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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 981€6 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A

Product : Nise gel 1%, 20 g

M poayxr: Haiiz®, rens ans napysxHoro npumenenns 1%, 20

Market / Peinox : Russia / Poccus

Batch No. / . V250996 Batch Quantity / . 57000.000 units /

Cepus Ne : Pa3mep cepun " 57000.000 equunu
Analytical Repourt No./ . 040003230816 Date of Analysis / . 26.12.2025
AHajquTHyeckHii oTueT Ne Jarta ananusa

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

Jara npou3BoacTBa I'onen no

Mfg. License No. /

IlpousBoacTBeHHAas : MINB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PI'™-RU)
auueHsns Ne

Analysis performed according ND No / Anaau3 nposeaen no H Ne: JIT1-Ne(001198)-(PI'-RU)-050525

Ne Test / Iloka3aTenn Result / Pe3yabTaThl Specification / Hopma
1 Appearance / Onucanne Clear homogenous light
Clear homogenous light yellow gel, free fromjyellow to yellow gel, free from

particulate matter / OHOPOAHBIN NPO3pAYHDIH e,
CBETJIO-KEITOrO LBETA, CBOOOMHBIN OT NOCTOPOHHIY;
HACTHIL

particulate matter / OXHOPOIHBIA NPO3PAYHbBIA IeNb OT]
CBETNO-KENTOr0 [0 SKEATOro LBETa, CBOOOMHBIA OT
OCTOPOHHNX YaCTHIL

2 Identification /
Naentuduxanns

HPLC / BO)XKX

The retention time of the main peak in the
chromatogram of test solution should corresponds
to the retention time of the main peak in the
chromatogram of nimesulide reference standard
solution / Bpems yaep»KHBaHHs OCHOBHOIO NKHKA Ha
XpoMarorpamme HCIBITYEMOTO pacTBopa
COOTBETCTBYET BPEMEHH YNEP>KHBAHUS OCHOBHOTO
NMKa Ha XPOMATOrpamMMe pacTBopa CTaHIapTHOrO
o6pasia HUMecyIuia

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 ynepxuBanus
OCHOBHOIO TIMKa Ha XpOMarorpaMMe HCIbITYEMOTo
pacreopa JOKHO COOTBETCTBOBATH BPEMCHH
\VACPKHBAHUS OCHOBHOrO TIMKa Ha XpoMaTorpaMme
pacteopa cTaHgapTHoro obpasia HuUMecynHia (pasmen
«I{osvecTBeHHOE ONPEIENEHUEN )

3 |Weight of package contents /

According to the requirements. Not less than 20 g / B

Macca coaep:KMMOro YNnakoBKH g 20% ~|coorsercreuu ¢ Tpebopanusmu. He menee 20 r
4 pH 4.6t06.0/014,6 n06.,0
5.1

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

Ipumewanne: [MpoaykT coorBercTyeT Tpebosanusm HIT 3axniouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorornexo: [Tpoeepeno: [MposepeHo (AOK): [|Ono6peno: Obecneuenue kauecrpa/OTHTCTBEHHOR NULO:
Ashish Kumar Rama Kant Amit Kumar " )\gkﬁ ‘

8 i / = ¢
Date / Date / Date / Date / : T LY
Hata: 02.03.2026 Iara: 02.03.2026  ||dara: 02.03.2026 Tata: 61 % 7")_

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 509034, Teiangana, Indiz
Tel: +91 40 4900 2900, rax: 191 40 4900 2999, Email: maii@drreddys com

CIN: L85195AP1984PLC004507
www.dsreddys.com



@ Dr. Reddy's Laboratories Ltd.

) Qo . -
Formulation Unit-6
Dr. Reddy S '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJTU3A
Product : Nise gel 1%, 20 g
Mpoaykr: Hait3®, rens ans napyxHoro npumenenus 1%, 20 r
Market / Poinok : Russia / Poccust
Batch No. / . V250996 Batch Quantity / . 57000.000 units /
Cepus Ne ) Pa3smep cepnu * 57000.000 enunun,
A i ! i
nalytical Repourt No. / . 040003230816 Date of Analysis / . 26.12.2025
AHanuTHYecKHil oTyeT Ne Jara ananusza
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2028
JlaTa npon3BoacTea Togen o
Mfg. License No. /
IpousBoacTBeHHAN : MINB/05/263 MA number: / Homep PY  : JI[1-Ne(001198)-(PI"-RU)
JuneH3usa Ne
Analysis performed according ND No / Auaanz nposeaen no H Ne: JITI-Ne(001198)-(PI'-RU)-050525
5
Related substances /PoacrBennbie npumecn
1) Impurity A / ITpumecs A Not detected / He o6HapyxeHa 1) Not more than 0.2 % / ne 6onee 0,2 %
2) Impurity B / [lpumecs B Below LOD (LOD = 0.01 %)/
Hmxe npenena o6uapysxkennsa (II0=0.01 %)  [2) Not more than 0.2 % / ne 6osnee 0,2 %
3) Impurity C/ ITpumecs C Not detected / He obHapyxeHa 3) Not more than 0.2 % / ne Gonee 0,2 %
4} Impurity D / Tlpumecs D Not detected / He 06HapyxeHa 4) Not more than 0.2 % / ne 6onee 0,2 %
5) Impurity E / [Ipumecs E Not detected / ne o6Hapyxena 5) Not more than 0.2 % / ne Gonee 0,2 %
6) Impurity F / [Tpumecs F 6) Not more than 0.2 % / ue 6onee 0,2 %
Not detected / He o6HapyxeHa
7) Highest Unknown Impurity / 7) Not more than 0.2 % / ve 6onee 0,2 %
Enunnunas
HEeUJIeHTUdMUIPOBaHHAs Below LOQ (LOQ = 0.1 %) / Humxe npenena
IPUMECH ikonuuecTBerHoro onpenenenus (ITKO = 0.1 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IIponykt coorBeTcTBYeT TpedoBanuam HJT 3axmwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
INoaroroBaeHo: Iposepeno: [Mposepeno (AOK): ||Onodpero: Obecneyenue kadectsa/OTBETCTBEHHOE JTMLO:
Ashish Kumar Rama Kant Amit Kumar
/M \L&& = /%\?’
~—
~ e | N s
Date / Date/ Date / Date /
Tara: 02.03.2026 [ara: 02.03.2026  ||lara: 02.03.2026  ||Mlara: 8103~ 20256

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, Indiz
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDOUKAT AHAITU3A

Product : Nise gel 1%, 20 g

Ipoayxt: Haiiz®, rens ans HapysxkHoro npumeHenms 1%, 20 r

Market / Poinok : Russia / Poccus

Batch No. / . V250996 Batch Quantity / _57000.000 units /

Cepus Ne ) Pasmep cepun * 57000.000 enuuuL
Analytical Repo“rt No./ . 040003230816 Date of Analysis / . 26.12.2025
AHaJuTHYeCKHH oTyeT Ne Jarta ananuza

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTa npon3BoacTea T'onen 1o

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
JauueHzus Ne

Analysis performed according ND No / Auaanz nposeaen no HJL Ne: JITI-Ne(001198)-(PI'-RU)-050525

Below LOQ / Huxe mnpegeia KOAMYECTBEHHOrQ)

8) Total impurities / OTIpEAEeHIs
Cymma npumeceit 8) Not more than 1.5 % / He 6onee 1,5 %

o Microbial contamination* / Mukpo0unosnornyeckas yucrora*
Total aerobic microbial count /
O611ee KOMMYECTBO Less than 10 CFU/g/ Not more than 10*> CFU/g /
KM3HECTIOCOBHBIX a9POBHBIX Menee 10 KOE/r He 6onee 10* KOE/r
MHKPOOPraHH3MOB
Total combined yeasts/molds count / Less than 10 CFU/g/ Not more than 10! CFU/g /
O611ee YHCIO JPOHAIKEBBIX 1 Menee 10 KOE/r He 6onee 10' KOE/r
MJIECHEBBIX TpUOOB
Pseudomonas aeruginosa Absentin 1 g/ OrcyTcTByer B 1 1 Absent in 1 g/ OtcyrcrBue B 1 ¢
Staphylococcus aureus Absent in 1 g/ Orcyrcryer B 1 1 Absentin 1 g/ OrcyrerBue B 1 1

7  |Assay / Koauuecrennoe ' 9.0 to 11.0 mg of Ci3Hi2N20sS (nimesulide) per 1 g of
onpeaenacuue 10.08 mg/ 10,08 mr ithe product /

| iOT 9,0 10 11,0 mr C13H12N20sS (unmecynua) B 1 ¢

Remarks : The Product confirms to ND/

IIpnmevanue: I[IpoaykT cooTBeTcTBYyeT TpeboBanusm HJ

Conclusion : APPROVED /
3axiouyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[NoarotosieHo: [Tposepeno: [Tpoeepeno (AOK): [[Onobpeno: ObecneueHue kauecTea/OTRETCTBEHHOE JIMLIO:
Ashish Kumar Rama Kant Amit Kumar )pﬁ
B At A2 £
/ i o
Date / Date/ Date / Date /
ara: 02.03.2026 Tlata: 02.03.2026  ||[dara: 02.03.2026  ||ara: G LB l~2o 24

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A

Product : Nise gel 1%, 20 g
Ipoaykr: Haiis®, rens s HapyxHoro npumeHenus 1%, 20 r

Market / Poinok : Russia / Poccust

Batch No. / . V250006 Batch Quantity / . 57000.000 units /

Cepus Ne ’ Pasmep cepun * 57000.000 enuHuLL
Analytical Repovrt No./ . 040003230816 Date of Analysis / . 26.12.2025
AHanuTnueckHii oryer Ne JaTa aHann3a

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTa npon3BoacTBa Ioxen xo

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
Jauuensna Ne

Analysis performed according ND No / Anaans nposeaen no H/1 Ne: JHI-Ne(001198)-(PI'-RU)-050525

npenapara

20 g in a laminated aluminum tube equipped with
tamper-evident membrane. 1 tube and patient
| information leaflet (package insert) in a carton. /

[To 20 r B TyOy U3 JTaMHHUPOBAHHOIO ATFOMHHMA,
cHabxeHHyl0 MeMOpaHOU O KOHTpPOJS NEPBOrO
BekpeiTust. [To 1 Ty6e B mauky KapTOHHYIO C
WHCTPYKIIMEH N0  NPUMEHEHHI0  (JTMCTKOM-
BKJIQJIBIILICM).

8 Package / Ynakoska

20 g in a laminated aluminum tube equipped with tamper-
cvident membrane. | tube and patient information leaflet
(package insert) in a carton. /

[lo 20 r B TYOYy M3 NAMMHMPOBIHHOIO ANOMHHHL,
cHaOAeHHYIO  MeMmOpanoi Wi KOHTPoAs — 1epBoro
sekpatrus. [To 1 Tyde B nauky KapToHHYIO € HHCTPYKUMEH
1O NPUMCHEHHIO (THCTKOM-BIIAABIIEM).

absent in the in-house certificate of analysis./

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year). The test rrTziy be

* TIpoBOAKUTCS MPOM3BOMKMTENEM IIPH BBIMYCKE MEPHOJUUECKH (¢ HHTEPBATIOM B OfIHO McnblTaHHe Ha 20 cepuii umu He MeHee | pasa B ron).

IToka3saTens MOXET OBITh HE BKITIOUEH B cepTuduKaT aHanuza GupMblL.

API name / Haumenosanue APC:

Nimesulide / Humecynun

Homep cepun cyocTanumn nponssoaurens FJID:

INN / MHH: Nimesulide / Humecynun
API manufacturer batch number / MS-1A-243031-M1
Homep cepun npouseoaurenst AOC:

FP Manufacturer API Batch number / FERA00717

Remarks : The Product confirms to ND/

IMpumeuanne: [Iponykr coorsercrByeTr TpeboBaHnam HJJ

Conclusion : APPROVED /
3aknwyenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /
[ToaroroeneHo: [Npoeepeno: IMposepeno (AOK): |[OnoGpeno: ObecnieueHune kauecTBa/OTRETCTECHHOE JIULO:
Ashish Kumar Rama Kant Amit Kumar . \,(;9
/ Rk || N NPV
¥ i | < e
Date / Date / ‘ Date / Date / ,
Jlara: 02.03.2026 Jlata: 02.03.2026  ||[lara: 02.03.2026  ||lara: S 2703~ 2624

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




@ Dr. Reddy's Laboratories Ltd.
)
&

! Formulation Unit-6
Dr. Reddy s " Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAITU3A

Product : Nise gel 1%, 20 g
IponykT: Haiis™, rens nns HapysxHoro npumenenus 1%, 20 r

Market / PoIHOK : Russia / Poccus

Batch No. / . V250996 Batch Quantity / . 57000.000 units /

Cepusi Ne } Pasmep cepuu " 57000.000 enunuL,
Analytical Repovrt No./ . 040003230816 Date of Analysis / . 26.12.2025
AHannTH4YecKHii oTueT No Jara ananusa

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTa npousBoacTBa Togen no

Mfg. License No. /

ITponspoacTBeHHan : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)-(PT-RU)
JIHUeH3us Ne

Analysis performed according ND No / Auwaans nposeaen no HJ1 Ne: JITI-Ne(001198)-(PI'-RU)-050525

Mangalam Drugs and Organics Ltd., India /

e s B Masnranam Jpars sz Opranuke JITn., Maans

Ilponseoaurennr A®C, crpana:

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
India (license No MNB/05/263. / IIpousBoacTBeHHOE noapasaeacHue-6, Bumn.
Kxons, Hanarapx Poyz, Bagmu, Juctpuxr Conau, X.I1., 173205, Unaus
(JInuensust Noe MNB/05/263).

Name, address, authorization No for =~ FP manufacturing
site / Control site / Release site /
HanMeHoBaHMe, aqpec H HOMEP JIHIEH3UH MJOMIAAKH,

OCVIIeCTBARIOLIEH

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 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». /

3akniouenue o cooTBeTcTBHH: «HacTodmuM s noaTBep:kAalo, YTO NPUBEJCHHAs Bblllie HHPOPMAlUs SBISETCS JIOCTOBEPHOH M TOUHOM. JTa cepus
NPONYKUMH NPOM3BENEHA (BKJTIOYAs YIIAKOBKY (MapKHPOBKY) M KOHTPOJL KA4eCTBA) Ha BBIICYKAa3aHHOM NPOU3BOJACTBEHHOMN Muoaake (MIomanKkax) B
TMOJIHOM COOTBETCTBUHM ¢ TpeGoBanuamu IIpaBui HajulexKallei MPOU3BOACTBEHHOM MPAKTHKK EBpasHiickoro 3KOHOMHYECKOTIO CO03a M TpeboBaHUAMU
KOHTpOJISl Ka4eCTBa JIEKAPCTBEHHBIX CPEACTB, d TAKXKE B COOTBETCTBMH CO CIEHU(UKALMAMU, CONEPKAIIUMUCA B PETUCTPALHOHHOM JIOCHE CTPAHBI-
UMIIOpTepa. 3alyvcH MO NMPOM3BOACTBY, YNAKOBKE M aHAAH3y IPOBEPEHBI, M YCTAHOBIEHO HX cooTBeTcTBME TpeboBanusaM [IpaBun Hamnexaiuei
MPOM3BOACTBCHHOM NpakTHKH EBpasuiickoro 3KOHOMHUYECKOTO COXO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [Iponykt coorsercTByeT TpedboaHusaM HJJ 3akaouenne: OJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[ToaroroBneHo: [poBepeHo: [Tposepeno (AOK): ||Onobpeno: Obecneuenune kauecTsa/OTBETCTBEHHOE JIHLIO:
Ashish Kumar Rama Kgnt Amit Kumar . J
» uld - 230

. — \ 4
Date / Date / L Date / Date /
JTlara: 02.03.2026 Jlara: 02.03.2026  [|[ara: 02.03.2026  ||Hara: Qg Br-da 2l

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




