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Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt Solan, A.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

Product : Nise gel 1%, 50 g .
Wpoayxr: Haiis®, rens s napyxsoro npumenenus 1%, 50 r

Market / Poinok ¢ Russia / Poceus

Batch No./ B} Batch Quantity / . 23530.0 units /

Cepusn Ne gy 220 e Pasmvep cepun * 23530.0egnunn

Analytical Repo“rt No./ . 040003081434 Date of Analysis / . 20.09.2025

AHannTHuyeckuil oTuer Ne JlaTa avann3a

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

JlaTa npowssoacTea — Toznen xo . gy | e
Mfg. License No. /

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

JAHucHIng Ne e

Analysis performed according ND No / Anasus nposeaen no HJl No: JHI-Ne(001198)-(PT'-RU)-050525

(Ne | Test/Mokasatems  |Result / PesyabTaTel Specification / Hopma ‘
I |Appearance /Onucanue (Clear homogenous yellow gel, frec fromClear homogenous lighli
%articulaw matter /  Oguopoansiiiyellow to  yellow gel, free  from
ipospayHeid  renp  okentoro  ipera,particulate matter / OnHoOpoaHbIH npozpaqﬂmfi’

paoﬁu,n HBIM OT MOCTOPOHHHUX HaCTULL

['¢Jib OT CBETNO-XKEJITOTO OO XKEJITOrO iiucia,
¢BOBOIBIIT OT NOCTOPOHHNX YACTHU

2 [Identification / The retention time of the main peak in the The retention time of the main peak in the
Haewrndurauns chromatogram of test solution should |chrommogmm of test solution .<l1nuld]
corresponds to the retention time of the correspond to the retention time of the main|

HPLC / BOXX main peak in the chromatogram of peak in the chromatogram of nimesulide

pacTrOpa CTaHIAaPTHOrO

HIMeECYIHaa

|

‘ nimesulide reference standard solution /
Bpema ynepKHBaHUs OCHOBHOTO [TMKA Ha
XPOMATOrpaMMe HCIBITYEMOro pacTBOpa
COOTBETCTHYCT BPEMEHH YAEpXMBaHUA
OCHOBHOTO IHKAa HAa XpOMaTOrpaMme
obpazua

refeérence standard solution (scction Assay). /|
BPEMH ‘y}(ep',k“n‘ua}_nm QCHOBHOTO MHKA Ha

[XpoMaTorpaMme — HCIBITYEMOTO  PacTBOpa
JIOSIKHO COOTBETCTBOBATE BpEMEHH |
YACPKHUBAHIA  OCHOBHOrO  mitka Hal

XpoMaTorpaMme  pacteopa c1'mump‘rm)ro§
0bpa3itta HUMECYIIa (pasnen
«Konnvecteenoe onpeneagHHey)

Remarks : The Product confirms to ND/
Tipnmeuanne: [poaykt coorsercrayer Tpelopannan HIT

Conclusion : APPROVED /

Jawnouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[ToaroTonaeHo: Mpoeepeno: IMTposepeso (AOK):

Pravesh Rana [ Pardeep Kumar Amit Kumar

Approved by: Quality Assurance/Authorized person /

Onobpeno; ObecnevcHire KayecTsa/GTRCTCTBEHHOE NTHLIO:
C UL XU R

{ Y iy o7 ]
[Date / [Date/ Date/ Date / 29090\
Hara: 29.09.2025 Hara: 29.09.2025 Iara: 29.09.2025 Iara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507

www.drreddys.com




Dr.Reddy’s ":‘

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

vill, Khol, Nalagarh Road, Baddi,
Disit. Soian, H.P., 173 205, iNDIA
Tal: 421 95166 55001-02
winwdrreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Nise gel 1%, 50 g ;

Ilponyxcr: Haiis”, rens ans napyssoro npumenenns 1%, 50 r

Market / Poiniok : Russia / Poccus

Batch No./ o o Batch Quantity / . 23530.0 units /

Cepusi No N Pasmep cepun " 23530.0epmuunn -
Analytical Repourt No./ . 040003081434 Date of Analysis / . 20.09.2025

AHanuTHyeckHiH oTyeT No JlaTa ananuza

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

JlaTa npon3BoacTBa _ | T'opnen no u o . . L
Mfg. License No. /

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

nuueHsua Ne

Amnalysis perfo;n;d according ND No / Anaans nponeaen o |

11 Ne: JITI-Ne(001198)-(PT-RU)-050525

3  |Weight of i)ackagé contents

~ TAccording to the requirements. Not less than

/ Macca coepKHMOro 51g/51r 50 g / B cooTseTcTBuy ¢ TpeboBaHMAMH. He |
__ymaKoBKH 2 __ memeeOr -
4 |pH 5.7 4.6t0 6.0/ 071 4,6 no 6,0

Related substances /PoacTBeHHbBIE NpUMECH

1) Impurity A / IIpumecs A

Not detected / He obHapyxeHa

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

?) Impurity B/ ITpumecs B

Not detected / He ebnapyxkeHa

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

3) Impurity C/Ilpumecs C

%)

Below LOQ (LOQ = 0.04 %) / Hixe npeaena
KoJiHuecTBEHHOTO onpepenenus (ITKO = 0.04

3) Not more than 0.2 % / ve bonee 0,2 %

4) Impurity D / IIpumecs D

%)

Below LOQ (LOQ = 0.04 %) / Hwxe npenena#) Not more than 0.2 % / ne osee 0,2 %
lkonuuecTBeHHoro onpenenenus (IIKO = 0.04

6) Impurity E / [Ipumecs E

0.09%

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

Remarks : The Product confirms to ND/

Mpumesanne: [ponyir coorsercrayer TpeGosannam HJT

Conclusion : MPROVﬁ/
3axnouenne: OROLPEHO

Prepared by / Checked by / Checked by (AQA)/  [JApproved by: Quality Assurance/Authorized person /
MoaroTosneno: /? [Mposepeno: Mposepenio (AOK):  ||Onofipeno: Obecnevenmne kadectsa/OTBETCTBEHHOE JIHUO:
Pravesh Rana p / Pardeep Kumar Amit Kumar " Wil Rumpre

p-= QL’; /ix/ = ] —~<L'L'j
Date / Date / Date/ Date / 920609 ~40)3C
ara: 29.09.2025 Tara: 29.09.2025 Iara: 29.09.2025 Mara: ! C} .

Registared Office: $-2-337, Road No. 3, Banjara Hills, Hyderabad - 500054, Telangana, Indin
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

yili, Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
el +24 8516€ 36C01-G2

Wwh.dreadys.corm

CEPTUDUKAT AHATIN3A

Product : Nisc gel 1%, 50 g

Mpoayrr: Haiis™, renb ans napyAHoro npumerenus 1%, 50 r

Market / Puinok : Russia / Poccus

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

Cepus Ne Ve Pazmep cepuy " 23530.0eaunun ]
Analytical Report No./ . 040043087434 DAtglof Analysis/ + 29.09.2025

AHaauTnyecikui oTyer Ne JlarTa ananmsa

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

JlaTa npon3BOACTBA Tonen a0

Mfg. License No. /

IIpou3BoacTBEHHARA : MINB/05/263 MA number: / Homep PY  : JIT1-Ne(001198)-(PI'-RU)

JHUeH3us Ne

Analysis performed according ND No / Asanuz nposcien no (1L Ne: JiTi-Ne(001198)-(PI-RU}-050525

8) Impurity F / [Ipumecs F

Not detected / ne obHapyxeHa

%) Not more than (1.2 % / He 6onee 0,2 %

7) Highest Unknown
Impurity / Eaunnunas L
HEeWAEHTUHUNPOBaHHAS
npHMECH

Below LOQ (LOQ = 0.1 %) / Huxe npeaes
onnyecteerHoro onpenenchua (ITKO = 0.1%

N

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

3) Total impurities /
Cymma npumeceit

0.1%

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

i

[Microbial contamination* / Mukpo6uonornyeckas umecrora®

Total aerobic microbial count
// ObLiee KOMMYECTBO
[cH3HECTIOCOOHBIX a3poOHbIX

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

NA ,

MHKPOOPraHU3MOB

r

[Total combined yeasts/molds NA ° Not more than 10" CFU/g/

l::ount / Obuwee 4ucio He 6onee 10' KOE/r

IPONOKEBRIX M TIIECHEBBIX

[l‘pnﬁuu
Remarks : The Product confiuns (v ND/ Conclusion : APPROVED /
[Ipumenanue: [ponykt cootetcTByer TpeGonanmnsm HIL 3axmouenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA)/  ||Approved by: Quality Assurance/Authorized person /
[Noarovorneno: [Mpenepeno: ITposepeno (AOK): Onobpeno: Obecneuenve kauecTsa/OTBETCTBEHHOE JIHUO;
Pravesh Rana /7 Pardeep Kumar ||Amit Kumar SQUMUL ruywmpe

'y 4 ’
S /\, £ & \,/
: o | .

Date / Date / Date / Date / 24519+0 P
Jara; 29.09.2025 Ilara: 29.09.2025 Iara: 29.09.2025 [ara:

Registared Office: $-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 25999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s "5.’

Dr. Reddy's Laboratories Ltd
Fermulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Disit. Swviait, H.P,, 173 205, iNDIA
Tal ; +91 98166 56001-02
www,drreddys.com

CERTIFICATE OF ANALYSIS

[1ayKy KapTOHHYKD C WHCTPYKLHER @0

Mayky KapTOHHYI0O C HHCTpyKUMeH no

CEPTU®UKAT AHANTU3A

Product : Nise gel 1%, 50 ¢ T
Mpoaykr: Ha#is™, renib 1na HapysHoro npumeresns 1%, 50 r
Market / Poiiok : Russia / Poccns
Batch No. / . V250764 Batch Quantity / . 23530.0 umits /
Cepus Ne ; Pazpep cepun " 23530.0eaunnu
Analytical chovrt No./ . 040003081434 Date of Analysis / . 29.09.2025
AHagnTHyeckHi oTyeT No JlaTa auaauza
‘Date of Manufacture / . 09/2025 Date of Expiry / . 08/2028
Jara npoyssoactsa d T'ogeH a0 B - N
Mfg. License No. /
TlpoussoacrBeHHan : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI™-RU)
auuensua No | gt % el
Analysis performed according ND No / Ana:ui3 nponeacn no HJL Ne: JITT-Ne(001198)-(PI-RU)-050525 ]

Pseudomonas aeruginosa NA Absent in 1 g/ OtcyrcTBHE B 1 T
| IStaphylococcus gujeﬁé ' o NA ~ Absent inig/ _07’1“5:“)_!7'1'0'1'8115 B lr
7 IAssay / KonndecTBeHHOE 9.0 to 11.0 mg of Cy3H;2N>0sS (nimesulide)
r lonpege/cHNIe : per 1 g of the product /

956 Mg/ S0 ur O 9,0 20 11,0 Mr CisHN; 058

l S — ~ (Humecynun) B 1 r npenapara

Package / Ynakoeka 50 g in a laminated aluminum tube/50 g in a laminated aluminum tube equipped
; equipped with tamper-evident membrane. with tamper-evident membrane. 1 tube and

1 tube and patient information leafletpatient information leaflet (package insert) in

I (package insert) in a carton. / a carton. / ‘
\ [To 50 r B Tyby u3 namuHupoaHnoro [[lo 50 r B TyOy u3 JNaMHHMPOBAHHOIO
I IOMIHNS, CHaOXXeHHYI0 MeMbpaHOH aJist rlJII'OMHHHH, cHaGxeHHYIO MemOpaHOH ans 1
| ':J;lrnpom nepBoro BCKpsiTHs. 1o 1 Tybe B [koHTpoas mepBoro BekpelTHs. [To 1 Tybe B |
|
|

TPHMETICITHIO (MUCTKOM -BKIANLILIEM ).

MPAMEHEHHIO (JIHCTKOM-BKAAAbILLIEM).

Remarks ; The Product

confirms to ND/

Tlpumeuaunue: [Ipoaykr cooTBeTcTBYeT TpeboBanusm HI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/  ||Approved by: Quality Assurancé/Autharized person /
[MonraToraeHo: Mposepeiio; Tponepeno (ACK):  ||OnoGpeno: Obecnievetue kauecTsa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana / Pardeep Kumar Amit Kul\n/ar S Surre Quw ra

( (=

p= QL": j/ A o L L-/
Date / Date / Date / Date / 29 = Y~O1S
Mara: 29.09.2025 Mara: 29.09.2025 Iara: 29.09.2025 | lara;

a0

Registered Office: 8-2-337,

Road No. 3, Banjara Hills, Hyderabad - 5¢0034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCA04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Ro
Dr' Reddy,s ‘... Will. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P.,, 173 205, INDIA
Tal : +91 9416€ 56001-02
wwiw.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHATTN3A

[Product : Nise gel 1%, 50 g o e
| Mpoayser: Hafia™, reas ana uapysnoro npumencis 1%, SO r

Market / Puinok : Russia/ Poccust

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

Cepna Ne ’ Pasmep cepun " 23530.0enunui ]
Analytical Repourt No./ . 040003081434 Date of Analysis / . 29.09.2025

AHRanuTHYeckuii oT4eT No Hara ananusa

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

Hara nponssogcTea s Toaen ao - gl g, M B
Mfg. License No. /

TTpousBogcrBenHas : MINB/05/263 MA number: / Homep PY  : JII[1-Ne(001198)-(PT-RU)

JHUeH3ust No

lAnalysis performed accarding ND No / AHaans nposeaen no H /L Ne: JIN-Ne(001198)~(PI'-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./

* [IpoBoHTCA MPOU3BOJUTENEM NPH BHINYCKE NEPHOAMUECKH (C HHTEPBAIOM B OJIHO MCMBITAHUE Ha 20
cepuii MK He MeHee 1 pa3sa B roj). [lokasatess MoXeT ObITE HE BKIIKOYEH B cepTUdUKaT aHanu3a QUPMBEL.

API name / HanmenoBanue ADC: Nimesulide / Humecynun

INN / MHH: i Nimesulide / Humecyia |
API manufacturer batch number / MS-1A-243031-M1

Howmep cepnn mponzsoguTens A®C:

FP Manufacturer API Batch number / FERA0Q717

Homep cepun cybcrannuu nponseognress I'JI1d:
API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
IpoussoauTens ADC, crpana: e Manranam [para sua Opratuke JIto., Muaus

Name, address, authorization No for  FP Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan
manufacturing site / Control site / Release site / (HP) 173205, India (license No MNB/05/263). /
HaumenoBaHue, alpec H HOMep JIMIeH3HH [TpouspoacTeeHHOe nNoapasaeneune-6, Bumi. Kxons, Hanarapx
IJIONIAAICH, OCYLIeCTB/sIoMmeii Poyn, bapnn, Quctpuxr Cosan, X.IL, 173205, Huaus (JInuensus

Remarks : The Product confirms to ND/ Conclusion : APPROVEDT
Ipumeyanne: Iponyxt coorercTByeT TpeboBanuam HII Bakniouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/  [|Approved by: Quality Assurance/Authorized person /
lMoaroroeneno: ITpogepenos; Ipoeepeno (AOK): Onobpeno: Obecnevenue kayecTpa/OTRETCTBEHHOE JIMLO:
Pravesh Rana /// Pardeep Kumar Amit Kumar . Qurt L KUwWR
F Q\t—/: 1,"'.\//' : "C\' & }
Date / Date / Date/ Date / - [~ ] i
Hara: 29.09.2025 l Mara: 29.09.2025 Jlara: 29.09.2025 [laTa: QC’ 09 "LJZ r-

Registered Office: 8-2-327, Road Na. 3, Banjara Hills, Hyderabad 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

vill, Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 172 205, iINDIA
Tel ; +91 9816€ 56001-02
www.drreddys.com

CEPTU®OUKAT AHAJTTU3A
Product ; Nise gel 1%, 50 g 1
M ponyker: Haiia®, rens ang vapyxnoro npumenenns 1%. 50 r
Market / PoiHoK : Russia / Poccus
Batch No. / P AT Batch Quantity / . 23530.0 units / o
Cepua Ne = Pazmep cepun " 23530.0eanHun
Analytical Rep‘o:‘t No./ . 040003081434 Date of Analysis / . 29.09.2025
AHaluTHYeCKHIT oTaeT N2 JlaTa ananu3a
Date of Manufacture / . 09/2025 Date of Expiry / . 08/2028
Mara npoussoncrea ! Tonen 10 . 2
Mifg, License No. /
ITponspoacTeeHnas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)~(PT-RU)
Jnuensua Ne

| Analysis performed according ND No / Auaans nponeaen no ML Ne: JITI-Ne(001198)-(PI-RU)-050525

l l

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». /

3aknoueHHe 0 COOTBETCTBHM: «HacTosmuM 1 NoOATBEpKAAIO0, YTO NPHBENEHHAA BhlLle HHOPMALMA ABMIETCS JOCTOBEPHON M TOYHOH.
Ota cepus NMPOLYKUKH NPOM3BENcHA (BKIIOYasA YNaKoBKY (MapKUpOBKY) ¥ KOHTPOJIb KayeCTRa) Ha BbIlEYKa3aHHOH MPpOM3BOACTBEHHOM
niowanke (NIomankax) B (ONHOM COOTBETCTBHMM C TpedoBaHuAMH [IpaBun Hannexaulei NpoM3BOACTBEHHOH NpakTHKW EBpasdickoro
IKOHOMHHYECKOTO COl03a M TpeBoBaHUAMU KOHTPONA KayeCcTBa JIEKApCTBEHHBIX CPEICTB, a Tak)Ke B COOTBETCTBHH CO CelUdUKAUAMY,
COMIEPXKAIMMMCA B PEFMCTPALMOHHOM [OCBE CTPAHBI-MMIIOPTEpA. 3amucd N0 NPOM3BOACTRBY, YNAKOBKE M aHANW3y IIPOBEPEHbl, W
YCT2HOBIEHO MX cooTBeTCTBME TpebosaHuam IlpaBmn Hamnexaieif MPOH3BOLCTBEHHOW NpakTHKW EBpaznifickoro 3KOHOMHYECKOro

coro3an.

Ne MNB/05/263).

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

IIpumeyanne: [Ipoayrr coorsereTByet Tpeforanuam HII 3axmouenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA)/  ||Approved by: Quality Assurance/Authorized person /

[NoarorosneHo: [Iposepeno: [Mposepeno (AOK):  ||OnoGpeno: Obecrieuenue kayecTBa/OTBETCTBEHHOE JIMLO:

Pravesh Rana Pardeep Kumar Amit Kumar 2 Qurit Rywpne
| Az M

Date / Date / Date / Date / 9 C‘j ,aﬁ ALY

Hara: 29.09.2025 Hara: 29.09.2025 Jlara: 29.09,2025 Mara: -~ ‘

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com





