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Product : Nise Plus, gel 100 g

Mpoayxr: Haits® [moc, reas Ui HApyAHOTO npumMeretids 100

Market / Poitok : Russia / Poccus

Batch No. / . V250453 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pazmep cepun * 9901.000 equHuUL,
Analytical Repourt No./ . 040002976495 Date of Analysis / . 29.06.2025
AHajuTHYecKHii oT4yeT Ne Jara ananusa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jara npousBoacTea TI'oxen oo

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
nuueH3us Ne

Analysis performed according ND No / Anann3s nposeaen no HJ Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JITI-Ne(003312)~-(PT'-RU) ot 02.10.2023

Page 10f 11/ Crp. 1 n3 11

Ne Test / Ilokazarean

Result / PesyabTaTsl

Specification / Hopma

1 | Appearance / Onucanue

White gel of homogeneous consistency with a
characteristic odor. / Tens ©Oenoro uBera
OJIHOPOJIHOM  KOHCHCTEHUMM C XapaKTEPHBIM
3aMmaxoM.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'enb Genoro unu noutH Henoro UpBeTa
ONHOPOMHOIA KOHCHCTCHLINH €
XapaKTepHBIM 3a11aXOM.

2 | Identification/ MneHTHOHKaUMS

By HPLC / B3XKX

- Nimesulide | Hunecynuo

Complies as prescribed /
CootBercTByeT TpeGOBaHHAM

A peak with the retention time
corresponding to that of nimesulide in
the standard solution chromatogram
should be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate
Assay" test. / Ha xpomarorpamme
HCIILITYEMOTO PAacTBOPA, TOJyYEHHOTO
npu MPOBEAEHHH UCTIBITAHUS
«KonuuecTpeHHOE omnpeneneHue.
Humecynua 4 MeTHICANHLIANATY,
JIOJDKEH 0GHAPYXUBATHCS UK,
COOTBETCTBYIOLIMH no BpEMEHHU
yIep>XHBaHUA MUKy HHUMecyluia Ha
XpOMaTorpamMme CTaHAapTHOrO

Remarks : The Product confirms to ND/
Ilpumeuanue: IlpoxykT cooTBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Yogesh Cliauhan

Checked by /
[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonurens
Amit Kumar

N

—

Date /
Jara: 29.06.2025

Date /

Jara: 29.06.2025

Date /
Jlata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLCOV4507
www.drreddys.com
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CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Mponykr: Halis® [Mnioc. renk ans sapyiHor

‘0 npuMeHenus 100 r

Market / Poinok : Russia/ Po

CCHA

Batch No. / . V250453 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pa3zmep cepuu © 9901.000 eguHuL
Analytical Repourt No./ . 040002976495 Date of Analysis / . 29.06.2025
AHaJTUTHYeCKHH oT4eT Ne Jara ananusa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

laTta npon3BoAcTBa - T'ogen no

Mfg. License No. /

IlpouszeoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3ua Ne

JIN-Ne(003312)-(PT-RU) ot 02.10.2023

Analysis performed according ND No / Ananns nposeaen mo HJI Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 2 of 11/ Crp. 2 3 11

pacTBopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooTtBeTcTBYET TpeOOBaHUAM

the retention time
corresponding to that of methyl
salicylate in the standard solution
chromatogram shall be present in the
test solution chromatogram obtained
during "Nimesulide and Methyl
salicylate ~ Assay" test. / Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBopa, MOJy4€HHOTO npy
NpoBeieHHH HCIIBITAHUS
«KonnyectBeHHOE onpeneneHue,
Humecynua ©  MeTHJICATHLIMIATY,
JIOJKEH 0OHapy>XKUBAThCA KK,
COOTBETCTBYIOIIHH o BpEMEHH
YIEP)KUBAHUS TIMKY METHIICATTHLIIAaTa
Ha  XpOMarorpamMme  CTaHAApTHOTO
pactBopa.

A peak with

Menthal / Menman

Remarks : The Product confirms to ND/

I R

IIpumeuanue: [Tpoaykt cooTBeTcTBYET TpedoraHusm HJJ

Complies as prescrihed /
CooTBeTCTBYET TpeOOBaHHAM

A peak with the retention time
corresponding to that of menthol in the
standard solution chromatogram shall be

present in  the test  solution
chromatogram obtained during
"Menthol  Assay" test. / Ha

Conclusion : APPROVED /
3akiaouenne: OJJOBPEHO

Prepared by /
Ionrorosnero: Yogesh Chiduhan

Checked by /
ITposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoautens
Amit Kumar

Date /
Jara: 29.06.2025

e
Date /

Hata: 29.06.2025

Date / J
Jata: 29.06.2025

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Tlpoaykt: Haiis® [Lntoc, resib Aia HapyxkHoro npumenedns 100 r

Market / PeiHox : Russia/ Poccus

Batch No. / . V250453 Batch Quantity / . 9901.000 units /

Cepus Ne i Pasmep cepun © 9901.000 equHNLL

Analytical Repourt No./ . 040002976495 Date of Analysis / . 29.06.2025

AnanuTHyeckui oTyeT No Jarta ananusa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JlaTta npousBoacTBa I'ogen n0 |
Mfg. License No. /

IIpousBoacTBeHHAast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuueH3ust Ne

Analysis performed according ND No / Awanus nposesen mo HJ1 Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JIN-Ne(003312)-(PT-RU) ot 02.10.2023

Page 3 of 11/ Crp.3 n3 11

XpoMmaTtorpamme HCIIBITYEMOI'O
pacTBoOpa, NOJIy4YEHHOTO npu
npoBEAEHUN HUCIMBITAHUA
«KonuuecTBeHHOE OonpeacicHue.

MedTon», IO/DkeH OOHapY>XUBaTbCs
MUK, COOTBETCTBYIOWIMHA MO BpPEMEHH
yOep)KUBaHUA TMHKY MEHTOJIa Ha

Xpomarorpamme CTaHOAPTHOTO

pacTBopa.
- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time
CootBeTcTBYET TpeGOBaHHAM corresponding to that of capsaicin in the

standard solution chromatogram shall be
present in the test  solution
chromatogram obtained during
"Capsaicin and Sodium Benzoate
Assay" test. / Ha xpomarorpamMme
MCIILITYEMOrO PacTBopa, MOJyHeHHOro

fnpH NPpOBEACHHHU UCIBITAHUA
«KonuyecTreHHOE onpeneneHue.
KancamuyuH u Hatpus  OeH3oaTy,
JOJIKEH 00HapYXHUBATHCA MK,
COOTBETCTBYIOLIMIA no BpeMEHH
YACP)KUBaHUA THUKY KallCauliMHa Ha
XpoMaTtorpaMmme CTaHAAPTHOT O
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBanusm HJJ 3aknoyenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogroroBneno: Yogesh Chauhan IIposepeHno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
A 3 f Amit Kumar
Y / - N-
Date / s Date / Date / !
Jata: 29.06.2025 Jara: 29.06.2025 Hata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.coni
CIN: LE5195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Ipoaykr: Haiiz® Ilmoc, reap ans HapykHoro npumeHenus 100 r

Market / PbiHok : Russia / Poccus

Batch No. / . V250453 Batch Quantity / _9901.000 units /

Cepus Ne i Pazmep cepun * 9901.000 equHuLL
Analytical Repovrt No./ . 040002976495 Date of Analysis / . 29.06.2025
AnanuTuyeckHii oryet No JlaTa aHanu3a

Date of Manufacture / . 06/2025 Date of Expiry / . 052027

JlaTa npon3BoaCTBA Togen po

Mfg. License No. /

IlpouseoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)

JMueH3ua Ne

Analysis performed according ND No / Anann3 nposenen no H/L Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page4 of 11/ Crp. 4 w3 11

pacTBopa.

2b | By HPLC (PDA) / BO2KX ¢ 0u0O0HO-MampuyHbIM 0emeKmopom
- Nimesulide / Humecynuo Complies as prescribed / The absorption spectrum of nimesulide
CooTteeTcTByeT TpeOOBaAHUAM peak in the test solution chromatogram

obtained during "Nimesulide and Methyl
Salicylate Assay" test shall comply with
that of nimesulide peak in the standard
solution chromatogram. / Cnekrp
MOMJIOWIEHHsT THMKAa HHMeCYJHMAa Ha

XpoMaTrorpamMmme HCITBITYEMOTO
pacTBopa, MOJTyYEHHOTO npu
NpOBeREHUU HCTIBITAHUA
«KonuuecrseHHoe onpeseieHUE.

HHMCC)'J] 121 U MCTMHCMHL{HH&T»),
JOJDKCH COOTBETCTBOBATH CNEKTPY
NMOrJIcIUECHUA nNHKa HHMECyJIHaa Ha

XpomaTtorpamme CTaHAapTHOrO
pacrBopa.
Ijlauﬂalicylate/ Complies as prescribed / The absorption spectrum of methyl
Menwincamnmunam CooTeeTcTBYET TpeGOBAaHUAM salicylate peak in the test solution
chromatogram obtained during

"Nimesulide and Methyl Salicylate
Assay" test shall comply with that of
methyl salicylate peak in the standard

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cooTBeTcTRYET TpeboraHusm HJ 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Yogesh Chauhan Iposepeno: Pardeep Kumar Opnobpeno: Menenxep / PykoBoautens
v Amit Kumar L A

//.' //_ Qﬁ’? /\ —
Date / - Date / Date / J
JHara: 29.06.2025 JlaTa: 29.06.2025 JHarta: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

IMpoayxr: Haii3s® [nioc, resb Ang napyscHoro npumenennd 100 r

Market / PbiHOK : Russia / Poccust

Batch No. / . V250453 Batch Quantity / . 9901.000 units /

Cepus Ne ' Pa3zmep cepun © 9901.000 eguuuL
Analytical Repo:‘t No./ . 040002976495 Date of Analysis / . 29.06.2025
AHanuTHuyeckHni oryer Ne JaTta anaJjnsa

Date of Manufacture / . 06/2025 Date of Expiry / . 052027

JlaTa npon3BoacTBa - Ionen 10

Mfg. License No. /

ITpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JnneH3us Ne

JIII-Ne(003312)-(PI'-RU) ot 02.10.2023

Analysis performed according ND No / Anaaus nposenen no H/l Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page 5 of 11/ Crp. S n3 11

solution chromatogram. / Cnekrtp
TIOrJIOIEHHs THKA METHIICATHLINNIATa Ha

XpomMaTorpaMmme HCIILITYEMOTO
pacTBopa, NOJIY4E€HHOT 0 npu
ITPOBEAEHUU UCITbITAaHUSA
«KonuyecTBeHHOE onpeaeseHHe.
Humecynun ¢ METHICATMLIMIATY),
JOJDKEH  COOTBETCTBOBaTb  CIIEKTPY
MOTJIOUIEHH T1Ka METHJICAJIMLIMIIaTa Ha
XpoMaTorpamme CTaHDAPTHOIO
pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTcTBYET TpeOGOBaAHUIM

The absorption spectrum of capsaicin
peak in the test solution chromatogram
obtained during "Capsaicin and Sodium
Benzoate Assay" test shall comply with
that of capsaicin peak in the standard
solution chromatogram. / Cnektp
NOTJIOIIEHUsT TMKa KarcaulMHa Ha
XpomaTorpamMmme HCOBITYEMOrO
pacTeopa, MOAY4EHHONo npu
NpPOBENEHUH HCTIBITaHUS
«KonuuectreHHOE OllpesiesIeHHE.
Kancaunun u  Harpus  6eH3oaT»),
JIOJDKEH  COOTBETCTBOBATH  CNEKTPY

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenune: OXOBPEHO

Prepared by /
IToaroroeneno: Yogesh C]Jauhan

Checked by /
[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurteib

Amit Kumar LS
N

2%

Date /
Hara: 29.06.2025

Qﬁ"gf
Date /

Jara: 29.06.2025

Date /
Hata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

| JITI-Ne(003312)-(PI"™-RU) ot 02.10.2023

CEPTUOUKAT AHAJIU3A
Product : Nise Plus, gel 100 g -
Ipoayxr: Hait3® Ilmoc, reak ana HapyxHoro npumenends 100 r
Market / PeiHok : Russia/ Poccus
Batch No. / . V250453 Batch Quantity / . 9901.000 units /
Cepust N ) Pazmep cepun © 9901.000 enunuLy
Analytical Repovrt No./ . 040002976495 Date of Analysis / . 29.06.2025
AHajguTHyecKuii oTueT Nt JlaTa ananuza
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTta npou3soacTBa Toaen no
Mfg. License No. /
ITpousBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JauueH3us Ne
Analysis performed according ND No / Anaans nposeaes no HJ1 Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page 6 of 11/ C1p. 6 m3 11

[oryolweHds TMHKa KancaulMiHa Ha
XpoMarorpamMme CTaHAApPTHOTO
pacTeopa.

2¢ | ByTLC/TCX

- Menthol / Menmon

Net weight / Macca
COAEPAKHUMOro YIAKOBKH

Complies as prescribed /
CooteercTByeT TpeOOBaHHIM

The position of the main spot in the test
solution chromatogram shall correspond
to that of the main spot in menthol
reference standard solution
chromatogram. / OcHOBHOe MATHO Ha
XpoMaTorpamMme HCIBITYEMOTO
pacTBOpa MO TMOJIOXKEHHID  [OMKHO
COOTBETCTBOBATH OCHOBHOMY TISATHY Ha
XpoMaTorpamMme pacrtsopa
CTaHAapTHOTO 06pa3lia MEHTOIA.

100 g/ 100t

According to requirement / B

COOTBETCTBHHU C Tpe6OBaHI/lﬂMl/l

pH /pH

53/53

4.6 to 6.0 (for 1.0 % aqueous solution) /
0Ot 4,0 mo 6,0 (ans 1,0 % BoxHOTrO
pactBopa)

Viscosity / BaskocTts

210060 cP /210060 cI1

150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIT oo 350000 cIl npu 25
°C

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusM HJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosaeno: Yogesh Chauhan [Tpoepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoauTtens
A Amit Kumar \
‘f,'y/j.’-/ <>E/—':'— /\ =
Date / 7 Date / Date / !
Hara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@direddys.com

CIN;: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

| Ipoayxr: Haz® Inroc, renb ais HapyKHOro npimeHenns 100 r

Market / PoiHok : Russia / Poccust

Batch No. / . V250453 Batch Quantity / . 9901.000 units /

Cepus Ne i Pazmep cepun © 9901.000 enuHuLL
Analytical Rep0ft No./ . 040002976495 Date of Analysis / . 29.06.2025
AHaduTHYeCKHIi oTyeT Ne Jara ananamsa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JlaTa npou3BoacTBa Tomen no

{Mfg. License No. /

IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuneH3usa Ne

JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Analysis performed according ND No / Ananus nposexes mo HJ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page Tof 11/ Crp. Tn3 11

6 | Particle size / Pazmep uacTnu 11 pm / 11 mkm Not more than 50 pm / He 6onee 50
MKM

7 | Related Substances / PoacTBeHHbIe NpuMecH
Impurity C / IIpumecs C Not detected / He obHapykeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Tlpumecs D Not detected / He 0BHapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Highest Unknown Impurity / Below LOQ (LOQ = 0.0392 %) / Huxe | Not more than 1.0 % / ne 6onee 1,0 %
Enuaugnas npefena  KOJMYECTBEHHOTO  OMNpeNelIeHHS
HeuaeHTU(GHUHPOBaHHAS (IIKO = 0.0392 %)
NpUMEChH
Total impurities / Cymma Below LOQ / Huxe npeaena | Not more than 1.5 % / He 6onee 1,5 %
npuMeceit KOJIMYECTBEHHOTO ONpeeNeHHs

8 [Microbial contamination / MukpoGuojioringeckasi YUCTOTA

Total wviable aerobic count /
Obee KOITUYECTBO
’KH3HECMOCOOHBIX a’poOHBIX
MHKpPOOPraHHU3MOB

Total combined yeast and mold
count / Obimee uucno
JIPO>OKEBBIX W IIECHEBBIX
rpubos

Less than 50 CFU/g /
Metee 50 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 10> CFU/g /
He 6onee 10° KOE/r

Not more than 10! CFU/g /
He 6onee 10! KOE/r

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
Ioarorosnexo: Yogesh Chauhan

/

Checked by /
IIporepeno: Pardeep Kumar

<=

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurenb

Date / 7

Hata: 29.06.2025

Amit Kumar A
N
]

Date /
Hara: 29.06.2025

Date /
Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com

CIN: L851S5AP1984PLCO04507
www.drreddys.com
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| JITI-Ne(003312)-(PT-RU) ot 02.10.2023

CEPTUDOHUKAT AHAJIU3A
Product : Nise PILE, éel IOO_g o
Hpoaykr: Haiz® [lmoc, reap ans HapykHoro npiMedenss 100r |
Market / PeiHOK : Russia / Poccus
Batch No. / . V250453 Batch Quantity / . 9901.000 units /
Cepus No ) Pa3mep cepuu * 9901.000 enpHuL
Analytical Repovrt No./ . 040002976495 Date of Analysis / . 29.06.2025
AHanuTuyeckuii oryet No Jarta ananausa
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTta npon3BoacTBa Foxen no
Mfg. License No. /
IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JHI-Ne(003312)-(PI'-RU)
auueH3ns Ne
Analysis performed according ND No / Anaau3s nposeaen no HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Pseudomonas aeruginosa

Staphylococcus aureus

Absent in 1 g/ OtcytcTByeTB I T
Absent in 1 g/ OrcyrcrByeTB 1 1

Page 8 of 11/ CTp. 8 u3 11

Absentin 1 g/ OrcytctBue B 1 1

Absentin 1 g/ OrcytctBue B 1 1

9 | Assay / KonmyecTBeHHOE onpesesieHu

e

Nimesulide /Hunmecynuo

Methy! salicylate /
Memuncanugunanm

Menthol / Menmon

10.2 mg /10.2 mr
101.8 %

102.0 mg/ 102.0 mr
102.0 %

50.9 mg/ 50.9 mr
101.9 %

9.0 to 11.0 mg of C;3H2N2OsS
(nimesulide) per 1 g of the product (90
to 110 % of label claim)/ 01 9,0 1o 11,0
mr Ci3HipN2OsS (uumecynun) B 1 r
npenapata (ot 90 mo 110 % ot
HOMHHAJBHOTO COIEPIKAHHS)

90.0 to 110.0 mg of CgHgO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CgHgO3 (MeTuncanuumiar) B
1 r npenapata (ot 90 mo 110 % ot
HOMMHANIBHOT'O COAEPHKAHHUA)

45.0 to 55.0 mg of CioH200 (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 go 55,0 mr
Ci0H200 (meuton) B 1 1 npenapara (ot
90 Jile) 110 % HOMHUHAJIBHOT'O
cofiepyKaHHs)

Remarks : The Product confirms to ND/

ITpumeuanue: [Ipoaykt coorBercTBYET TpeboBaHusim H/

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: Yogesh Chauhan [Iposepeno: Pardeep Kumar Opobpeno: Menemxep / P;}(KOBDﬂI/ITeHB
i / Amit Kumar N 57
/‘}/ / C__";\I’-’_T —_ ‘r' \\ /
Date / (g Date / Date / '
Hara: 29.06.2025 JHara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 300034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT ABAJIU3A

[Product : Nise Plus, gel 100 g

Ipoxykr: Haiis® [Lmoc, reas ans sapyskHoro npumeHenqs 100 r

JITI-N2(003312)-(PI'-RU) ot 02.10.2023

Market / PbiHoK : Russia / Poccus

Batch No. / . V250453 Batch Quantity / . 9901.000 units /

Cepusa Ne ’ PasMmep cepun © 9901.000 egyHULL
Analytical Repol‘t No./ . 040002976495 Date of Analysis / . 29.06.2025
AnaguTnyeckuii oryer Ne JaTa ananusa

Date of Manufacture / - 06/2025 Date of Expiry/ . 05/2027

JlaTta npou3BoacTea T'oxeH no

Mfg. License No./

IponsBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JIHIeH3HA No

Analysis performed according ND No / AHasin3 nposeaex no H 1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Capsaicin / Kancauyun

Sodium benzoate / Hampus
benzoan

0.2452 mg / 0.2452 mr
98.1 %

0.99 mg/ 0.99 mr
99.2 %

Page 9 of 11/ Ctp. 9 3 11
Not less than 0.225 mg of Ci3sH27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
menee 0,225 mr CgH27NO3
(kancauuuy) B 1 r npenapara (He
meHee 90 % OT HOMHUHAJIBHOTO
conepxKaHus)

Not less than 0.85 mg of C;HsNaO-
(sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO» (HaTpus
6enzoar) B 1 r mpenapara (He MeHee 85
% OT HOMHHAJILHOT'O COAEPXKaHH )

Buthylhydroxytoluene /
Bymueudpoxcumonyon

0.40 mg/ 0.40 mMr
99.9 %

Not less than 0.34 mg of CisH»40
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C;sH2,0
(6yTunrunpokcutonyosn) B 1 r
npenapara (He meHee 85 % ot
HOMHHABHOTO COAEPKAHHS).

10 | Package/ ¥Yna KOBKA

100 g in a laminated aluminum tube with HDPE shoulder equipped with a tamper-evident
membrane and a polypropylene cap. 1 tube and a patient information leaflet in a carton.

Remarks : The Product confirms to ND/

Ipumeyanue: [Tpoaykr coorBeTcTBYeT Tpeboanusam HJT

Conclusion : APPROVED /
3akmodenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneno: Yogesh Chauhan [IpoBepeHo: Pardeep Kumar Onobpeno: Menemxkep / PykoBoautens
7 Amit Kumar
/" Vi Cﬁf—z' N —
Date / s Date / Date / !
Jara: 29.06.2025 JHara: 29.06.2025 Jara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500024, Telanigana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85125AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6
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Distt. Solan, H.P., 173 205, iINBiA
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIUM3A

www.crraddys.com

Product : Nise Plus, gel 100 g

Ipoaywr: Haiiz® [lmoc, rens 4y HapyskHoro npuMmeHenus 100 r

Market / Poinok

: Russia / Poccus

Batch No./ . V250453 Batch Quantity / _9901.000 units /

Cepus Ne ) Pa3zmep cepuu © 9901.000 eguauL

Analytical Repourt No./ . 040002976495 Date of Analysis / . 29.06.2025

AHaanTHyeckni oryer Ne JlaTa anaaunsza _
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JlaTta npousBoacTBa Togen oo

Mfg. License No. /

IIpoussoacTBenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuueH3ns Ne

JITI-Ne(003312)-(PI-RU) ot 02.10.2023

Analysis performed according ND No / Ananns nposexen no H/L Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 10 of 11/ C1p. 10 n3 11

ITo 100 r B TY6y M3 JTaMHHUPOBAHHOTO anMuHud ¢ redoM u3 II9BII, cHabkeHHylO
MeMOpaHOii AJIsl KOHTPOJIsS MEPBOTO BCKPBITHS, W NOJIMMPONUIEHOBOMH Kpbllkoii. ITo 1
Ty6e B MayKy KapTOHHYIO C JIMCTKOM-BKJ1aJbILLIEM.

API name / Haumerosanme ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun MeTtuicaniuuuiaT JlesoMeHTON Kancauuun
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Metuncanuuunar JleBOMeHTON Kancauuuun
API manufacturer batch number / MS-1A-243030- LOT T 8166 MLC-2501008 F001-24003
Homep cepun npouspogurenss ADC: Ml
EVanuiacruker (LINEAfc L numibeg FERA00716 FESA00104 FESR00087 FESA00156
Howmep cepun ADC npoussoantens I'JID:
Mawnranam
1 — dopmo3sa
Opranukce JItx, Anvta Jlaboparopuc . omﬁ?ﬁﬁs Ier ;II:SO"IBZ;ZE:E
API Manufactured by & country / Hupusn / JItn, Unpus / Alta p ) % ’
. JItn, Unpus / Kurait/ Formosa
Ipouseoaurens APC, crpana: Mangalam Laboratories Ltd., . .
. Arora Aromatics Laboratories
Drugs & India . .
. Pvt. Ltd., India Inc., Taiwan,
Organics Ltd., .
. China
India
Name, address, authorization No for FP
manufacturing site / Control site / Release Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
site / India (License No MNB/05/263) /

Remarks : The Product confirms to ND/

IIpumeuanue: [IponykT coorBeTcTBYET TpeboBanusm HIL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Ioarorosneno: Yogesh Chauhan

/}-”/_
(g

[Ipoeepeno: Pardeep Kumar

.;’:LfT'
Date /

Hata: 29.06.2025

Onobpeno: Menemxep / P{KOBO,&I/ITCJ‘IB
Amit Kumar \\ e
.'lll 4 il

Date / !
Jara: 29.06.2025

Date /
Jlata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabhad - 500034, Telengana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.comi
CIN: L8E125AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Hpoayrr: Haiiz® [Tmioc, rens juia Hapy:ksoro npumeredus 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V250453 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pa3zmep cepun * 9901.000 exnnuL
Analytical Repovrt No./ . 040002976495 Date of Analysis / . 29.06.2025
AnanuTHuecknii oruer Ne HaTa anaausa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

/JlaTa npon3BoACTBa I'open ao

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
NuneHsnsa Ne

Analysis performed according ND No / Auanau3 nposexcn mo HJ Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 11 0f 11/ Crp. 11 m3 11

HaumeHnoBaHue, agpec U HOMep JIMIIEH3HH IpousBoacTBeHnoe noapazneneHue-6, Bumn. Kxons, Hanarapx Poyn, baanu,
JIOLIAAKH, OCYLUeCTBJISI0LIei Muctpuxr Conan, X.I1., 173205, Unous (JInnensust Ne MNB/05/263)
NMPOU3BOACTBO/KOHTPOJIb KA4eCTBa/BbINMYCK

) ) Co)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt. 02 September 2022)
and requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the
importing country. Production, packaging and testing records are verified and their compliance with Good Manufacturing
Practice of the Eurasian Economic Union is established».

3akiouenne o cooTBeTcTBHH: «HacTosmuM s moATBepikJalo, 4TO NpPUBENCHHAs Bbille HMHQOpMALUS SIBIASETCS
JIOCTOBEPHOH U TOYHOI. DTa ceprs HPOIYKLHH NPOU3BeIeHa (BKIIFOYasl YNakoBKY (MapKUPOBKY) H KOHTPOJIE KauyecTBa)
Ha BbllileyKa3aHHOI MPOM3BOACTBEHHOH MuollaqKe (IUIOMAAKAX) B MMOJHOM COOTBETCTBMH C TpeboBaHusMHU [lpasun
HaJnexatleif MpOoM3BOACTBEHHOU MpakTHku EBpasuiickoro sxoHomuueckoro cow3sa (Ne GMP/EAEU/RU/00554-2022 ot
02 centsabps 2022) u TpeGoBaHHAMM KOHTPOJNS KayecTBa JIEKAPCTBEHHBIX CPEACTB, a TalkKE B COOTBETCTBHHU CO
crieluUKALNUAME, COAEPXAUIMMHUCS B PErHCTPAaUMOHHOM JOChe CTpaHbl-UMIOpTepa. 3alucH MO INPOU3BOACTBY,
YMakOBKE H aHallk3y TMPOBEPEHbl, W YCTAHOBIEHO HX COOTBEeTCTBHe TpeOoBaHusiM IlpaBun Haanexalueh
MPOU3BOJCTBEHHO NPAaKTHKH EBpa3uiickoro 3KOHOMHYECKOTO COH03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

[ pumeuanne: [Ipoaykt cooTBeTcTBYeT TpeboBanusiM HJ 3akauenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Hoarorosneno: Yogesh Chauhan [posepeno: Pardeep Kumar Onobpeno: Menemkep / PyKOBOILI/ITeIIL
V¥ Amit Kumar

Date / ' Date / Date / '

Jara: 29.06.2025 Jara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLLCO04507
www.drreddys.com



