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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A I'OTOBOI'O IMTPOJAYKTA

Page 1 of8/Cyp.1u38

Name of Product /
HaumenoBanue npoayxuun

MOMAT RINO
MOMAT PHMHO

Generic nume /
HenarentoBannoe nauMcHoBaHue

Mometasonc Metered-duse Nasul Spray 30 meg/dose
MowmeTazoHa cipedi 1asajisHbii 103upoBanusii 50 Mxr/no3a

Active Ingredients /
JelicTByromne BeecTna

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

calculated for Mometasone Furoate ‘504060 mceg

I josa enpest coneprkut: Aeficthytomee reniecrso: MoMerasona dypoara MOHOTHAPAT

51,72 mxr B nepecuere Ha Momerasouna dypoar 50,00 Mxr

Strength / losuposka 50 mcg/dose / 50 mxr/nosza ‘Date of Mfg. / lata npoussoncraa 11/2023
Dosage -form / Metcred-q?se nasal spray / Crpeit Date of Exp. / Coxen 0 1012025
Jekapersensan dopma Ha3@ILU LI T03HPOBAHHEIH ,
Product code / Koa npoayxra SRUQ30007E040401 DK Date of release / Jlata Brinycka 21.11.2023
Batch No. / Cepus Ne 12231090 Qty. Released / 28,640 BOT/
KoJqniecrso puinyuicHo ¢rakoHoB
Batch size / Pa3mep cepun 30,972 BOT / dnakonos Mig.License No. / Jluncusus na MNB/10/832
HPOM3BOACTBO (HOMeEp)
Inspection Lot No.“/ 0400004943 13 Mfg. License Date / JIuneusus na 30/04/2020
PerucTpauHoHHbIH HOMep ananinsa NPOH3BOACTBO (AaTa)
Package size / Ynaxkoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprutukar (nata)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia/ Poccua GMP cepTudukar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauns rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue ADC o API Batch No / A®C cepus Ne 23407(JM-01)-
Mowmerasona dypoara MorOrHIpaT 002
Manufactured by / Ipoussoaurenn | Aarti Industries Limited, India / Aaptu Munactpus JTumuren, Munus
No | TESTS/TIOKARATFE.JIN LIMITS / TPEEOBAHIA OBSERVATIONS /
PE3YJIbTATBI
1. | Description / Onucanue White to  off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / non-transparent consistency. /
Or OGenoro jgo mnourm OGeioro neera ot | IlouTw oeJioro useTa
TI0JyNpO3pa4HOi 10 HENPO3pauyHOH KOHCHCTCHLMM | HEMPO3PAauHOH  KOHCHCTEHLMH

rycTas CyCneH3usl.

rycras CyCreHs3usl,

2. | Identification / Maenruduranus

a) Mometasone Furoate /
MomeTaszona ¢pypoar

The retention time of the main peak in (he
chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems yaepxuBaHHs OCHOBHOTO NHKa
Ha  XpOMaTOrpamMme  MCIBITYEMOTO  pacTBOpa
LOMKHO COOTBETCTBOBATH BPEMEHH YACPKHBAHMS
OCHOBHOI'O [IMKa Ha XPOMAaTOrPaMMe CTAHAApPTHOrO
pacTtBopa (M. pasnen «KosinuecTBeHHOE
OTIPEACIICHUCH).

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 / Bpewms
YIACPKUBAHHA OCHOBHOTO TMKA
Ha XpoMmaTorpamme
HCIIBITYEMOT 0 pacTBOpa
COOTBETCTBYET BpEeMeHH
YIOEPXXKUBAaHUs OCHOBHOTO ITUKa
Ha XpoMarorpamme
CTAHAAPTHOTO PacTBOpA.

Appro\ved By / Ono6puan

Signature / Tloanucs

Prepal)e/d\)Sy / HoaroroBuu

Pl

Date/ dara (" ) L ‘ \i ] % f),j WA lq 5 2.2 \\i Y eL-4
Name / ®O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-QA . Sr. Manager - QA

Honxuocrs

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A 'OTOBOI'O INPOAYKTA .
Page2 of 8 /Crp.2 13 8
Name of Product / MOMAT RINO
HaumeHnoBauue npoayxuuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenareHToBaHHOe HAHMEHOBAHUE MowmeTasona cripeit HasanbabIi 103HPOBAHHEINA 50 MKT/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTBy1omue semecTsa 1 no3a cipes conepiur: AciicTByIouiee Benectso: MoMeTasona ¢ypoaTa MoHOrHApAT
51,72 mxr B niepecuere Ha Momerazona dypoatr 50,00 mxr
Strength / Josuposka 50 mcg/dose / 50 mrr/ao3a Date of Mfg. / lata npoussoactea 11/2023
Dosage form / Metered-dose nasal spray / Cnpeit
JlekapcrBeHnnas gopma HazaIbH b JO3UPOBAHHEINA Date of Exp. / Fonen 10 1012025
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata sbinycka 21.11.2023
Batch No. / Cepusi Ne 12231090 Qty. Released / | 28640 BOT/
KosnnuecTBo BoInymeno (rakoHoB
Batch size / Pazmep cepuu 30,972 BOT / ¢naxonon Mfg.License No. / Jlnuensust na MNB/10/832
OpPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000494313 Mfg. License Date / JIuuensus na 30/04/2020
PerncrpaunoHHbIi HOMep aHaNN3A npou3BOACTBO (naTa)
Package size / Ynakosxka . 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmukar (nara)
. GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poccus GMP ceprugpuscar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundukauus rorosoro SPC-CC-063688 Reference STP No./ CITH Ne
040944
npoaykrta Ne
: Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBaumne A®C API Batch No / ADC cepusi Ne 23407(JM-01)-
Mowmerasona dypoara MoHOrHapaT 002
Manufactured by / Tipoussoantens | Aarti Industries Limited, India / Aapru Magacrpus Jlumuren, Muaus
Ne | TESTS/HNOKA3ATEJIHU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJILTATbBI

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

/ Bensankonns xaopun | contain peaks corresponding to the retention times sample solution contain peaks
of peaks of benzalkonium chloride homologues Cy, corresponding to the retention
and Cyus in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomatorpamme | chloride homologues Cj2 and
UCTIEITYEMOTO pacTBOpa KOMKHbI 00HapyxuBaThes | Cig in the chromatogram of the

HKH, o BpeMeHam yaepxusanus | standard  solution. / Ha.
COOTBETCTBYIOIIHUE TTMKAM FOMOJIOTOB OEH3ANKOHHS | XpOMAaTOrPaMMe  HCTIBITYEMOTO
xmopuna  Ciz m Cu  Ha  Xpomarorpamme | pacTBopa 00HapYXHBAIOTCS

CTaHAAPTHOTO pacrtBopa pasfen | IUKH, o BpEMeHaM
«KonudectBeHHOE onipene YIAEPKHUBAHUSA ,
COOTBETCTBYIOLINE HKam
rOMOJIOTOB OEH3aIKOH S

xmopuna Cpp u Cu  Ha
XpomaTtorpaMme CTaHAAPTHOTO

- pacTBopa.
3. |pH From4.30t0 4.90/ O 4,3 ) 10 4,90 4.62 /4,62
4. | Density / IInornocts From 0.950 to 1.050 g/cm®/ 1.009 g/em® / 1,009 r/cm®
Ot 0,950 no 1,050 r/cm®
5. | Viscosity / Bsazkocrs From 30 to 130 ¢Ps / Ot 30 no 130 cII3 41.2 cPs/412cll3
{
Prepared}fy}/ IoaroToBua Checked By / IIposepun Apprové(l By / Ono6pun
N U e e »)
Signature / Ioanucn / di/ -
Date / [lara e HE | Do ey
Name / ®UO Yogesh Kumar Mehta Atul Kumar . Sandeep Semwal
Designation / ]
Touocts Officer-QA Officer-QA Sr. Manager - QA

FCM/QA054/08.00



Glenmark pPharmaceuticals Ltd
Village: Kishanpura, Baddj Nalagarh Road, Tehsil: Baddi,
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Glenmaﬁg( Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@,bomZ.vsnl.net.in

A new way for 3 new world
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDOUKAT AHAJIMBAT OTOBOI O IIPOJAYKTA

Name of Product /
Haumenopanuye npoayxuun
Generic name /
Henartenropanyoe HauMenoBanye

Pag

MOMAT RINO
MOMAT PUHO

Mometasone Metered-dose Nasal S
Mowmerazoua CNIpeH HasatbHbI
I dose of the Spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg

1 nosa cripes CORCPIKUT: AelicTRyIOmee BELUECTBO: MomeTazona ¢ypoara MOHOryapar

51,72 mxr fiepecere Ha Momerazona dypoar 50,00 mxr
Strength / Tosn POBKA 50 meg/dose / 50 MKI/103a Date of Mg, / Aara npowseoncrea m
Dosage form / Metered-df)se nasal fprayf Cnpeti Date of Exp. / Coen no m
Jlexapereennas o pMa HA3ALHBINA 103UPOBAHH I
Product code / Koa npoaykra SRUO30007EO40401DK Date of release / dara Beinycka m
Konnvecrso soim HleHo prakonon
Batch size / Pasmep cepun 30.972 BOT/ traxonos Mfg.License No. / uuetsus wa MNB/10/832
NpOM3BOACTBO (nomep)
Inspection Lot NO'.,/ 040000494313 Mfg. License Date / Jluuensns ua
Perucrpanuonnmi HOMep aHanuza

pray 50 meg/dose

Active Ingredients /
Helicrsyroume BeliecTBa

30/04/2020

npousBoacTso (qaTa
Package size / ¥nakopka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar Aata
: GMP Compliance certificate No. / GMP-
Market / Prinox Russia / Pocens 01556/20/IN

GMP ceprugmrar (1omep)

Reference Specification No. /
Creunduranus roToBoro
npoaykra Ne

SPC-CC-063688

STP-CC-
Reference STP No./CIU Ne 040944

MFM-
23407(JM-01)-
002

Mometasone Furoate Monohydrate/
Momerazona (ypoara MOHOrHIpaT

API name/ Haumenosanue ADC

Manufactured b /N DOM3IBOAHTE L

TESTS / IOKA3ATE I

API Bateh No / AdC cepus Ne

Aarti Industrieg Limited, Indja / Aaptu Unnacrpus Jumuren,
LIMITS / TPEBOBAHI/IH

Wunus

OBSERVATIONS /
PE3YJAbTATEI

289 mOsm/Kg

289 MOcMm/xr

Osmolality /
OcMmonstinnocts,

From 250 to 350 mOsm/Kg
Ot 250 no 350 MOcMm/kr

Net content / Macea
coaepxxumoro draxona

Not less than 18 g/ He menee 18 1 185g/185r

Number of deliverjes per
container / Kosinuecrgo
103

Not less than 120 doses (discard the first pumping)
/ He menee 120 203 (He cumTas HEepBUYHYIO
npokauky)

171 doses / 17] 103

Individual dose mass: from 85% to | 15% of the
theoretical dose mass /
Muausunyanpuay Macca nosbt: ot 85 % a0 115 %

oT TECOPETHYECKOH Maccrol J03bI;

Pump delivery /

Minimum / Munumym: 95.7%
Macca 1031 ;

Maximum / M Mym:108.3%
Averag 05.3%

Average mass of the dose: from 90% to 1 10% of
the theoretical mass of the dose /

Cpennsist macca noss: 01 90 % no 110 % or
TeOpeTHYECKoit Macchl 1031

v [y

lBy / Hoxprorosun Checked By / Iposepua ed By / Ono6pun
enature / Hoames Y I S
Dot/ L5 3 I S RIS Yy
Name / ®HO

Yogesh Kumar Mehta Sandeep Semwal

Designation / , - Officer-QA Officer-QA

|

Sr. Manager - QA
FCM/QA054/08 60

Hosmuocrs




Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddj Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@b m2.vsnl.net.in
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Anewway fora new world
CERTIFICATE OF ANALYSIS FOR F INISHED PRODUCT
CEPTUD®UKAT AHAJIU3A TOTOBOI O IIPOAYKTA

MOMAT RINO
MOMAT PHHO

Page 4 of 8 /CTp. 4138
Name of Product / .
Hauvenosanue n POAYKLUH
Generic name /
Henarenrosannoe HANMEHOBaHue

1 dose of the Spray contains: Active ingredient: Mometasone
calculated for Mometasone Furoate 50.00 meg
! nosa cnpes COACPHUT: neficTnyomee BEUIECTBO: MoMerazona dypoara mo HOTHIpaT

SL72 mkrs nepecyere na Mowmerazona dypoar 50,00 mxr
28640 ROT/

50 meg/dose / 50 MKI/103a Date of Mfg, / Aata np OM3BOJCTRA

Furoate Monohydrate 51.72 meg as

Active Ingredients /
Hebicreyiomue BeLecTea

Strength / Mosuposka
Dosage form /
Jexa PCTReIIAR opma

Product code / Kopy ngouyléra

Batch No. / Cepus Ne

Metered-dose nasal spray / Cupeii ) X .
HASABHLIA 103UPOBanII Pate of Kxp. / Losen no
SRUO30007E040401 DK

12231090

Date of release / Hara Boinycka
Qty. Released /

Koanyecrso spin UIeHO
Mfg.License No. / Jluuensus na
[TPOH3BONCTBO (HoMep)
Mfg. License Date / Muuensus
NPOHIBOACTBO (naty I
GMP Compliance certificate Date / 18/06/2020

GMP ceprudurar Aara
| GMP Compliance certificate No, / GMP-
GMP ceprudmicar (nomep) 01556/20/IN

. STP-CC-
Reference STP No., / CITUA Ne 040944

MFM-
23407(JM-01)-
002

(PpAaKoHOB

MNB/10/832

Batch size / Pasmep cepun 30,972 BOT/ (nakoxoB

Inspection Lot No. /
Perucrpaunonnprii HoMep

040000494313

T N

20 no3

" 3004020

Package size / Yuakoska 120 Doses / 1

Market / Poinox Russia / Poceng

Reference Specification No, /
Crenndukauus TOTOBoOroO
npoaykra Ne

SPC-CC-O63688

Mometasone Furoate Monohydrate/

API name / Haumenosanue ADC
Mowmerazona ¢ypoara MOHOrHapar

API Batch No / AdC cepusi Ne

Manufactured b / Hpoussoaurens

TESTS / HOKA3ATEIN

Aarti Industries Limited, India / Aapry Hunacrpus Jumuren, Unnus
—

LIMITS / TPEBOBAHIY OBSERVATIONS /
PE3YJILTATBI
100.0% / 100,0%

Particle size /
Pazmep wacrun

Particles < 10pm in size: Not less than 90%
Yacruy pa3smMepom < 10 mxm — ye MeHee 90 %;

Particles < 30pm in size: 1002
Yacran PasMepom < 30 mxm — 100 %

Particles > 30pm in size: Should be ahsent
Yaciuugi Pasmepom > 30 mxm — JTOJIXKHBI
OTCYTCTBOBATH

100.0% / 100,0%

Abseny / O1cyrerByror

Sedimentation Stability / Not less than 5 min / He menee 5 muy.
CeuumeHTauuouﬂaﬁ

Yeroiiyupocers

Complies /
Coorserctayer

— Prepare y / Hoaroropun Checked By / Hposepun d By / Ono6pun
-
PILANCYS T
Designation / Officer-QA Officer-QA Sr. Manager - QA

Jomxuocrs
FCM/QA054/08.()O

|




Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddj Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 F t+91-1795 249310 email: o k@bom2.vsnl.net i
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A new way for 4 pew workd
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDUKAT AHAJIMBA T OTOBOIr 0 ITPOYKTA

Name of Product /
Haumenosanne NPOAYKIUYN
Generic name /

Henarenrosannoe HAUMeHOBaHne

Active Ingredients /
Helicreyomue BelecTea

SL72 mkr s fiepecyere va MomeTazona dypoar 50,00 mkr
%—_—
Dosage form / Metered-dose nagsal Spray / Cnpeit
|
Date of release / Jlata myerca [ 2L11.2023 ]
Kostnvecrso s meHo (p1axonon
Mfg.License No. / JInuensng ua
e S T ey

MOMAT RING
MOMAT PUHO
Mometasone Metered-dose Nasa] Spray 50 mceg/dose
Mowmerasona Cpeld HazamsubI JO3UPOBANHEIN 50 MKr/n03a
I dose of the Spray contains: Active ingredient; Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 meg

1 nosa cnpes COACPXHUT: AeltcTRyIOmee BewecTso: Momerazons dypoara MOHOHpaT

Batch size / Pazmep cepuu 30,972 BOT/ ¢raxonos

Inspection Lot No. / Mfg. License Date / JInnensus na

N , 040000494313 30/04/2020
Perucrpaunonuniiy HOMep anausa NpoMsBoACTBO (nara
Package size / Vnaxosa 120 Doses / 120 y0 oMP Compliance certificate Date / 18/06/2020

GMP cepruduxar aara
ccin P GMP Compliance certificate No. / GMP-

Market / Poinox Russia / Poccus GMP cepruduiar (somep) 01556/20/IN
Reference Specification No. / STP-CC.
Creundukanus roToBOro SPC-CC-063688 Reference STP No, / CIIM Ne 040944

npoaykra No

MFM-
23407(JM-01)-

002
Aarti Industrieg Limited, India / Aapru I/IHI[aCTI/IS Jumuren, Unnus

LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJbTATH]

0.02%/ 0,02%

Mometasone Furoate Monochydrate/

API name / Haumenosanpe ADC
Mowmerazona (ypoara MOHOTrUApaT

Manufactured b / Hpoussoanrens

Ne | TESTS/ HOKA3ATEIH

API Batch No / AdC cepusi No

Impurities / Hpumecn
Impurity 8 DM /
Hpumecu 8 DM

Impurity DMC /
Ipumecu DMC

Impurity D /
Hpumecu D

Not more than 0.15 % / He 6onee 0,159%

Not more than 0.15 % / He Goitee 0,15 % Not Detected/ He 00HapyxeHo

Not more than 0.20 % / He Bosee 0,20 % - 0.01%/0,01%

Any individual unspecified
impurity / Enunnunoii
HeHICHTHULNPOBaK O
npumecy

Not more than 0.20 % / He Gonee 0,20 % 0.03%/ 0,03%’3

Pl SP—

ettt Bits}

Total impurities / 0.14%/0

Cymmbl npumeceii

Not more than 0.60 % / He Gonee 0,60 %

— Prepared By / Tloaroronnyg Checked By / Hposepun d By / Ono6pun

e T S e
Designation / Officer-QA

Officer-QA Sr. Manager - QA
FCM/QA054/08 00

Hosxuocrs




glenmank

A new way [or 2 new world

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddj,
Distt. Solan Himachal Pradesh 173203, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®HUKAT AITAJIN3A TOTOBOI'O IIPOJAYKTA

Page 6 of 8 / Ctp. 6 13 8

Name of Product /
HaumenoBanue npoayxunu

MOMAT RINO
MOMAT PHMHO

Generic name /
HenarenToBanHoe HaUMeHOBaHMe

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeTasona cripei HasanbHbIH 103UPOBAHHEI 50 MKI/n03a

Active Ingredients /
JeficTByrommue Bemecrsa

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

1 1032 cripest conepxuT: AeHcTayoee Bemectso: Momerasona dypoata MoHOrHapar

51,72 Mxr B fiepecyete Ha MoMetasoua dypoar 50,00 mMxr

Strength / lozupoBka 50 meg/dose / 50 mxr/noza Date of Mfg. / lara npoussoactea 11/2023
Dosage form / Mf:tered-dvose nasal spray { Crpeit Date of Exp. / Fozen 10 10/2025
JlekapcTBennas gopma Ha3aJbHBLA 103UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara poinycka 21.11.2023
Batch No. / Cepust Ne 12231090 Qty. Released / 28,640 BOT /
KoandecTBO BoINYLIEHO (1akoHOB
Batch size / Pasmep cepun 30,972 BOT / pnakonos Mfg.License No. / Jlunensus ua MNB/10/832
MPOU3BOACTBO (HOMep)
: ; p
Inspection Lot 1\0.0/ 040000494313 vag. License Date / Jluuensus Ha 30/04/2020
PerncrpauyoHHblii HOMep anaausa NPOU3BOACTBO (naTa)
Package size / Ynaxkoska 120 Doses / 120 nos GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduicat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauns rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFEM-
API name / Haumenosanue A®C Y API Batch No / A®C cepusi Ne 23407(JM-01)-
Mowmerazona ¢pypoara MmoHoruapar 002
Manufactured by / llpoussoautens | Aarti Industries Limited, India / Aapru Wnpacrpus Jumuren, Uuaus
Ne | TESTS/TMOKA3ATEJIH LIMITS / TPEBOBAHWUSA OBSERVATIONS /
PE3YJIbTATBI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeansia
aocrapiisieMast 103a H
OJHOPOAHOCTH
HOCTABASIEMOM 103b1

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 | pfincinim / MuHEMYM: 98.6%
value and not any dose can deviate more than + 25% from the . i An 00
average value. The mean should not exceed + 15 % of label | Maximum / Makcumym:100.9%
claim Mean / Cpensee:100.0%

If 3 to 6 doses deviate more than £ 20% but not more than *
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 / Kounew:

He Gosee 2 13 20 103 (10 Hadanbubx 103 1 10 KOHEUHBIX JI03) Minimum / MI/IHHMyM' 98.7%
MOTYT HMCTb OTKJIOHCHHME OT CPEIHEro 3HadyeHus Oojee 4em . ot o
£20%, U HA OMA 7032 HE JOMKHA umMeTh oTkonenwe or | Maximum /Makcumym:101.0%
cpesHero 3HaueHus Oonee weM + 25 %. Cpeaxee snavenwe ne | Mean / Cpennee: 100.0%
HOSOKHO MIPEBBaTth = 15 % oT 3asBneHHOTO.

Ecnu o1 3 0 6 103 HMEIOT OTKAOHEHH Gonee 4eM % 20 %, HO
MeHee 4eM + 25 %, TO HCHBITHIBAIOT ciejytontne 20 (IaKkoHOB.
He Gonee 6 13 60 103 MOTYT UMETS OTIGIOHEHHE OT CPEHEro
3HaYeHUs Oonee yeM = 20 Y%, ¥ HH 0JHA 033 HEe JAO/DKHA UMETh
OTKHOHEHHE OT CPEAHEro 3HaueHus Gosee uem + 25 %. Cpennee
3HAUCHHUE KAKIOTO ONPEACNEHUs HE JO/DKHO Npessiarh = 15 %
OT 3asBJICHHOTO.
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CERTIFICATE OF ANALYSIS FOR F INISIIED PRODUCT
CEPTHOHKAT AHAJIM3A TOTOBOI ‘O HHPONTYKTA

Page 7of8/Ctp. 7u3 8

Name of Product / MOMAT RINO
Haumenorauue npogyxuun MOMAT PHHO
Generic name / Mometasone Mectered-dose Nasal Spray 50 mcg/dose

Henarenrosannoe HaumenoBanue Mometasona cnipeit HazanbHbIH A03HpoBanHeifl SO MKr/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HeficTeylomue Bemecrna 1 no3a cnipest conepokur: aeiicrayromee sewectso: Mowmerasoua dypoara Monoruapar
51,72 mxr B nepecyere Ha MomeTazona Qypoar 50,00 mkr
Strength / Josuposka 50 meg/dose / 50 Mxr/n03a Date of Mfg. / {ata npoussoacrsa 11/2023
Dosage form / Metered-dose nasal spray / Cnpeit ,
JlexaperBennan popma HA3aJIbHbIH N03UPOBaHHBII Date of Exp. / Tonen no 1012025
Product code / Ko npoayKra SRU030007E040401 DK Date of release / Jlara BbINycKa 21.11.2023
Batch No. / Cepust Ne 12231090 Qty. Released / - 28,640 BOT/
— KomudecTro Rumymeno paukoHoB
Batch size / Pasmep cepun 30,972 BOT / durakonon Mfg. License No. / Jluuensus na MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot No.“/ 040000494313 Mfg, License Date / JIuucusus na 30/04/2020
Peructpaunonnniit vomep anannza NPOU3BOACTBO (1aTa)
Package size / Ynaxopxa 120 Doses / 120 go03 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurat (1ata)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP ceprugpmar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauns rorosoro SPC-CC-063688 Reference STP No. / CITH No 040944
npoayxkra Ne
Mometasone Furoate Monohydrate/ MFM-
APl name / Haumenosanne A®C ) ' API Batch No / A®C cepus Ne 23407(JM-01)-
Mowmerasona (ypoatra monormapar 002
Manufactured by / Ipouseognrens | Aarti Industrics Limited, India / Aaptu Mapactpus Jumuren, Unang T
[ Ne | TESTS/TIOKA3ATEJN LIMITS / TPEGOBAHUSI OBSERVATIONS /
PE3YJILTATBI
14 | Microbiological Purity / Mukpo6uonornueckas YHCTOTA
Total aerobic microbial Not more than 102 cfu per Iml of the product / He Less than 10 cfu/ml /
count / Obiee uncno Gonee 102 KOE B 1 mnt npenapara Menee 10 KOE/mn
a3pOOHBIX
MHUKPOOPraHH3MOB
Total yeast and moulds Not more than 10" cfu per 1 ml of the product/He | Less than 10 cfu/ml /
count / Obmee yncno Gonee 10! KOE B 1 mn npenapara Menee 10 KOE/mn
IPOXIKEBBIX U IJIECHEBBIX
TpHoOB
Pseudomonas aeruginosa Absence per 1 m! of the product / Otcyrereue B 1 Absent / OrcyTer
MJI Tpenapara .
Staphylococeus aureus Absence per 1 ml of the product / Orcyrcreue B 1 Absent / OtcyTersyer
MJI Iipernapara '
15. | Assay / Konnuecrsennoe ofnpeaeseHue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 104.0% / 104,0"
Mowmeraszona ¢ypoar 85,0 % n1o 115,0 % or 3asBnennoro coliepKaHus
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content /01 | 95.8% /95,8% (
bensankonuns xnopug 80,0 % 5o 120,0 % ot 3asBreHHOrO COIEpKaHuA ]
¢
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOUKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA
Page8of8/Crp.8u3 8

Name of Product / MOMAT RINO
HaumenoBanue npoayKuuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenatentoBaHHoe nanmMenoBauue Mowmetasona cripeit HasanbHbli 103MPOBaHHBIH 50 MKr/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
JeiicTeyomue BemecTna 1 nosa cnipes coxepaxut: Aelfcrsyiouiee BemecTso: MoMeTazona ¢ypoara Monoruapar
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 mxr
Strength / losuposia 50 meg/dose / 50 mxr/noza Date of Mfg. / lata npoussoacrsa 11/2023
Dosage form / Metered-dose nasal spray / Cnpeit
JlekapeTBennan dgopma Ha3aIbHBIA JO3UPOBAHHKII Date of Exp. / Tonen no 1012025
Product code / Kon npoaykra SRU030007E040401DK Date of release / lata Bomycka 21.11.2023
Batch No. / Cepust Ne 12231090 Qty. Released / 28,640 BOT/
KosnnyecTso BeInymeno (nakoHoB
Batch size / Pazmep cepun 30,972 BOT / ¢pnaxonon Mig.License No. / Jluuensust na MNB/10/832
NpOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000494313 Mfg. License Date / Jluuensus ua 30/04/2020
Perucrpaunonnsiii Homep ananusa IpOM3BOACTBO (1aTa)
Package size / Ynaxkoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruducar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus rotosoro 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 cepust Ne 23407(JM-01)-
Monmerazona ¢ypoara Monormapar 002
Manufactured by / Opoussognrens | Aarti Industries Limited, India / Aaprn Hupactpus Jumuren, Uunus
Ne | TESTS /IIOKA3ATEJIH LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATHI

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 120 103 cycrnensuu BO (UaKoHe W3 TONMITHICHA BLICOKOIL TWIOTHOCTH C
AO3UPYHOLWMM YCTPONUCTBOM U KOJNNAYKOM M3 HOJHITHIIEHA BhICOKGH notHocTH. [o 1

(nakoHy BMecTe ¢ MHCTpYKLKEH 110 MEAMUMHCKOMY IPUMEHEHMIO B HAYKe KAPTOHHOA.

Any deviation/Incident/OOS: Non-applicable
Otxnonenns/vecooreercrBusi/O0C: He TIPUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and acct
been manufactured including packaging and quality control at the abovementioned site in ful
requirements of the local Regulatory Authority and with the normative document no. JII1 {
23.01.2023 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.”

3akyiouenne 0 COOTBETCTBHH: HACTOSIIMM NIOATBEPXKAAIO, YTO INpEeACTaBIeHHAs Bhile WHGOPMALMA  sBJAETCS
AOCTOBEPHOH M TouHOH. [lannas cepust Gbina mpousBeieHa (BKMOYAs YNaKOBKY/MapKHpPOBKY ¥ KOHTPOJIb KadecTBa) Ha
YKa3aHHOH  BBIIIC NIPOM3BOJACTBCHHOW IUIOMIAZKE B MOAHOM  COOTBETCTBHH G TpebosanusiMy  Hannexatei
Hpoussoacreenroi [1paktuku (GMP) nokansHbIx PETYJIATOPHBIX OPIaHOB U TPEOOBAHUAMM HOPMATUBHOM NOKYMEHTALN
JII-Ne(001710)-(PT-RU) ot 23.01.2023 nns peiKa Poccun w yTeepxnennolt cnemmdukanmenn No SPC-CC-063688.
IIpoTOKOsIBl NMPOM3BOACTBA, YNMAKOBKM ¥ TOKA3aTeNH Kayectsa JaHHOH cepuM ObUIM NPOAHANM3MPOBAHBI M CHENAHO
3AKIOUCHHUE, YTO OHM COOTBETCTBYIOT Tpeboranusam Hannexaeit I[TpoussoncreenHol IIpaxTyku (GMP).
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