Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUD®HKAT AHAJIU3A

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56C01-02
www.direddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haii3s® Axrusrens (HuMecyJa) reib LU HAPYKHOIO NpuMeHenus, 1 %, 50 r

Market / Polnox : Russia / Poccus

Batch No. / . Batch Quantity / . 23396 units /

Cepus No V240389 Pasmep cepuu ° 23396 eauHul
Analytical RepOft No./ . 040002565331 Date of Analysis / . 24.06.2024
AHajauTuyeckuii oryet No JlaTta ananusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npou3BoACTBa T'opeH oo

Mfg. License No. /

ITpouseoacTBeHHAas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JauueH3usi No

Analysis performed according ND / Ananus nposeaen mo HI: JIII-Ne(001336)-(PI'-RU)-251022

Pagel of 6/ Crp. 1u3 6

ﬁ: / Test / Ilokazarean Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, | Homogeneous, transparent, colorless to

colorless gel with characteristic
odor / OgHOpOAHBIH INpO3pauHbIi
rens  OecuBeTHOro  IBeTa C
XapaKTepHBIM 3a1ax0M

pale-yellow gel with characteristic odor/
OnHOpOAHBIA TpPO3pauHblii Treidb  OT
GecBeTHOro 10 0JIEMHO-XKEITOro LBETA
C XapaKTepHBIM 3anaxoM

Identification / UneaTndukxanus

a) HPLC / BD)XKX

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHUAM

The retention time of the main peak in
the chromatogram of test solution should
correspond to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution
(section Assay) / Bpems ynep>kuBaHus
OCHOBHOTO MHKAa Ha XpOMAarorpamme

HCNIBITYeMOTO ~ PacTBopa  JOJDKHO
COOTBETCTBOBATh BpEeMeHH
yOep>KMBaHHS OCHOBHOTO IHKA Ha
XpoMartorpamme pactBopa
craHaaptHoro obpasua HHMeCYIMaa
(paznen «KonunuectBeHHOE
omnpeJieIeHUE»)

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooreercTByeT Tpeboranusm HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / = Checked by / Approved by: Manager/Executive /
[Hoaroroeneno: Ankit /A’l _ | posepeno: Vijay Thakur OnobpeHo: MeHemxkep / PykosoanTeis
- Manoj Kumar
i = :
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.06.2024 Jara: 24.06.2024 Hara: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4960 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
wiww.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tal 1 +91 98166 56C01-02
www.direddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haif3® AxTuBresb (HUMECYIHNN) refib LIS HAPYXHOro mpumeHennud, 1 %, 50 r

Market / Puinok : Russia / Poccus

Batch No. / . Batch Quantity / . 23396 units /

Cepus Ne P V240389 Pasmep cepuu " 23396 enunu
Analytical Repo:‘t No. / . 040002565331 Date of Analysis / . 24.06.2024
AHaNUTHYeCKHIT oT4eT Ne JarTa anasinza

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

Jata npousBoacTBa TogeH 10

Mfg. License No. /

IIpouseoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuneH3us Ne

Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page2of 6/ Ctp. 2 u3 6

b) UV spectrophotometry / Y-
crexkTpodoTo MeTpus

Complies as prescribed /
CootBeTcTBYET TPEOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®d-cnektp
MOTJIOUIEHH HCIBITYeMOIo  pacTBopa
JOJDKEH UMETh MaKCHMYM ITOTJIOIIEHUs
mpu 397+5 HM

3. | Weight of package contents / S5tg/Slr According to Rus. Ph. / B cooTBeTcTBHM
Macca cogepKHMOr0 ¢ TpeboBanusmu ['O PO
YIAKOBKH

4. | pH 3.28 25t04.5/0t12,5004,5

5. | Viscosity / BazkocTb 912.3 centipoise / 400 to 1,200 centipoise /

912.3 cayTumnyas Ot 400 no 1200 cantunyas
6. | Impurities / Ilpumecn
i. | Impurity C/ Not detected / ne o6Hapyxena Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / ne o6HapyxeHa Not more than 0.50 % /
Ipumecs D He 6omee 0,50 %

iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jlobas npyras npumech He 6onee 0,50 %

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBaHMAM HJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / = Checked by / Approved by: Manager/Executive /
IMoarotoenexo: Ankit /\I | Ipoeepeno: Vijay Thakur Onobpeno: Menemxep / PykoBoauTenb
¢ ‘_,.// Manoj Kumar !
=
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.06.2024 Hata: 24.06.2024 Hara: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 506034, Telangana, India
Tel: +91 40 4500 2300, Fax: +91 40 4960 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04AS07

www.drreddys.com




Dr.Reddy’s @€

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98165 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® Axruerens (HuMecynun) resib Uil Hapy»KHOro npumeHeHus, 1 %, 50 r

Market / PolHoKk : Russia / Poccust

Batch No. / . V240389 Batch Quantity / . 23396 units /

Cepusi Ne i Paszmep cepun 23396 enuHUL
Analytical Repo:‘t No./ - 040002565331 Date of Analysis / . 24.06.2024
AHanuTHyeckui oTyer No JlaTa ananusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JdaTa mpou3BoACTBA T'open go

Mfg. License No. /

IIpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Junenzua Ne

Analysis performed according ND / Anaan3 nposeaex no HJL: JIII-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp.3u3 6

iv. | Total impurities / 0.0322% Not more than 1.50 % /
CymMmMa npumecei He 6onee 1,50 %
7. | Microbial purity* / Mukpo6Hoorageckas 4uucrora*®
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob11ee urcio a9pobHBIX MHKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1uee uncio He 6onee 10 KOE/r
JPOXIKEBBIX H MIICCHEBBIX
rprboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcytrctBHe B 1 T
iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrctBue B 1 1

8. | Assay/ KonnuecTBeHHOe onpenejieHAe

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykr coorBercTByeT TpeboBannam HJI

Conclusion : APPROVED /
3axiuenne: ONNOBPEHO

Prepared by /
IToarorosneno: Ankit

~+ Mpoeepeno: Vijay Thakur

Checked by /

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

Manoj Kumar @AA‘LO
AT

Reprint Date /
Jata: 24.06.2024

Reprint Date /

JHara: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4500 2300, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Lid,
Formulaticn Unit-6

@& e
Dr. Reddy’s Q'.. Viil. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56C01-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® Axtusresb (HUMeCYIHA) Ieib Ijls HAPYKHOTO MpuMeHeHHs, 1 %, 50 r

Market / Prltok : Russia / Poccus

Batch No. / o Batch Quantity / . 23396 units /

Cepusa Ne R V240389 Pa3smep cepuu " 23396 enuHuL
Analytical Repo:‘t No./ . 040002565331 Date of Analysis / . 24.06.2024
AHaJlHTHYECKH i oTYyeT Ne JlaTa ananmnsa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npou3BoOACTBA Tonen o

Mfg. License No. /

IIpouseoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
Januexsus Ne

Analysis performed according ND / Ananus npoBenen no HJI: JITI-Ne(001336)-(PT-RU)-251022

Page4 of 6 / Ctp. 4 u3 6

Nimesulide / 9.89 mg/9.89 mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (98.9 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

OT 9,0 MrI 10 11,0 Mr C13H12N2053
(rumecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJILHOTO cofiepxkanus) B 1 r rens

9. |Dimethyl sulfoxide / 101.4 % 90% to 110% of C;HsOS (dimethyl
Jumerancynbpokens sulfoxide) of label claim /
Ot 90 % nmo 110 % C,HesOS

(nuMeTuncynsQoKcua) ot
HOMHHAIIBHOT'O COJIEPKaHUA

10. | Package / YnakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 50 r B TyOy u3
JIAMUHUPOBAHHOTO AMIOMHMHHS, CHabXXEHHYI0O MeMOpaHOH A KOHTpOJs
nepBoro BekpeiTs. Kaxknyio Ty6y BMecTe ¢ HHCTPYKLHEH M0 MEAUUMHCKOMY
NPUMEHECHHIO MIOMEIIAIOT B Na4YKy KAPTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*Jloka3zaTejh MOXKET OTCYTCTBOBAThH B cepTHOHKaTe aHaNH3a nponsBoguTens. IlpoussoauTens
rapaHTHpPYeT Ka4ecTBO Npenapara mo 3THM NOKAa3aTeJIfAM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuanne: [pojyxr coorserctyet Tpedbosannam HJL 3akmouenne: OJJOBPEHO
Prepared by / - Checked by / Approved by: Manager/Executive /
IMoarororneno: Ankit /l _ | Hposepeno: Vijay Thakur Opobpeno: Menemkep / Pykosoautesb
.x(/,--’/ Q/f Manoj Kumar (
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.06.2024 Hara: 24.06.2024 Hara: 24.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4960 2999, Email: mail@drreddys.com
CIN: L851S5AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘%.'.

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

Viil. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.direddys.com
CEPTU®UKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykt: Hait3® AxtuBreans (HAMECYIU) reNb Tl HApYKHOro NpuMeHenns, 1 %, 50 r
Market / Puinok : Russia / Poccus
Batch No. / . V240389 Batch Quantity / . 23396 units /
Cepus Ne ) Pa3zmep cepun " 23396 enuHuI]
Analytical Repourt No./ . 040002565331 Date of Analysis / . 24.06.2024
AHaJauTHYeCKui oTyeT Ne JlaTa aHa/u3a
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026
JlaTa npou3BoACTBA I'ogen no
Mfg. License No. /
IIpouspoacTReHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JMueH3ust Ne
Analysis performed according ND / Auanus nposeaen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

PageS5of 6/ Crp. 5u3 6

API name (INN) / HaumeHoBaHMEe
(MHH):

A®C

Nimesulide / Humecynun

API manufacturer batch number /
Howmep cepuu npouszpogurtensn AD®C:

NMS/13121231

Homep cepnu cydcTaHIRHA
npouspoaures I'JID:

FP Manufacturer API Batch number /

FERA00265

API Manufactured by & country
ITpounssopurenn A®C, ctpana:

/ Aarti Drugs Ltd., India /
Aaptu Hparc JIta., Uunus

Release site /

HauMeHoBaHHe, aipec H HOMEP
JIHINEH3UH IJI0MIAKH,
oCcyHIeCTBJIsIIOIIeH

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pennu’c Jlaboparopuc JIta., Uanus,
IMpousBoacTeeHHOE NoApasneneHune-6, Buuiamk Kxons,
Hanarapx Poya, bannu, Conan Hucrpukr, X.IT. 173205,

NMPOU3BOCTBO/KOHTPOJIb
Kauyecrsa/Boinyck I'JID /

Humus (JIunensus Ne MNB/05/263)

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».

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr coorBercTBYeT Tpeboraumsam HJI

Conclusion : APPROVED /
3akmogenne: OJJOBPEHO

IMonrorosieHo: Ankit

Prepared by / - Checked by /
p -

[poeepeHo: Vijay Thakur

Approved by: Manager/Executive /

Manoj Kumar -

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Hara: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50060324, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 49060 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com

OnobpeHo: Menemxep / PykoBogutens




Dr. Reddy's Laboratories Lid.
@ Formulation Unit-6
) .
Dr. Reddy S ‘... V|.||. Khol, Nalagarh Road, Baddj,
. Distt. Solan, H.P., 173 205, IND|A

Tel : +91 98166 56C01-02
CERTIFICATE OF ANALYSIS www.direddys.com

CEPTUDPHUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiiz® Axrusrens (HUMeCyIUa) Tellb U HAPYKHOro npuMeHeHus, 1 %, 50 r

Market / PolHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23396 units /

Cepus No : V240389 Pasmep cepuu * 23396 equnu1l
Analytical Repourt No./ . 040002565331 Date of Analysis / . 24.06.2024
AHajnuTHuyecknii oryet Ne JlaTa ananusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

Jata npousBoacTea Togen xo

Mifg. License No. /

IIpouszBoacTReHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
Juuensusa N2

Analysis performed according ND / Ananus npoegen no HJI: JITI-Ne(001336)-(PI'-RU)-251022
Page 6 of 6 / CTp. 6 M3 6

3aKm0YeHHe 0 COOTBETCTBHM: «HacToAnmM s MOATBEPXKAAI0, YTO IIPUBEACHHAS BhIle HHPOPMAHS ABISAETCS
JOCTOBEPHOW M TOYHOM. DTa cepHs MPOIYKIMH IPOU3BeJeHa (BKIIIOYAs YNAKOBKY (MapKHPOBKY) M KOHTPOIb
KayecTBa) Ha BBIMIEYKa3aHHOM TPOM3BOACTBEHHOH IIomanke (TUIOMaAKaX) B IIOIHOM COOTBETCTBHH C
TpebGoBanusamMu [IpaBui HaaIexaie NpOU3BOACTBEHHOM pakTHUKU EBpa3suiickoro sKkoHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) m TpeOOBaHUAMH KOHTPOIA KadecTBa JIEKAPCTBEHHBIX
CPEIICTB, a TaK)X€ B COOTBETCTBHHU CO cHENM(PUKAIUIMH, COAEPKAMMUCI B PETMCTPAIIMOHHOM JIOChE CTPaHBI-
UMITOpTEpA. 3alKCH II0 IPOU3BOICTBY, YIAKOBKE M aHAJIM3y IPOBEPEHB], M YCTAHOBIICHO MX COOTBETCTBHE
TpeboBanusaM [IpaBui HaaIexKarne IPOU3BOACTBEHHON NPaKTHKH EBPa3sHiCKOro 3KOHOMHYECKOIO COFO3a».

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

IIpumeuanue: [Iponykr cooTBeTcTBYET TpeboBanuam HJ 3akmwuenne: OJJOBPEHO

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

IMoaroTosneno: Ankit Y Ipoeepeno: Vijay Thakur Onob6peno: Menemxep / PykoBoauTes
{,;-1_ e @ o Manoj Kumar M/‘,’:ﬂ

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.06.2024 Hara: 24.06.2024 Jara: 24.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, Inaia
Tel: +91 40 4500 2500, Fax: +91 40 4300 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCOOAR07
www.drreddys.com



