Dr.Reddy’s ":’

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +21 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product : Nise gel 1%, 50 g
M poaykr: Haii3®, rens ais HapysxHoro npumeHenus 1%, 50 r

Market / PeiHox : Russia / Poccus

Batch No./ . V260279 Batch Quantity / . 23460.000 units /
Cepus Ne ) Pazmep cepuu " 23460.000 exuHuIg
Analytical Repo“rt No./ . 040003367439 Date of Analysis / 17.04.2026
AHanuTHyeckHii oruer Ne JaTa ananu3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npousBoacTea ToageH po

Mfg. License No. /

IIponsBoacTBenHas : MNB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PT-RU)
JuLeH3ust Ne

Analysis performed according ND No / Anann3s nposeaen no HJ Ne: JITI-Ne(001198)-(PI'-RU)-050525

Ne Test / IlokazaTennb Result / PesyabTaTst ~ Specification / Hopma
1 Appearance / OnucaHue Clear homogenous yellow gel, free fromClear homogenous light
particulate matter / OnHopoaHsiil npospaunbiiiyellow to yellow gel, free from

refb  JKenToro  usera, CcBOOOAHBIH

[MOCTOPOHHHUX YaCTHLL

orparticulate matter / OtHopoaHBII Npo3payHbIii ek

OT CBETJIO-XKEJITOTO 10 XKENTOro LBETA, CBOGO}IHblﬁ
OT MOCTOPOHHUX YACTHLL

Pravesh Rana

/

/,

Pardeep Kumar

2 |Identification / The retention time of the main peak in the The retention time of the main peak in the
UaenTtnpukanus chromatogram of test solution should chromatogram oftest solution should correspond to
corresponds to the retention time of the main the retention time of the main peak in the
\HPLC / BOXKX peak in the chromatogram of nimesulide chromatogram of nimesulide reference standard
reference  standard solution / Bpems 'solution (section Assay). / BpeMs ynepxuBaHHs
yAEPXKHBaHHS  OCHOBHOTO  MNMKAa  HAa OCHOBHOTO MHKa Ha XpPOMAaTOrPaMMe UCIILITYEMOro
XpOMaTorpaMMe  HCIBITYEMOIO  pPacTBOpa pacTBOpa [JOMKHO COOTBETCTBOBATH BPEMEHH
COOTBETCTBYET ~ BPEMEHH  YACPKHUBaHU }yuepmnsaﬂm OCHOBHOTO ITHKa Ha XpOMaTorpamme
OCHOBHOrO MHKa Ha  XpoMaTorpaMMe pacTBOpa CTaHAapTHOro ofpa3sia HUMECYIMaa
pacTBopa CTaHIApPTHOTO obpasia (pazmen «KouuecTBEHHOE Onpe/esieHHe»)
| | HUMecyJIuaa
3  |Weight of package contents / ‘According to the requirements. Not less than 50 g
Macca coaep:kumoro 50g/50r I/B COOTBETCTBUM C TpeOoBaHusAMU. He menee 50
yNaKOBKH r
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoaykr coorBercTByeT TpeboBaHusiM HJT 3akmouyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToaroToBneHo: [MpoBepeHo: [Tpoeepeno (AOK): OnobpeHo: ObecneyeHue kauecTBa/OTBETCTBEHHOE

Ajay Kumar Srivastava

A\

i

g

NHLIO: '(;';LM lcodwr
(62

oA ¢

Date /
Jara: 17.04.2026

Date /

JlaTta: 17.04.2026

Date /
Jlata: 17.04.2026

Date /
Jlara:

\>, DV
- ’]})

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
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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

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
Mpoayxt: Hait3®, resib aj1s Hapy»HOrO MpHMeE

HeHus 1%, 50 r

Market / PeiHok : Russia / Poceus

Batch No. / . V260279 Batch Quantity / . 23460.000 units /
Cepust Ne : Pa3smep cepun * 23460.000 exunun
Analytical Repo“rt No./ . 040003367439 Date of Analysis / . 17.04.2026
AHaJMTHYECKU#I oTyeT No JlaTta aHanu3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npou3BOACTBA T'ogen no

Mfg. License No. /

IIpousBoacTBEHHAS : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
auueH3us Ne

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

4 [pH I

5:3

4.6106.0/0714,6 10 6,0

5

Related substances /PoacTBeHHBIE IpHMecH

1) Impurity A / ITpumecs A

Below LOQ (LOQ = 0.06 %) / Huxe npeaena

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

komudecTBeHHoro onpeaenenus (ITIKO =

0,06%)

2) Impurity B/ IIpumecs B

Not detected / He o6Hapy»eHa

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

3) Impurity C/ I[Ipumecs C

Not detected / ne oGHapysxeHa

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

/ EnunuuHas
HeuaeHTHUIHpPOBaHHAS
MPUMECh

Below LOQ (LOQ = 0.1 %) / Hixe npenena
kosindecTBeHHOoro onpeneneHmns (ITKO = 0,1%)

4) Impurity D / Ilpumecs D Not detected / ne o6HapyxeHa 4) Not more than 0.2 % / ne Gonee 0,2 %
5) Impurity E / Ilpumecs E Not detected / ne oGHapyxeHa 5) Not more than 0.2 % / e 6oee 0,2 %
6) Impurity F / ITpumecs F Not detected / He oBGHapyxena 6) Not more than 0.2 % / ne 6oaee 0,2 %
7) Highest Unknown Impurity 7) Not more than 0.2 % / ne 6onee 0,2 %

Remarks : The Product confirms to ND/

IIpumeuanne: I[poaykr coorsercryer Tpeboranusm HJ{

Conclusion : APPROVED /
3akmwouenne: OJIOBPEHO

Prepared by /
IToarotoBneHo:
Pravesh Rana

Checked by /
IposepeHo:
Pardeep Kumar

Checked by (AQA)/
[Mpoeepeno (AOK):
Ajay Kumar Srivastava

Approved by: Quality Assurance/Authorized person /
Onobpenq: Obecneyenue kauectsa/OTBETCTBEHHOE

JTHLO: 1 210} \condwa

Faaps,

Date /
JlaTa: 17.04.2026

Date /

45?\),

Date / ‘ 3{7‘?(%/6 ;'\,6

20

Jlara: 17.04&0726

Jlara: 17.()11.2026

JlaTa:

-~

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s ‘.:..

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

Vill. Khol, Nalagarh Road, Baddi,
Disti. Solan, H.P., 173 205, INDIA

Tel

1 +21 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
M poayxkt: Haitz®, rens ans HapysxHoro npumenenus 1%, 50

Market / Poinok : Russia / Poceust

Batch No. / . V260279 Batch Quantity / . 23460.000 units /
Cepusa Ne ' Pa3mep cepuu " 23460.000 exnHuu
Analytical Repourt No./ . 040003367439 Date of Analysis / . 17.04.2026
AHAJTHTHYECKHIT oTUeT No Jata ananausa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa IpoH3BOACTBA T'ogen go

Mfg. License No. /

IIpousBoacTBeHHAasi : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
auueH3us Ne

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

CyMMa npumecer

8) Total impurities /

Below LOQ / Huwxke npeaena
KOJIHYECTBEHHOIO OIpeieNieH s

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

Microbial contamination* / Mu

Kpobuonoruyeckasi YucToTa*

Total aerobic microbial count /
OOb11ee KOMUYECTBO
YKM3HECTIOCOOHBIX a3pOOHBIX

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

NA

MMKPOOPraHHU3MOB

Total combined yeasts/molds NA Not more than 10' CFU/g /

count / O6uiee yucno He 6onee 10' KOE/r

IPOOKEBBIX U TUIECHEBBIX

rpubos

Pseudomonas aeruginosa - Absent in 1 g/ Otcyrcteue B 1 1

Staphylococcus aureus . NA o Absent in 1 g/ Orcyrcrere B 1 1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIponykr coorBercTByeT TpeboBanusm HJI 3akntouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
INoarorosneno: [Tposepeno: [Tposepeno (AOK): Onodpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Pravesh Rana Pardeep Kum;[/ Ajay Kumar Srivastava  |[nuuo: {coaf wna

: np S (2210 4

Date / Date / Date / Date / \ ] N "lxb
Jlarta: 17.04.2026 JlaTta: 17.04.2026 Ilara: 17.04.2026 JlaTa: /Vo

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1284PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
MpoayxT: Haiiz®, rens ans napysxraoro npumenenus 1%, 50 r

Market / PoiHoK : Russia/ Poccus

Batch No. / . V260279 Batch Quantity / . 23460.000 units /
Cepus Ne : Pa3smep cepun  23460.000 equnun
Analytical Repovrt No./ . 040003367439 Date of Analysis / 17.04.2026
AHanuTHyeckuii oTyet Ne Jata ananuza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npou3BoAcTBa Toaen no

Mfg. License No. /

IponsBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
JHueH3HA Ne

Analysis performed according ND No / Ananus nposenen no H/J Ne: JITI-Ne(001198)-(PI'-RU)-050525

7  |Assay / KosinuecrBeHHoe

onpeaejeHHe 10.05 mg /10,05 mr

9.0 to 11.0 mg of Ci3H>N>0sS (nimesulide) per
1 g of the product /

Ot 9,0 no 11,0 mr C3H2N205S (Humecynun) B 1
I npenapara

8 Package / YnakoBka

carton. /

nayky KapTOHHYH C

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

[To 50 r B TyO0y W3 JaMHHUPOBAHHOIO
amoOMUHUA, cHabXeHnywo MemOpaHoit Iuis
KOHTpoJist mepBoro Bekpuitus. ITo 1 Ty6e B
HHCTPYKLMEH
NPUMEHEHHIO (JINCTKOM-BKIABILIEM).

50 g in a laminated aluminum tube equipped with
tamper-evident membrane. 1 tube and patient
information leaflet (package insert) in a carton. /
[To 50 r B TYOy M3 NaMUHHUPOBAHHOTO AJIFOMHHMS,
HabeHHYIo MeMOpaHOH I KOHTPOJIS MIEPBOTO
Bekpeitua. Ilo 1 TyGe B mauky KapTOHHYIO c
MHCTPYKLIHEH [0  MpPUMEHeHHI  (JIMCTKOM-

o
BIUIAJILILIEM).

* 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./

* TIpOBOMTCS MPOM3BOAUTEIIEM MPU BLINYCKE MIEPHOAUYECKH (C UHTEPBAIOM B OJHO HcrbiTaHue Ha 20 cepuit ninu He Menee 1
pasa B rox). [Tokasartens MoXeT ObITh He BKNIOYEH B CEpTHOUKAT aHamM3a GUpMBI.

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykt coorsercryet Tpebosannam HJ

Conclusion : APPROVED /
3axnrouenne: OJJIOBPEHO

Checked by / Checked by (AQA) /
[IporepeHo: [Ipoeepeno (AOK):

Prepared by /
[ToaroTosieHo:

Approved by: Quality Assurance/Authorized person /
Onobpeno: O6ecneuenne kauectsa/OTBETCTBEHHOE

JHata: 17.04.2026

Pravesh Rana Pardeep Kumar Ajay Ku_"li Srivastava  ||nuuo: {oouf wa
- w0 L)
= /’&' VXY
Date / Date / Date / Date / \ Y'é)/\? o
Jlara: 17.04.2026 Jlara: 17.04.2026 Jlara: VAL

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1884PLCO0A507
www.drreddys.com



Dr.Reddy’s ‘.:..

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Nise gel 1%, 50 g

Mpoayxr: Haiiz®, rene nas napysxHoro npumeHenns 1%, 50 r

Market / Poinok : Russia / Poccust

Batch No. / . V260279 Batch Quantity / . 23460.000 units /
Cepus Ne : Pa3mep cepun * 23460.000 eannnn
Analytical Repovrt No./ . 040003367439 Date of Analysis / . 17.04.2026
AHanuTHYecKHH oTyeT No JlaTa aHaau3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npon3BoacTBa Toaen go

Mfg. License No. /

IIpon3BoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI™-RU)
guueHznsa Ne

Analysis performed according ND No / Anasqns nposesed no HJ Ne: JITII-Ne(001198)-(PI'-RU)-050525

API name / Haumenopanue A®C:

Nimesulide / Humecynun

INN / MHH:

Nimesulide / Humecyann

API manufacturer batch number /
Howmep cepuu npounssoauteas ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Howmep cepun cydcTanuuu npousoautess I'JID:

FERA00717

API Manufactured by & country /
Ipouspoantenn ADC, crpana:

Mangalam Drugs and Organics Ltd., India /

Mauranam Jlpar3 sua Oprauuxc JIta., Ungus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmeHoBaHue, agpec U HOMep JULIEH3HH
IJIOIAAKH, OCYIIEeCTBJISIIOLEH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan
(HP) 173205, India (license No MNB/05/263). /
[TpouszBoncTBeHHOE NOApa3aeneHue-6, Buil. Kxonb, Hanarapx
Poyn, bagnu, Huctpuxr Conan, X.I1., 173205, Muaus (JIuueHzus

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 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/
IIpumeuanue: Ipojykr coorsercTByer Tpebopanuam HJL

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Checked by /
[Mposepeno:
Pardeep Kumar

Prepared by /
[MoaroTosneHO:
Pravesh Rana

e

Checked by (AQA) /
[Tposepero (AOK):
Ajay Kumar Srivastava

hy

Approved by: Quality Assurance/Authorized person /
Opnobpeno: Obecneuenue kavuecTsa/OTBETCTBEHHOE

nuuozgg' n (CoA v

Date /
Jlara: 17.04.2026

Date / Date /

JlaTta: 17.04.2026

Jlata: 17.04.2026

(Do 90% :
Date /
JlaTa:

N

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Ernail: mail@drreddys.com
CIN: L&5195AP1284PLCO04507

www.drraddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
Mpoaykr: Haiiz®, rens uis HapysxHoro npumenenus 1%, 50 r

Market / Poinok : Russia/ Poccus

Batch No. / . V260279 Batch Quantity / . 23460.000 units /
Cepust No ) Pa3mep cepuu " 23460.000 equnuu
Analytical Repovrt No./ . 040003367439 Date of Analysis / . 17.04.2026
AHanuTHYECKHiH oTYeT No Jara ananuza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

Jlata mpou3BoOACTBA T'open g0

Mfg. License No. /

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

JULeH3usa Ne

Analysis performed according ND No / Anaiu3 nposenen no H/I Ne: JITI-Ne(001198)-(PI'-RU)-050525

3akioueHue 0 cOOTBEeTCTBHH: «HacToAMM 5 MOATBEPAKAAID, YTO IPUBEACHHAS Bblllie HHQOpMaLUs ABSETCA JOCTOBEPHOM U TOYHOIA.
3ta cepus MpOAyKUYH Npou3BecHa (BKIItoYas yNakoBKy (MapKHpoOBKY) M KOHTPOSIb Ka4€CTBA) Ha BbILICYKa3aHHOM NPOU3BOACTBEHHOMH
rutolake (MiolaaKax) B MOJTHOM COOTBETCTBUHU ¢ TpeboBaHusMHU [1paBun HaanexauweH MpoM3BOACTBEHHONM NpakTHkU EBpasuiickoro
9KOHOMHUECKOTr'O CO03a U TpeOOBAHUAMH KOHTPOJS KauecTBa JICKAPCTBEHHBIX CPEACTR, a TAKXKE B COOTBETCTBUU CO CrieLM(PHUKALMAMH,
coAep>KaLUMHUCA B PErMCTPALIAOHHOM JOChE CTPaHBI-UMMOpTEpa. 3alucH MO MPOU3BOACTRBY, YMAKOBKE M aHANU3Y MPOBEPEeHbI, M
YCTAHOBJICHO HMX COOTBETCTBHME TpeboBanyam IlpaBun Hamnexameid NMpOU3BOACTBEHHOHN TpakTHKH EBpazuiickoro sKOHOMHUYECKOro

COKO3a».

Remarks : The Product confirms to ND/
Mpumeuanue: [IpoaykT cooTBeTCcTBYET TpedoBaHUaM HJI

Conclusion : APPROVED /
3akawyenue: OJJOBPEHO

Checked by /

Prepared by / .
" ||{Ilpoeepeno:

[ToaroTosnexo:

Checked by (AQA) /
[Mporepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: OGecnequaue KauecTBa/OTBETCTBEHHOE
oA

Pravesh Rana Pardeep Kumlf/ Ajay Kunﬁs\rivaslava no: (p

= - o £2¢ LO» A
Date / Date / Date / Date / ( ‘ D'/\Q,"?),b -
Jlata: 17.04.2026 Jlara: 17.04.2026 Jlata: 17.04.2026 JlaTa: &

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0A507
www.drreddys.com




