120 no3

182 doses / 182 no3

10. | Pump delivery /
Macca 10361

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

HuauBuayannHas Macca 103bl: oT 85 %
1o 115 % ot TeopeTuyeckoit Macchl 203bI;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennsis macca go3bt: o1 90 % 1o 110 %
OT TEOPETHUUECKO MAcChl H03BI

Minimum / Muaumym: 90.2%
Maximum / Makcumym: 109.1%
Average / Cpennee: 105.3%

11. | Particle size /
Pasmep uactuu

Particles < 10pm in size: Not less than 90%
Yacrnu pasmepom < 10 MKM - He MeHee
90 %;

Particles < 30pm in size: 100%

Yacruu pasmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
Yacruu pa3mepoM > 30 MKM - JOKHBI
OTCYTCTBOBATb

100.0% / 100,0%

100.0% / 100,0%

Absent / O1cyTcTBYIOT

{
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Name of Product / MOMAT RINO
HaumenoBaHune npoaykunn MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 meg

Henarenvosannoe nanmenosanye | Mowmerasona ¢lypoara MOHOrMApATA CTIEH HA3ABHBINA JO3UPOBAHHEIR 50 MKT

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByomme BewecTsa 1 nosa cnpes coaepkuT: ASHCTBYyIOLIEE BellecTBO: MomeTasona ®ypoara MOHOTHAPAT

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

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

Strength / Nosuposka 50 meg / 50 mxr Date of Mfg. / JaTa npoussoacTea 09/2022
Dosage form / Metered-dose nasal spray /
g Cripeii HazanbHbIi Date of Exp. / Tonen xo 08/2024
Jlekapcreennas gopma .,
JIO3WPOBAHHDIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / lara Bbinycka 30.09.2022
Batch No. / Cepus Ne 12220560 Qty. Released / Koanvecrso 32,800 BOT/
BbINYIIEHO ¢nakoHos
. Mfg.License No. / /10/832
Batch size / Pasmep cepuu 34,722 BOT/ ¢nakonos JIHUEH3uS HA NPO3BOACTBO (HOMeEP) MNB/10/83
Inspection Lot No. / 040000414065 Mfg. License Date / 30/04/2020
PerucrpaunoHublii Homep auanusa JluueH3usi Ha NPoM3BOACTBO (aaTa)
: GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudmiar (1ata) 18/06/2020
Market / Poinok Russia / Poccns GMP Compliance certificate No./ | G\ ip g1556/20/1N

GMP cepruduxar (Homep)

Reference Specification No. /

Cneunduxauus rorosoro SPC-CC-063688 Reference STP No./ CIIHA Ne STP-CC-040944
npoaykra Ne
Ne | TESTS / TIOKA3ATEJIN l LIMITS / TPEBOBAHUSI [ OBSERVATIONS / PE3VJIBTATbDI

12. | Related Substances / [NocToponnne npumecu

impurity / Enuanunoi
HEUIEHTUPHUUMPOBAHHOT
npumecu

Cymma npumecei

Impurity 8DM / Not more than 0.15 % / He Gonee 0,15 % 0.02%/0,02%
[Tpumecu 8DM

Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % 0.004% / 0.004%
Ipumecn DMC

Impurity D / Not more than 0.20 % / He 6onee 0,20 % 0.014 %/ 0,014%
Ilpumecu D

Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.013%/0,013%

Total impurity / Not more than 0.60 % / He 6onee 0,60 % 0.10%/0,10%

13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses Beg / Hauano:

AY

not more than + 35%, test another 20 vials.

S “
{\r) d,i)j}mL e ) Not more than 6 of 60 doses can deviate

Y, more than 25 % from the average value,

(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / MusumMym: 96.8%
dose) / OanoponHoctsb more than + 25% from the average value and | Maximum / Makcumym: 102.4%
By;cjipﬁo»éﬁaeMGﬁvuoayl not any dose can deviate more than + 35% | Mean / Cpennee:100.0%

/o from the average value.
jF "%\ | If 3 to 6 doses deviate more than + 25% but

A N % 3
" ('/':;5; ){_)1“ . ” ‘:::‘,-\TA‘;/ \
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Signature / Moanuce [~ el SN
Date / laTa G/L;?h”'LL \-,\Q\\OW \Y\\f\U"'
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Name of Product /
Haumenosanue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHTOBAHHOE HAMMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona ¢ypoata MOHOrHApATa Cpei Ha3abHBIA 103UPOBaHHKIH 50 MKT

Active Ingredients /
HeiicTBylowue BewecTsa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51,72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I nosa cnpes conepxur: neiictaytomiee BemecTso: MomeTazona Gypoara MoHOrMapar
51,72 mkr B nepecuere Ha Mometasona ¢ypoar 50,00 Mxr

Strength / Josuposka 50 meg / 50 mxr Date of Mfg. / laTa npousBoacTsa 09/2022

Dosage form / Metered-dose nasal spray /

i g Cnpeit HasanbHbBIH Date of Exp. / T'oaen oo 08/2024

exapcTBeHHasi popma
J03HPOBAHHBIA

Product code / Koa npoayxra SRU030007E040401DK Date of release / lata Bbinycka 30.09.2022

Batch No. / Cepusi No 12220560 Qty. Released / Koanuecrso 32,800 BOT/
BbINYIEHO ¢urakoHOB

Batch size / Pazmep cepuu 34,722 BOT/ ¢nakonos Mig.License No. / MNB/10/832
JluueH3ust Ha Nnpou3BoOACTBO (HOMep)

Inspection Lot No.v/ 040000414065 Mfg. License Date / 30/04/2020

PerncTpaunoHHbIii HOMep aHaausa JIMueH3us Ha NPOH3BOACTBO (2aTa)

Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmkar (aaTa)

Market / Prisok Russia / Poccits GMP Compliance certificate No./ | v p_o1556/20/1N
GMP ceprudmkar (nomep)

Reference Specification No. /

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

npoaykra Ne

MNe | TESTS /NOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS / PE3YJIBTATHI
and not any dose can deviate more than
+ 35% from the average value.

He Gonee 2-x u3 20 003 (10 HavatbHBIX 103
1 10 KoHeuHpIX 103 U3 10 (aKkoHOB) MOTyT
VMEeTb OTKJOHEHHE OT CpPeaHEro 3Ha4eHus
Bonee yeM + 25%, ¥ HU oOHA 103 HE
JO/DKHA MMETb OTKJIOHEHHWE OT CPEAHEro
3HavyeHus Gonee ueM Ha + 35 %.

Ecau or 3 g0 6 103 MMEIOT OTKIOHEHHS
Oonee uem + 25 %, HO MeHee ueM + 35 %, To
MCTIBITBIBAIOT Cefytowune 20 piakoHOB.

He Gonmee 6 m3 60 no3 Mmoryr umers
OTK/IOHEHHE OT CpelHero 3HavyeHus Gosee
yeM + 25%, M HM OolHA [O3a HE JOJIKHA
HMETb OTKJIOHEHHE OT CPEeNHEro 3HauYeHHs
N Gonee uem + 35 %.

END / Koneu:

Minimum / Munumym: 96.0 %
Maximum / Makcumym: 102.7%
Mean / Cpeanee: 100.0%

\
Prepared By / lloaroroBua Chegked By / Ilposepua VApproved By / Ono6pua
Signature / Moanuce , = -/
Date / JlaTa C//Ij}(nl?_'L \§‘\bb’W> \ (\\‘\UW
Name/ ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
Joamuocts Officer-QA Sr. Officer-QA Sr. Manager - QA
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MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmeraszona ¢ypoara MoHoruapara criped HasajibHbIl J03UPOBaHHBIA SO MKT

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

1 1032 cnipest conepxut: aeiictByloutee BewecTo: Momeraszona dypoara MOHOrApar

51,72 mkr B nepecyere Ha Momerazona dypoar 50,00 Mkr

Name of Product /
HaumvenoBaHne npoaykuvm
Generic name /

HenarenToBanHOe HaMMeHOBaHHE

Active Ingredients /
JeiicTBylomue BemecTsa

Strength / Ho3suposka 50 mcg / 50 Mxr Date of Mfg, / lara npou3sBoacTBa 09/2022
Dosage form / Metered-dose nasal spray /
e g Cripeit HazanbHbIH Date of Exp. / ['ogen a0 08/2024
€KapCcTBEeHHas Gopma .
JIO3MPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / laTa Bbinycka 30.09.2022
o Qty. Released / KonuuecTBo 32,800 BOT/
Batch No. / Cepua Ne 12220560 BIMymeHo (br1akoHOB
. Mfg.License No. / /832
Batch size / Pazmep cepun 34,722 BOT/ dnakounos JIMUeH S Ha NPOHIBOACTBO (HOMEp) MNB/10
lnspectlon Lot NOL/ 0400004 14065 Mfg' License Date / 30/04/2020
PeructpaumonHblit HoMep anaausa JlvuueH3ust Ha Npou3BOACTBO (AaTa)
: GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 aos GMP ceprudmkar (1a1a) 18/06/2020
Market / Prinok Russia / Poccrs GMP Compliance certificate No./ | 5\ 1p_01556/20/IN
GMP cepruduxat (HoMep)
Reference Specification No. /
Cneundukauns rorosoro SPC-CC-063688 Reference STP No. / CTTU Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /ITOKA3ATEJIU

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIbTATHI

14 | Uniformity of dosage units
/ OaHopoaHOCTD
A03HPOBAHUS

Not more than 1 value from 10
measurements can deviate from the average
value more than + 25% and none can deviate

Minimum / Muuum 96.8%
Maximum / Makcumym: 102.4%
Mean / Cpennee:100.0%

by more than + 35%.
If 2 to 3 values deviate more than + 25% but
not more than + 35%, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than + 25% and none can deviate
more than + 35%.
He 6onee 1 3Hauenus w3 10 onpeneneHuit
MOXET OTKJIOHATCH OT CPEIHEro 3HaueHus
Oonee, uem Ha + 25 %, U HU OAHOrO, Bosee
4eM Ha + 35 %.
o Enu nmBa unu Tpu 3HAYEHHA HMEIOT
o, OTKJIOHEHHUA Gonee ueMm + 25 %, HO MeHbLie,
yeM * 35 %, TO HCMBITBLIBAIOT CNEAYIOLIME
S 20 dakoHoB.
3 \ He Gonee Tpex 3Hauenudt w3 30
- OMPEAEACHN  MOrYT  OTKJIOHATHLCA  OT
cpellHero 3Ha4yeHus Ooiee, ueM Ha + 25 %, u
/ HU 0HOrO, 6onee yem Ha £ 35 %,

\
Prepared By / Iloarorosua Chgeked By / [Iposepua \Approved By / Ono6pua
Signature / [Noanuck i ~ e
Date / laTa 1501 \ SX\"W \Y\\‘\v
Name/ ®UO Atu]l Kumar Akshit Bhardwaj Sandeep Semwal
Designation / g g M -OA
JoakHoCTS Officer-QA Sr. Officer-QA Sr. Manager - Q
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HUKAT AHAJIN3A TOTOBOI'O ITPOAYKTA

Page 70f9/CTp. 7u3 9

Name of Product /
HaunmeHoBanue npoaykuunn

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBaHHOE HAUMEHOBAHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTa3oHa ¢ypoaTa MOHOrMApaTa cripeli HazalbHbIH J03UPOBaHHbIH 50 MK

Active Ingredients /
HeficTByowne BeuecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 nosa cnipes coaepxurt: AeiicTyrowee BewecTso: MoMerasona ®ypoara MOHOTHApPAT

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

Strength / Jo3uposka 50 meg / 50 Mxr Date of Mfg. / lata npoussoacTsa 09/2022
Dosage form / Metered-dose nasal spray /
Jlexa Cripeit Ha3anbHBbI# Date of Exp. / oaen ao 08/2024
pcTeenHas ¢popma o
JO3UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / [laTta Bbinycka 30.09.2022
Batch No. / Cepus Ne 12220560 Qty. Released / Koanvectso 32,800 BOT/
BbINYINEHO thakoHoB
Batch size / Pasmep cepun 34,722 BOT/ ¢naxonon J?:ﬁ:::::ssaN:[.nl)uanoucmo (Homep) MNB/10/832
Inspection Lot No. / 040000414065 Mig. License Date / 30/04/2020
PerncrpauuoHublii HoMep aHanu3a JIuLeH3us Ha NPOU3BOACTBO (1ATA)
Package size / Ynakoska 120 Doses / 120 nos3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
Market / Puinok Russia / Poccus GMP Compliance certificate No./ | G\1p_g)556/20/N
GMP cepruduxat (Homep)
Reference Specification No. /
Cneundukauns rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /TTOKA3ATEJIMN , LIMITS / TPEBOBAHHUSA | OBSERVATIONS / PE3YJbTATDI
15 | Microbiological Purity / Muxpo6uoJioruueckasi Y4HcToTa

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / Ob1uee uucno
as’pobHbIX GakTepuil u
JPOAAKEBBIX U MJIECHEBBIX
rpuboB (CyMMapHO)

Test for Absence of
Specified Microorganism /
Tect Ha cnenngpuyeckue
MHKPOOPraHH3MbL:

Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OtcyTcTByeT
Staphylococcus aureus Orcyrcteue B 1 r (M) npenapara
Bile-Tolerant Absence per 1g (ml) of the product / Absent / O1cyTCcTBYET
Enterobacteria / Orcyrcteue B 1 r (M) npenapaTa
)Kenueyg.rqﬁgugﬂe Absence per 1g (ml) of the product / Absent / OTcyTcTBYeT
IHTEPOBAKTCPHM. P Orcytcteue B 1 r (M21) npenapaTa

A '
‘1' 1;?.
e CJ/ 2
T CPlelv

A £

Not more than 102 cfu per 1g (ml) of the
product / He Gonee 102 KOE B 1 r (Mn)

npenapara

Less than 10 cfu/ml/
Menee 10 KOE/mn

[T} o \
L Prepared By / lloarotrosua {hecked By / Ilposepua M pproved By / OnobGpua
Signature / [Moanuceb [ = . s\ AL
Date / Jlata qu’]l"/’lz__ \Showf"’ \Q\\\ ¥
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA
JoskHOCTD
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Glenmark pharmaceuticals Ltd
Vitlage: 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 TOTOBOI'O ITPOAYKTA

Page 8 of 9/ Ctp.8 13 9

Name of Product /
HaumeHoBaHHe NPOAYKUHM

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHTOBAHHOE HAMMEHOBaHNE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTasona ¢gypoara MOHOTHApaTa cnpeii HazalbHbINA 1031UpOBaHHbIH S0 MK

Active Ingredients /
JeficTByoliue BelecTa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipes conepxHT: AeHcTByloLIEe BellecTBo: Momerasona ®@ypoara MoHoruapar

51,72 mxr B nepecyere Ha Momerasona ¢ypoar 50,00 Mkr

Strength / Nozuposka 50 meg / 50 mxr Date of Mfg. / laTa npon3BoRCTBa 09/2022
Dosage form / Metered-dose nasal spray /
JlexapeTsennas dopma Cripeit HasabHbIiA Date of Exp. / Foaex a0 08/2024
JO3UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / IaTa sbinycka 30.09.2022
Batch No. / Cepun Ne 12220560 Qty. Released / Konnuectso 32,800 BOT/
BbINyIEHO (1akoHOB
; Mfg.License No. /
Batch size / Pazmep cepun 34,722 BOT/ dnakonos JINLeH3HR Ha NDOIBOACTBO (HOMED) MNB/10/832
lnspection Lot No. / 040000414065 Mfg' License Date / 30/04/2020
PervcrpauHoHHbIN HOMep aHaJH3a JInueH3ua Ha NPoU3BOACTBO (aaTa)
: GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 o3 GMP ceprudurat (1a7a) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No./ | G\p_01556/20/IN
GMP cepruduxaT (Homep)
Reference Specification No. /
Cneundukauns roroBoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /MOKA3ATEJIN l LIMITS / TPEBOBAHWSA l OBSERVATIONS / PE3YJIBTATHI
16. | Assay / KoninvecrBeHHOe onpeneneHne

a) Mometasone Furoate /
MowmeTazona dpypoara

From 85 % to 115 % of the labeled content /
Ot 85 % no 115 % ot 3asBNeHHOTO
COJEpXKaHUs

104.4% / 104,4%

b) Benzalkonium chloride /
BeH3ankoHus xjopuaa

From 80 % to 120 % of the labeled content /
Ot 80 % 1o 120 % oT 3a9BJACHHOTO
conepKaHus

88.3% /88,3%

17. | Package Size / Ynakoska

60 or 120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One
bottle together with the package insert per a
cardboard box. / [lo 60 wim 120 go3
CyCneH3un BO (1akOHe M3 TMOJHITHIEHA

120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a
cap made from  high-density
polyethylene. One bottle together with
the package insert per a cardboard box.
/ 120 po3 cycrneH3un Bo (iakoHe U3

BLICOKOW  IUIOTHOCTH €  JO3MPYIOLIMM | HOJMITUIEHA BBICOKOW IUIOTHOCTH C
YCTPOHCTBOM u KpBILIEYKON M3 | DO3MPYHOLUUM YCTPOHCTBOM u
MOJIM3THIIEHA BBICOKOH MNOTHOCTH. [lo 1 | Kpblleukoit U3 MOJMMITHIIEHA BLICOKOI
¢nakony BmecTe ¢ uHcTpykuMed no | nnotHocth. IMo 1 ¢nakoHy BMecTe ¢
MEIUUMHCKOMY TMPHUMEHEHHIO B [a4Ke | MHCTPYKUHEH MO  MEOULUMHCKOMY
KapTOHHOM. NPUMEHEHHIO B NAYKe KapTOHHOIA.
18. | Labeling / Mapkuposka According to ND / B coorsetctauu ¢ HJT
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHeHue B 3awiueHHoM ot cBeTa MecTe npu TeMneparype ot 15 10 25 °C. He 3aMopaxuBaTh.
20 | Shelf-life / Cpok roanoctn | 2 years /2 roma
\
Prepared By / Hoarorosua Shecked By / ITposepua Approved By / Oao6pun
Signature / [loanuce P A ] -/ L
Date / JlaTa T W1 \S{o ™ \g\\‘\"vv
Name / DHO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Egi'i’:ﬁ)tc':: ! Officer-QA Sr. Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOHUKAT AHAJIU3A T'OTOBOI'O MPOAYKTA
Page 9 of 9/ Ctp. 939

Name of Product / MOMAT RINO
HaumeHnoBaHnue npoaykuuu MOMAT PHUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenarenroBaHHOEe HAaMMeHOBaHMe Mowmerasona dypoara MoHoruapara cnpeii HazanbHbIH 103HpoBaHHbIHR 50 MK
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByiomue BeinecTsa 1 nosa cipes conepxHT: AeicTBYIOLLEE BellecTBO: MoMmerasoHa Pypoara MOHOrHapar
31,72 mxkr B nepecuere Ha Momerasona ¢ypoat 50,00 Mxr
Strength / Jo3upoBka 50 meg / 50 Mxr Date of Mfg. / lata nponsBoacTBa 09/2022
Dosage form / Metered-dose nasal spray /
7 g Cnpeit Ha3anbHbIH Date of Exp. / Coaen no 08/2024
exapcTBeHHas gopma o
NIO3UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa BbInycka 30.09.2022
Batch No. / Cepus Ne 12220560 Qty. Released / Konnuecrso 32,800 BOT/
BbIMYIIEHO (nakoHoB
. Mfg.License No. / 2
Batch size / Pasmep cepun 34,722 BOT/ ¢pnaxonos JIHileH3Hs HA NPOH3BOACTBO (HOMep) MNB/10/83
Inspection Lot No. / 040000414065 Mfg. License Date / 30/04/2020
Perncrpanuonublii HOoMep ananusa JInueH3Hs Ha NpPoU3BOACTBO (aaTa)
; GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudmkar (1a1a) 18/06/2020
Market / Prinok Russia / Poccus GMP Compliance certificate No. /| \ip g)556/20/IN
GMP ceptudmkar (Homep)
Reference Specification No. /
Crneundukanmns rorosoro SPC-CC-063688 Reference STP No./ CIIU Ne STP-CC-040944
npoaykra Ne

Any deviation/Incident/O0S: OOT/1101/2022/0046
Otrnonenust/ Muunaente/O0C: OOT/1101/2022/0046

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. JII1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”
3aK104eHHe 0 COOTBETCTBMH: HACTOALIMM MOATBEPKAAI0, YTO MPEACTABJECHHAA Bbllle HHQOpMALHUA ABAAETCA
AocToBepHOi ¥ TOuHOW. [lanHas cepusi Oblaa mpowsseleHa (BKIIOYAsAs YNAKOBKY/MapKMPOBKY M KOHTPOJb KauecTBa) Ha
YKa3aHHOH Bbille MPOM3BOACTBEHHON TNOWIAfKE B MOJHOM COOTBETCTBMM C TpeGoBanmamu Hamnexaweit
Iponssoncteennoi Ipaktuki (GMP) NOKaIbHBIX PEryJsATOPHBIX OPraHOB M TPEGOBAHMAMH HOPMATHBHON AOKYMEHTALHH
JIT1-003870-221221 nnsa peiaka Poccuu. [IpoTokonbl Npou3BoACTBa, YIAKOBKHU M OKa3aTeNy KauecTBa JaHHOM cepuu Gbliu
NpOaHATH3UPOBAHBI U CHCNIAHO 3aK/IOUYEHUE, YTO OHU COOTBETCTBYHOT Tpeboanuam Hapnexkawed [IpousBoacTBEHHOMN
[Mpaktuku (GMP),

1
Prepared By / [loarorosua LChecked By / Tiposepua \Approved By / OnoGpua
Signature / Moanucy L
Date / lata \—/151 NN \S\‘DW T \o\ VW
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / -
JlomkHoeTS Officer-QA Sr. Officer-QA Sr. Manager - QA
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