Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Nise gel 1%, 20 g

Ipoayxr: Haiiz™, rens ans napyxuoro npumenenus 1%, 20 r

Market / Poinok : Russia / Poccus

Batch No. / . V260119 Batch Quantity / . 58100.000 units /

Cepusn Ne ) Paszmep cepuu * 58100.000 egyuuL
Analytical Repovrt No./ © 040003283722 Date of Analysis / 18.02.2026
AHaJuTHYeCKHIl oTUeT Nt JaTa ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTa npou3BoACTBA Togen no

Mfg. License No. /

IIpomn3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)-(PT-RU)
JauueH3sus Ne

Analysis performed according ND No / Auanns nposeaen no H/1 Ne: JI

[1-Ne(001198)-(PT-RU)-050525

NaeuTudnkauus

HPLC / BOXX

chromatogram of test solution should corresponds
to the retention time of the main peak in the
chromatogram of nimesulide reference standard
solution / Bpems ynepXuBanus OCHOBHOTO IIHKa Ha
XpoMarorpamme UCOBITYEMOTO pacteopa
COOTBETCTBYET BPEMEHH YACP)KMBAHUSI OCHOBHOTO
[IMKa Ha XPOMATOrpaMMe pacTBOpa CTAHAAPTHOro*

]

o0pasiua HuMeCyInaa !

Ne | Test/Ilokasarean Result / PesysabTaThl [ Specification / Hopma

1 Appearance / Onncaunne (Clear homogenous light
Clear homogenous light yellow gel, free fromyellow to yellow gel, free from
particulate matter / OnHOpoaHBIH NPO3pauHbi peﬂh['partlculate matter / OnHOPOJHBIH NPO3payHblii renb o7
CBETJIO-XKENTOrO LIBETA, CBOBOIHBIH OT TIOCTOPOHHMXCBETIO-KENTOTO JI0 IKENTOro 1BETA, CBOGOAHBIH OT
HACTHIL I0CTOPOHHUX YaCTHLL

|
2 |[dentification / The retention time of the main peak in the [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
OCHOBHOTO I[IMKa Ha XPOMAaTOrpamMMme HCIBITYeMOro
pacTBOpa IOJIKHO COOTBETCTBOBATD BPEMEHH
yAEpKMBAaHMSA OCHOBHOTO IMKa Ha XpoMarorpaMme
pactopa craupapTHoro ofpasia HuMecynupa (pazaen
«KOoNWUECTBEHHOE ONpEeAeeHHEY)

3 Weight of package contents /
Macca €oaepHMOro YNaKoBKH

20g/20r

According to the requirements. Not less than 20 g / B |
COOTBETCTBUH ¢ Tpeboranusamu. He menee 20

4 i pH

5.2

4.6 t0 6.0/ 0T 4,6 10 6,0

Remarks : The Product confirms to ND/
Hpumeuanue: I'poaykr coorsercreyer Tpebopanuam HJJ

3akmoued

Conclusion : APPROVED /

ne: OJIOBPEHO

Prepared by /
IloaroToBneHo:
Pravesh Rana

Checked by /
[Mposepeno:
Pardeep Kumar

” .

Checked by (AQA) /
[Tpoeepeno (AOK):
Amit Kumar

e

OnobpeHo:

Approved by: Quality Assurance/Authorized person /

ObecneueHue Kaqecremercraeuuoe JIMUO:

2w

Date / Date / Date / Date /
Jlara: 18.02.2026 JlaTa: 18.02.2026 Jara: 18.02.2026 JlaTa: \g 00 - ;LOLC

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@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATTU3A

Product : Nise gel 1%,20 g

HMpoayxt: Haii3", reas ans wapyxuoro npusmenenus 1%, 20 r

Market / Poinok

: Russia/ Poccus

Batch No./ . V260119 Batch Quantity / . 58100.000 units /

Cepiist No ’ Pasmep cepun " 58100.000 enuHuL
Analytical RepOft No./ . 040003283722 Date of Analysis / . 18.02.2026
AnanuTuyecknii oTyer Ne Jata ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

Jlarta nponssoacrsa I'open g0

Mfg. License No. /

IIpou3BoACTBEHHASs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PI'-RU)
anunensus Ne

Analysis performed according ND No / Anwaans nposeacn no HJL Ne: JITT-Ne(001198)-(PI"-RU)-050525

5
Related substances /PoacTeentbie npumec

1) Impurity A / [Ipumecs A

Below LOQ (LOQ = 0.06 %) / Huxe npenena
konuyectenHoro onpenenerus (ITKO = 0,06 %)

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

2) Impurity B/ Ilpumecs B

Not detected / He o6HapyxkeHa

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

3) Impurity C / Ipumecs C

Below LOQ (LOQ = 0.04 %) / Huxe npesena
koJsinuectBeHHoro onpeaenenus (1IKO = 0,04 %)

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

4) Impurity D / [Tpumecs D

Not detected / He obHapyKeHa

4) Not more than 0.2 % / ne 6osee 0,2 %

5) Impurity E / Ipumecs E

Not detected / He oGHapy#eHa

5) Not more than 0.2 % / ne 6osee 0,2 %

6) Impurity F / TIlpumecs F

Not detected / He 0OHapyxeHa

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

7) Highest Unknown Impurity /

Below LOQ (LOQ = 0.1 %) / Huxe npenena

7) Not more than 0.2 % / ne 6oee 0,2 %

Enuuitnad konuuectBenHoro onpenenenus (IIKO = 0,1 %)

HCPID,CHTHQ)HLIMPOB&HH&SI

NpUMECH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Mpoayxr coorsercrayet Tpedosanuam HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarorosseHo: [Mpoeepeno: [Tposepero (AOK): ||Onobpero: ObecriedeHue kauecTsa/OTBETCTBEHHOE JINLO:
Pravesh Rana Pardeep Kumar Amit Kumar o N

o =

Date / Date / Date / Date /
Jlava: 18.02.2026 Jlara: 18.02.2026  ||Mlara: 18.02.2026  ||/lara: | = Ltw% - |

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s “:'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTTU3A

Product : Nise gel 1%, 20 g

Ipoaykr: Haiiz®, ress juist HapyskHoro npumenenus 1%, 20 r

Market / PeiHok : Russia / Poccus

Batch No./ . V260119 Batch Quantity / . 58100.000 units /

Cepus Ne j Pa3zmep cepun * 58100.000 eauuuL
Analytical Repovrt No./ . 040003283722 Date of Analysis / . 18.02.2026
AHATHTHYECKHH oTuyeT No Jlara ananuza ]

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTa npou3BoacTaa T'open go

Mfg. License No. /

IlpousBoacTBEeHHAS : MNB/05/263 MA number: / Homep PY  : JII[I-Ne(001198)-(PT-RU)
nuneH3us Ne

Analysis performed according ND No / Auaaus nposeaen no H/L Ne: JITI-No(001198)-(PI'-RU)-050525

8) Total impurities /
Cymya npumeceit

oripeieneH s

Below LOQ / Hmxe npenena KoJHYECTBEHHOIO

8) Not more than 1.5 % / He 6onee 1,5 %

Microbial contamination* / Mukpo0no/aoruyeckas uncerora*®

Total aerobic microbial count /
Obuiee konuyecTso
AKH3IHECIOCODHBIN a3POOHBIX
MHKPOOPraHW3MOB

Total combined yeasts/molds count /

Obu1ee YuCI0 APOKIKEBBIX H
IJ1CCHEBBIX TPHOOB

Pseudomonas aeruginosa

Staphylococeus aureus

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

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

Absentin 1 g/ Orcyrcrsyers I

Absent in | g/ Oreyrersyers | r

Not more than 10> CFU/g /
He Gonee 102 KOE/r

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

Absentin 1 g/ OrcyrcrBue B 1 T

Absentin | g/ OrcyrcrBue B 1 ¢

E{emarks : The Product confirms to ND/
Ipumeuanne: [poaykr coorsercreyer Tpebopannam HJJ

Conclusion : APPROVED /
3akmouenune: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MoproTosneno: J Iposepeno: [Tposepeno (AOK): [[Onobpeno: Obecnevetne kauectBa/OTRETCTBEHHOE JIMLO:
Pravesh Rana 7| Pardeep Kumar Amit Kumar /‘) o 39;5 )

A ;
Date / Date / Date / Date /
Jlara: 18.02.2026 Jlara: 18.02.2026  ||Hata: 18.02.2026  ||lara: \§ = 2—2026

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 “.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

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

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

Product : Nise gel 1%,20 g
Hpoayxt: Haiiz®, rens s HapykHoro npumenenus 1%, 20 r

Market / Priok : Russia/ Poccus

Batch No. / . V260119 Batch Quantity / . 58100.000 units /
Cepusi Ne i Pasmep cepun * 58100.000 emyunL
Analytical Report No./ . 040003283722 Date of Analysis / 18.02.2026
AnanuTnyeckuii oruer Ne Jlara ananusza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTa npon3BoacTBa T'opxen go

Mfg. License No. /
IIpousBoacTBeHHas
Jguuensus Ne

: MNB/05/263

MA number: / Homep PY

: JIIT-Ne(001198)-(PT-RU)

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

7 Assay / Kosmuecrsennoe

9.0 to 11.0 mg of C13H12N205S (nimesulide) per | g of
the product/

tamper-evident membrane.
information leaflet (package insert) in a carton. /

Ilo 20 r B TyOy M3 TaMHUHUPOBAHHOIO ANOMUHUA,
cHabmeHHYI0 MeMOpaHOH U8 KOHTPONS MEepBOTO
sekpeitHa. [lo | TyOe B mayky KapToHHYyIO €
HHCTPYKIUHEH
BIJ1AZIBILIEM).

no

NPUMEHEHHIO

| tube and patient

(1ucTKOM-

CHADKCHHYIO

olipeaeseHie
10.16 mg/ 10,16 mr Or1 9,0 1o 11,0 Mr Ci3Hi2N205S (sumecynun) B 1 ¢
| npenapara
— = : - - - :
8 Package / ¥YnakoBka 20 g in a laminated aluminum tube equipped with 5 th g lumiinated aluminum tube-squipped with tamper-

evident membrane. 1 tube and patient information leaflet

package insert) in a carton. /

[Tlo 20 r B TYOY M3 NAMHHHPOBAHHOIO ANOMHHWA,
MemOpanoit s KOHTpONH  (ICPBOro
sekpbitia, [1o 1 TyOe B rauky KapToHHYIO ¢ HHCTPYKIHERH
110 NPHMEHEHHIO (JIMCTKOM-BKIAABILIEM).

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year). The test may be
absent in the in-house certificate of analysis./
* TIpoBOAMTCS MPOU3BOAUTENEM NPH BBINTYCKE NEPUOAHYECKU (C UHTEPBAIOM B O/IHO UCMbITaHKe Ha 20 cepuii unu He Menee 1 pasa B rop).
[Toka3zarens MOXeT OBITh He BIJIIOYCH B CEPTUQUKAT aHAIM3a GUPMBI.

API name / Hanmenosauue A®C:

Nimesulide / Humecynnn

INN / MHH:

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npomssoguresst A®C:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Homep cepun cyberanwnn npoizsoanreas IJId:

FERA00717

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr cooreercrayer Tpebopanuam HJL

Conclusion : APPROVED /
3akmoyenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: j [Tpoeepeno: IMposepeno (AOK): ||Onobpeno: Obecneyenne kauecTBa/OTRETCTBEHHOE JIMLO:
Pravesh Rana 1 Pardeep Kumar Amit Kumar
4’/_ f\ R
o {
Date / Date / Date / Date /
Jlara: 18.02.2026 Jlara: 18.02.2026  ||lara: 18.02.2026  ||/lara: \bo2—2026

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@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATTU3A

Product : Nise gel 1%,20 g
Hpoaykr: Haiiz”, rens ans HapysxHoro npumenenns 1%, 20 ¢

Market / Poiox : Russia / Poccus

Batch No. / . V260119 Batch Quantity / . 58100.000 units /

Cepust Ne : Pa3smep cepun ' 58100.000 enunnn
Analytical Repovrt No. / © 040003283722 Date of Analysis / 18.02.2026
AHajgnTiueckuii oryer Ne JlaTa ananauza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029

JlaTta npon3BoAcTBa Topen a0

Mfg. License No. /

IIpousBoacTBeHHAs : MINB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)
JaHueH3Hsa Ne

Analysis performed according ND No / Auaans nposeged no H/1 Ne: JITI-Ne(001198)-(PT-RU)-050525

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
India (license No MNB/05/263. / Tpoussoacrentoe noapaszaenenune-6, Bumn.
Kxons, Hanarapx Poya, Bamm, JQuerpuxr Conan, X.I1., 173205, Unaus
(JInuensus Ne MNB/05/263).

Name, address, authorization No for FP manufacturing
site / Control site / Release site /
HaumenoBauiie, aapec 11t HOMep JTHUEH3I MIOWAAKH,

OCYLICCTBASIO LT

Declaration of certification: «l 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». /

3akmouenie o coorserersiu: «Hacrosuinm 3 NOATBEPK A0, HTO NPUBEIEHHAN Bbille HHAOPMALIHS ABARETCA AOCTOBEPHOI H TOMHONH. D1a cepus
NPOAYKIHH NPOK3Be/IeHa (BKIOYasn YNaKoBKY (MapKHPOBKY) M KOHTPO/IL KauecTsa) Ha BblIEyKa3anHoH NPOH3BOACTBEHHOM uowanke (1otaikax)
NOAHOM COOTBETCTBHH ¢ Tpebosanuamy [pasun namiekaieii npoussojacTenHoit npakTuikn EBpasniickoro 93K0HOMHHECKOro coio3a 1 TpeboBaHHAMH
KOHTPO/I# KauecTBa JICKAPCTBEHHBIX CPEACTB, @ TAKKE B COOTBETCTBHH CO crieludMKaLuaMi, CONCPKAUMMUCA B PEIHCTPALIMOHHOM A0ChE CTPaHbI-
UMmroprepa. 3anucH 1o NPOM3BOACTBY, YNAKOBKE M aHaaM3y NPOBEPEHbl, M YCTAHOBICHO HX coorsercTsHe Tpebomanuam [MpaBun nauiexauei
NPOK3BOACTBEHHOH NPAKTHKH EBPasHICKOro 3KOHOMHUYECCKOTO COI03a».

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

Ipumeuanne: INpoaykr coorercryet TpeGosanuam HJL

3aknwouenne: OJJOGPEHO

Prepared by /
[MToarorogseHo:
Pravesh Rana

Checked by /
ITposepeno:
Pardeep Kumar

Checked by (AQA)/
[Mpoeepeno (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnevenue kauecTBa/OTBETCTBEHHOE JIMLIO:

(5

Date /
Jlara: 18.02.2026

Date /

JlaTa: 18.02.2026

N
(-’
o
Date /

Jlara: 18.02.2026

Date /
Jlara:

\'Y/DL-—’LOL@

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@drreddys.com
CIN: L85195AP1984PLCO04S507
www.drreddys.com






