Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd,
Formufation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDiA
Tel;+91 €2166 56001-02
www.drreddys.com

Product : Nise Plus, gel 50 g

Ilpoaykr: Haits® Ilmoc, refib a5 Hapy)HOro npumeHeHus 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 19208 units /

Cepus Ne P V250158 Pazmep cepun © 19208 eauHHLL

Analytical Repovrt No./ . 040002842382 Date of Analysis / . 29.03.2025
AHannTuuecknii oruer Ne JaTta anaausa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JaTa npou3soAcTBa T'ogen go

Mfg. License No. /

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

Analysis performed according ND No / Anaan3 nposeaen mo HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIT-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 1 0of 10/ Ctp. 1 u3 10
No Test / [loxkazarensn Result / Pe3yabTaThbl Specification / Hopma
1 | Appearance / Onucanne White gel of homogeneous consistency with a | White to off-white gel of homogeneous

characteristic odor. / Tenn ©Ocnoro uBera
OJIHOPOJIHOM  KOHCHCTCHIMH C XapaKTepHbIM
3araxoMm.

consistency with a characteristic odor. /
T'enp Gesoro uiau noutu 6eyioro usera
OHOPOAHOH KOHCUCTEHLIMH c
XapaKTEPHBIM 3aIaXOM.

Identification/ Waenrudukauus

2a

By HPLC/ BIXKX

- Nimesulide | Hustecynuo

Complies as prescribed /
CooTBeTcTBYET TpebOBaHUAM

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 xpomaTtorpamme HCMBITYEMOTO
pacTeopa, NOJTy4eHHOro MpH MPOBEICHUH

WCTIbITAHUSA «KonndecteeHHOE
orpeeseHue. Humecymun u
METHIICATULHIAT?, OJKEH
oOHapy»XHBaTbCA THK,
COOTBETCTBYIOLIHI no BpPEMEHHU

YACP)KHBaHUS THKY HHUMECYnuaa Ha
XpoMaTorpaMme CTaHAapTHOr O pacTBopa.

- Methyl salicylate / Complies as prescribed / A peak with the retention time
Memuncanuyunam CooteetcTBYeT TpebOBaHUAM corresponding to that of methyl salicylate
in the standard solution chromatogram
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: [IponykT cooTBeTcTBYeT TpeboBaHusaM HJI 3aksnoyenne: OJOBPEHO
A
Prepared by / Checked by / Approved by: Manager{E ecutive /
IHoarorosnexo: Rama_%cant Ipogepeno: Pardeep Kumar Onobpeno: Menenxep/ Pykosopntens
‘4,‘ [‘L{,t f Abhishek Chauhan f\
UM = .

Date / Date / Date /
Hara: 29.03.2025 Hara: 29.03.2025 Hata: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilts, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@diraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g
| HMpoayxr: Haiiz® Ilnioc, rens A Hapy»xHOro npuMenenms 50 r

Market / PoiHOK : Russia / Poccust

Batch No. / . V250158 Batch Quantity / . 19208 units /

Cepus Ne ) Pa3zmep cepun © 19208 equann
Analytical Repo“rt No./ . 040002842382 Date of Analysis / . 29.03.2025
AHaauTH4yeckmii oruer Ne JlaTa aHajau3a

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jara npousBoacTaa ToaeH go

Mfg. License No. /

IMpoussoacreennas : MNB/05/263 MA number: / Homep PY : JHI-Ne(003312)-(PT'-RU)
JguueHsus Ne

Analysis performed according ND No / Ananu3 nposexen mo H/L Ne: JIII-Ne(003312)-(PI-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 2 of 10/ Crp. 2 u3 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpamMMe HCIEBITYEMOTO
pacTBOpa, MOJIYYEeHHOrO NPH MIPOBEASHUN

MCIIBITAHUS «KonunuectaeHHoe
onpeneneHHe. Huwmecynun H
METHIICTMLIMIIATY, LOJDKEH
0OHapyXHBaTHCs ITHK,
COOTBETCTBYHOLIUI no BpEMEHU

YACPKHUBAaHHUA THUKY METHUIICAJIMLIW/IATA HA
XpoMmarorpaMmmMme CTaHOapTHOroO pacteopa.

Menthol / Menmon Complies as prescribed / A peak with the retention time
CootetcTByeT TpeOOBaHUAM corresponding to that of menthol in the
standard solution chromatogram shall be
present in the test solution chromatogram
ubtained during "Menthol Assay” lest. /
Ha  xpomarorpaMme  HCIBITYEMOrO
pacTBOpa, MOIYyYEHHOTO NPHU MPOBEICHHUH

HCIIBITaHHUS «KonuvecrseHHoe
orpeeseHHe. Meuton», IOJDKEH
0OGHapyKHUBAThCA MUK,
COOTBETCTBYIOUINH To BpEeMEHH

yYaepKUBaHUA MUKY MCHTOJIa Ha
XpomarorpaMmmMme CTaHAapTHOTO pacTBopa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanmuaM HJ| 3akmaouenune: OJOBPEHO
A
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakant T IIpoBepeno: Pardeep Kumar Onobpeno: Menemxep / Pyhf)BDﬂI-ITEJTb
) Abhishek Chauhan |

" i \ f

fpd of {_
Date / Date / Date /
Hata: 29.03.2025 Hara: 29.03.2025 Hara: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formutlation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIiA
Tel 1 +91 95166 56001-02

www.drreddys.com

Product : Nise Plus, gel 50 g

IIpoaykT: Haii3® Ilmoc, rens Anst HapyKHOTO npuMeHenks 50 r

Market / PoiHoK : Russia/ Poccus

Batch No. / . Batch Quantity / . 19208 units /

Cepust Ne It Pa3mep cepun 19208 eaunmy

Analytical Repovrt No./ . 040002842382 Date of Analysis / . 29.03.2025
AHaJuTHYeCcKHH oTyer No JlaTa anaausa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

|JaTa npous3BoAcTBa T'ogen fo

Mfg. License No. /

IIpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuueH3us Ne

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

Analysis performed according ND No / Auaiiu3z nposeten mo HJl Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Pa

e30f10/ Crp.3 1310

- Capsaicin / Kancauyun

Complies as prescribed /
CootBeTcTBYET TpeGOBaHHUIM

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
XpOMaTorpamMmme MCIBITYEMOTO pacTBopa,

NMOJTY4Y€HHOI' 0 npu IPpOBEOCHHH
HUCTIBITAHUA «KonnuectBeHHOE
onpeacncHue. Kancauumn w HaTpHsa

6eH30aT», N0JDKeH 0OHapY»KHBAThCA ITHK,
COOTBETCTBYIOIIHUH no BPEMEHH
yOepKUBaHMS THKY KallcauIlMHA Ha
XpOMATOrpamMme CTaHIapTHOrO pacTBOpa.

2b

By HPLC (PDA) / B2KX ¢ 0uoOHo-MampuuHsiM 0emeKmopom

- Nimesulide / Humecynuo

Complies as prescribed /
CooTBeTCTBYET TpeGOBAHHAM

The absorption spectrum 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
MOrJOLICHHUA MMUKa HUMECYIInaa Ha
XpoMarorpaMMe HCIBITYEMOrO pacTBOpa,
TOJIY4EHHOr 0 npu [POBEAECHUH
HCIbITaHUA «KonuyecTreHHOE
onpencacHue. Hnmecynun H
METWICAIHLUIATY), IOJDKEeH

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

IIpumeuanne: ITponykr coorBeTcTByeT TpeboBanusaM HIT 3akmwuenue: OJJOBPEHO

)
Prepared by / Checked by / Approved by: Mana ger/l;' xecutive /
lloarorosneno: Ramakant [lposepeno: Pardeep Kumar Onobpeno: Menemkep/f Pykosojiutelb
) w} ‘ { Abhishek Chauhan f
Date / " Date / Date /
Hara: 29.03.2025 Hara: 29.03.2025 Jarta: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Jelangans, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Emait: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s @

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +51 583166 56001-02

www.drreddys.com

Product : Nise Plus, gel 50 g

Mpoaykr: Haiiz® [laioc, ress ans Hapy#Horo npuMeHenus 50

Market / PoiHox : Russia / Poccus

Batch No. / . V250158 Batch Quantity / : 19208 units /

Cepusi Ne Pazmep cepun 19208 enunuL
Analytical Rep0“rt No./ . 040002842382 Date of Analysis / . 29.03.2025
AHaauTHyeckuii oTuer Ne Jara ananuza

Date of Manufacture / © 02/2025 Date of Expiry / . 01/2027

Jarta npousBoacTBa Toxen no

Mfg. License No./

IIpousBsoacTeeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JHueH3ua Ne

Analysis performed according ND No / Anaau3 nposeen no HJ1 Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) or 02.10.2023

Page 4 of 10/ Ctp. 4 u3 10

COOTBETCTBOBAaTh CMEKTPY MOTJIOLIEHHS
MHKa HUMECYIMAAa HAa XpoMartorpaMmme
CTaHJapTHOro pacTBopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CoOoTBETCTBYET TPpeOOBAHMAM

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 solution
chromatogram. / CriekTp MNOTJIOLEHHUS
nuka MeTUJIcaNnuIuaTa Ha
XpOMaTorpaMMe HCIBITYEMOTO pacTBOpa,
TOJTy4SHHOTO npH MpPOBEAEHHH
HCIIBITAHUS «KonuuecrseHHOe
onpeeneHue. Humecynun n
METHIICAJIULIMITATY), DOJDKEH
COOTBETCTBOBATH CHEKTPY TMOTJIOLIECHHUS
KA MCTHIICQITHLIEIIATA 1
XpOMATOrpamMme CTaHAAPTHOTO PacTBOpA.

- Capsaicin / Kancawyun

Complies as prescribed /
CooTBeTcTBYET TpEOOBAHUAM

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. / CrhekTp NOIIOLEHNS

MHKa KancauliHa Ha XpoMaTorpamme

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYET Tpeboanusam HJL

Conclusion : APPROVED /
3akaoueHue: OI[OE{’EHO

Prepared by /
IMToarorosneHo: Ramakant

Checked by / Approved by: Managej/Executive /
Iposepeno: Pardeep Kumar OnobpeHo: Menemisep / Pykososirens

\ ' f Abhishek C hauhanL
/ — i
Date / \ Date / Date /

Hata: 29.03.2025 Jara: 29.03.2025 JHara: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mai!@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




@ Dr. Reddy’s Laboratories Ltd.

’ .- Formulation Unit-6
Dr. Reddy s q'. Vill. Kho!, Nalagarh Road,hBaddi,
Distt. Solan, H.P., 173 205, INGIA
Tal; +01 S8166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUD®UKAT AHAJIM3A

Product : Nise Plus, gel 50 g
| IIpoayxr: Hait3® [lntoc, renb s HapyKHOTO npumMeHenus 50 r

Market / Peinok : Russia / Poccus

Batch No. / . V250158 Batch Quantity / . 19208 units /

Cepus Ne ) Pasmep cepun © 19208 enunnn,
Analytical Repo“rt No./ . 040002842382 Date of Analysis / . 29.03.2025
AxaauTHyecKunit oryer Ne JlaTta anaan3za

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JlaTa npou3BoACTBa I'open go

Mfg. License No. /

IIpousBoacTBEHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
anueH3usa Ne

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

JITI-Ne(003312)-(PI'-RU) ot 02.10.2023
Page 5 of 10/ Ctp. S5 u3 10

UCIIBITYEMOTO  PacTBOpa, MOJIYYEHHOTO
nipH TIPOBEACHWH HCIBITAaHUS
«KonnuecteeHHOe ornpeaeneHue.
Kancanuun v Hatpus 6eH30aT»), OOMKeH
COOTBETCTBOBATh CHEKTPY MOTJOIIEHHS
NMKa KarncaMiuuHa Ha XpomaTorpamme
CTaHIApTHOTO PacTBoOpa.

2¢ | ByTLC/TCX

- Menthol / Mexnmon Complies as prescribed / The position of the main spot in the test
CootBetcTBYyeT TpeboBaHUAM solution chromatogram shall correspond

to that of the main spot in menthol

reference standard solution

chromatogram. / OcCHOBHOe TISITHO Ha
XpOMAaTorpamme HCHBITYEMOro pacTBOpa
TIO TIOJIOXKEHUIO [IOJDKHO COOTBETCTBOBATD
OCHOBHOMY TMATHY Ha XpoMaTorpaMmme

pactBopa CTaHAApTHOIO obpasua
MCHTOJIA.
3 | Net weight / Macca 51g/5lr According to requirement / B
COACPKUMOro ynakoBxku COOTBECTCTBHH C Tpe6OBaHPIﬂMH
4 | pH/pH 4.5 4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 no 6,0 (nyns 1,0 % Boanoro
pacTBopa)
5 | Viscosity / BaskocTb 209400 cP / 209400 cI1 150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIT mo 350000 cIl pu 25 °C
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykTt cootBeTcTBYeT TpeboBanmsaM HJ| 3akiueHue: OI[OBTEHO
Prepared by / Checked by / Approved by: Managef/Executive /
[ogrotopneno: Ramakant IIpoBepeno: Pardeep Kumar Onofipenn: Meresiwef / Pysgoronrent
Dy T Abhishek Chauhan /[
B QL{/ — S
Date / Date / Date /
Hara: 29.03.2025 Hara: 29.03.2025 Hara: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Lakoratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel: +91 93166 56001-02
www.drreddys.com

'Product : Nise Plus, gel 50 g

INpoaykr: Haiis® [Intoc, rens A8 Hapy>KHOTO MPUMEHEHHs 50 T

Market / PoiHOK : Russia/ Poccus

Batch No. / - Batch Quantity / . 19208 units /

Cepus Ne ik Pa3mep cepun * 19208 enuHuL
Analytical Repourt No./ . 040002842382 Date of Analysis / . 20.03.2025
AH”anuTnuyeckuii oTyer Ne JlaTa ananu3a

Date of Mapufacture/ . 02/2025 Date of Expiry / . 01/2027

JaTa npou3BoACTBA TogeH xo

Mfg. License No./

IIpou3BoacTeeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuneH3ns Ne

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

Analysis performed according ND No / Anaan3 nposexes nmo H/1 Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 6 of 10 / Ctp. 6 3 10

6 | Particle size / Pazmep yacTun

13 um/ 13 mMkMm

Not more than 50 um / He 6onee 50 mxm

7 | Related Substances / PoacTBeHHbI¢ IpUMecH

Impurity C / Ilpumecs C
Impurity D / ITpumecs D

Highest Unknown Impurity /
EnunuaHas
HeuIeHTU(HLIMPOBaHHAs
npuMech

Total impurities / Cymma
npuMmecei

Not detected / ne oGHapy»xkeHa
Not detected / ne obHapy»xeHa

Below LOQ (LOQ = 0.0392 %) / Hixe
npenea KomM4eCTBEHHOTO OnpeacAcHUs
(TTKO = 0.0392 %)

Below LOQ / Huxe npenena
KONTMYECTBEHHOTO ONpeAeNeHuUs

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

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

Not more than 1.5 % / ve 6onee 1,5 %

8 |Microbial contamination / Mukpo6uosoruyeckas Y4McTOTAa

Total viable aerobic count /
Ob1ee KOJIMYECTBO
YKU3HECTIOCOOHBIX a3pOOHBIX
MHUKPOOPraHU3MOB

Total combined yeast and mold
count / Obuiee uucno
IPOXOKEBBIX H IJIECHEBBIX
rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absent in 1 g/ OrcyrctByeT B 11
Absent in 1 g/ OtcyrctByeTrB 1 T

Not more than 10> CFU/g /
He 6o0nee 107 KOE/r

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

Absentin 1 g/ OrcyrctBue B 1 1

Absentin 1 g/ OrcyrctBue B 1 r

Remarks : The Product confirms to ND/
Ipumeuanue: I[Iponykt coorBeTcTByeT TpeboBanusam HJ{

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
i

Prepared by /
Ioarotoeneno: Ramakant V
8

Al

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/[Executive /
Onobpeno: Menemxep)
Abhishek Chauhan

P}* K('.TO,]I!-[TC}T b

Date /
Hata: 29.03.2025

=l
Date /

Hara: 29.03.2025

Date /
Hara: 29.03.2025

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, iINDIA
Tel: +91 68166 5€001-02
www.drreddys.com

Product : Nise PTu—s, écﬁo g

| IpoayxT: Haits® Imoc, rens ansg HapyHOTo npuMeHeHns 50 r

JauneH3us Ne

Market / Poinok : Russia / Poccus

Batch No. / . V250158 Batch Quantity / . 19208 units /

Cepun Ne ) Pazmep cepuu " 19208 egunmL
Analytical Repourt No./ . 040002842382 Date of Analysis / . 20.03.2025
AHANHTHYECKHI oTYeT Ne Jlara aHaauza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JaTa npou3sojacTBa Fogen go

Mfg. License No./

I[IpouspoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

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

Analysis performed according ND No / Anaaus nposenes no HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 7 of 10/ Ctp. 7u3 10

9 | Assay/ KoJsindecTBeHHO€E onpege/ieHHe

Nimesulide /Husecynuo

10.2 mg/ 10.2mr
102.3 %

9.0 to 11.0 mg of Ci3H;2N20sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 mo 11,0 mr
Ci3HjaN2OsS  (mumecynuao) B 1 1
npenapata (ot 90 go 110 % or
HOMMHAJIBHOTO COIEprKaHus)

Methyl salicylate /
Memuncamugunam

101.5 mg/101.5 mr
101.5%

90.0 to 110.0 mg of CgHsO;3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 o
110,0 Mr CsHgO3 (MeTHIcanuuunar) B
1 r npenapara (ot 90 no 110 % ot
HOMUHAJIBHOTO COAEPIKaHHMA)

Menthol / Meumon

Capsaicin / Kancauyun

50.3 mg/50.3 mr
100.6 %

0.2457 mg / 0.2457 mr
98.3 %

45.0to 55.0 mg of C oH200 (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 no 55,0 mr CioH20O
(menron) B 1 r npenapara (o1 90 no 110 %
HOMMWHAJIEHOTO COJCPKAHHA)

Not less than 0.225 mg of C gH27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He MeHee
0,225 mr CgH27NO3 (xancauuyH) B 1 ¢
npemnapata (He MeHee 90 % ot
HOMHHAJILHOIO COJEPKaHHs)

Remarks : The Product confirms to ND/
Ipumeuanue: I1poaykt coorBeTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
|

Prepared by /
IloaroroBiexo: Ranﬁiant

r.

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/lxecutive /
Opobpeno: Menemxep /[Pykgsoaureiib
Abhishek Chauhan

——

Date /
Hata: 29.03.2025

. -
Date /

Hara: 29.03.2025

Date /
Hata: 29.03.2025
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INGIA
S316€ 56001-02
www.drreddys.com

T +01

i

Product : Nise Plus, gel 50 g

| Mpoayxr: Haii3® ITtoc, renk Ui HAPYXHONO MpUMEHEHUs 50 T

Market / Poinok : Russia / Poccus

Batch No. / ] Batch Quantity / . 19208 units /

Cepus No } V250158 Pa3mep cepun © 19208 equnni
Analytical Repo“rt No./ . 040002842382 Date of Analysis / . 29.03.2025
AHanuTHYECKHIT 0TYeT No JlaTa ananusa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jara npoussoacTsa TI'ogen po

Mfg. License No. /

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

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

Analysis performed according ND No / Auanus nposexen no HJ1 Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Sodium benzoate / Hampusa
benzoam

Page 8 of 10/ Ctp. 8 u3 10

0.98 mg/0.98 mr
98.0 %

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
6eusoar) B 1 r npenapara (He MeHee 85 %
OT HOMUHAJIBHOTO COTEPIKAHUS)

‘Buthylhydroxytoluene /
Bymunzudpoxcumonyon

0.40 mg/ 0.40 mr
99.1 %

Not less than 0.34 mg of Ci5sH240
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH»30
(6yTrirnapokcutonyon) B 1 r mpenapara
(He MeHee 85 % OT HOMUHANILHOTO
COACPIKAHU).

10 | Package / YnakoBka

50 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.

ITo 50 r B TyBy M3 JaMMHHMPOBAHHOrO aMoOMHHHA ¢ riedoM u3 IIOBII, cHabxenHyro
MeMOpaHOl [ KOHTPOJS MEPBOTO BCKPBITUS, W MOJMOPONUIEHOBOH Kpbiikoit. ITo 1
Ty6e B MayKy KapTOHHYIO € IMCTKOM-BKJIAJIBILIEM.

API name / Haumenosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /

Humecynun Metuncanuuunat JleBoMeHTON Kancaunux

INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /

Humecynun MeTuncaniumaaT JleBOMEHTO Kancaunuwmx

API manufacturer batch number / MS-1A-243030- LOT T 8086 MLC-2410095 F001-24002
| Homep cepun npoussoaunrensa AQC: M1

Remarks : The Product confirms to ND/
IIpumeuanne; [Tponykt coorseTcTByeT TpedoBannam H]I

Conclusion : APPROVED /
3akaouenne: OI[OBPEle

Prepared by /
IToarorosneno: Ramak

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBoguTeh
Abhishek Chauhan / T

1

Date /
Hata: 29.03.2025

Date /

Jlata: 29.03.2025

Date /
Hata: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad -

500034, Telangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

. o
DI'. Reddy’s ‘... Formutation Unit-6

Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDiA
Tei : +91 53166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIU3A

Product : Nise Plus, gel 50 g
TMpoxyxr: Haiis® ITnioc, rens ans HapyskHoro npumerenus 50 r

Market / PoiHox : Russia / Poccus

Batch No. / . V250158 Batch Quantity / . 19208 units /

Cepus Ne ) Pasmep cepun " 19208 enuuuL

Analytical Report No./ . 040002842382 Date of Analysis / . 29.03.2025
AnanuTHyeckuii oTuer Ne Jara ananuza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

|laTa npou3BoACTBA Togen g0

Mfg. License No./

IIpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JdueH3usi Ne

Analysis performed according ND No / AHaau3 nposeaen no HJL Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT"-RU) ot 02.10.2023

Page 9 of 10/ C1p. 9 u3 10

e il FERA00716 FESA00022 FERR00991 FES A00040
Homep cepuu A®C npoussoautensn [VID:
MaHranam
Jiparc oH dopmoza
P A AnbTa Jlaboparopuc
Oppasnks Jing, Jlaboparopuc JIT GRopaneMATc Wnk, TaitBaHb
API Manufactured by & country / HUunus / patop % | e JNtn, Unpus / - i
Hupus / Alta . Kuraii/ Formosa
IlpousBonurens A®C, crpaHa: Mangalam . Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & ’ Pvt. Ltd., India .
. India Inc., Taiwan,
Organics Ltd., .
. China
India

Name, address, authorization No for FP

;riltaen/ufacturmg LR G g te Gt Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
HauveHoBaHme. 2 . India (License No MNB/05/263)/
» AApec p Jui [MpouszeoacTeeHHOE NoapasaeneHue-6, Bunn. Kxons, Hanarapx Poyn, banawu,

TLIOLUANKH, OCYNECTBISIOLIEH Juctpukt Conau, X.IL., 173205, Unmus (JIuuenzua No MNB/05/263)
NPOM3BOACTBO/KOHTPOIb KA4eCTBa/BBIMYCK

) (1)

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) 1n tull 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».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpogykt cooTBeTCTBYET TpebosanusaM HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoxrotosneno: Ramgkant Iposepeno: Pardeep Kumar Onobpeno: Menemrep / Pygosoginies

/Qi ‘ _LJ.”'/' ﬁ Abhishek Chauhan 1. I

N L |

Date / Date / Date /
Jara: 29.03.2025 Hara: 29.03.2025 Hata: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: £91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: LR5195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s Q,‘.‘

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Dr. Reddy's Laborateries Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, iNDIA
Tel: +91 53166 5600102
www.drreddys.com

Product : Nise Plus, gel 50 g

Mpoayxr: Haiis® Ilmoc, rems 415 Hapy#HOro npumexenus 50 r

Market / PoiHOK : Russia / Poccust

Batch No. / . V250158 Batch Quantity / . 19208 units /
Cepus Ne Pazmep cepun 19208 enunuw,
Analytical Rep0ft No./ . 040002842382 ].)ate of Analysis / . 29.03.2025
AHaJHTHYECKHI oTUeT No Jlara aHanusa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jara npon3BoAcTBa |Toaen no

Mfg. License No. /
IIpousBoacTBEHHAS : MNB/05/263
Junenzus Ne

MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)

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

-Analysis performed according ND No / Auanus nposenen no HJl Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /

3akJr0ueHHe 0 COOTBEeTCTBHH: «HacTosmm s MOATBEPXKAa0, UTO MPUBEACHHAs BbILIC HH(bOpMaU,I/ISI SABJIACTCA I[OCTOBepHOﬁ

1 TOYHOM. DTa cepust IPOAYKLHHU NPOoU3BeeHa (BKIIFOUas yakoBKy (MapKMPOBKY) U KOHTPOJib KA4€CTBA) Ha BBIILICYKa3aHHOH
Hajuiexaniei

Page 10 of 10 / Ctp. 10 u3 10

NPOM3BOJCTBEHHON rMuomagke (Iolaakax) B TMOJNHOM COOTBETCTBHH C tpeboBaHuamu  IlpaBun

NMPOM3BOCTBEHHO npakTnku EBpasuiickoro skoHoMuyeckoro coro3a (Ne GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022)
W TpeGOBAHMAMH KOHTPOJS KA4yecTBa JIEKAPCTBEHHBIX CPEACTB, a TAaKXkKe B COOTBETCTBMM CO CleLH(UKALHAMH,
COAEpXKALIMMHUCA B PETHCTPALIMOHHOM JIOChE CTPaHbl-UMIIOPTEpa. 3aNUCH 10 NPOU3BOACTBY, YIAKOBKE ¥ aHANU3Y NPOBEPEHDI,
M YCTAaHOBNEHO WX COOTBETCTBME TpeboBanusM [IpaBun Hamnexaleidl NpoM3BOACTBEHHOH npakTuku EBpasuiickoro

3KOHOMHYECKOI'0 COHO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpogykT coorBeTcTBYeT TpeboBaHusaM HJI 3akmouenue: OJJOBPEHO
J

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosnero: Ramakant Iposepeno: Pardeep Kumar Onobpeno: Menemiep|/ Py[{oaognrcnb

A t Abhishek Chauhan L
Date / i Date / Date /
Jara: 29.03.2025 Jara: 29.03.2025 Jlata: 29.03.2025

Registered Office: 8-2-337, Roaa No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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