P
Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Nise Plus, gel 100 g -
Tlpoayxr: Haiis® [Tnoc, rens 1)1s HapyxHoro npuMeHenms 100 r - -
Market / PoiHOK : Russia / Poccus
Batch No. / . V240738 Batch Quantity / . 9901.000 units /
Cepus Ne ) Pa3smep cepun " 9901.000 e
Analytical RepOft No./ . 040002703845 Date of Analysis / . 30.10.2024
AHanuTHYecKHuii otueT Ne JlaTa ananun3za
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
Jarta npousBoacTea Toaen o
Mfg. License No. /
IlponssoacTBenHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JMueH3sua Ne
Analysis performed according ND No / Ananns nposeaen mo HJ Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JIII-Ne(003312)-(PT'-RU) ot 02.10.2023

Page 1 of 11/ Ctp. 1 m3 11

[ Ne Test / [loka3zarensn Result / PesyasTaTthl Specification / Hopma
1 | Appearance/ Onucanue Whitc gel of homogencous consistency with a | White to off-white gel of homogeneous

characteristic  odor. / Temsn Gemoro nseta | consistency with a characteristic odor. /
OMHOPOJIHOM  KOHCUCTEHIMH € NapaKTEpHBIM | Tenp Gejjoro wiM no4tv Oenoro useTa
SEUEN G OJHOPOAHO KOHCHUCTEHLIMH c
XapaKTEpHBIM 3a1aXOM.

2 | Identification/ HaesTudpuxanus
2a | By HPLC / B9XKX

- Nimesulide | Hunecynuo Complies as prescribed / A peak with the retention time
CootBeTcTByeT TpebGOBaHUAM 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
HCHBITYEMOrO PacTBOpa, IOIyYeHHOTO

npu NpOBEACHHH HCIIBITAHHA
«KonuuecTBeHHOE onpeneneHue.
HHMCC)’J’IH}I 131 MCTHJICAJIMOMIIAT»,
IOTDKEH 00OHapy»XUBaTbCS THIK,
GﬂﬂTRﬁTCTR)’mHIHﬁ mo RNEMEHU
YACPKUBAHUS TUKY HUMECYJHJa Ha
XpoMmaTtorpamMme CTaHAapTHOTO

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

IIpameuanue: IIpoaykt coorBeTcTBYeT TpeboanusM HJL 3akmwouenune: OJJOBPEHO

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

[Tonrorosneno: Santosh Kumar Ilposepeno: Pawan Kumar Opobpeno: MeHemxep / PykoBoauteis

Maurya @\ ' Amit Kumar - L—

Date/ . Date / ¢ Date / f

Hara: 30.10.2024 Hara: 30.10.2024 Hata: 30.10.2024




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
IpoayxT: Haiiz® Ilntoc, renp ans HapyxHoro npuMerednsa 100 r

Market / PbiHOK : Russia / Poccus

Batch No. / . V240738 Batch Quantity / . 9901.000 units /

Cepus Ne : Pasmep cepuun * 9901.000 eqvnuLL
Analytical Repourt No. / . 040002703845 Date of Analysis / . 30.10.2024
AnajguTudeckuii oryer Ne JaTta ananu3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa npounspoiacTsa I'open no

Mfg. License No. /

[poussoacTBeHHas! : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueHzusa Ne

Analysis performed according ND No / Anann3 npoeeaen no H Ne: JIIT-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

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

Page 2 of 11/ C1p. 2 n3 11

pacTBOpa.

- Methyl salicylate / Complies as prescribed /
Memuncamapunam CooTBeTCTBYET TpeOOBaHUAM

A peak with 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
XpoMarorpamMme MCIIBITYEMOro
pacteopa, MOJIyYESHHOTO npu
MPOBEACHHH WCIIBITAHUA
«Konuuecrenuoe onpenencHue.
Humecynuan ¥ MeTHICATHLMIATY,
JOJDKEH 0OHApy#UBAThLCS UK,
COOTBETCTBYHOLIHI no BPEMEHH
yOEPKUBAHHUSA TMHMKY METHIICAIHLMIATA
Ha  XpoMarorpamme  CTaHIapTHOTO
pacTBopa.

Menthol / Menmon Complies as prescribed /
CooTBeTcTByeT TpeOOBaHUAM

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilponyxt cooTBeTcTBYET TpeboBanusM HJJ 3akiouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToproroeneHo: Santosh Kuma; IIpoBepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBogutens
. —

Maurya

X‘ Amit Kumar [r\é\/ /

Date/ Date / i' Date /

Hara: 30.10.2024 Hara: 30.10.2024 Hara: 30.10.2024




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

NpogyxT: Haiis® [moc, resp s Hapy»Horo npumeHeHHs 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240738 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pa3mep cepun © 9901.000 envHHL
Analytical Repourt No./ . 040002703845 Date of Analysis / . 30.10.2024
AnanuTuyeckmii oryer Ne Jara anaauza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jara npon3BoacTBa T'oaen ao

Mfg. License No. /

IlpousBojacTBeHHAR : MNB/05/263 MA number: / Homep PV : JIII-Ne(003312)-(PT-RU)
Junen3us Ne

JIT-Ne(003312)-(PI'-RU) or 02.10.2023

Analysis performed according ND No / Anaans nposegen no HJI Ne: JIIT-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page3of11/Crp.3 13 11

CootBercTByeT TpeOOBaHHAM

XpoMmarorpamme UCITBITYEMOTO
pacTBoOpa, TOJTyYEHHOTO npH
NpOBeACHHU MCIIBITAaHUS
«KonmuectBenHoe onpenesicHHE,
MeHToNm», HOJKEH OOHAPY>KHBATHCS
MUK, COOTBETCTBYIOUIWA [0 BpeMeHH
yAEpXKHBaHWS [MKY MEHTOJAa Ha
XpoMarorpamme CTaHOAPTHOrO
pacTeopa.
- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time

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 xpomarorpamme
MCIIBITYEMOTO PacTBOpa, MOJIyYEHHOro
npH MpOBEAECHHH HCIIbITAHHA
«KonuuecTBeHHOE onpeneneHue.
Kancaunus ¥ Hatpust  OeH3oaT»,
JLOJIKEH oOHapyKMBaTbHCA THK,
COOTBETCTBYIOMIHIt o BPEMEHH
YOCPKMBAHM TMHKY KarcaullMHa Ha
XpoMaTorpamme CTaHAAPTHOrO

Remarks : The Product confirms to ND/

Ipumeuanne: TIpoayKT cooTBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3axmouyenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneHo: Santosh Kumar IIpoepeno: Pawan Kumar Onobpeno: Menemxep / PykoBogurens
Maurya %, Amit Kumar b

A— =
Date / Date / ) Date / {
Hata: 30.10.2024 Jara: 30.10.2024 Jara: 30.10.2024




Dr.Reddy’s ‘:

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Hpeaysr: Haiis® I'inoc, resb Ut HapysicHoro npuMenenus 100

Market / PoiHoKk : Russia / Poccus

Batch No./ . V240738 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pa3zmep cepun * 9901.000 equnu
Analytical Repovrt No./ . 040002703845 Date of Analysis / . 30.10.2024
AHajsuTHuecKkMii oTueT No Jarta anaausa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Hara npousBoacrsa Topen no

Mifg. License No. /

IIpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
Juuensunsa No

Analysis performed according ND No / Ananus nposexen no HJ Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

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

Page 4 of 11/ C1p. 4 m3 11

pacTBopa.

2b | By HPLC (PDA) / B3KX ¢ 0uodno-mampuiHsIimM OemeKkmopom

- Nimesulide / Huarecynuo

Complies as prescribed /
CooTtBercTBYET TPeOOBAHHAM

The absorption specirum of nimesulide
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. / Cnextp
NOrJIOLIeHUsT [HKa HUMECcynHaa Ha
XpomarorpamMmme HCTBITYEMOTO
pacTBopa, MOTYy4EHHOTO npH
NpoBeACHUU UCTIBITaHHUSA
«KonnyecTBeHHOE onpeneneHue.
Humecynua U MeTWICAIUUMIAT),
JO/DKEH  COOTBETCTBOBATh  CIEKTPY
NOrJIOWIEHUA THKAa HHMECyJlHAa Ha
Xpomarorpamme CTaHIAAPTHOTO
pacTBopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHUAM

The absorption spectrum of methyl

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/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusimM HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
IMoarortosneHo: Santosh Kumar
Maurya

Checked by /
ITpoBepeHo: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoautens

Amit Kumar N
“ /
i/¥

Date/
Hara: 30.10.2024.

Date / ’

Hara: 30.10.2024

Date /
Jara: 30.10.2024
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Hpoayxr: Haiiz® Ilntoc, rens ans HapyxHOro npuMeHeHust 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V240738 Batch Quantity / . 9901.000 units /

Cepns No ) Pa3mep cepun © 9901.000 eauHuL
Analytical Repo»rt No./ . 040002703845 Date of Analysis / . 30.10.2024
AHajuTuyeckuii oTyer Ne JlaTa anaau3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa npon3BoAcTBa I'ogen no

Mfg. License No. /

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

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

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

Page 50f 11/ Ctp.Sn3 11

solution chromatogram. /  Cnektp
MOTTOLIEHHS TTHKA METHIICAIHLIMATA Ha

XpoMaTorpaMmme HCIBLITYEMOTO
pacTBopa, TMOJTy4YEHHOTO rnpu
MpOBEIEHUH UCTILITAHUSA
«KonuuecTBeHHoe ornpeneneHue.
Humecynua W METHJACAIHMLIMNATY),
IOJDKEH  COOTBETCTBOBATH  CHEKTPY
MOrJIOUIEHU MHKa METHICAIHLIUIATA HA
XpomaTorpaMmMe CTaHAApPTHOIO
pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CootBeTcTBYeT TpeboBaHUAM

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
norjiollenuss MHKa KancaulWHa Ha
XpoMaTorpamme HCTMBITYEMOTO
pacTBopa, TOJTy4EHHOTO npu
TIPOBEACHHH HCIIBITAHUS
«KonmgecTBeHHOE omnpefieeHHe.
Kancauuun W HaTpust  ©OeHzoar»),
JOMKEH  COOTBETCTBOBATb  CHEKTPY

Remarks : The Product confirms to ND/

IIpumeuanue: ITponykr coorBeTcTBYET Tpedoranusm HJJ

Conclusion : APPROVED /
3axarouenue: OJJOBPEHO

Prepared by /
ITonrorosiaeHo: Santosh Kumar
Maurya

Checked by /
[Iposepeno: Pawan Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykoroauteis
Amit Kumar L—

P>

Date /
Hara: 30.10.2024

) -
Date /

Jara: 30.10.2024

Date / 1
JHara: 30.10.2024
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

[Product : Nise Plus, gel 100 g

| Hpeayxr: Haitz® [lmoc, reas ana HapyzHoro npumeHerna 100 r

JuuneHsus Ne

Market / Peinox : Russia / Poccust

Batch No. / . V240738 Batch Quantity / . 9901.000 units /

Cepns Ne ) Pa3mep cepun © 9901.000 enuHML,

Analytical Repourt No./ . 040002703845 Date of Analysis / . 30.10.2024

AHannTHYecKHi oTdeT Ne JlaTra anaausza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jata npoussoacTsa T'ogen a0

Mfg. License No. / .!
IlpousBoacreeHHast : MNB/05/263 MA number: / Homep PY : JIII-N2(003312)-(PT-RU)

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

Analysis performed according ND No / Auanns nposeaen no HJ1 Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 6 of 11/ Ctp. 6 n3 11

MOrJIOIEHHsT [IHKa KarcauLMHA Ha
XpoMarorpamMmMe CTaHIapTHOTO
pacTBopa.

2¢ | By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CooTeercTBYeT TpeOOBaHMAM

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
xpomarorpamme HCIBITYEMOTO
pacTBOpa TNO [MONOXEHHIO  IOIKHO
COOTBETCTEOBATH OCHOBHOMY TISITHY Ha
XpoMmarorpamme pacTBopa
CTaHAapTHOro obpasua MEeHToNa.

3 | Net weight / Macca 100g/100r According to requirement / B
COAEPKUMOro YNaKOBKH COOTBETCTBHHU C TPEOOBAHHAMH
4 | pH/pH 42/42 4.6 to 6.0 (for 1.0 % aqueous solution) /

Ot 4,0 no 6,0 (m1sa 1,0 % BoaHOTO
pactBopa)

5 | Viscusily / Buskuoerb

283680 I’ /283680 cIT

150,000 eI’ to 350,000 ¢ at 25 °C /
Ot 150000 cIT mo 350000 cIl tipu 25
°C

Remarks : The Product confirms to ND/
IIpumeyanne: [1ponyxr coorBeTcTBYeT TpeboBaHUsIM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

Checked by /
[IposepeHo: Pawan Kumar

A

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

Date/
Jlara: 30.10.2024

Date /
JaTa: 30.10.2024

' Date /
Jarta: 30.10.2024
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Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

INpoaykr: Hais® Ilnoc, res a1a HapyHoro npumenenus 100 r

Market / Prinok : Russia / Poccus

Batch No. / . V240738 Batch Quantity / . 9901.000 units /

Cepust Ne ) Pa3zmep cepuu © 9901.000 enuHuL
Analytical Repourt No./ . 040002703845 Date of Analysis / . 30.10.2024
AnanuTHueckuni oryer No JlaTa aHanuza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jata npousBoicTBa Topen g0

Mifg. License No. /

IIpousBoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
auneH3us Ne

Analysis performed according ND No / Ananus nposeged mo HJI Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIIT-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 70f 11/ Crp. 7n3 11

6 | Particle size / Pazamep wacThu

19 um / 19 MkM

Not more than 50 pm / He 6onee 50
MKM

7 | Related Substances / PogcTBeHHbBI

¢ NpuMecH

Impurity C/ Ilpumecs C
Impurity D / [Ipumeces D

Highest Unknown Impurity /
Ennnuanas
HeHaeHTUULHPOBaHHAS
npuMech

Total impurities / CymMmma
npumeceii

Not detected / ne obHapyxeHa

Not detected / He obHapy»xeHa

Below LOQ (LOQ = 0.0392%) / Huxe

Not more than 0.2 % / He 6onee 0,2 %
Not more than 0.2 % / ne 6onee 0,2 %

Not more than 1.0 % / ne 6onee 1,0 %

npepenia  KOJNMUYECTBEHHOTO  OMpEAENIeHHs
(TTKO = 0.0392 %)
Below LOQ / Huxe npezena | Not more than 1.5 % / He 6onee 1,5 %

KOJTMYECTBECHHOI'O ONPCACIIEHHUA

8 |Microbial contamination/ Mukpo

0HOJIOrHYecKas YHCTOTAa

Total viable aerobic count /
Obee KOJIMYECTBO
SKU3HECTIOCOOHBIX a’pOOHBIX
MMKPOOPTaHH3MOB

Total combined yeast and mold
count / Obwee yucno
JPOKIKEBBIX U [NICCHCBBIX
rpuboB

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

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

Not more than 10° CFU/g /
He Gonee 10° KOE/r

Not more than 10! CFU/g /
He Gonee 10' KOE/r

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoayxT cooTBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmwuenune: OJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya C&‘

Checked by /
IIpoBepeHo: Pawan Kumar

==

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

Date /
Hata: 30.10.2024

[

Date /
JHata: 30.10.2024

Amit Kumar bl
(\//
Date / v

Hara: 30.10.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Hpoaykr: Haiis® [Inoc. rens ang napysuoro npumenenns 100 r

Market / Poinok : Russia / Poccus
Batch No. / Batch Quantity / 9901.000 units /
: V240738 -
Cepust No Pa3mep cepun 9901.000 equHUL
Analytical Repovrt No./ . 040002703845 Date of Analysis / . 30.10.2024
AHanuTHyecKuii oTuer Ne JlaTta anaausa
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
Jara npoussoacTea T'open oo
Mfg. License No./
IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JauueHsns Ne

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

Pseudomonas aeruginosa

Staphylococcus aureus

Analysis performed according ND No / Ananu3 nposeaen no HJ{ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Absentin 1 g/ OtcyteTByerB 11
Absent in 1 g/ OrcyrcTByerB 1 T

Page 8 of 11/ Ctp. 8 u3 11
Absentin 1 g/ OtrcyrctBue B 1 r

Absentin 1 g/ OtcyTcTBue B 1 r

Assay / KoinyecTBeHHOE onpeeienne

Nimesulide /Humecvnud

Methyl salicylate /
Memuncamupnam

Menthol / Meumon

10.3 mg /10.3 mr
102.8 %

102.8 mg / 102.8 mr
102.8 %

51.0mg/ 51.0mMr
101.9 %

9.0 to 11.0 mg of Ci3H2N20s5S
(nimesulide) per 1 g of the product (90
to 110 % of label claim)/ O1 9,0 no 11,0
mr Ci3sH2N-OsS (uumecynun) B 1 r
npenapata (ot 90 g0 110 % or
HOMMHAJILHOTO COAEpIKaHHU)

90.0 to 110.0 mg of CgHzO;3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHgO3 (MeTuncanuuunar) B
1 r npenapara (ot 90 no 110 % ot
HOMHHAJIBHOTO COZIEPKAHHS)

45.0 to 55.0 mg of CioH200 (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 no 55,0 mr
C10H2O (MenTon) B 1 r npenapara (0T
an mn 110 % HOMUWHATRHOTO
coliepxaHus)

Remarks : The Product confirms to ND/

IIpumeuanue: [1poaykT coorBeTcTBYeT TpedoBanusM HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IToxrorosneHo: Santosh Kumar
Maurya

&

-

Checked by /
[TpoBepeHo: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopoautens

Amit Kumar . L
v

Date /
Hara: 30.10.2024

X
Date /

JHara: 30.10.2024

Date /
Jata: 30.10.2024




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g

IpoaykT: Haits® [Nnioc, renb 11st HapyskHOro npumenenuns 100 r

Market / PoiHok : Russia/ Poccus

Batch No. / . V240738 Batch Quantity / . 9901.000 units /

Cepusi Ne ) Pasmep cepun © 9901.000 eguHML
Analytical Repovrt No./ . 040002703845 Date of Analysis / . 30.10.2024
AHaguTuueckuii otyer Ne Jara ananausza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa npon3BoacTBa T'ogeH no

Mfg. License No./

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
Jnuen3us Ne

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

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

Capsaicin / Kancayun

Sodium benzoate / Hampus
benzoan

0.2433 mg/0.2433 mr
973 %

0.97 mg/0.97 mr
97.4 %

Page 9 of 11/ Crp. Y n3 11
Not less than 0.225 mg of CisH>7NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim)/ He
menee 0,225 mr CisH27NOs3
(xancanuun) B 1 r npenapata (He
meHee 90 % OT HOMHUHAIBHOTO
COZICPIKaHHUA)

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
Oenzoar) B 1 r npenapata (He MeHee 85
% OT HOMHHAJILHOTO COJEPIKaHH)

Buthylhydroxytoluene /
Bymunzudporcumonyon

0.40 mg/ 0.40 mr
100.5 %

Not less than 0.34 mg of CsH»0
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH2,0
(6yTunruapokcutonyon) B 1 r
npenapara (He meHee 85 % ot
HOMHHAJIEHOTO COAEpHaHNs).

Package { Vmawanica

100 g in a laminated aluminum tihe with HNPE shonlder ayuipped with a tamper-svident
membrane and a polypropylene cap. 1 tube and a patient information leaflet in a carton.

Remarks : The Product confirms to ND/

IIpumeuanne: ITpoaykT cooTBeTcTBYeT TpedobaHusaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[ToarorosiaeHo: Santosh Kumar

Maurya %_'

Checked by /
[Ipoeepeno: Pawan Kumar

A

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosogurens

Date /
Jara: 30.10.2024

i

Date /
Jara: 30.10.2024

Amit Kumar [&/ ;
Date / '
Jara: 30.10.2024




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

[Product : Nise Plus, gel 100 g

IMpoxyxr: Haitz® [Timioc, ree Muis HapyHOro npuMenenus 100 ¢

Market / Poinok

: Russia/ Poccus

Batch No. / . V240738 Batch Quantity / . 9901.000 units /

Cepus Ne i Pazmep cepuu * 9901.000 equuuy
Analytical Repourt No./ . 040002703845 Date of Analysis / . 30.10.2024
AHajauTHYecKHil oTyeT Ne Jara anaanza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jarta npousBojcTea T'ogen no

Mfg. License No. /

IpouszBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuneH3us Ne

| JITI-Ne(003312)-(PT-RU) ot 02.10.2023

Analysis performed according ND No / Anaans nposexen mo H/L Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 10 of 11/ Crp. 10 i3 11

ITo 100 r B TyOy M3 TaMHHMPOBAHHOTO aNtOMUHHA ¢ ruiedoM uz [I3BII, cHabxkennyro
MeMOpaHOH ISl KOHTPOJIS MEePBOTO BCKPBITHSL, M [OJMIPOMHIIEHOBOH KpbIwKoi, [To 1
Ty6€e B NayKy KapTOHHYIO C TMCTKOM-BKJIaJIBILIIEM.

API name / Hanmenosanne ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynua MeTtuncannuunar JleBomeHTos Kancanuuu
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynun Metuncanuumnar JleBomenTon Kancanuun
API manufacturer batch number /
NMS-1E-243003 LOT T 7761 MLC-0070324 F001-24001
Homep cepuu npoussoautesiss ADC:
BPiNamiActurerAkNBatchinumber/ FERA00346 FERA00454 FERR00185 FERA00338
Homep cepun A®C npoussoanrtens I'JID:
Manranam
TparEE dopmoza
P AnbTta Jlabopatopuc
ORI, Jlaboparopuc JIT, AAPCPE.\POMATHKS Wnk, TaiiBaHb
API Manufactured by & country / Wnpns / parop | e JItn, Unpus / . )
Hunus / Alta ] Kuraii/ Formosa
Ipoussoaurtens ADC, crpaua: Mangalam . Arora Aromatics .
Laboratories Ltd., ] Laboratories
Drugs & . Pvt. Ltd., India .
. India Inc., Taiwan,
Organics Ltd., .
. China
India

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

India (License No MNB/05/263) /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,

Remarks : The Product confirms to ND/

IIpumeuyanne: [Ipogykt cooTBercTByeT TpeboBaHusm HJJ

Conclusion : APPROVED /
3axaiouenue: OJIOBPEHO

Prepared by /
IToarororneno: Santosh Kumar
Maurya

Checked by /

ITpoBepeno: Pawan Kumar

2=

Approved by: Manager/Executive /
Onobpeno: Mernemxep / PykoBoaurens
Amit Kumar

P

Date /
Jarta: 30.10.2024

Date /
Hara: 30.10.2024

Date /

\

HJara: 30.10.2024




‘.
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

[Product : Nise Plus, gel 100 g

Ipoayxr: Haiis® [moe, resb ans Hapys#Horoe npumerenns 100 r o
Market / Poiok : Russia/ Poccus

Batch No. / . V240738 Batch Quantity / . 9901.000 units /

Cepns Ne ' Pasmep cepuu * 9901.000 exnHuL
Analytical Repovrt No./ . 040002703845 Date of Analysis / . 30.10.2024
AHanuTHYecKHii oTyeT No HMaTta anannza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTta nponsBoacTBa Togen go

Mfg. License No. /

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

Analysis performed according ND No / Auann3s nposeaen no HJ/L Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JIIT-Ne(003312)-(PT"-RU) ot 02.10.2023

Page 11 of 11/ Crp. 11 u3 11

HaumeHoBaHnue, aazpec H HOMep JUUEH3UH INpousBoacreeHHOe Moapaznenenue-6, Bunn. Kxone, Hanarapx Poyn, Bannu,
MI0INAJKH, OCYIleCTBAAIO e JHuctpuxt Conan, X.IL, 173205, Unnus (JInuensus Ne MNB/05/263)
[pOH3BOACTBO/KOHTPOJIb KauecTBa/BbINYCK

LJID

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».

3akirouenre 0 coorBercTBHH: «HacTosiiM s MOATBEpXKAA0, YTO NPHUBEACHHAs Bblllle HHGOPMALUA SBIAETCH
JIOCTOBEPHOM M TOUHOM. DTa cepus MPOLYKIHH MPOH3BeeHa (BKIIIOUast YIaKOBKY (MapKHPOBKY) H KOHTPOJIb Ka4eCcTBa)
Ha BbleyKa3zaHHON MPOM3BOJCTBEHHON Nioulaake (MIolIagKax) B IIOJTHOM COOTBETCTBHH ¢ TpebGopaHHMsaMM [lpasun
HaaNexaleil NpoM3BOACTBEHHOM npakTHkH EBpaszuiickoro skoHoMuueckoro coroza (Ne GMP/EAEU/RU/00554-2022 ot
02 centsa0ps 2022) u TpeOOBaHUAMU KOHTPONS KadecTBa JICKAPCTBEHHBIX CPEICTB, & TAIOKE B COOTBETCTBHH €O
crnenuHKaALUAMY, COAEPKALWUMHUCS B DPErHCTPALMOHHOM JIOChE CTpaHbl-UMIiopTepa. 3amicH MO TNPOU3BOJACTBY,
yMakoBKE W aHaJlM3y TIPOBEpPEHBl, M YCTAHOBJIEHO MX COOTBETCTBHE TpeboBaHusaM [IpaBun Hazstexalnei
MPOURROACTREHHON MPAKTHKW ERpazniickoro AKOHOMHUYECKOTO COO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IlpoaykT cooTBeTcTBYET TpeboBaHuAM H/I 3axmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxroroBneno: Santosh Kum [Iposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBogurens
Maurya 4,—’ Amit Kumar /Xf L

Date/ Date / Date / !

Jara: 30.10.2024 Jara: 30.10.2024 Hara: 30.10.2024




