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Formulation Unit-6
Vili. Khol, Naiagarh Road, Baddi,

Distt. Soian, H.F, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A
Product : Nise gel 1%, 50 g
Hpoayxr: Haiis®, ress ans HapysHoro npumeHeHns 1%, 50 r
Market / Punok : Russia / Poccus
Batch No. / . V250999 Batch Quantity / . 23341.0 units /
Cepus Ne ) Pasmep cepun " 23341.0eqmunn
| Analytical Repourt No./ . 040003234086 Date of Analysis / . 23.12.2025
AHaanTHI KU oTUeT Ne HJara ananusa
Date of M anufacture / . 12/2025 Date of Expiry / 11/2028
Jata npori3BoacTBA Tomen 10
Mfg. Licernse No. /
ITpousBoaCrBeHHAs : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
aunensus Ne

Analysis performed according ND No / Anaaus nposexen no H/1 Ne: JII-Ne(001198)-(PI'-RU)-050525

Swpecification / Hopma |

Ne ‘ _ Test / Iloka3zaTtens Result / PesyabTaThl
1 Appearance / Onucanue Clear homogenous light yellow gel, free fromClear homogenous light
particulate matter / OnHopoansiii npospaunsiiiyellow — to  yellow  gel, free from
rejb CRETMO-AENTOro [Bera, cBodonmbiii orparticulate matter / OmHOPOAHBIT MPO3padHbIii relb
MOCTOPOHHUX YACTHLL OT CBETJIO-KENTOrO 10 KE/TOrO LBeTa, cBOGO MBI
’ OT MOCTOPOHHUX HaCTHLL
2 [Identification / The retention time of the main peak in the iThe retention time of the main peak in the
NaenTnpuxanus 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 / BOXX peak in the chromatogram of nimesulide chromatogram of nimesulide reference standard
reference  standard solution / Bpems solution (section Assay). / Bpema yaepxusanms
VASXKHMBAHWA  OCHOBHOTO ~ MHKAa  Ha (OCHOBHOTO MHKa HA XPOMATOrPaMMe MCMIBITYEMOro
XpoMaTorpaMMe  HMCOBITYEMOrO  pacTBOpa [pacTBopa [JOMKHO COOTBETCTEOBATE BPEMEHH
[COOTBETCTBYET  BPEMEHH  yICp>KUBaHHUA Lyncpmlmaﬂm OCHOBHOT'O IMHKa Ha XpoMaTorpaMmme
OCHOBHOrO NMKa Ha  XpoMarorpamme 'pacmopa CramMjapTHOro obpasna HuMecynuia
pacTBOpa CTaHAAPTHOTO obpazua |(paznen «KojinyecTeeHHOE ONpeneNieHUe»)
|- HUMeCyHaa B 1
3  |Weight of package contents / According to the requirements. Not less than 50 g
Macea conepxumory S1g/51r / B cooTBeTcTBUU ¢ TpeSoBanusamu. He menee 50
[ymaKoBKH o r _
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanune: Ilpoaykr cootBercTByeT Tpebopanuam HJI 3akaiouenne: OJOBPEHO
||Prepared by / IChecked by / Checked by (AQA)/ [[Approved by: Quality Assurance/Authorized person /
[MoaroroeneHo: [Tposepeno: IMpoeepeno (AOK): Onobpeno: Obecrieyenne kauectsa/OTBETCTBEHHOE TULO!
Pravesh Rana Amit Kumar

Shagun?;/////‘/i / A Kgu N ' L KU M AL
P /"\"/'— - —AM

Date / Date / Date / Date / Q)b

Iara: 23.12.2025 Hara: 23.12.2025 JlaTa: 23.12.2025 Jara:

Registered 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
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Dr, Redclv's Laboratories Ltd.
Formulation Unit-6

Vil Khol, Malagarh Road, Baddi,
Diste. Solan, H.9, 173 205, INDIA
Tel : 491 ¢ S 5ENNT 02

WWINTTE 5.0

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Nise gel 1%, 50 g

Mpoaywr: Haiiz™, rent ans napyscuoro npumenenns 1%, 50 r

ganpensusa Ne

Market / Prinok : Russia / Poccus
/ . .
Batch No. . V250999 Batch Quantity / : 23341.0 units /
Cepus Ne Pazmep cepuu 23341.0eaunuiy
Analytical Repourt No./ . 040003234086 Date of Analysis / . 23.12.2025
AHanqdTHYecKHH oTUeT Ne JlaTta anaauza
Date of M anufacture / . 12/2025 Date of Expiry / . 11/2028
Hata npor3eoacTBa Tomen no
Mfg. License No. /
IIpousBoacreeHHasn : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)

|

Analysis performed according ND No / Auasn3 nposeaed no H Ne: JITI-Ne(001198)-(PI'-RU)-050525

4 [pH

5.6 4.61t06.0/0T4,6 10 6,0

S

Related substances /PoacTsennble npumecu

1) Impurity A / [lpumecs A

Not detected / He obHapyxkeHa

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

2) Impurity B/ ITpumecs B

Below LOD (LOD = 0.01 %)/

Hwxe npenena obuapyxenus (ITO = 0.01 %)

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

/ EnuunuHas

HeM,ELCH'I‘H(l)HLLMpOBaHH‘dﬂ

Below LOQ (LOQ =
KonuecTrenHoro onpenencHitst (ITKO = 0.1%)

3) Impurity C/ ITpumecs C Not detected / He o6HapyxeHa 3) Not more than 0.2 % / ve 6onee 0,2 %
4) Impurity D / [Tpumecs D Not detected / He ofHapyskeHa 4) Not more than 0.2 % / ne 6onee 0,2 %
5) Impurity E / ITpumecs E Not detected / He o6HapyceHa 5) Not more than 0.2 % / ne 6onee 0,2 %
6) Impurity F / IIpumecs F Not detected / ne o6HapyxeHa 6) Not more than 0.2 % / ne 6onee 0,2 %
7) Highest Unknown Impurity 7) Not more than 0.2 % / ne 6onee 0,2 %

0.1 %) / Huxe npenena

- npHMech
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Npumeuanue: IlponykT cootBeTcTBYeT TpeboBaHHsM H/J 3aknwuenne: ONNOBPEHO
Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /
IMoaroToBneHo: [Mposepeno: r [posepeno (AOK): OnoGpeno: Obecneuyenne kadecTBa/OTBETCTBEHHOE JIMLIO:
Shagu o PraveshRana ~ // Amit hug\l\ar A JUNIC KU R

N <o
Date / Date / Date/ Date / 92U )10 L5
Jara: 23.12.2025 Hara: 23.12.2025 Jara: 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, Email: mail@drreddys.com
CIN: L85195AP1284PLCO04507
www.drreddys.com




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

@ e
Dr. Reddy,s ‘_... Vi, Khol, Malzgarh Road, Baddi,

Diste. Sotan, H.E, 173 205, INDIA
e sl g r,'r,(!_()',()‘?‘
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A
Product : Nise gel 1%, 50 g
Mpoayky: Hais™, rens mna wapymuoro npumenenia 1%, 50 r
Market / Poinox : Russia / Poceus
Batch No. / Batch Quantity / 23341.0 units /
1 V250999 y
Cepus N Pazmep cepuu 23341.0eaunun,
Amnalytical Repourt Neo./ . 040003234086 Date of Analysis / . 23.12.2025
AHajuTHYecKHi oTyeT No Jara ananu3za
Date of M anufacture / . 12/2025 Date of Expiry / . 11/2028
HaTa npom3BoacTsa lN'ogen no
'Mfg. License No. /
IIpouspomxcTReHHAS : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)
JuueHsus N
Analysis performed according ND No / Anajis nposeaen no LLI Ne: JIIT-Ne(001198)-(PI'-RU)-050525
B8) Total impurities / Below LOQ / Huxe npenena 8) Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit KOJIHYECTBEHHOTO OMNpeaeneHus
6 vMicrobial contamination* / Mukpo6uoJioruyeckas uucrora*
Total aerobic microbial count /

Ob1uee KOJTHYECTBO Not more than 10° CFU/g /
KHU3HECNOCOOHBIX a9POOHBIX NA He 6osiee 10> KOE/r
MHKpPOOpPraHU3MOB
Total combined yeasts/molds NA Not more than 10! CFU/g /
count / ObLuee 4yucno He 6onee 10' KOE/r
IPOXIKEBBIX U TIIECHEBBIX
rpuboB
Pseudomonas aeruginosa A, ‘ Absent in 1 g/ OrcytctBue B 1 1
Slapllyluwwharmcib o v WA Abseul in 1 g/ Oryrcisne B 11
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Iponyxt coorBercTByeT TpeboBanusam HJL 3axmouenue: OJOBPEHO
Prepared by / IChecked by / [Checked by (AQA)/  ||Approved by: Quality Assurance/Authorized person /
[Moarorosneno: [posepeno: " [Tposepeno (AOK): Onopbpeno: Obecneuenre kadectBa/OTBETCTBEHHOE JTHLIO:
Shagung)/ - Pravesh Rana / Amit I\L:mar A (g UNIC KU 'Q‘L
Date / Date / Date/ Date / YU )AL A
Jlara: 23.12.2025 UJ,aTa: 23.12.2025 Jara: 23,12.2025 Hara: '

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: LR5195AP1984PLCO04507
www.drraddys.com



Dr.Reddy’s €¢

Dr. Reddv's Laboratories Ltd.
Formulation Unit-6
il Krol, iNalzgarh Road, Baddi,

Distr. Sofan; H.P, 173 205, INDIA
RA001-02
v drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product : Nise gel 1%, 50 g
IMpoaykr: Haiiz®, rens ans HapyxHoro npumetenus 1%, 50
Market / PrHoK : Russia / Poccus
" / - 0
Batch No. . V250999 Batch Quantity / : 23341.0 units /
Cepus Ne Pa3mep cepun 23341.0epquuni
Analytical RepOft No./ . 040003234086 Date of Analysis / . 23.12.2025
AHanuTHICCKRI oTueT Ne JlaTta anaausa
Date of M anufacture / . 12/2025 Date of Expiry / 11/2028
JlaTa npoH3BoACTBA T'onen o
Mfg. License No./
IlponssoxcrBeHHAsI : MNB/05/263 MA number: / Homep PV : JIII-No(001198)-(PI™-RU)
auueHzus Ne

Analysis performed according ND No / AHATHS 1L pogexen o HJ Ne: JITI-Ne(001198)-(PI'-RU)-050525

9.0 to 11.0 mg of C3H;2N20sS (nimesulide) per

carton. /

nauky

with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a

Mo 50 r B Ty0y M3 JaMUHUPOBAHHOIO
ATIOMHHUA, CHaOXKeHHYI0 MeMOpaHOH aJis
KOHTpONA mepBoro BekpeiThs. ITo 1 Tybe B
KapTOHHYIO C
[MPHUMEHEHHIO (TMCTKOM-BKIAbILEM). B

HHCTpYKLHEH

o TAssayleonuqec;seHHoe | |
onpemeneHue 1 g of the product /
1025 g ¥1.0.27 am Ot 9.0 no 11,0 mr C3H2N20sS (rumecynun) B 1
Ir npenapara
8 ’Package/YnaKOBKa 50 g in a laminated aluminum tube equipped

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

Mo 50 r B ryBy 13 TAMUHHPOBAHHOTO AMOMIHMA,
cHAOMEHHYIO MeMOPaHOIl A8 KOHTPOS MEPBOro
pekpeiTia. TTo 1 TyGe B nauxky KaproHHyio c
MHCTpYKUMEH no  NpUMEHEHMIO  (JIMCTKOM-

no
BRIAABILLIEM ).

* 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./
* [IpoBoanTcs NPOU3BOAMTENEM NIPH BbIITYCKE NEPHOANYECKH (C MHTEPBAIOM B OHO UcnbiTaHue Ha 20 cepuii unu He meree 1
pasa B ron). [lokazaress MoxeT ObITh HE BKIIFOUEH B CepTUHKAT aHANN3a QUPMBI.

Remarks : The Product

confirms to ND/

INpumeuanue: [Ipoaykt coorsercTByeT TpedoraHuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[MoaroToeneHo: [TpoeepeHo: r ||IIposepeno (AOK): Onobpeno: Obecnieuenue kauecTsa/OTBETCTBEHHOE JIULIO!
S \ raves f Ami it 3
haguré}\/t/ Pravesh Rana / Amit Kumar A @UY\AI L KumArL_
= ‘ /\"’ - ,_<W]
Date / Date / Date / Date / 9291408
Hara: 23.12.2025 Jara: 23.12.2025 Hara: 23.12.2025 Hara: )

Registered 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: L85195AP1984PLC0O04507

www.drreddys.com




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

@ o
! g \ill. Khol, alagarh Road, Baddi,
Dr.Reddy’s Q& i s o st

Olstl.

Tel 1 +94 381566 56001-02

vy, drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
Ipopyxr: Haiis™, rens ans sapysxroro npumenenns 1%, 50 r
Market / Puinok : Russia / Poccus
Batch No. / . Batch Quantity / . 23341.0 units / ﬂ
Cepus Ne ' V250999 Pazmep cepun * 23341.0eguuui
Analytical Repovrt No./ . 040003234086 Date of Analysis / . 93.12.2025
AHanuTudeckHit oryer Ne Jara anaanza
Date of M anufacture / . 12/2025 Date of Expiry / . 11/2028
Jata mpoM3BoACTBa T"ogen no
Mfg. License No. /
IIpouzBomerBenHasn : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001198)-(PI'-RU)
auuensnsa Ne
Analysis performed according ND No / Anagns nposeaen no 11/ Ne: JIII-Ne(001198)-(PI'-RU)-050525

API name / HaumenoBanue A®C: Nimesulide / Humecynua
INN / MHH: Nimesulide / Humecynug
API manufacturer batch number / MS-1A-243031-M1
Homep cepun nponspoautenss ADC:
FP Manufacturer API Batch number / FERA00717
Homep cepun cyGctaHuuu npounssoautess I'JIMD:
API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
ITpoussonurtens ADC, crpana: ‘ Masnranam Jpars sug Opradukc Jita., Myaus

. Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan
Name, address, authorization No for FP v

. . . (HP) 173205, India (license No MNB/05/263). /
manufacturing site / Control site / Release site /
IIpouzBoncTeenHOE noapazaeneHue-6, Bunn. Kxons, Hanarapx
HaumeHoBaHue, apec H HOMep JTHUCH3HH
. Jowei Poyn, bapnu, ductpukr Conan, X.I1., 173205, Unaus (JluueHsus
LRI, DI AR RIS IR 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 /
Ipumeuanune: Ilpoaykr coorBercTByeT Tpeboranmsam HJI 3axaoyenne: OJOBPEHO
Prepared by / IChecked by / |[Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
TMoarorosneHo: [Tposepeno: / Tposepeno (AOK): Onobpeno: Obecneuenune kayectea/OTBETCTBEHHOE JIMLO:
Shagun, Pravesh Rana Amit Kumar e ~ A
Yo | oo e

¥ ) Pre | o
Date / |Date / |[Date / Date / 2242-2020T
Hara: 23.12.2025 Tara: 23.12.2025 Hara: 23.12.2025 |Hdara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 29399, Email: mail@drreddys.com
CIN: L85195AP1284PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@ g o
1/ @ Formulation Unit-6 .

Dr. Reddy S ‘ @ Wil Khol, Malagarh Road, Baddi,

’ Distt. Suian, H.F, 173 205, INDIA

el + 971 98166 55001-02
win dreeddys.com
CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A
Product : Nise gel 1%, 50 g
poaywxr: Haiiz®, rens ans napysxuoro npumenenus 1%, 50 r
Market / Poinox : Russia / Poccus
/ . =

Batch No. . V250099 Batch Quantity / : 23341.0 units /
Cepus Ne Pasmep cepun 23341.0epuunu
Analytical Repourt No./ . 040003234086 Date of Analysis / . 23.12.2025
Ananurnueckmii oryer No JlaTa anaau3a
Date of M anufacture / . 12/2025 Date of Expiry / 11/2028
HaTa npousgocTsa Togen g0
Mfg. License No. /
IlpouseogcTBEHHAR : MINB/05/263 MA number: / Homep PY @ JIII-Ne(001198)-(PT-RU)
aunensua Ne |
Analysis performed according ND No / Anaan3 nposeacu no I Ne: JITI-Ne(001198)-(PT-RU)-050525

3akuiouenne o cooTBeTcTBUM: «HacTosLuM s MOATBEpHIAlO, YTO MPUBEACHHAS BbIlIE UHGOPMALIHS ABISAETCS JOCTOBEPHOM U TOUHOA.
Ota cepusl NpoAYKUHU nponsseaeHa (BKJIOUan YNaKoBKY (MapKUPOBKY) U KOHTPO/b KaYECTBA) HA BbILIEYKA3aHHOH MPOMU3BOACTBEHHOM
MIomanaKe (Nuomaakax) B MOMHOM COOTBETCTBHU ¢ TpeboBaHusmu [IpaBun Haanexaiel npon3BoACTBeHHON! MpakTuku Epazuiickoro
IKOHOMMYECKOTO COI03a M TPeOOBAaHUAMU KOHTPOIS KA4ECTBA JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBUU CO CNELH(UKaLUIMH,
cozepauliMHCA B PErHCTPALMOHHOM OOChE CTpaHbl-UMMOpTepa. 3amHcH 1O MPOW3BOACTBY, YMAaKOBKE W aHANU3y TIPOBEPEHBI, H
YCT@HOBJIGHO HX COOTBETCTBME TpeOoBanusaM IlpaBun Haanexaulel MpPOM3BOACTBEHHON NPakTHKH EBpa3uiickoro 3KOHOMH4ECKOTO
corozan.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
[Mpumeuanne: [ponykt cooTeercrayer Tpedoparnam HJT ‘

Jaxmouenue: OJJOBPEHO

Shagun _— |
|t
~

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

ITposepeHo: [Tposepeno (AOK): Onobpeno: Obecneuenue kayecTBa/OTBETCTBEHHOE JTHLIO:
Pravesh Rana f Amit I\un?@' A LgUN L KUM an_
= { 4 (’,w" <W’

Prepared by /
[MoaroToBneHO:

AIpate / Date / Date / Date / A-1)=sl02LS m
Hara: 23.12.2025 |Mara: 23.12.2025 Hara: 23.12.2025 JlaTa:

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



