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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

Product : Nise gel 1%, 50 g
Mpoayxr: Haiis™, rens ms napyxuoro npumenenust 1%, 50 r

Market / PbHok : Russia/ Poccui

Batch No. / . V250615 Batch Quantity / . 23530.00 units / - h

Cepus Ne ’ 5 Pasmep cepun © 23530.00 eaunun

AT T =

Analytical Repovrt No. / - 040003027409 Date of Analysis / . 11.08.2025

AHAJTHTHY ECKHHA oT4yeT Ne _|laTa anajam3a -

Date of Manufacture/ . 07/2025 |Date of Expiry/ . 06/2008 .I
|Cogen o

ara npom3soacTBa
Mfﬁic_ense No./ -
NpoussoacTBeHHas : MNB/05/263 IMA number:/ Homep PY  : JIII-Ne(001198)-(PT'-RU)
Januensus N | _ )|
Analysis performed according ND No / Anasus nposenen no H/ANe: JIII-Na(001198)-(PT-R U)-050525

| Ne | Test / IlokazaTesb | Result / PesyanTarni Specification/ Hopma |
1 |Appearance/ Omucanne Clear homogenous yellow gel gel, free fromClear homogenous light
particulate  matter /  OnHopoamubiiyellow to  yellow gel, free from
1Ipo3pasitblil renek KeaToro ueeta Sluseta,particulate matter / OasopodHbiil npo3payHsli
cBOBO0AMLIH OT NOCTOPOHH HX HACTHLL ‘irenb OT CBETHC-KENTOrC [0 JKEATOro LUBeTa,

CBOGOAHDLLL OT HOCTOPOHHAX YacTHI

2 [Identification/ The retention time of the main peak in the The retention time of the main peak in the|
HanenTnuranus chromatogram of test solution should chromatogram of test solution should
' corresponds to the retention time of the ‘correspond to the retention time of the main|
HPLC / BO)KX main peak in the chromatogram of peak in the chromatogram of nimestlide|

nimesulide reference standard solution / reference standard solution (section Assay). /
Bpems yaepKuBaHUs OCHOBHOIO Muka Ha Bpems yJep)XHBaHHS OCHOBHOTO MHKa Ha
‘ XpOMATOrpaMMe HCIBITYEMOrO pacTBOpa XpOMAaTOrpaMMe  UCHBITYEMOTO  pacTBopa

| COOTBETCTBYST BPEMEHH YICPXKMBAHHS [OJDKHO COOTBETCTBOBATD BpeEMEHH
| OCHOBHOTO THMKa Ha XpoMaTorpamme yAepXKHBaHHS OCHOBHOT'O n1Ka Hal
' ‘ pacTeopa CTaHJAPTHOrO ofpasiia XpomMaTOrpaMMe  pacTBOpa  CTAHZAPTHOTO
HIIMECYTHAA o0pasua HUMECYHAa (pa3nen
, «KonnuecTsenHoe onpe aeieHie»)
Remarks: The Product confirms to ND/ Conclusion: APPROVED/
IIpumeuanne: [IpoaykT coorBeTcTBYeT TpebopanusamM HJJ 3akawouenue: OJJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive / ol
MonrorosnaeHo: Shivani ITpoBepeHo: Rama Kant Onobpeno: Menemxep / Pykopoauresns
- : Amit Kumar N
Y, W /\//
Reprint Date / Reprint Date/ Reprint Date/
Hata: 11.08.2025 HMata: 11.08.2025 JHara: 11.08.2025

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: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Nise gel 1%, 50 g
Ipoaykr: Haii3™, rens n1s Hapyxsoro npuMeneHus 1%, 50 r

[IpousBoacTBeHHAs
anuensun Ne

Market / Punok : Russia / Poccus
Batch No. / = Batch Quantity/ 2353000 units / -
Cepua Ne i Pazmep cepun > 23530.00 eauHuL
Analytical Repovrt No./ . 040003027409 Date of Analysis / . 11.08.2025
AHanuTnueckuii oTueT Ne Jara ananuza
IDate of Manufacture / . 07/2025 !Date of Expiry/ . 06/2028
| daTa npon3soaCTBa T'open po ;
|Mfg. License No./ f

: MNB/05/263 MA number: / Homep PY  : JIII-N2(001198)-(PT"-RU)

Analysisperformed according ND No / Anami3 npoBejen no HI Ne: JITI-Ne(001198)-(PT'-RU)-050525

According to the requirements. Not less than

3 -Weight of package contents '
i/ Macca coaep:KHMOro 51g/51r 50 g/ B coorBercTBuM ¢ TpeboBanusimu. He
/YIIAKOBKH menee 50 r

4 pH 556 ;4.6 to 6.0/0T 4,6 10 6,0

5

Related substances /PogcTBeHHBIe IPpAMECH

1) Impurity A/ Ilpumecs A |Not detected / He 0bHapy>eHa

(1) Not more than 0.2 %/ He boinee 0,2 %

2) Impurity B /TIpumecs B

3) Impurity C/IIpumecs C

Not detected / ne oGHapyxeHa

(TIKO = 0.04 %)

Below LOQ (LOQ = 0.04 %)/ Huxe
fipeaciia KOJHYCCTBCHHOIO ONpe ACICHHUSA

|
[2) Not more than 0.2 % / we 6onee 0,2 %

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

Remarks: The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpedoBanmsM HJI

Conclusion: APPROVED /
3akmoyenne: OJJIOBPEHO

Prepared by /

TTonroTosneHo: Shivani

g

Checked by/
IIpoBepeno: Rama Kant

Bp

Approved by: Manager/Executive /
Onobpeno: Meneaxep / PykoBogurens
Amit Kumar A

Reprint Date /
Hata: 11.08.2025

Reprint Date /
Hara: 11.08.2025

[
Reprint Date /

Hara: 11.08.2025

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

Tel +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

[Product : Nise gel 1%, 50 g

TMpoaykr: Haid, renp ans HapyxkHoro npumenenns 1%, 50 r

|T'oaen oo

Market / Phinok : Russia / Poccng

Batch No./ yem— Batch Quantity / 2353000 units /

Cepus Ne - Pasmep cepum " 23530.00 exnnnu

pnalggisall KeporeNo. : 040003027409 Dats of Analysis./ . 11.08.2025

AHaJNTHYECKHI 0TyeT Ne i _|Mara anajmsa - =P -
Date of Manufacture/ . 07/2025 |Date of Expiry / . 06/2028

jMfg. License No. /
IIponssoacTBenHas
[ mmuenzun No

: MNB/05/263

MA number: / Homep PY

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

[An_aly_sn;s  performed according ND No / Ananus nposenen no HJI Ne; JIII-Ne(001198)-(PF-RU)-050525

I 4) Ixhalrity D /TIpumecs D

Below LOD (LOD = 0.02 %)/ Hixe
npeaena odHapyxenus (I10 = 0.02 %)

5)_Im_pur_ity E /TIpumecs E

Not detected / He obHapyxxeHa

"1) Not more than 0.2 % / we 6onee 0,2 % '

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

l

6) Impurity F/ [Ipumecs F

Not detected / He oOHapyxeHa

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

7) Highest Unknown
Impurity / EauHn4nas
HeH ACHTH(UINPOBAHHAS
TIpUMECH

Below LOQ (LOQ= 0.1 %) / Hike
Mpezesia KOMWYECTBEHHOTO ONpeeJieHUs
(ITKO= 0.1 %)

7) Not more than 0.2 % / He bonee 0,2 %

Remarks: The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTCcTBYET Tpebosanmsam HJJ

Conclusion: APPROVED/
3akmoyenne: OJJOBPEHO

Prepared by /
Tloxrorosneno: Shivani

A

Checked by /
IIpoBepeno: Rama Kant

Q@»\wx?

Approved by: Manager/Executive /
O pobpeno: Menenxep / Pykosogutels

Amit Kumar L

Reprint Date /

Reprint Date /
Hata: 11.08.2025

-
Reprint Date /

Hara: 11.08.2025

Harta: 11.08.2025

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: L85195AP1984PLCOO4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTIU3A

Product ;: Nise gel 1%, 50 g

IMpoaykr: Haii3™, rens mma napyxuoro npumenenns 1%, 50 r

Market / Poinok 5

Russia / Poccus

Batch No. / . V250615 |Batch Quantity/ . 23530.00 units /

Cepnst Ne - Pasmep cepuu " 23530.00 eaunum .
Analytical Repoyrt No./ . 040003027409 Date of Analysis/ . 11.08.2025

AHanuTH4Yeckuii oTuyer No JlaTa anasm3za —_
Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2028

JlaTa npon3BoCTBA T'ogen no B |
Mfg. License No./

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PI"-RU)

JHueH3us: No

| Analysis performed according ND No / Anaw3 nposeaen no HJL Ne: JIII-Ne(001198)-(PI-RU)-050525

8) Total impurities/
C ymMma npuMeceit

Below LOQ / Hmxe npenena
[KOQSTHYECTBEHHOTO OTIpe ieNICHuU

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

&

Microbial contamination* / MukpoGuojorudeckast yucrora*

/ Oblee KOJIMYECTBO

Total aerobic microbial count |

Not more than 10> CFU/g/

13HECTIOCOOHBIX adPOOHbIX NA He 6onee 10> KOE/r
\MHKPOOPIaHH3MOB
Total combined yeasts/molds NA Not more than 10' CFU/g/
count / OBliee HUCIO | He 6onee 10! KOE/r
| |mposGKeBbIX W MJIECHEBBIX '
~ rpubos
"Remarks: The Product confirms to ND/ Conclusiou: APPROVED /
ITpumeuanue: IIponykr cooTBeTcTBYeT TpeboBanusm HJ 3axntovyenne: OJJOBPEHO

Prepared by /
Toxroroeneno: Shivani

s

Checked by/
Ilposepeno: Rama Kant

W

Approved by: Manager/Executive /
Onobpeno: Mernemxep / PykoBoauTens

Amit Kumar
N

Reprint Date /
Jata: 11.08.2025

Reprint Date/
Hara: 11.08.2025

\j

Reprint Date /
JaTa: 11.08.2025

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: L85195AP1984PLC004507
www.drreddys.com
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Product : Nisc gel 1%, 50 g
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Market / Pelvok

: Russia / Poccust

Batch No./

Batch Quantity / 23530.00 units /

IlpousBoacTBeHHAs
Mued3usn N

Cepns Ne 5 V260613 | Pasmep cepun * 23530.00 eHHHLL = |
Analytical Repourt Ne./ . 040003027409 Date of Analysis / . 11.08.2025
AHaJuTHYECKHii oTuer Ne Jlara aHaJqmu3a
Date of Manufacture/ . 07/2025 !Date of Expiry/ . 06/2028
JlaTa npou3BoaAcTBa |Toaen mo |
Mfg. License No./ !

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

Analysisperformed according ND No / Ana/iu3 npoBegeH n6 HJ Na: JIII-Ne(001198)-(PT'-RU)-050525

[Pseudomonas aeruginosa

Staphylcoc cus aureus

NA Absent m 1 g/ Orcyrersue Bl

[ NA Absentin ! g/ OrcyrerBe Bl r

'Assay /KoimecTBeHHoe
| onpeaeIcHH e

8 |Package / YnakoBka

9.0to 11.0 mg of C:Hi2 NoOsS (nimesulide)
1per 1 g of the product /

O1 9,0 10 11,0 Mr Ci3Hj2N20s8 (Humecynn)
8 1 r npenapara

10.18 mg/10.18 mr

J
t

I50_g in a laminated aluminum tubelbj'() g in a laminated aluminum tube equipped
quuipped with tamper-evident membrane.with tamper-evident membrane. 1 tube and

1 tube and patient information leaflet haaticnt information leaflet {package insert) in al

package msert) in a carton. / carton, /

Mo 50 r B Ty0y w3 namuHupoBanHoro [lo 50 r 8 Tydy N3 AaMHHHPOBAI{HOIO
amoMHHHS, cHaOkeHHYI0 MeMOpaHo# Juis antOMHHHA, CcHA0K eHHyio MeMOpaHoif nas
KOHTpOJsi nepeoro BekpbiTHA. [1o 1 Ty6e B konTpons mnepsoro Bekpbitia. [lo 1 Tybe B
nauky KapTOHHYIO C MHCTPYKUMEH [0 [1a4Ky KapTOHHYI0 C HHCTpykuwieii  no
MpUMEHEHINO (JIICTKOM-BKJIAbILIEM). NPHMEHEHT 110 (JINC TKOM-BKJIAABILEM ).

Remarks: The Product confirms to ND/
Ilpumeuanne: [TpoaykT coorBeTcTBYET TpeboBaHusIM HJI

Conclusion: APPROVED /
3akmodyenune: OJOBPEHO

Prepared by /
TloaroToBneno: Shivani

b

Approved by: Manager/Executive /
OpnobpeHo: Mexepkep / Pykosogurtens
Amit Kumar i

Checked by/
IIpoBepeno: Rama Kant

by

Reprint Date /
Hara: 11.08.2025

S
Reprmnt Date /

Reprint Date /
Hara: 11.08.2025

Jara: 11.08.2025

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: L85185AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Nise gel 1%, 50 g

HMpoaykr: Haits™, rens anst Hapysksoro npumenerus 1%, 50 r

Market / Pbiaok : Russia / Poccus

aunensusa Ne

Batch No. / e Batch Quantity/ "~ 23530.00 units /

Cepuss No ’ Pasmep cepum " 23530.00 eguunu
Analytical Repovrt No./ . 040003027409 Date of Analysis / 11.08.2025
AHAIUTUIECKHI oT4eT No . JlaTa anaausa

IDate of Manufacture / . 07/2025 |Date of Expiry / . 06/2028

{laTta npou3BoacTBa ., T'oaen no -
{Mfg. License No./

|IponssogcTBeHHas : MNB/05/263 IMA number: / Homep PY  : JIT1-Ne(001198)-(PT-RU)

Analysis performed according ND No / Anams nposegen no HJA Ne: JITI-Ne(001198)-(PI'-RU)-050525

* 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 NPOU3BOAMTENEM NPH BbIMYCKe MEPUOTUUECKH (C HHTEPBAIOM B OIHO HCTIbITaHMe Ha 20 cepHii WM He MeHee |
pasa B ron). IToka3aTens MOXET ObITb He BKJIIOYEH B CEpTHOHKAT aHaIH3a QUPMBL.

API name / HaumenoBauue ADC:

Nimesulide / Humecy iz

INN /MHH:

Nimesulide / Humecynug

API manufacturer batch number /

Homep cepun NpoH3BogUTEs A(D_C:_

FP Manufacturer API Batch number /

Homep cepuu cyGcTanuuu npoussoauress I'JIdD:

MS-1A-243031-M1

FERAO00717

API Manufactured by & country/
[Iponssoaurens ADC, cTpana:

Mangalam Drugs and Organics Ltd., India/
Manranam [lpar3 aun Opranukc Jita., Uaans

Remarks: The Product confirms to ND/

Il pumeyanne: ITpoaykt cooTBeTCTBYET TpeGoBaHusm HJI

Conclusion: APPROVED /
3aksarouenue: OJJOBPEHO

Prepared by / Checked by/

YonroTosneno: Shivani

/’/
%)

I1posepeHo: Rama Kant

3

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykosogurens

Amit Kumar N

_/
/\/

Reprint Date/
Harta: 11.08.2025

Reprint Date /
Harta: 11.08.2025

Reprint Date/
Jarta: 11.08.2025

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
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Nise gel 1%, 50 g
Ipoayxr: Ha#i¥, rens nns Hapysxxoro npumerenus 1%, 50 r

Market / Peinok : Russia / Poccus

Batch No. / . V250615 |Batch Quantity/ . 23530.00 units / =i
Cepus Ne : |Pa3mep_ce_:pm| " 23530.00 eanann -
Analytical Repovrt No./ . 040003027409 Date of Analysis / . 11.08.2025

| AHAIMTHYECKHIT OTYeT No FIIaTa aHa/M3a !
Date of Manufacture / . 07/2025 |Date of Expiry / . 06/2028

|laTa MpoM3BOACTBA |T'onen a0 B =l
{Mfg. License No./ i

Ilponseo acTBeHHAs! : MNB/05/263 MA number:/ Homep PY  : JIII-Ne(001198)-(PI'-RU)

avuensus Ne

Analysisperformed according ND No / Auanus nposenen no HJL Ne: JIII-Ne(001198)-(PI'-RU)-050525

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Name, address, authorization No for FP Solan (HP) 173205, India (License No MNB/05/263) /
manufacturing site/ Control site/ Release site/ ' [IpousBoacTBEHHOE NOApa3aencHue-6, Buinagx Kxomns,
HaumeHnoBaHue, aapec 4 HOMep JIMLEH3HH | Hanarapx Poyn, banay, Conan HQuctpukt, X.I1. 173205, Unaus
IJIOIAAKH, OCYLIECTBJISIIOMIe I (JTuuenzust Ne MNB/05/263)

Declaration of certification: « 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». /

3akoueHne 0 cooTBeTCTBHN: «HacToAmM § MOATBEpIK A0, YTO NPHBENCHHAS BBILIEC HHGOPMALKS SBNSETCA HOCTOBEPHOH U TOYHOM.
Ota cepus MPOAYKLM i NMPOU3BEACHA (BKJIIOUas YNAKOBKY (MapKUpOBKY) U KOHTPOJIb KA4ECTBA) Ha BBILICYKA3aHHOH TIPOM3BOACTBEHHON
rulomiaake (Iomankax) B MOJAHOM COOTBETCTBUH C TpeboBaHuaMu [IpaBun Haanexawed npou3BoaCTBEeHHOH NpakTWku EBpa3zuiickoro
SKOHOMHMYECKOTO CO03a ¥ TpeOOBAaHUSAMH KOHTPOTS KAYeCTBA JIGKAPCTBEHHBIX CPENCTB, a TAKIKE B COOTBETCTBUM €O CMELHPHUKALIUAMY,
COIEPXKAUIMMUCS B PErMCTPALHOHHOM JOChe CTpaHbI-MMIOpTepa. 3alicH MO I[POM3BOACTBY, YMAKOBKE W aHAM3y IPOBEPEHEl, H
YCTaHOBJICHO WX COOTBETCTBHE TpeOoRaHWAM IlpaBun HalJexallell MPOM3BONCTBEHHON MNMpakTHKH EBpa3uifckoro 3KOHOMHYECKOrO
€0103an,

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeyanue: [Iponaykt cooreTcTBYET TpeboBanusam HJI 3akarouenue: OJJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
TTomrorosneHo: Shivani IIpoBepeno: Rama Kant Opnobpeno: Menemxep / Pykosonutens

_ @V«\ Jﬁ'_/ Amit Kumar X

P | A

Reprint Date / Reprint Date / Reprint Date / 2
Hara: 11.08.2025 Hata: 11.08.2025 Hara: 11.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



