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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATTU3A

[Product : Nise gel 1%, 50 g
Ipoayrx: Haits", rens ans vapyskuoro npuMeHenus 1%, 50 r

Market / Peinox

: Russia / Poccust

JuneH3usa No

Batch No./ Y Batch Quantity / . 23530.0 units /

Cepus Nt ) Pa3mep cepum * 23530.0eauHnig
Analytical Repourt No./ . 040003081434 Date of Analysis / . 29.09.2025
AHannTHYecKknil oTuet Ne JlaTa ananu3a

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2028

Jarta npousBoacrsa Togen no

Mfg. License No. /

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

{Analysis performed according ND No / Anass uposeaen no HA Ne: JITI-Ne(001198)-(PI'-RU)-050525

No

i@nti?ication /

N‘

. Haenrndurkanus

\HPLC / BO2KX

Test / IloxasaTenan
1 | Appearance/ Onucanue

lear homogenous yellow gel, free fromClear homogenous light
particulate  matter /  Opuopoassiiiyellow  to  yellow gel, free from
NpospauHbli  reap  okenroro  uBera,particulate matter / OXHOPOAHBIA MpPO3paYHbIit

CBODOHBIA OT HOCTOPOHHHX YaCTHL]

The retention time of the main peak in the
ichromatogram of test solution should
corresponds to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution /
Bpems ynepx1BaHus OCHOBHOT'O MNKa Ha
XPOMATOrpaMMe UCTIBITYEMOro pacTBopa
BpeMeHH YAep>KUBaHUs
OCHOBHOrO NHKAa Ha XpoMmarorpamme
obpasua

pacTeopa

Result / PesynbTaThl

COOTBCTCTBYET

Specification / Hopma

cBOO0IHBIT OT NOCTOPOHHUX YaCTHLL

CTaHAApPTHOI'O

HUMECYIIHIA

chromatogram of test solution

XpomarorpaMme  pactBopa
oDbpasta HHUMeCVIIHAa
«Kou4ecTBeHHOE OnpeneeHne»)

'¢llb OT CBCTJIO-XKECJATOrC 4O XKCATOrO LUBETA,

The retention time of the main peak in the
should
correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay). /
Bpemsi yAepkHUBaHHI OCHOBHOIO INHMKa Ha

Xpomarorpamme HCTIBITYEMOTO pacTeopa
JOJTAHO COOTBETCTBOBATL BPEMCHH
VACPMKHNBAHIS OCHOBHOIO MHKa Ha

CTaHAAPTHOIO
(paznen

Remarks : The Product

confirms to ND/

IIpumeuanmne: [IpoaykT.cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axnatouenue: OJJOBPEHO

Prepared by /
Toarorosnaeno:

Checked by /
[Tposepeno:

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

Approved by: Quality Assurance/Authorized person /

Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE JIHLIO:

Pravesh Rana Pardeep Kumar Amit Kumar _ Mt Xumvpr
" c::-{,:/ / "~ __( (/\//

Date / Date / Date/ Date / 2_‘3 "C\!Q)/(O' L=

Harta: 29.09.2025 Hara: 29.09.2025 Jlara: 29.09.2025 JHata:

Registered Gffice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Dr.Reddy’s ‘.‘.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTIU3A

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

vili. Khol, Maiagarb Road, Baddi,
Distt. Soian, H.P.,, 173 205, iNDIA
Tel: +31 5616€ 56001-62

www.drreddys.com

Product : Nise gel 1%, 50 g

Hpoayxr: Haiiz®, rens mis Hapyxuoro np

nMeHeHus 1%, 50 r

Market / PoiHok : Russia / Poccust

Batch No. / i Batch Quantity / ~ 23530.0 units /

Cepus Ne 1 V2o Pasmep cepun © 23530.0equnnn
Analytical Repovrt No./ . 040003081434 Date of Analysis / . 29.09.2025
Ananuru4aeckuii otyer Ne JlaTa aHa;au3a

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2028

JlaTta npoM3BOACTBA I'ogen g0

Mfg. License No. /

IIpon3BoacTBenHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)

nuuenzus Ne
Analysis performed according ND No / AHaans nposegen no HT Ne: JITI-Ne(001198)-(PT-RU)-050525

According to the requirements. Not less than
50 g/ B cooTrBercTBUH C TpeboBaHusMH. He
MeHee 50 T

4.6106.0/0T14,6 10 6,0

3 |Weight of package contents

/ Macca coiepKHMOro S51g/51r
_ YIaKOBKH
4 |pH — 154
5

Related substances /PoacTBeHHbIe IPUMECH

1) Impurity A / Ilpumece A

Not detected / He oOHapy»xeHa

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

2) Impurity B/ IIpumecs B

Not detected / He obHapyxeHa

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

3) Impurity C / [Ipumecs C

Below LOQ (LOQ = 0.04 %) / Husxe npenena
konuvecTBeHHoro onpegenenus (ITKO = 0.04
%)

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

4) Impurity D / ITpumecs D

Below LOQ (LOQ = 0.04 %) / Huxe npeaena
kosmuecTBenHoro omnpenenenus (ITIKO = 0.04
7o)

4) Not more than 0.2 % / e bonee 0,2 %

5) Impurity E / [Ipumecs E

0.09%

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Dpumeuanne: IIpoxykT cooTBeTcTByeT Tpebosanuam HJJ 3axkniovenne: OJJOBPEHO
Prepared by / Checked by / - Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
TToarotoeneHo: ':' ITpoeepeno: Mporepeno (AOK): Onobpeno: Obecnieyenue kauecTra/OTBETCTREHHOE JIULIO:
Pravesh Rana Z Pardeep Kumar Amit Kumar Qi Ryw pro

Fl Nt < :

P ~—— /\( e L b/)

Date / Date / Date / Date / ZOVDQ, A0
Hara: 29.09.2025 Iara: 29.09.2025 Mara: 29.09.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85135AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

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

vill. ikhol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel: +21 98166 56001-02
www.drreddys.comn

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Nise gel 1%, 50 g
I poaykrz Haiiz", rene mis napyxnoro npumerenus 1%, 50 r

JIHUEH3UsL No -
Analysis performed according ND No / Anaans nposeacu no H/1 Ne: JITI-Ne(001198)-(PI'-RU)-050525

Market / Priok : Russia / Poccus

Batch No. / . V250764 Batch Quantity / . 23530.0 units /

Cepus Ne ) Pa3mep cepun © 23530.0exuunn
Analytical Repovrt No./ . 040003081434 Date of Analysis / . 29.09.2025
AHasuTuHecKHii oTyeT Ne HMaTta ananusa

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2028

JlaTa npoM3BOACTBA T'open g0

| Mfg. License No. / |

IIpouseoacTBeHHast : MNB/05/263 MA number: / Homep PY : JITI-Ne(001198)-(PI’-RU)

8) Impurity F / [Ipumecs F

Not detected / He oOHapyxeHa

7) Highest Unknown
Impurity / Exuau4nas
HEWJEHTH BHLIHPOBAHHAS
IPHUMEChH

Below LOQ (LOQ = 0.1 %) / Huxe npenena
konnuecTBeHHOTO onpeneneHus ([IKO = 0.1%)

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

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

8) Total impurities /
Cymma npumeceit

0.1%

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

Microbial contamination* / Muxpo0noaornueckas yncrora*

Total aerobic microbial count
/ Ob11iee KONUYECTBO
»KH3HECTIOCOOHBIX a3pOOHBIX
MHKpPOOPTaHHU3MOB

Total combined yeasts/molds
count / Ob1ee HUcIo
IPOCOKEBBIX H IIECHEBBIX
rpuboB

NA

NA

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

Not more than 10' CFU/g/
He 6onee 10" KOE/r

Remarks : The Product confirms to ND/
Ipumeuanue: IIponykT cooTBeTcTBYET TpeboBaHMAM HJI

Conclusion : APPROVED /
3akumouenne: OJJOBPEHO

Prepared by /
IMoarorosneno:

Checked by /
Ipoeepeno:

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

Approved by: Quality Assurance/Authorized person /
Onob6peno: ObecneueHue kauecTBa/OTBETCTREHHOE JTHLO:

Pravesh Rana , Pardeep Kumar Amit Kumar ( QUNIL RymRe_
/ - L
‘ g p pay
Date / Date / Date/ Date / 2—(}"‘0(}*‘&0 LS/—
Hara: 29.09.2025 Jara: 29.09.2025 Hara: 29.09.2025 Mara:

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHATTU3SA

Product : Nise gel 1%, 50 g

I poayxr: Haiis®, rens ans HapyxHoro npumerenns 1%, 50 r
) 1% P

Market / PoiHok

: Russia / Poccus

IIpousBoacTBeHHas
JHueH3Husa Ne

Batch No. / . V250764 Batch Quantity / . 23530.0 units /
Cepusi No ’ Pasmep cepun " 23530.0equnun
Analytical Repourt No./ . 040003081434 Date of Analysis / . 29.09.2025
AHaaHuTHYeCKHI oTueT No Jara ananusa
Date of Manufacture / . 09/2025 lDate of Expiry / . 08/2028
Jara nponsBoacTsa TI'open mo
|Mfg. License No. / f
: MNB/05/263 pPY : JII-Ne(001198)-(PI"-RU)

|
|MA number: / Home

Analysis performed according ND No / Ananus npopenen n6 H 1 Ne: JIHI-Ne(001198)-(PI'-RU)-050525

Pseudomonas aeruginosa

NA

NA

| | &Qy_lococcu_s aureus

7  |Assay/ KonnvecTBenHOe
| onpeaejieHUe

|

8 |Package / YnakoBka

9.96 mg/ 9.96 mr

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 JaMMHUPOBAHHOTO
aJIFOMHHNA, CHAOXKEHHYI0O MeMOpaHoil st
KOHTPOJIs epBoro BekpaiTHi. [1o 1 Ty6e B
Mayky KapTOHHYI C HHCTPYKUMEH Mo
NPUMEHEHUIO (JIUCTKOM-BK/IABIILIEM).

Absent in 1 g/ OrcyTcTBue B 1 ¢

Absentin 1 g/ OTcyTcTBUE B 1 T
9.0 to 11.0 mg of C;3H12N>OsS (nimesulide)
per 1 g of the product /
'O1 9,0 10 11,0 Mr C13H12N20;5S
(numecynuz) B 1 r npenapara .
150 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 Ty0y K3 NaMUHUPOBAHHOIO
amomMuHNs, cHabkeHHylo MemOpaHoH it
KOHTpPOJIsl IepBoro BckpbiTus. [lo 1 TyGe B
MayKky KapTOHHYIO C HHCTpYKUMEH o
MPUMEHEHHIO (JIACTKOM-BKJIJBILIEM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TipuMeuanue: [Ipoaykr coorsercreyer TpeboraHuam HJL 3arawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/  |[Approved by: Quality Assurance/Autharized person /
ToarotornexHo: [IposepeHo: Ipoeepero (AOK): OnoGpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE JIHLIO: -
Pravesh Rana / Pardeep Kumar Amit Ku&nar ~ Suwi ‘Q\)\N\ |Q(L
( f\__~
- cf———’: / L) ,féL L /
Date / Date / Date / Date / 2 ‘:) ,-67 OIS
Jlara: 29.09.2025 Hara: 29.09.2025 Jara: 29.09.2025 Jlara:

Registered Office: 8-2-337,

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail
CIN: L85195AP1984PLC0O04507
www.drreddys.com

Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indin

@drreddys.com




Dr.Reddy’s ‘

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

Vill. hol, Malagarh Road, Baddi,
Distt. Soian, A.P.,, 173 205, iNDiA
Tel:+51 S0LGE 20001 42

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A

Product : Nise gel 1%, 50 g
Ilpoaywr: Haiis®, renn s HapyxHoro npumenenns 1%, 50 r

Market / Prisnok : Russia/ Poccus

Batch No./ . V250764 Batch Quantity / . 23530.0 units /

Cepun Ne ) |Pa3zmep cepuu " 23530.0epunuu

Analytical Repovrt No./ . 040003081434 |Date of Analysis / . 20.09.2025

AHanuTHYecKHil oTueT No _.I[aTa aHaun3a

Date of Manufacture / . 09/2025 Date of Expiry/ . 08/2028

JaTa npousBojacTea |Togex po

Mfg. License No. /

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

JHueH3nsa Ne N

Analysis performed according ND No / Auaiaus nposcien no H/L Ne: JITI-Ne(001198)-(PT-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./

* [IpoBOAMTCSA MPOW3BOIMTEINIEM TIPH BBITYCKE MNEPUOAMYECKH (C MHTEPBANOM B OAHO MCnbiTaHue Ha 20
cepuii v He menee 1 pasa B ron). [TokasaTesb MoxeT GBITh He BKITIOYEH B cepTHUKAT aHanusa GbupMel.

API name / Haumenosanue ADC:

Nimesulide / Humecynua

INN/ MHH:

Nimesulide / Hamecynup

API manufacturer batch number /
Homep cepun npoussoautesa ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Homep cepun cy6eTanuuu npoussoautens I'JIdD:

FERAO00717

API Manufactured by & country /
IlponseoauTeas A®C, crpana:

Mangalam Drugs and Organics Ltd., India /
Manranam Hdpar3s 3ua Oprasuke JIta., Uunus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaunmeHnoBaHHe, aApec M HOMeP JHIEH3HH
IJIOLIAKH, OCYLIECTBJISAIONIeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan
(HP) 173205, India (license No MNB/05/263). /
ITpousBoacTBEHHOE Mopa3aencHue-6, Bt Kxonb, Hanarapx

Poyn, Bapum, Jnctpukt Conan, X.I1., 173205, Muans (Jluuessus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoayKT cooTBeTCcTBYET TpeboraHusaM HJL Jaxknwuenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[Mogroroeneqo: Ipogepeno: Ipoeepeno (AOK): Onolpeno; ObecneyeHre kayecTsa/OTBETCTBEHHOE JIMILIO:
Pravesh Rana { Pardeep Kumar Amit Kumar . Qupit L KRl
- N—"_ i
£ = / -
Date / Date/ Date / Date / —
Hara: 29.09.2025 Jara: 29.09.2025 Jara: 29.09.2025 Jara: lﬂ 0 ﬂ Lalj,.

Registared Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

Dr. Réddy’s ‘.o Vili. Khol, Nalagarh Road, Baddi,
’ Distt. Soian, H.P,, 173 205, INDIA
Tol : +01 05166 56001-02

wwav.arreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTUSA

Product : Nise gel 1%, 50 g
Tpoayxr: Haitz®, rens ans HapyskHoro npumenenus 1%, 50 r
Market / Prinok : Russia / Poccus

h No. / i . .0 uni
Batch No . V250764 Batch Quantity / ] 23530.0 units /
Cepus No Pa3zmep cepHu 23530.0eanHun
Analytical Repovrt No./ . 040003081434 Date of Analysis / . 20.09.2025
AHanuTHYecKHIt oTueT No JlaTa aHaau3a
Date of M anufacture / . 09/2025 Date of Expiry / . 08/2028
Jarta npoM3BoacTBa |Toxen mo -
Mfg. License No. / '
IIpousBomcTBeHHAS : MNB/05/263 ‘MA number: / Homep PY  : JIIT-Ne(001198)-(PI"-RU)
nuueHsus Ne |
Analysis performed according ND No / Anasun3s uposenen no H Ne: JITT-Ne(001198)-(PI"-RU)-050525

| 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». /

3aka04eHue 0 cooTBeTCTBHH: «HacToAIuM s IOATBEPXKAI0, YTO PHBEJEHHAS BhILIE HHPOPMALUA ABIAETCA JOCTOBEPHOM M TOUHOH.
3Ta cepHs MPOAYKUWHU MPOM3BeaeHa (BKIIOUas YIIAKOBKY (MapKHpPOBKY) H KOHTPONE KaUeCTBa) Ha BBILIEYKA3aHHOHW NPOU3BOACTBEHHOM
nnomaznke (MOWANKax) B MOJHOM COOTBETCTBHH ¢ TpeboBaHWsaMu [IpaBui Haisiexallel Npou3BOACTBEHHOH npakTuku Eppazuiickoro
SKOHOMHYECKOTO CO03a 1 TPeGOBAHUAMM KOHTPOJIA KaYeCTBA JIEKAPCTBEHHBIX CPEACTB, a TAkXKe B COOTBETCTBUN CO CNELMPUKALUAMH,
COAEPKALINMUCA B PErMCTPALMOHHOM JOChE CTPaHBI-UMIIOPTEpa. 3amucH TO NPOM3BOACTBY, YNAKOBKE W aHANM3y MpOBEpeHbl, H
YCTaHOBAEHO WX COOTBETCTBHE TpebGoBaHuam [IpaBun Hajnexauiel NMPOW3BOACTBEHHOH NpakTUKKW EBpasvHCKOro 3KOHOMUUECKOro
coro3ar.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: Ilponyr coorsercrayer Tpebosanusm HI 3awmoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[Mogrorosneno: 4 |[TIpoBepeno: [IpoeepeHo (AOK): OnoGpeno: Obecrieyenune kauecTa/OTBETCTBEHHOE JIULO:
Pravesh Rana / Pardeep Kumar Amit Kumar _ : Qupit Rwpre
z Q_a[/: /\\—// ,)<,‘L f\’/
Date / Date / Date/ Date / Q9 A0 LS
Hara: 29.09.2025 Hata: 29.09.2025 Hata: 29.09.2025 ara: ;)' 7faé} V<

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Incia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CiN: L85195AP1984PLCO04507
www.drreddys.com




