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

®e
Dr. REddY,S ‘.o. Vill. Khol, Nalagarh Road, Baddi,

Diste. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.crreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product : Nise gel 1%, 50 g
Ipoaykr: Haiis™, ress aia HapyxkHoro npumerenns 1%, 50 r

Market / PbIHOK : Russia / Poccus

Batch No. / . V260278 Batch Quantity / . 23450.000 units /
Cepun Ne ) Pa3mep cepun " 23450.000 exnnin
Analytical Repo«rt No./ . 040003366508 Date of Analysis / . 17.04.2026
AHaanTHYECKIIT oTyeT No Jlara ananusa

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

JlaTta npou3BoacTea T'ogen o

Mfg. License No. /

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

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

Ne Test / [lokazaTean Result / Pe3yabTaTsl Specification / Hopma
1 Appearance / Onucanue Clear homogenous yellow gel, free fromClear homogenous light
particulate matter / Onnoponuslit npospaunsiityellow  to  yellow  gel,  free  from
renb  JkenToro  usera, cpobommelii  orparticulate matter / OnHopoaHsIi Mpo3pauHelil resb

MOCTOPOHHWX HaCTHIL OT CBETJI0-XKEJITOrO 10 KENTOro LBeTa, CBOGOAHbIiH

) OT MOCTOPOHHHX YACTHL]
2 [Identification / The retention time of the main peak in the The retention time of the main peak in the.
WaenTuduranns chromatogram of test solution should chromatogram of test solution should correspond to
corresponds to the retention time of the main the retention time of the main peak in the
\HPLC / BOXXX peak in the chromatogram of nimesulide chromatogram of nimesulide reference standard

reference standard solution / Bpems solution (section Assay). / Bpems yaep:kusaHus
\YAEpIKMBAHHA ~ OCHOBHOTO  MHKA  Ha OCHOBHOTO MUKA HA XPOMATOrPAMME HCTILITYEMOTro
XpOMAaTOrpamme  MCMBITYEMOTO  pacTBOpa pPACTBOPa JAOJDKHO COOTBETCTBOBATE BPEMEHH
COOTBETCTBYET  BPEMEHH  YIEP)KMBAHUA YIAEPXKMBAHMA OCHOBHOTO MHKA HA XPOMATOTpaMMe
OCHOBHOrO  MHKa Ha  XpOMAaTorpaMMe pacTBOopa CTaHgapTHoro ofpa3ua HHUMecynuaa

pacteopa CTaHAApPTHOTO obpasua (paznen «KonuuecTBeHHOE OnpeaeneHne)
HUMECYIHAA N
3  [Weight of package contents / According to the requirements. Not less than 50 g
Macca coaepxumoro 50g/50r / B cooTBeTcTBUU ¢ TpeboBanusmu, He menee 50
NAKOBKI i __ |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykt coorsercryer rpebosanusam HJ1 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[TonroToBneHo: [poeepeHo: IMposepeto (AOK): OnobpeHo: Oﬁecneqermbg kadyecTBa/OTBETCTBEHHOE
Pravesh Rana Pardeep Kumar Ajay Kumar Srivastava muo: () 4 [{@2V ¥ ag!

A el _g-\)/

(2
Date / Date / Date / Date / . Sk 5 T*
- (-w

Jlara: 17.04.2026 Jlata: 17.04.2026 Jlara; 17.04.2029_ Jlara:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vilf. Khol, Nalagarh Road, Baddi,
Disii. Solan, H.P., 173 205, INDIA
Tel : +21. 98166 56001-02
www.arreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Dr.Reddy’s “:’.

Product : Nise gel 1%, 50 g
Ipoayxt: Haiiz®, rens ans Hapyxunoro npumenenus 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V260278 Batch Quantity / . 23450.000 units /
Cepusi N ! Pasmep cepun ' 23450.000 eaunun
Analytical Repourt No./ . 040003366508 Date of Analysis / . 17.04.2026
AHanuTHYeCKHii oT4eT No JlaTa ananusa

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

JlaTa npon3BoacTBa Topen o

Mfg. License No. /

IIpousBoacTBeHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
JINUEeH3HsA Ne

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

4 pH

I

5.4

4.6106.0/0t14,6 no 6,0

5

Related substances /PoacTBeHHbIe NpUMeCH

1) Impurity A / Tlpumecs A

Below LOQ (LOQ = 0.06 %) / Huxe npenena
konuyecteeHHoro onpeaenenus (ITIKO =

0,06%)

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

2) Impurity B/ IIpumecs B

Not detected / He obHapy>xeHa

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

3) Impurity C/ ITpumecs C

Not detected / He o6HapyseHa

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

4) Impurity D / Ilpumecs D

Not detected / He o6HapyskeHa

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

5) Impurity E / ITpumecs E

Not detected / He oOHapyskeHa

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

6) Impurity F / I[Ipumecs F

Not detected / He oGHapyceHa

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

/ EnunuyHas

NpHUMECh

7) Highest Unknown Impurity

HEUJCHTUPHULHPOBAHHAS

Below LOQ (LOQ = 0.1 %) / Hwxe npenena
konnyecTBeHHOrO onpeaenenus (ITKO = 0,1%)

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

Remarks : The Product

confirms to ND/

IMpumeuanne: I[Ipoaykt cooTBeTcTByeT TpeboBanusam HJ|

Conclusion : APPROVED /
3aknwoyenue: OJJOBPEHO

Prepared by /
[ToAroToBaeHo:
Pravesh Rana

Checked by /
[IpoBepeHo:
Pardeep Kumar

—

<

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

By

Approved by: Quality Assurance/Authorized person /
Onobpeno: Oﬁecneqeuug KauecTBa/OTBETCTBEHHOE
NHLO: } ¢ lcomawn

(2.0

Date /
Hata: 17.04.2026

Date /
Jara: 17.04.2026

Date /
JlaTa: 17.04.2026

Date /

JlaTa:
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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: +91 98166 56001-02
www.arreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

MpoaykT: Haiiz®

Product : Nise gel 1%, 50 g
, TeJib AJ1s1 HapyYXHOTro npuMenenus 1%, 50 r

Market / Poinok : Russia / Poccus
Batch No. / . V260278 Batch Quantity / . 23450.000 units /
Cepus Ne > Pasmep cepun © 23450.000 exunun

Analytical Report No. /
AHaNTHTHYEeCKHH oTueT

N G 040003366508

JlaTa aHanuza

Date of Analysis /

: 17.04.2026

Date of Manufacture /
JlaTa npou3BoACTBA

: 04/2026

T'oaen ao

Date of Expiry /

: 03/2029

Mfg. License No. /
IIpousBoacTBeHHAst
JunieH3ua Ne

: MNB/05/263

MA number: / Homep PY

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

Analysis performed according ND No / Ananans nposenen no HJ Ne: JITI-Ne(001198)-(PT'-RU)-050525

IIpumeuanue: Ilponykr coorsercTByeT TpeboBanusam HJI

8) Total impurities / Below LOQ / Huxe npenpena 8) Not more than 1.5 % / He Gonee 1,5 %
CymMma npumeceit KOJIMYECTBEHHOTO OTpecIeHUS
6 Microbial contamination* / Muxpobuonoruyeckasn yucrora*
Total aerobic microbial count /
Ob11ee KOJIMIECTBO Not more than 10> CFU/g /
YKU3HECTTOCOOHBIX a3pOOHBIX NA He 6onee 10> KOE/r
MHKPOOPraHH3MOB
Total combined yeasts/molds NA Not more than 10' CFU/g /
count / O61uee yncio He 6onee 10' KOE/r
/IPOOKEBBIX U TIIECHEBBIX
rpubos
Pseudomonas aeruginosa = Absent in 1 g/ OtcytcTBHe B 1 T
| Staphylococcus aureus NA Absent in 1 g/ Orcyrcteue 8 1 1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akiaouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moaroronexo: ITposepeno: [TposepeHo (AOK): Onoﬁp : OGecnieyenne Ka‘ICCTBa/OTBeTCTBeHHOC
Pravesh Rana Pardeep Kumar Ajay Kumar Srivastava JIMLLO: ¥ el \Cﬁ/vu o

*‘J—-’:‘ —%\,,\..— &}9 s
Date / Date / Date / Date / / ’/Y
Jlara: 17.04.2026 Jlara: 17.04.2026 [lara: 17.04.2026 Jlara: —

Registered Office: 8-2-337,

Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com

CIN: LR5195AP1984PLCO0450
www.drraddys.com
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Dr. Reddy's Laboratories Ltd.
Forrmulation Unit-6

[ )
Dr. Reddy’s ‘.0. Vili, Khol, Nalagarh Road, Baddi,

Disti. Solan, H.P.,, 173 205, INDIA
Tel . +91 98166 56001-02
www.crreddys.com

CERTIFICATE OF ANALYSIS
CEPTNOUKAT AHAJIU3A

Product : Nise gel 1%, 50 g
I poayxt: Haitz®, rens ans Hapy»Horo npuMesenus 1%, 50 r

Market / PoiHok : Russia / Poccus

Batch No./ . V260278 Batch Quantity / . 23450.000 units /

Cepus Ne : Pasmep cepumu " 23450.000 eguHuLn

Analytical Repourt No./ . 040003366508 Date of Analysis / . 17.04.2026

AHAJTHTHYECKHI oTueT No JlaTa aHanu3a

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

JlaTa npousBoacTBa I'ogen go -
Mfg. License No. /

IIpou3BoacTBEHHASA : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)

Junenzus Ne

Analysis performed according ND No / Ananus ﬁ)oseﬂeu no H/1 Ne: JITI-Ne(001198)-(PI'-RU)-050525

7  |Assay/ KoJHuecTBeHHOE ] 9.0 to 11.0 mg of C;3H2N20sS (nimesulide) per

onpeaejiene 1 g of the product /
10604 g 116,04 wr 0t 9,0 no 11,0 mr Ci3H,2N20sS (vumecynun) B 1

T Mpenapara

8 Package / Ynakoska 50 g in a laminated aluminum tube equipped
with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a
carton. /

[lo 50 r B Ty6y W3 NaMUHUPOBAHHOTO
ATIOMUHUSA, CHaOXEeHHYI0 MeMOpaHOH ans
KOHTpOJISL mepBoro BCkpeiTHA. [To 1 Tybe B
nMayKky KapTOHHYIO € HHCTPYKUHMEH Mo
MPUMEHEHHIO (JIMCTKOM-BKIIbIILEM ). |

50 g in a laminated aluminum tube equipped with
tamper-evident membrane. 1 tube and patient
information leaflet (package insert) in a carton. /
ITo 50 r B Ty6y U3 TaMUHUPOBAHHOTO ATIOMHHHUS,
cHabKeHHY1I0 MeMOpaHOil Ui KOHTPOJIA NMEPBOTO
BekpbiTHA. Ilo 1 Tybe B mauky KapTOHHYIO C
WHCTPYKLIMEH 1O  TOpUMeHEeHHIO  (JIMCTKOM-
BKJIAZBIILEM).

* 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./

* [IpoBOIMTCA NPOUZBOAMUTENEM MPH BEIMYCKE MEPUOAUUECKH (C MHTEPBAJIOM B OJHO HcIbiTaHUe Ha 20 cepuii Wik He MeHee 1
paza B rox). [Tokazatens MoXeT ObITh He BKIIOYEH B cepTHUKAT aHaNH3a GUPMBI.

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

IIpumeuanne: Iponykt coorBercTRyeT TpeboranusM HJJ 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[MoaroToBNEHO: IMposepeHo: Ilposepeno (AOK): Onobpeno: Obecnevenye kauecTsa/OTBETCTBEHHOE

S— ! 3
Date / Date/ Date / Date /
Hara: 17.04.2026 JHara: 17.04.2026 Jlata: 17.04.2026 Hara: e

Pravesh Rana Pardeep Kumar Ajay Kumar Srivastava  |[n1wuo: G%_“‘MJ { A Lﬁ-D
/.{\_ﬁ_

L AR :

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CIN: L85195AP1984PLLCO04507
www.drreddys.com




Dr.Reddy’s “:'.

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Nise gel 1%, 50 g

Mpoayskr: Haiiz”, rens ans HapysxHoro npumerenus 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No./ . V260278 Batch Quantity / . 23450.000 units /
Cepus Ne ) Pa3snep cepun " 23450.000 exuuunn
Analytical Repo:‘t No./ . 040003366508 Date of Analysis / . 17.04.2026
AHanuTHuecknil oTueT Ne JlaTa anasnnsa

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

JlaTa mpon3soacTBa T'oaen o

Mfg. License No. /

IpousBoacTBeHHAsN : MINB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
JuneH3ua Ne

Analysis performed according ND No / Auaan3 nposeien o H1 Ne: JITI-Ne(001198)-(PI'-RU)-050525

API name / HaumenoBanue A®C:

Nimesulide / Humecynun

INN/MHH:

Nimesulide / Humecyina

API manufacturer batch number /
Homep cepun npoussoaunteiis ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Homep cepnu cydcranuuu nponssoantens IJIP:

FERAO00717

API Manufactured by & country /
IIpousoaurens AMC, crpana:

Mangalam Drugs and Organics Ltd., India /

Manranam [lpars sua Opravukce Jita., Maaus

Name, address, authorization No for  FP
manufacturing site / Control site / Release site /
HaumeHoBauue, aapec H HOMEp JIHLEH3HH
JIOLIA/IKH, OCYLIeCTBIISIIOIEeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan
(HP) 173205, India (license No MNB/05/263). /
[TpousBoacTBeHHOE noApazfenenye-6, Bumn. Kxonb, Hanarapx
Poyn, Banmu, Huctpukt Conan, X.I1., 173205, Unaus (JInueH3us

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/
[Mpumeuanne: [Mpoaykr coorsercrayer Tpebosanuam HJT

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
[MoarorossieHo:
Pravesh Rana

Checked by /
[Tposepeno:
Pardeep Kumar

<

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

A\

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
AMLO: (§ p

Date /
Jlara: 17.04.2026

Date /
JlaTta: 17.04.2026

Date /

Jlara: 17.04.2026

Date /
JlaTa:

WM/Z
v

y -

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
Tei: +91 98166 56001-02
www.arreddys.com

Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
Npoaykr: Haitz®, rens jns napyskHoro npumeHenus 1%, 50 r
Market / PoiHOK : Russia / Poccus
Batch No. / . V260278 Batch Quantity / . 23450.000 units /
Cepus Ne : Pasmep cepun © 23450.000 exuuun
Analytical Repovrt No./ . 040003366508 Date of Analysis / . 17.04.2026
AHAMUTHUYECKHH oTUeT Ne JlaTa anaauza
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029
JlaTa npou3BoACTBA T'open a0
Mfg. License No. /
ITponsBoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
anuenzna Ne
Analysis performed according ND No / Anasans npoBeaen no H/1 No: JITI-Ne(001198)-(PI'-RU)-050525

3aK/I04eHte 0 Co0TBeTCTBUM: «HACTOALMM 5 MTOATBEPXKAALO, YTO NPUBEASHHAsS BbILIE HHPOPMALUS SBNACTCS NOCTOBEPHOM U TOUHOM.
DTa cepus MPOLYKIMU Npou3BeAeHa (BKIIOYas yNakoBKy (MapKHPOBKY) M KOHTPOJb Ka4YECTBA) HA BBILLEYKAa3aHHOM MPOU3BOJACTBEHHOM
iomanke (iol@aakax) B MoJHOM COOTBETCTBHU ¢ TpeboBaHusMu [IpaBun Hansexariel NpoU3BOACTBEHHON MpakTHkK EBpasuiickoro
IKOHOMHUUECKOIO COK3a U TPeOOBAHUAMHK KOHTPOJIS KaueCTBa JIEKapCTBEHHBIX CPEACTB, a TaKXKe B COOTBETCTBUM CO CrielindUKALIUAMH,
COICPHKAIMMHUCS B PETHCTPALIMOHHOM JOChE€ CTPaHBI-MMIOpTepa. 3alMcH IO MPOU3BOACTBY, YNMAKOBKE M aHANM3Y MPOBEPEHHI, H
YCTAHOBJIEHO HMX COOTBETCTBHME TpeboBaHuAM [lpaBun Hamexauield MPOU3BOACTBEHHOW MpakTUkU EBpasuiickoro 3KOHOMHHYECKOro
COHO3an.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusam HJL

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[MoaroTosneHo: IlpoBepeHo: [Tpoeepeno (AOK): Onobpeny: Obecneuenue kauectsa/OTBETCTBEHHOE
Pravesh Rana Pardeep Kumar Ajay Kumar Srivastava  |[nuuo: (48 JOJ (COMAWA

c“)_f__——'-/ %’/‘k’ n 5 OD
Date / Date / Date / Date / " D %\qé (Voam -
Jlara: 17.04.2026 Jara: 17.04.2026 Jara: =

Hara: 17.04.2026

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 29939, Ernail: mail@drreddys.com
CIN: LR5195AP1884PLCO04507
www.drraddys.com



