Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ;461 ©2166 52001-02

www.drreacys.com

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product : Nise gel 1%, 50 g
\Ipoayxr = Haisz®, rens ans vapyxuoro npumeHenus 1%, 50 r

Market / Pornok

: Russia / Poccust

Batch No./ . V251002 Batch Quantity / . 23430.0 units /

|Cepus Ne ) Pasmep cepun " 23430.0egunun
Analytical Repovrt No./ . 040003237417 Date of Analysis / . 23.12.2025
AHaJuTHHecKHil oTyeT Ne Jata ananuza

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

Jata npom3goacTea Togen xo

Mfg. License No. /

IlpoussoacTBeHHasi : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI™-RU)
JnueH3ust Ne

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

N | Test / Ilokaszatens
1 | Appearance/ Onucanue

| Result / PesyabTaThl

Clear homogenous light yellovs; gel, free fromFlear
particulate matter / OnHoponHelit mpo3paunsiiiyellow  to
renb CBETJIO-KEITOro I[BeTa, CBOOOAHBIN oTparticulate matter / ONHOPOAHBIA NPO3PaUHBIif renk

Specification / Hopvma ]
homogenous light
yellow gel, free from|

2 Identification /

HPLC / BO)XX

l

HaenTupuxauus

3 Weight of package contents /
Macca cogep:;kUMOro

YOaKOBKH

MMOCTOPOHHUX HaCTUL{

bT CBETJIO-KEJNITOro 40 »KEJITOro UBETA, CBOGOHHBIW

i
OT NOCTOPOHHUX HacTHUL

|

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

The retention time of the main peak in thel

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 solution (section Assay). / Bpems ynepkuBanus
lynep>KuBaHHUs OCHOBHOTO nuKa Ha OCHOBHOIO MHKa Ha XpOMATOTPaMMe HCIIBITYeMOro
[XpOMaTorpaMMe  HCIIBITYEMOrO  pacTBOpa pacTBOpa MO/DKHO COOTBETCTBOBATH BPEMCHM
COOTBETCTBYET  BPEMEHH  YIECPXKMBAHUA YAEPXKHBAaHH OCHOBHOIO MHMKa Ha XpOMaTorpaMMe
OCHOBHOTO ~ MHKa HAa  XpOMaTOrpamMMe pacTBOpa CTaHAapTHOro ofpasua HUMeCynuaa
pacTBopa CTaHJAPTHOTO obpasua (pasgen «KonuuecTBeHHOE onpenesieHHe»)
|HMMecynuna 7 -
According to the requirements. Not less than 50 g
50g/50r / B cootBetcTBHH C TpebosaHusmu. He menee 50

Ir

Remarks : The Product confirms to ND/
IIpumeuanue: ITponykt coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
[Toarorosneso: [1poBepeHo: 9 [posepeno (AOK): Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE JIHLO:
Yogesh Chauhan ~ Pravesh Rana i/ Amit Kumar LQue\L Ky R
N [N =" .
/ ‘ / a / el »(v,\
Date / Date / Date / Date / 211 21005
Ilara: 23.12.2025 Jlata: 23.12.2025 Iara: 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: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

.. @
Dro Reddy S .. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA
Tel - +91 08166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise gel 1%, 50 g
Ipoaykr: Haiis™, rens aist napyskHoro npumenenus 1%, 50 r

Market / Prinox : Russia / Poccus

Batch No. / . V251002 Batch Quantity / . 23430.0 units /

Cepus Ne ’ Pa3mep cepun * 23430.0eguHun
Analytical Repourt No./ . 040003237417 Date of Analysis / . 23.12.0025
AHanuTu*ecKhnii oTueT Ne JlaTa anananza

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2028

JlaTa npoM3BoACTBA I'opeH 1o

Mfg. License No. /

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

Analysis performed according ND No / Asaau3s nposeaen no H/I Ne: JITI-Ne(001198)-(PI'-RU)-050525

4 [pH [ 5.4 4.6106.0/0T4,6 10 6,0
. Related substances /PogcTBennsie npuMecu
1) Impurity A / Ilpumecs A Not detected / He o6Hapy»xeHa 1) Not more than 0.2 % / ve 6onee 0,2 %
2) Impurity B / IIpumecs B Below LOD (LOD = 0.01 %) /
2) Not more than 0.2 % / ve 6onee 0,2 %
Huxe ripenena obuapyxenuns (ITO = 0.01 %)
3) Impurity C/ IIpumecs C Not detected / He o6HapyxeHa 3) Not more than 0.2 % / ve 6onee 0,2 %
4) Impurity D / Hpumecs D Not detected / He 06HapyxeHa 4) Not more than 0.2 % / ne 6onee 0,2 %
5) Impurity E / Ilpumecs E Not detected / He obHapyxeHa 5) Not more than 0.2 % / ue 6onee 0,2 %
6) Impurity F / ITpumecs F Not detected / He o6Hapyxena 6) Not more than 0.2 % / ve 6onee 0,2 %

7) Highest Unknown Impurity 7) Not more than 0.2 % / ne 6osiee 0,2 %

/ EnuHu4Has
HEHMAEHTH(PUUHMpPOBaHHAs

Beluw LOQ (LOQ — 0.1 %) / IInae upeacia
konHdyecTBeHHOro onpenesenus (ITIKO = 0.1%)

. NIpUMECh
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [IpoaykTt coorBeTcTBYeT TpeboBaHusM HJI 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/  [|Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: [Mpoeepeno: / 4 [Tposepeno (AOK): Onobpeno: Obecneuenue kavecTBa/OTBETCTBEHHOE JIHLIO:
Yogesh Chauhan 7 Pravesh Rana Amit Kumar

R 7 ] A Qunit  Kum A

{' / '/." / -— < V\'/l

Date / Date / Date / Date / 3400
Jara: 23.12.2025 Hara: 23.12.2025 Jara; 23.12.2025 Iara:

Registered Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €&¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel 1461 81646 55001-02

wwiv.ditedcdys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Nise gel 1%, 50 g
Tpoayxr: Haiiz®, rens s HapyxHoro npumenenus 1%, 50 r

Market / Poinox

: Russia / Poccus

JIuueH3us Ne

Batch No./ . V251002 Batch Quantity / . 23430.0 units /

| Cepus Ne i Pasmep cepun " 23430.0exnnnu
Analytical Repovrt No./ . 040003237417 Date of Analysis / . 23.12.2025
AHanuTHYecKHnii oTyeT Ne JlaTa aHaJu3a

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2028

Jara npouspogcrea T'oxen no

Mfg. License No. /

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

Analysis performed according ND No / Anaau3s nposesen no HJL Ne: JITI-Ne(001198)-(PT-RU)-050525

) Total impurities /
CymmMma npumecei

Below LOQ / Huxe npenena
KOJINYECTBEHHOTO ONPEAEiEHUA

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

6 Microbial contamination* / Mu

KpoGHoIorHYecKasi YucToTa™

Ob11ee KOIMYECTBO

Total aerobic microbial count /

YKU3HECTTOCOOHBIX a3pOOHBIX

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

NA
MMKPOOPraHH3MOB
Total combined yeasts/molds NA Not more than 10' CFU/g /
count / Obiee yucio He 6onee 10' KOE/r
MPOXIKEBBIX H TIECHEBBIX
rpu6oB
Pseudomonas aeruginosa - Absent in 1 g/ OrcyrctBue B 1 1
A
Staphylococcus aureus | NA Absent in 1 g/ OrcytcTeue B 1 1 R
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanune: INpoaykr cooreercreyet Tpebopannam HI 3arawyenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) /  [|Approved by: Quality Assurance/Authorized person /
[ToaroTosneHo: ITposepena: ] [Tposepeno (AOK): OnoGpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE JIULO:
Yogesh Chauhan/”  |IPravesh Rana j / Amit Kumar &U*‘“ L Ky A
.M ’I\-/
Fi il £
Date / Date / Date / Date / 201 1=l s
Jara: 23.12.2025 Hara: 23.12.2025 Jlara: 23.12.2025 Iara: .

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, !ndia
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

. @6
DI’. Red dy S ‘. Vill. Khol, Nalagarh Road, Baddi,

Distt. Salan, H.P., 173 205, INDIA
Tel ;491 02166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product : Nise gel 1%, 50 g
Iponysxrz Haiis®, rens st napysuoro ripumerenus 1%, 50 r
Market / Poinox : Russia / Poccus
Batch No. / . V251002 Batch Quantity / . 23430.0 units /
Cepust Ne ) Pa3mep cepun " 23430.0eaununu
Analytical Repovrt No./ . 040003237417 Date of Analysis / . 23.12.2025
AnannTHdecknii oTuet No JaTa ananusa
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2028
JlaTa mpoM3BOACTBA I'ogen no
Mfg. License No. /
IIpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
Junenzust Ne

Analysis performed according ND No / Anaians nposeaen no HJ/L Ne: JITI-Ne(001198)-(PI'-RU)-050525

17 Assaﬁoau@cmennoe ‘ ;9.0 to 11.0 mg of C;3H2N205S (nimesulide) per —}
onpeJeaeHHe '1 g of the product /
10.15mg /18,13 mr 0719,0 10 11,0 Mr Ci3Hj2N205S (mimecyun) 8 1 '
I i B Ir mpenapara -
B ‘ Fackage/ ¥ nawoniei SQ £18 A lamlqated Afiinum Ribe sqmppen 50 g in a laminated aluminum tube equipped with
with tamper-evident membrane. 1 tube and ) v .
i ) . . famper-evident membrane. 1 tube and patient
patient information leaflet (package insert) in a . : v : i
information leaflet (package insert) in a carton. /
carton. / =
[To 50 r B Ty0y M3 NAMHHHPOBAHHOIO AMOMHHUA,

[To 50 r B Ty0y H3 /NaMHUHUPOBAHHOIO | = -
= lcHaOeHHy10 MeMOpaHoi Ut KOHTPOJA NepBoro
AMIOMHHHS, CHabXXeHHYr0 MeMOpaHoW nns =
sekpeiTHa. [lo 1 TyGe B nauky KapToHHYKO C
KOHTpoNs nepBoro BekpeiTha. [To 1 TyGe B v
) o HWHCTPYKUMEH 10 ApUMeHeHHO  (JHCTKOM-
Mayky KapTOHHYIO C HHCTpyKUMEH IIo
BRAAIBILIEM ).

|

[IpUMEHEHHIO (JIMCTKOM-BKIAMBILIEM).

* 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./
* TTpananuTes MPOMAROAHTONAM TRH ALY OIA TANHANIHTACKH (6 HITAPRATOM R QTN HCATITAINE 1A 20 cepiii W He MeHee |

pasa B ron). [lokazarens Moxer GbITh He BKIIIOYEH B cepTH(HKAT aHaM3a GUpMBL.

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

[Ipumeuanue: [IponykT cooreercTByeT Tpebopanuam HJL 3axaiouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[Moarorosnexo: Ipoeepeno: ' Mpoeepero (AOK): Onobpeno: Obecnieyenue kauecTBa/OTBETCTBEHHOE JIMLIO!
Yogesh Chauhans Pravesh Rana / Amit Kumar ¢ QUNI L Kum AV

Date / Date / Date / Date / 9114L-L0LS

ara: 23.12.2025 Jlata: 23.12.2025 Hara: 23.12.2025 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PiLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

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

Vili. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel - +91 02166 5600:1-02
www.drreddys.corm

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

Product : Nise gel 1%, 50 g
INpoaykt: Haitz®, resis ans HapyxkHoro ripuMeHenus 1%, 50 r

Market / Poinok

: Russia / Poccus

Batch No./ . V251002 Batch Quantity / . 23430.0 units /

Cepus Ne ’ Pasmep cepuu © 23430.0exmHuiy
Analytical Repovrt No./ . 040003237417 Date of Analysis / . 23.12.2025
AuanuTnyeckHil oTuer No Hara ananusa

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2028

Jara npou3soacTBa Topen g0

Mfg. License No. / |

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

JMueH3ust Ne

Analysis performed according ND No / Anasmz nposegen no H/L Ne: JITI-Ne(001198)-(PI'-RU)-050525

API name / Haume

HoBaHHe ADC:

Nimesulide / Humecynun

INN/ MHH:

Nimesulide / Humecynun

API manufacturer

batch number /

Homep cepun nponspoautens ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Howmep cepun cy6cTanunu npoussoautes [JID:

FERA00717

API Manufactured by & country /
Ilpouseogurenn APC, crpaHa:

Mangalam Drugs and Organics Ltd., India /

Masnranam Jpar3s sun Opranukc Jita., Mnaus

Name, address, authorization No for
manufacturing site / Control site / Release site /
HaumeHoBaHHe, aipec H HOMep JHUEH3HH

IJIOIAAKH, OCYLIeCTB/ISIIOM e

FP

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan
(HP) 173205, India (license No MNB/05/263). /
[IpousBoacTBeHHoe nonpasaencuue-6, Bumn. Kxons, Hanarapx
Poyn, banau, Huctpuxr Conan, X.I1., 173205, Uugus (Jlnnenzus

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/ Conclusion : APPROVED /
I pumeuanue: Ilponykr coorsercTByeT TpeboBaHuAM H/J 3aknovenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
[MoarororneHo: [TposepeHo: f IMposepero (AOK): Onobpeno: ObecneyeHne kauecTBa/OTBETCTBEHHOE JIMIIO:
Yogesh Chauhfm‘, o Pravesh Rana ; / Am]t{(umaR & UL Xumy RYL_
ff / L <
[ A Z J Y o "<W’
Date / ‘ Date / Date / Date / 2% ) ~L0LX
Jlara: 23.12.2025 Jara: 23.12.2025 Jlara: 23.12.2025 JlaTa:

Registered Office: 8-2-327,

Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:’

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel o +G1 92166 56001-07

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIN3A

Product : Nise gel 1%, 50&
Ipoayxr: Haitz*, rens ans Hapyxnoro npumesenus 1%, 50 r

Market / Poinox

: Russia / Pocenst

Batch No. / . V251002 Batch Quantity / . 23430.0 units /

Cepusi Ne ) Pa3smep cepumu © 23430.0eaunun
Analytical Repovrt No./ . 040003237417 Date of Analysis / . 23.12.2025
AxanuTu4ecKuii oTuer Ne Jara aHaan3za

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2028

Jara npousBoacTaa Togen go

Mifg. License No. /

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

|Analysis performed according ND No / Anasus nposescn no H/ Ne: JITI-Ne(001198)-(PI'-RU)-050525

3akio4yeHne o cooTBeTcTBUM: «HacTOAIUMUM st MOATBEPKAAIO, YTO NPUBEACHHAs Bhllle MHGDOpMaLUs ABISETCA JOCTOBEPHOI U TOYHOIA.
OTa cepus MPOAYKUMHU NPOU3BeAeHa (BKIIOYAs yNakoBKY (MapKUpOBKY) M KOHTPOJIE KaueCTBa) Ha BblLIEyKa3aHHOH NPOW3BOACTBEHHOM
nnomaake (rol@anKax) B MojJHOM COOTBETCTBUM ¢ TpeboBaHuamu IIpaBui Haanexameld Mpou3BOICTBEHHOM npakTHKK Epaswmiickoro
KOHOMMYECKOr0 COI03a ¥ TpeOOBaHWsAMH KOHTPOISL KaueCTBa JIEKApCTBEHHBIX CPEICTB, a TAKXKE B COOTBETCTBHHU CO CeLiMUKaLHiIMH,
COAEPIKALUUMHUCST B PETHCTPALMOHHOM [OChE CTPAHBI-UMMOpTEpa. 3arnucH M0 MPOM3BOACTBY, YMAKOBKE W aHaJM3y TIPOBEPEHEl, W
YCTaHOBJIEHO WX COOTBETCTBME TpedoBaHuaM I[lpaBun Hajnexained NMPOUIBOACTBEHHOM MPAakTHKH EBpazWHCKOro 3KOHOMHYECKOro

COKO3a».

Remarks : The Product

confirms to ND/

TMpumeuanne: Tpoaykr cooreercreyer Tpebopanam HT

Conclusion : APPROVED /
Jaxmouenne: O/IOGPEHO

Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
[TonrororneHo: IIpoBepeHo: / IMposepero (AOK): Onobpeno: Obecrieuenue kayecTBa/OTBETCTBEHHOE JIHLIO;
Yogesh Chauhan / Pravesh Rana ./ Amit Kumar TG
gesh Chauhap [ A QUNIC KU AT
L/ & . i v
Date / Date / Date / Date / Q Yed DL
Jara: 23.12.2025 Hara: 23.12.2025 Hara: 23.12.2025 JlaTa:

Registered Office: 8-2

=234,

337

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

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




