Dr.Reddy’s 'f:"

Dr. Reddy's Laborateries 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 AHAJTIU3A

Product : Nise gel 1%, 20 g

Ipoaykr: Haiiz", reas ans HapyskHoro npuMeHenms 1%, 20 r
poa) P} P

Market / Puinok : Russia / Poccus

Batch No. / . V250921 Batch Quantity / . 60000.000 units /

Cepusn Ne ) Pasmep cepun " 60000.000 eauuuL
Analytical Repourt No./ . 040003201231 Date of Analysis / . 30:11.2025
AHaJIHNTHYeCKH oTYeT No Jara ananusa

Date of Manufacture / . 11/2025 Date of Expiry / 10/2028

JlaTta nponssoaerea I'ogen no

Mfg. License No. /

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

auneH3suna Ne

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

Ne Test / Iloxazarens Result / PezynbTaTh! Specification / Hopma
1 Appearance / Onucanue Clear homogenous light
vellow to yellow gel, free from

Clear homogenous yellow gel, free from particulate
matter / OMXHOPORHBIA MPO3PAYHBIHA Teflb KCTTOTO
uBeTa, CBOOOAHBIA OT MOCTOPOHHHUX YACTHII

particulate matter / OQHOPOAHBIN NPO3padHbIA reb 01
CBETI0-MCITOTO A0 JKENTOro 1BeTa, CBOGOOHBIH 01
MOCTOPOHHIX YacTULl

2 Identification /
Hienruduranns

HPLC / BOXKX

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 ynepxnBanus 0CHOBHOTO MUKA Ha
\pomarorpaMme HCIIBITYEMOTO pactBopa
COOTBCTCTBYET BPEMEHHU YISPXKUBAHUS OCHOBHOIO
I1HKa Ha XPOMATOrpaMMe PacTBOPA CTAHIAPTHOrO
00pasiia HIMecynuaa

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|
stundard solution (section Assay). / Bpems viepxunmiis
OCHOBHOTO MHMKa HAa XpOMATOrpamMMe  HCHbITYEMOro
pacTBOpa JIOJIKHO COOTBETCTBOBATh BPEMCHH
YACP)KMBAHUS OCHOBHOTO [HKA HA XPOMATOrPaMMe
[PACTBOPA CTaHIApTHOTO 00pa3la HHMECYIunaa (pasjten
«lonuaecTentoe onpeneneHue»)

3 Weight of package contents /

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

20g/20r =
Macea coj1epiRuMoro ynakogxn COOTBETCTRIM C Tpebosannami. He menee 20 r |
4 pH 4.6 t0 6.0 /01 4,6 10 6,0
54
|

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
lpumeyannue: INpoaykr coorsercTyer TpeGosanmnam HJJ 3aknouenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / ([Approved by: Quality Assurance/Authorized person /
[MoaroTtosneHo: [Mpoeepeno: Ilposepeno (AOK): |[OnoGpeno: Obecneuente kauecTBa/OTBETCTBEHHOE JIUILIO:
Ashish Kumar Rama Kant Amit Kumar

7 L) % / /'\ /_h: ;

' dulud [ el
Date / _ Date / Date / Date / I
Jlata: 02.03.2026 Jlata: 02.03.2026  ||Hara: 02.03.2026  ||/ata: 6l—ol-202

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘f

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJTU3A

Product : Nise gel 1%, 20 g

IMpoayxr: Haiis®, rens ans uapyxHoro npumenenus 1%, 20 r

nuueH3usg Ne

Market / Poinok : Russia / Poccust

Batch No. / . V250921 Batch Quantity / . 60000.000 units /

Cepust Ne ) Paszmep cepun © 60000.000 equHumIy
Analytical Repovrt No./ . 040003201231 Date of Analysis / . 30.11.2025
AHanuTHyeckuii oTyeT No JlaTa ananunsa

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2028

JlaTa nponsBoacTea I'ogen no

Mfg. License No. /

IIpousBoacTBEeHHAR : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)-(PI'-RU)

Analysis performed according ND No / Auanns nposeacn no HJI Ne: JITI-Ne(001198)-(PI-RU)-050525

5
Related substances /PoacrBennblie npumecu

1) Impurity A / ITpumecs A

Not detected / He oGHapyxeHa

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

2) Impurity B / TIpumecs B

Not detected / e obHapyxeHa

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

3) Impurity C/Ipumecs C Not detected / He o6HapyxeHa 3) Not more than 0.2 % / ne 6onee 0,2 %
4) Impurity D / [Ipumecs D Not detected / He 0GHapysxeHa 4) Not more than 0.2 % / ue Gonee 0,2 %
5) Impurity E / [Ipumecs E Not detected / He 06HapyxeHa 5) Not more than 0.2 % / ne 6onee 0,2 %
6) Impurity F / [Ipumecs F 6) Not more than 0.2 % / we Gonee 0,2 %
Not detected / He 0OHapyxeHa
7) Highest Unknown Impurity / 7) Not more than 0.2 % / ne 6onee 0,2 %
EnuHnunas
HeMAEHTHGULMPOBAHHAS _ o o
e Below LOQ (LOQ 0.1 %) / Huxe npenena

konudecrseHHoro onpenencuua (ITKO = 0.1 %)

Remarks : The Product confirms to ND/
IIpumeuanne: IlpoaykT coorBercTByeT TpeOoBanuam HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||[Approved by: Quality Assurance/Authorized person /
Moarorosneno: IMposepeno: [Tpoeepeno (AOK): ||Onobpeno: Obecneuenue kauectsa/OTBETCTBEHHOE JIMLO:
Ashish Kumar Rama Kant Amit Kumar 7 s }Q—ﬁ
B ["agt TR A2
= o= i =
Date / Date / Date / Date /
_ : ~2.01+6
Jlara: 02.03.2026 Jlara: 02.03.2026  ||lara: 02.03.2026  ||Hara: Ch il

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India

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



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANTU3A

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

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

Product : Nise gel 1%, 20 g

Mpoayxr: Haii3®, rens anis HapyxHoro npumeHenus 1%, 20 r

Market / Peinok : Russia / Poccus

Batch No. / . V250921 Batch Quantity / . 60000.000 units /

Cepusi Ne ) Pa3zmep cepun " 60000.000 enuHULL
Analytical Repovrt No./ . 040003201231 Date of Analysis / . 30.11.2025
AHAJIUTHUYECKHIH oTUeT Ne JlaTa aHa/in3a

Date of Manufacture / . 11/2025 Date of Expiry/ 10/2028

[ata nponsBoacTea Topen xo

Mfg. License No. /

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

Analysis performed according ND No / Ananu3 nposeaen mo HJ Ne: JITI-Ne(001198)-(PI'-RU)-050525

8) Total impurities /
Cymma npumeceit

Below LOQ / Huxke npeiena KOMHYECTBEHHOTO|
OIIpeNeNICHUA

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

Microbial contamination* / Mukpo6uosiornueckasi uucrora*

Total aerobic microbial count /
O0111ee KOJIHYECTBO
PKH3HECIIOCOOHBIX a3pOOHBIX
MHKPOOPraHM3MOB

Total combined yeasts/molds count /

OOb1Lee YUCTIO OPOKIKEBBIX U
IUIECHEBBIX rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absentin 1 g/ OtcytctByerB 1 T

Absent in 1 g/ OrcyrcrByerB 1 1

Not more than 107 CFU/g /
He 6onee 10> KOE/r

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

Absentin 1 g/ OrcytcTBie B 1 ¢

Absentin 1 g/ OtcytcrBue B 1 1

7 Assay / Konndecreennoe
onpenesienue

10.11 mg/ 10.11 mr ;

9.0to 11.0 mg of C13H12N20sS (nimesulide) per 1 g of
the product /
Ot 9,0 o 11,0 Mr C13H12N20sS (aumecynun) B I r

|npenapaTa

Remarks : The Product confirms to ND/

IIpumeqanne: IIpoaykT cooTBeTCTBYET TpeboBaHuaM HJT

Conclusion : APPROVED /
3akiouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[ToaroToBieHO: Tpoeepeno: ITposepeHo (AOK): |[Omo6peno: ObecneueHne kauecTra/OTBETCTBEHHOE JIMLO:
Ashish Kumﬁif Rama Kant 9\ Amit K\ur& . M
| 494 ] ‘ ( /;.-\ C
S Qo> | N2 \ N —
Date / Date / Date / Date /
Ilata: 02.03.2026 Tara: 02.03.2026  |[dara: 02.03.2026  ||dara: &L 03~2024

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




Vo Dr. Reddy's Laboratories Ltd.
! % Formulation Unit-6

Dr. Reddy s ‘_0 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIA3A

Product : Nise gel 1%, 20 g
Npoayxr: Haii3®, rens st Hapy»xHOro npumeHeHds 1%, 20 r

Market / PbiHOK : Russia / Poccus

Batch No. / . V250921 Batch Quantity / . 60000.000 units /

Cepus Ne ’ Pa3mep cepuu " 60000.000 enuHMLL
Analytical Repovrt No./ . 040003201231 Date of Analysis / . 30.11.2025
AHanuTHYeCKHIi oTyeT No Hara ananuza

Date of Manufacture / . 11/2025 Date of Expiry / 10/2028

Hata npoussoacrea Toaen 10

Mfg. License No. /

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

Analysis performed according ND No / Auanns nposeacn no H/Q Ne: JITI-Ne(001198)-(PI'-RU)-050525

,.r. . . . e - . = 1
PAYg in 2 _lammated T iam0 LTS Goer] V.mh 20 g in a Jaminated aluminum tube equipped with tamper-
tamper-cvident membrane. 1 tube and patient

. : . . 1 > s and patient infi i af
fissmtion leatlet (package insert) in a carton, / cvident membrane. | tube and patient information leaflet

package insert) in a carton, /
Ilo 20 r B TyOy W3 1aMUHHPOBAHHOTO ANMIOMUHUA, = .
= » Mo 20 r B Ty0y H3 AAMHHHPOBAHHOTD ATIOMHHHA,
(cHAOKeHHYH MeMOpaHON A/ls KOHTpOJs MepBOro = = i
icHa0meHHy10  MeMOpanoii 1ng  KOMTPONA  MepBoro

perpsttun. [To 1 TyGe B mauyky KapTOHRYHO C | = 5
: o pekpsitys. [lo | Tyde B mavKy KapTonnyIo ¢ HHCTPYKUHEH
MHCTPYKUHCH no NPUMCHEHHUIO + o by

(JMcTKOM- | e
) {110 ITPHMEHEHUIO (UCTKOM-BKIAIBITIEM ).
o BRIAILBILLEM). |
* 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./
* IlpoBoauTes NPOM3BOAMTENEM MPH BBITYCKE IIEPUOAHYECKH (C MHTEPBAIOM B OAHO MCIbITaHWe Ha 20 cepuil Ui He MeHee | pasa B rox).

s | Package / YnakoBka

ToxasaTens MOXET OBITh HE BIJIIOUEH B cepTUdHKAT aHanu3a QupMmsl.

API name / HaumenoBanue ADC:

Nimesulide / Humecyun

INN/ MHH:

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussoauteas ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Homep cepun cy6eranuuu npoussoaurens I'JId:

FERA00717

API Manufactured by & country /
IIpouzsoautens APC, crpana:

Mangalam Drugs and Organics Ltd., India /
Manranam [Jlpars sug Opraunuxc JIta., Unans

Name, address, authorization No for =~ FP manufacturing
site / Control site / Release site /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
India (license No MNB/05/263. / [lpousBoacTBeHHOE TIoApa3aeieHue-6, Bum.

Remarks : The Product confirms to ND/
IMpumeyanue: [poaykr coorsercTByeT Tpebopanuam HIT

Conclusion : APPROVED /
3akaiouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ |{Approved by: Quality Assurance/Authorized person /
lNogroroenexo: [IpoBepeHno: [Mporepeno (AOK): ||OnoGpeno: Obecneuenve kauecTea/OTBETCTBEHHOE JIULO:
Ashish Kumar Rama Kant Amit Kumar :
e A NN
| Vs
Date / Date / ' Date / Date /
Jlara: 02.03.2026 Jlata: 02.03.2026  ||ara: 02.03.2026  ||Hdara: 62 o3~2016

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
C!IN: L85195AP1984PLC0O04507
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 : +91 981€6 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise gel 1%, 20 g

Mpoayser: Haiis™, rens ana napyxHoro npumenenus 1%, 20 r

Market / PoiHox : Russia / Poccus
Batch No. / Batch Quantity / 60000.000 units /
1 V250921 :
Cepus No Pa3zmep cepun 60000.000 epnnuL
Analytical Repovrt No./ . 040003201231 Date of Analysis / . 30.11.2025
AHanuTHYECKHi oTyeT Ne JlaTa ananu3sa
Date of Manufacture / - 11/2025 Date of Expiry / . 10/2028
Jata npousBoacTna T'ogen xo
Mfg. License No. /
IIpousBoacTBeHHasi : MNB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PT-RU)
Juuen3zusa Ne

Analysis performed according ND No / Anasau3 nposeacn no H/I Ne: JIIT-Ne(001198)-(PI'-RU)-050525

HaHMeHOBaHHe, ajpec 1 HOMEp THUEH3UH ILJTIOUIARKH,

OCYUIECTB/IAI I ECH

Kxoib,

Hanarapx Poyn, bamnu, Quctpuxt Conan, X.I1., 173205, Uagua
(JIuuensus 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 establishedy. /

3axmouenne o cooTBeTcTBHY: «HacToAIMM 5 NOITBEPXKIAIO, YTO IPUBEZEHHAS BhIIE HHYOPMAIlKS ABJIAETCS JNOCTOBEPHOM M TOYHOM. 3Ta cepus
TIPOAYKIHH TIPOU3BEACHA (BKIIIOYas yaKOBKY (MapKUPOBKY) M KOHTPOJb KAYeCTBa) Ha BHUIIEYKA3AHHON MPOM3BOACTBEHHOM MIomanke (mioLankax) B
TIOJIHOM COOTBETCTBHH ¢ TpeGoBanusmu ITpaBun Hajnexallel Npou3BOACTBEHHON NpakTHKY EBpasnuiickoro 5KOHOMHYECKOTO €O103a ¥ TpeGOBaHUAMU
KOHTPOJIS Ka4yecTBa JICKAPCTBCHHBIX CPECTB, & TAKXKE B COOTBETCTBMH CO CHEUMQUKAIMAMHU, CONCPKALIUMHICI B PETHCTPALMOHHOM JOCHE CTpaHbI-
MMIIOpTepa. 3allMch 1O MPOU3BOACTBY, YNAKOBKE W aHAIM3y NPOBEPEHLI, M YCTAHOBIEHO HMX COOTBETCTBHE Tpefopanuam [IpaBun mapnexareit

[IPOU3BOACTBEHHOM NpakTHKH EBpasuiickoro 35KOHOMUYIECKOTr0 COI03a».

Remarks : The Product confirms to ND/
[Ipumeuanue: Ilponykt cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenune: OJJIOBPEHO

Prepared by /
IloaroroseHo:
Ashish Kumar

Checked by /
ITpoeepeno:
Rama Kant

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

—

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenre kavecTBa/QTBETCTBEHHOE JULO:
) e\
( N\

P
Date /

JHara: 02.03.2026

bt

Hara: 02.03.2026

Date /

Hara: 02.03.2026

Date /

HaTa: OFL—F‘CZ'\%M

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




