Dr.Reddy’s €&¢

Dr. Reddy's Laboratories ttd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P, 173 205, INDIA
1545 56001-02

WL GTreddys.com
CERTIFICATE OF ANALYSIS
CEPTUHDPUKAT AHAJIN3A
Product : Nise gel 1%, 50 g
| Ipoaywr: Haiis®, rens ans vapyskuoro npumenenus 1%, 50 r
Market / PriHok : Russia/ Poccus
Batch No. / . V251000 Batch Quantity / . 23337.0 units /
Cepus Ne ) Pa3mep cepun " 23337.0equnnn
Analytical Repourt No./ . 040003235051 Date of Analysis / . 23.12.2025
AHaguTudgecknii oryet No Jara anann3a |
Date of Manufacture / . 12/2025 J\Date of Expiry / 11/2028
JlaTa npoH3BOACTBA I'open po
Mfg. License No. /
IlpousBoacrBeHHAsN : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
auueHznsa Ne
Analysis performed according ND No / Anaaus3 nposeger no HJT Ne: JITI-Ne(001198)-(PI'-RU)-050525

1

SR

- Appearance / Onucanue

MOCTOPOHHUX YACTHLY

I~

Identification /
HpenTnpukauus

HPLC / BO)KX

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

;T_est / TlokazaTenn Result / PesyabTaThl Specification / Hopma J
Clear homogenous light yellow gel, free fromClear homogenous light
particulate matter / Onuopoansiii npozpautbiiiyellow to yellow gel, free from

rejib CBETIIO-KENTOro iiBeTa, cBoOOAHLIE orparticulate matter / OnHoposablii MPO3payHEklii rem,;

| ael
OT CBETIIO-HENTOrO 210 KENTOr0 UBeTa, cBOOOIHHI
OT MOCTOPOHHUX YacTHL,

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 standard

reference  standard solution / Bpems isu]uljon (section Assay). / Bpems yuepsusanits|
yIepXKUBAHUS OCHOBHOT'O MMKa  Ha [OCHOBHOTO MUK HA XpOMATOrpamme ucanyemoro‘
XpoMaTorpaMMe  MCIBITYEMOTO  pacTBOpa pPacTBopa MOJMKHO COOTBETCTBOBATE  BPEMEHH
|COOTBETCTBYET  BPEMEHH  YAEPXKUBAHHs YACPKUBAHUA OCHOBHOI'O MAKA HA XpoMaTorpaMmme
OCHOBHOTO  INHKa Ha  XpOMAaTorpamme [pacTBopa CTasgaprHoro obpasua HHMeCylnia
pacTBopa CTaHAApPTHOTO obpasua (pazaen «KonuuecTBeHHOE OMPENETICHHE)
~ |Humecysuna - i
3  |Weight of package contents / |According to the requirements. Not less than 50 g
Macca cogep:kumMoro 51g/5lr / B COOTBETCTBUM C TpeboBaHusMH. He menee 50 |
~ lymakoBkwu ir
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: Ilponykt coorBercTBYeT TpeboBanusaM HJJ 3axuiouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[MoaroTosneHo: [TpoeepeHo: P IMposepeno (AOK): OnobpeHo: ObecneueHre kauecTBa/OTBETCTREHHOE JTHLIO:
Shagu}:" _||Pravesh Rana [ Amit Kumar A S UNIL KumM AR,
= “~ i N e ,4‘/‘/’
Date / Date / Date / Date / 2 L5015
Jara: 23.12.2025 Jara: 23.12.2025 Ilara: 23.12.2025 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, Email: mail@drreddys.com

CIN: L85195AP1884PLCO04507
www.drreddys.com




Dr.Reddy’s

s

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

ill. Khol, Natagarh Road, Baddi,
Distc. Salan, H.P, 173 205, INDIA
Tel 401 52155 56001-02
WWW.CTTEC IyE.c0m

Product : Nise gel 1%, 50 g
Iponyxr: Haiiz®, rens ans Hapyxworo npumenenus 1%, 50 r

Market / Prinok : Russia / Poceus

Batch No. / . V251000 Batch Quantity / . 23337.0 units /

Cepus No ) Pasmep cepun © 23337.0eanHun
Analytical Repovrt No./ . 040003235051 Date of Analysis / . 93.12.2025
AHanuTudeckHii oryer Ne Jlara anannza

Date of M anufacture / . 12/2025 Date of Expiry / . 11/2028

Harta npoMsBoacTsa Togen go

Mifg. License No. /

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

| Analysis performed according ND No / Anaaus nposeaes no HJL Ne: JITI-Ne(001198)-(PI'-RU)-050525

4 pH

| 5.7 4.6106.0/0T4,6 10 6,0

5

Related substances /PoacTBeHHbIe IpHMeEcH

1) Impurity A/ Ilpumecs A

Not detected / He 06HapymeHa 1) Not more than 0.2 % / He Gonee 0,2 %

2) Impurity B / IIpumecs B

‘Below LOD (LOD = 0.01 %) /
2) Not more than 0.2 % / He 6onee 0,2 %

Hroxe npenena o6Hapyxenus (ITO = 0.01 %)

13) Impurity C/ ITpumecs C

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

4) Impurity D / ITpumecs D

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

5) Impurity E / [pumecs E

Not detected / ve obHapyxeHa 5) Not more than 0.2 % / re 6onee 0,2 %

6) Impurity F / Ilpumecs F

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

/ Enunnunas

7) Highest Unknown Impurity

HEndeH L M MLUPUBAHHAN

7) Not than 0.2 % / e 6onee 0,2 %
Below LOQ (LOQ = 0.1 %) / Hmxke npeaena ) Not more than o / He Bonee A

knmuuecTReEHHATN anpenenenvs (TTKO =0 1%)

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

IMpumeuanue: [ponykr cooTBeTcTBYET TpeboBanuam HJJ 3axiouenue: ONOBPEHO

Prepared by / Checked by / ||Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[Moxrorornexo: [Mposepeno: £ [Mpoeepeno (AOK): Onobpeno: Obecneuenre kauecTBa/OTBETCTBEHHOE NHLO:
Shagg 3/ __||Pravesh Rana “/ Amit Ku@ E QUL Ky _YL

Date / Date / Date / Date / 214226825

Hara: 23.12.2025 Jara; 23.12.2025 Hara: 23.12.2025 Jlara:

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: L85195AP1284PLC004507
www.drreddys.com




Dr. Reddy’s Laboratories Ltd.

Formulation Unit-6

‘alzzarh Road, Baddi,
v, 173 205, INDIA
55 56001-02

i 2 0ys, et

Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A
[Product : Nise gel 1%, 50 g
Mpoaykr: Haiiz, rens anis HapykHoro npumerenus 1%, 50 r
Market / Poinok : Russia / Poccus
Batch No. / Batch Quantity / 23337.0 units /
: V251000 e
Cepus Ne Pazmep cepuu 23337.0eaunun
Analytical Repourt No./ . 040003235051 Date of Analysis / . 23.12.2025
AHanuTudeckuii oruet No JaTa ananansa
Date of M anufacture / . 12/2025 Date of Expiry / 11/2028
JaTta npoH3BoacTBa Toaen o
Mfg. License No. /
IlpousBoacTBeHHAs : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
annenzus Ne
Analysis performed according ND No / Anaans nposeacn no HI Ne: JII-Ne(001198)-(PI'-RU)-050525

! 8) Total impurities / Below LOQ / Hmxe npenena 8) Not more than 1.5 % / He 6onee 1,5 % B
Cymma npumecei KOJIMYECTBEHHOTO ONpeleNieHHs
6  Microbial contamination* / MuxkpobGHoaoruyeckasi Hucrora*
[Total aerobic microbial count /
Ob1uee KonU4YecTBO Not more than 107 CFU/g /
)KH3HECNOCOOHbIX a3pOOHbIX NA He 6Gonee 102 KOE/r
MHKPOOPraHH3MOB
Total combined yeasts/molds NA Not more than 10' CFU/g /
count / O6uree 4nco He 6onee 10' KOE/r
IPOOKEBBIX W TUIECHEBBIX
rpuboB
Pscudomonas aeruginosa Absentin 1 g/ OrcyrctBue B 1 1
NA
| iSmphylnmcnns anrens NA Absent in 1 g/ OrcyTeThRug B 1 1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoxykTt cooTBeTcTBYET Tpebopanusam HJ| 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
[Moareroeneso; |I[posepeno: f [Tposepeno (AOK): OnobpeHo: Obecneyenue kauecTpa/OTBETCTBEHHOE JIHLO:
Shagun Pravesh Rana l Amit Kumar \ Q AN
P E /N L U L KU y\” ,Q
> R L VML,
| [ 5
Date / Date / Date / Date / 32 ALY
Hara: 23.12.2025 Hara: 23.12.2025 Iata: 23.12.2025 ara:

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

o . .
Formulation Unit-6
? & .
Dr. Rﬁd dy S ‘ ® Vill, Khol, Nalagarh Road, Baddi,
‘ Dist. Solan, H.P, 173 205, INDIA
2l - +S1 $2165 56001-02
WWW.GTred ays.com
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Product : Nise gel 1%, 50 g
Hpoayxr: Haifz®, rens quin HapyxHOro npuMerenns 1%, 50r
Market / Puaox : Russia / Poccus
Batch No. / . V251000 Batch Quantity / . 23337.0 units /
Cepust No : Pa3zmep cepun © 23337.0eaunnn
Analytical Repovrt No./ - 040003235051 Date of Analysis / . 23.12.2025
AHnanuTndecknii oTyer Ne Jara ananusa
Date of M anufacture / . 12/2025 Date of Expiry / . 11/2028
JlaTa npoHIBOACTBA TIogen no
Mfg. Licemse No. /
IMponsBoxcTBeHHasS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)

NHueHsusa No

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

7 Agsz; /KoaudecTsennoe
onpemeieHHe
8 | Pack;ge / ¥Ynakoska

10.19 mg /10.19 Mr

9.0 to 11.0 mg of C13H12N20sS (nimesulide) per
1 g of the product /

Ot 9.0 10 11,0 mr Ci3H2N>05S (Humecynun) B 1
T ripenapara

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 TYy0y H3 NaMUHUPOBAHHOIQ
alOMHHHA, CHaOxeHHylo MemOpaHoH mans
KOHTpOJIA IepBoro BekpbiTHa. Ilo 1 TyGe B
Mayky KapTOHHYK) C HHCTpyKUue#l Mo
PUMEHEHHIO (JINCTKOM-BKIAZBILIEM).

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 112 TaMUHUPOBAHHOTO AMOMMWHHA,
cHabxeHHyI0 MeMOpaHoil A KOHTPOAS MEPBOro
BekphiTHs. Tlo 1 TyGe B nauky KapToHHYW C
HCTpYKUMEt N0 npuUMEeHeHUo  (AHCTKOM-
%Blma,m,x mem).

* 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./
* [IpoBOAKTCS NMPOUIBOIUTENIEM MPHU BBIILYCKE MEPUOAUIECKH (C UHTEPBAIOM B OHO UcrbiTande Ha 20 cepuil uiu He MeHee 1

pasa B rop). [lokasartens MoxeT ObITh He BKJIIOYEH B cepTH(HUKAT aHanu3a Gupmel.

Remarks : The Product confirms to ND/

[Ipumeuanue: Ipoaykt coorBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ [[Approved by: Quality Assurance/Authorized person /
[MoaroToeneHo; [Tposepeno: [Tposepeno (AOK): Onobpeno: Obecneuenne kayecTra/OTBETCTREHHOE JIULIO:
Shagun —  ||Pravesh Rana Amit Kumar -
18 = : | kA LUNTL Rum R

P !‘“ - / .
Date / Date / Date / Date / 20 L0
Hara: 23.12.2025 Hara; 23,12.2025 Iara: 23.12.2025 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Emaii: mail@drreddys.com
CIN: LR5195AP1284PLC0O04507

www.drreddys.com
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Dr.Reddy’s €3¢

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

Yili. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.B, 173 205, INDIA
Tel : 401 98166 5600102

CERTIFICATE OF ANALYSIS

CEPTHPHUKAT AHAJIM3A

Product : Nise gel 1%, 50 g

IMpoayxr: Haiiz®, rens ans HapyxHoro npumenenus 1%, 50 r

Market / Poinok : Russia / Poceus

Batch No. / . V251000 Batch Quantity / . 23337.0 units /
Cepua Ne ) Pa3mep cepuu " 23337.0eguHuI
Analytical Repovrt No./ . 040003235051 Date of Analysis / . 23.12.2025
AHaguTHUecKuil oTyeT Ne JlaTa ananun3za

Date of M anufacture / . 12/2025 Date of Expiry / 11/2028

JaTa npou3soacTBa TI'ogen g0

Mfg. License No. /
I[IponsBoacreenHasn
Jnuensun Ne

: MNB/05/263

'MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)

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

API name / Haumenopanue ADC:

Nimesulide / Humecynua

INN/MHH:

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepun npouspoautenss ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Homep cepun cyGcranuuu npouspoautess I'JID:

FERAO00717

API Manufactured by & country /
IIpoumsBoaurtenn ADPC, cTpana:

Mangalam Drugs and Organics Ltd., India /
Masnranam Hpars suj Oprauukc Jita., Mnaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmenoBaHue, aapec 4 HOMep JHIEH3HH
IJIOIAAKH, OCYLIeCTBIIS IO el

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan
(HP) 173205, India (license No MNB/05/263). /
IIpouspoacTBeHHoe noapazaeneHue-6, Bum. Kxons, Hanarapx
Poyn, bannu, Juctpuxr Conan, X.I1., 173205, Uaaus (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 Furasian 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/ Conclusion : APPROVED /
IMTpumeuanne: IponykT coorsercTByeT Tpedopanmnam HJT 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
IToaroroieHo: IIpoBepeHo: ) ITposepeno (AOK): Onobpero: Obecneuenne katecTBa/OTBETCTREHHOE JIHLO!
Shagun Pravesh Rana Amit Kumar
; e ( I Un

&~ [ A v i

Z 4 | il ~]
Date / Date / Date/ Date / R
Jara: 23.12.2025 Jara: 23.12.2025 Mara: 23.12.2025 Jara:

Registerad Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLCO04507
www.drreddys.com




Dr.Reddy’s

s

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Will. Kkhol, Malagarh Road, Baddi,
Disti, Soian, 1L.E, 173 205, INDIA
s 50:001-02

Product : I\Tiggel 1%,50 g
Mpoaywr: Haiis®, rens ana sapyxHoro npumenenns 1%, 50 r

Market / Priok

: Russia / Poccus

Batch No. / . V251000 Batch Quantity / . 23337.0 units /

Cepusi N : Pazmep cepuu * 23337.0eaunnn
Analytical Repourt No./ . 040003235051 Date of Analysis / . 23.12.2025
AHajquTuseckmi oTuet Ne JaTa ananausa

Date of M anufacture / . 12/2025 Date of Expiry / 11/2028

JlaTta npoM3BOACTBA Togen o

Mfg. Licemse No. /

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

auuensus Ne

Analysis performed according ND No / Auaans nposeieu no H/ Ne: JITI-Ne(001198)-(PT-RU)-050525

3ak0yeHHe 0 cooTBeTcTBHM: «HacTosAIINM 51 MOATBEP>KAAL0, YTO NPUBEACHHAs BhILIe HH(OpPMALH ABNAETCA JOCTOBEPHON U TOUHOH.
DTa cepusl NPOAYKIMH MpoH3BeacHa (BKIIIOYas YHIaKOBKY (MapKUPOBKY) M KOHTPOJIb KayecTBa) Ha BBILLEYKA3aHHOH MPOM3BOICTBEHHOMN
nnomanke (miouankax) B MoJJHOM COOTBETCTBUHM ¢ TpeboBaHusaMH [Iparun Hanjexalel npou3BoacTBEHHOM npakTuku EBpa3suiickoro
3IKOHOMHHECKOTO COl03a U TpeGOBaHUAMH KOHTPOJIS KaueCTRa JIeKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBUU CO CMeLMUKALUSAMH,
coliepalllUMKUCS B PErHCTPALMOHHOM HOChE CTPaHbI-MMMOpTEpa. 3amycd MO NMPOU3BOACTBY, YMAKOBKE M aHalM3y IPOBEPEHbl, U
YCTAHOBJIEHO HUX COOTBETCTBHME TpeboBaHWAM IIpaBui Hamnexaried MPOW3BONCTBEHHON mMpakTHkU EBpa3uiickoro 3KOHOMHUYECKOro

COro3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
pumeuanue: ITpoaykt coorBeTcTBYET TpeboBaHusam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
[MoarorosneHo: [IporepeHo: " IMposepeno (AOK): Onobpeno: Obecneuenue kauecTBa/OTBETCTREHHOE NHLIO:
bhagu%}{ P Pravesh Rana p L Amit Kum\ar kg ()H) L Rum™ AL
e <
Date / Date / Date/ Date / D UNLAOIS
JlaTa: 23.12.2025 Hara: 23.12.2025 Tara: 23.12.2025 JlaTa:

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: L8§5195AP1984PLC004507
www.drreddys.com





