Dr.Reddy’s ":"

Dr. Reddy's Laboratories Ltd.

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

Distt. Soian, H.\, 173 205, INDIA
el ++G1 92166 56001-02
WHAARL e dAYE.COM
CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A
Product : Nise gel 1%, 50 g
Hpoaykr: Haitz®, rens ans napyxHoro npumenenus 1%, 50 r
Market / Punok : Russia / Poccus
Batch No. / . V250999 Batch Quantity / . 23341.0 units /
Cepus Ne ) Pazmep cepun " 23341.0exmuun
Analytical Repovrt 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. Licemse No. /
ITpousBoaCrBeHHAs : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
aunensus Ne

Analysis performed according ND No / Anaans nposesen no H/L Ne: JII-Ne(001198)-(PI'-RU)-050525

‘N | Test / IokasaTes

Result / PesyabTaThl

}peciﬁcation / Hopma

1| Ap;;e—ar;nce / Onucanne

MOCTOPOHHUX 4YACTHULL

2 [Identification /
NpenTnpukanus

HPLC / BOIKX

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

Clear homogenous light yellow gel, free fromClear

particulate matter / Onxopoansiii npozpaynsiityellow
refb CBETNO-KENTOro eera, cBodommbiii orparticulate matter / OnnoponHBIT MPO3padHblii redb
OT CBETJIO-XKENTOTO JI0 JKEITOrO LpeTa, CBOO01HEI
iOT NOCTOPOHHUX HaCTHLL

homogenous

to yellow gel, free

l
light
from

chromatogram of test solution should correspond to|
the retention time of the main peak in the
chromatogram of nimesulide reference standard

iThe retention time of the main peak in the

reference  standard solution / Bpems solution (section Assay). / Bpema yaepxusanus
YIEpXKUBAHUS ~ OCHOBHOrO nuKa  Ha [(OCHOBHOCO [THKA Ha XPOMAaTOrpaMme UCHBITYEMOro
XpoMaTorpaMMe  HMCOBITYeMOrOo  pacTBopa [pacTBOopa [JOJKHO COOTBETCTEOBATH BPEMEHH
[COOTBETCTBYET  BPEMEHH  YyIAEp>KUBaHHUA llyncp;mmaﬂm OCHOBHOT'O IMHKa Ha XpoMarorpaMmme
OCHOBHOrO NHKa Ha  XpoMarorpaMMe [pacTsOpa CraHiapTHOro obpa3ua HUMecynuua
pacTBOpa CTaHAAPTHOTO obpasua |(paznien «KosinuecteeHHOE onpeneneHues)
- HUMecyHaa I
3 |Weight of package contents / According to the requirements. Not less than 50 g
Mucea couepRumoro S1g/51r / B cooTBeTcTBUM ¢ TpeSoBanusamu. He menee 50
lymaxoBkH - r I
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykr cootBercTByeT Tpeboanuam HJI 3akaiouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ [[Approved by: Quality Assurance/Authorized person /
[MoarorosneHo: [Tposepeno: IMpoeepeno (AOK): Onobpeno: Obecneyenue kauecTBa/OTBETCTBEHHOC JTULIO:
Shagun :)// _— Pravesh Rana Amit Kumar P \Q NI L KU M AL
= <
Date / Date / Date / Date / L B B p W
ara: 23.12.2025 Jara: 23.12.2025 Jlata: 23.12.2025 JlaTa:

Registered Office: 8-2-3327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1284PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

173 205, INDIA
5 5600102

Product : Nise gel 1%, 50 g
MpoaywTt: Haiiz™, rent aas napysuoro npumenenns 1%, 50 r

Market / Puinok

: Russia / Poccus

saupensusa Ne

Batch No. / R Batch Quantity / . 23341.0 units /

Cepus No ’ Pasmep cepun ° 23341.0eauHuu
Analytical Repourt No./ . 040003234086 Date of Analysis / . 23.12.2025
AHaJquTHYEeCKHH oTUeT Ne JaTta anaausa

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

Hata npor3soacTBa Tomen no

Mfg. License No. /

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

Analysis performed according ND No / Auajns nposeged no HL Ne: JITI-Ne(001198)-(PI'-RU)-050525

4 [pH | 5.6 4.6t06.0/0OT4,6 10 6,0
o Related substances /PoacTeennble npumecu
1) Impurity A / [lpumecs A Not detected / He oGHapykeHa 1) Not more than 0.2 % / e 6onee 0,2 %
2) Impurity B/ [Tpumecs B Below LOD (LOD =0.01 %)/
2) Not more than 0.2 % / He 6onee 0,2 %
IHrxe npenena obuapys:enus (ITO = 0.01 %)
3) Impurity C/ Ilpumecs C Not detected / He obHapyxeHa 3) Not more than 0.2 % / ve 6onee 0,2 %
4) Impurity D/ Ilpumecs D Not detected / He obHapyxeHa 4) Not more than 0.2 % / He 6onee 0,2 %
5) Impurity E / I[IpuMecs E Not detected / He oGHapyxeHa 5) Not more than 0.2 % / He 6onee 0,2 %
6) Impurity F / ITpumecs F Not detected / He obnapyxeHa 6) Not more than 0.2 % / ne 6onee 0,2 %
i st Unkn I it 7) Not more than 0.2 % / ne 6 0,2 %
i }_Iéi}::“ir;ﬂ OWRIMPUIY | Below LOQ (LOQ = 0.1 %) / Huxe npenena ) o Heboree °
HenaenTHdHUMPOBAHHAS konuuecTreHHOro onpeneneHus (ITKO = 0.1%)
- npuMech
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: I[Iponykt cooTBeTcTBYeT TpeboBaHusM HJJ 3aknwuenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /
[MoaroroBneHo: [Tposepeno: y [Mposepeno (AOK): OnoGpeno: Obecneuyenne kayecTBa/OTBETCTBEHHOE JIMLIO:
Shagu _./,— Pravesh Rana # Amit IS.UIIL\HI‘ A _CUN e KuH ML
N 4]
Date / Date / Date / Date / 92U L1020
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
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vi, Khol, Malzgarh Road, Baddi,

Dlste. Sotan, H.E, 173 205, INDIA
. s L iy r,'r,(!_()',()‘?‘
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A
Product : Nise gel 1%, 50 g
Mpoayky: Hais™, rens g wapysmuoro npumenennsa 1%, 50 r
Market / Poiox : Russia / Poccus
Batch No. / Batch Quantity / 23341.0 units /
: V250999 :
Cepus N Pazmep cepuu 23341.0eaunun,
Amnalytical Repourt No./ . 040003234086 Date of Analysis / . 23.12.2025
AHajuTHYecKHi oTyeT No Jara ananuza
Date of M anufacture / . 12/2025 Date of Expiry / 11/2028
HaTa npomsBoacTsa IN'ogen no
Mfg. License No. /
IIpouspomxcTBReHHAs : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)
JuueH3us N

Analysis performed according ND No / Anaqans nposeaen nio 1L Ne: JIII-Ne(001198)-(PT-RU)-050525

Cymm a npuMeceit

8) Total impurities /

Below LOQ / Huxe npenena
KOJIHYECTBEHHOTO ONpPCEAEEHHs

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

6 Microbial contamination* / Muxpobuosto

ruyeckasi ymcrora*

Obuiee KOJIHYECTBO

Total aerobic microbial count /

MKM3HECMOCOOHBIX a3pOoOHbIX

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

NA
MUKPOOPraHW3MOB
(Total combined yeasts/molds NA Not more than 10' CFU/g /
count / ObLuee 9ucio He 6onee 10' KOE/r
NPOMOKEBBIX U TNIECHEBBIX
rpubos
Pseudomonas aeruginosa Absentin 1 g/ OrcyrctBue B 1 1
NA
Slaphy:luujuwub dutcus - WA Abseutin 1 g/ Oreytcisne B 11

Remarks : The Product

confirms to ND/

Mpumeuanue: [Iponykt coorBercTBYeT Tpebosanuam HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
[Moaroroeneno:

Shaguns)l s

Checked by /
[Mposepeno: .
Pravesh Rana /

Checked by (AQA) /
[Tposepeno (AOK):
Amit Kumar

A~

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenre kadectBa/OTBETCTBEHHOE JTHLIO:

QUNIC KUMAR_
4

Date /
Jlara: 23.12.2025

Date /
Jara: 23.12.2025

Date/
|| Hara: 23.12.2025

Date /
Hara:

VU )AL i

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
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise gel 1%, 50 g
Ipoayxr: Haiiz®, rens ans HapyxHoro npumerenus 1%, 50

uueHsus No

Market / PrHoKk : Russia / Poccus

I / - 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
AHaauTHIeCKRI oTueT Ne JlaTa ananau3za

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

JaTa npori3BoacTBa Tonen oo

Mfg. License No./

IlponssoxcrBeHHAsI : MINB/05/263 MA number: / Homep PV : JIII-Ne(001198)-(PI™-RU)

Analysis performed according ND No / Anamus uposeaen no HJl Ne: JIII-Ne(001198)-(PT-RU)-050525

9.0 to 11.0 mg of C;3H2N20sS (nimesulide) per

carton. /

ANIOMHHUS,

nauky

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

Mo 50 r B T1yO0y H3 AaMHHUPOBAHHOIO |
cHaOXXeHHYIO MeMOpaHOH JIst
KOHTpoJisi nepBoro BekphiTHA. IlTo 1 Tybe B
KapTOHHYIO ¢
MPUMEHEHHIO (TMCTKOM-BKIA/bIIEM).

HHCTpYKLHEN

o 7Assay7K0.ﬂuqec;3eHH0e l |
onpemeneHue 1 g of the product /
U025 g Y1025 am Ot 9.0 no 11,0 mr C3H2N20sS (rumecynun) B 1
B Ir npenapara
8 Package / YnakoBka 50 g in a laminated aluminum tube equipped

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

Mo 50 r g TyGY 13 TAaMHHHPOBAHHOTO ATIOMIHMA,
cHabeHHY0 MeMOpaHoil A8 KOHTPOs MepBoro
BekpeiTis. TTo 1 Tybe B nmauky KapToHHYIO ¢
MHCTpYKuMeH no  npuMeHeHuio  (JIMCTKOM-

no
BRJIQABILLEM).

* 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 NIPOU3BOJMUTENEM NPU BbIMTYCKE NIEPUOJHUUYECKH (C MHTEPBAIOM B OHO UcnbiTaHHe Ha 20 cepmii unu He MeHee 1

pasa B ron). [loxazatess MoxeT OBITh HE BKIIFOUEH B CepTUOHKAT aHaN3a QUPMEIL.

Remarks : The Product

confirms to ND/

ITpumeuanue: [IpoayKT coOTBETCTBYET TpeboBaHuaM HJJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
[ToaAroToRNEHO:

Shagu;}\/ /

Checked by /
[IposepeHo: ’
Pravesh Rana [

Checked by (AQA) /

[ITpoBepeno (AOK):

Amit Kumar

N\

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnieuenue kauecTsa/OTBETCTBEHHOE JIULIO!

Juric Ium A
M

=

Date /
Hara: 23.12.2025

Date /
Jara: 23.12.2025

Date /
Hara: 23.12.2025

Date / 9%21-A0LE

Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2239, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

D dd ? ‘... Fermulation Unit-6
| r S ® Viil. Khol, Nalagarh Road, Badd),
’ Re y ) Distt. Soian, H.£, 173 205, INDIA
Tei £ +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
[Product : Nise gel 1%, 50 g -
Hpoaywr: Haitz", rens ans napyxsoro npumeHenns 1%, 50 r
Market / Poinok : Russia / Poccus
Batch No. / . V250999 Batch Quantity / . 23341.0 units /
Cepusi Ne ) Pasmep cepuu * 23341.0egunun
Analytical Repovrt No./ . 040003234086 Date of Analysis / . 93.12.2025
AHanuTudeckHit oryer Ne Jarta anaanza
Date of M anufacture / . 12/2025 Date of Expiry / . 11/2028
Jata npoM3BoACTBa T"ogen no
|Mfg. Licemse No. /
IMpouzsomcrBenHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PI'-RU)
auueHsns Ne
Analysis performed according ND No / Anajin3 npogeaen no 111 Ne: JIII-Ne(001198)-(PI'-RU)-050525

 API name / HaumenoBanue APC: 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 cyGcTaHUUH npousBoauTe/s I'JID:
API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
IIpoussonurtens ADC, crpana: Masnranam Jpars a4 Opranukc JIta., Muaus
Nate, address, autliofization No for FP Formulation Unit-6, Vill. K.hol,. Nalagarh Road, Baddi, Distt. Solan
. . . (HP) 173205, India (license No MNB/05/263). /
manufacturing site / Control site / Release site /
IIpouzBoacTBeHHOE nofpazaeneHue-6, Bunn. Kxons, Hanarapx
HaunmeHoBaHHe, agpec H HOMep JTHIEH3HH
S ———. I Poyn, banau, Huctpukt Conan, X.I1., 173205, Uuaus (Jlunensus
FLATIICIE, DEFIEETRIIO IS No 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 /
Ipumeuanmne: [poaykr coorBercTByeT TpeboBanuam HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / [Checked by (AQA)/  ||Approved by: Quality Assurance/Authorized person /
TMoarorosneHo: [Mposepeno: / IMposepeno (AOK): Onobpeno: Obecneuenune kayectea/OTBETCTBEHHOE JIMLO:
Shagu%ﬁ'// Pravesh Rana { Amit Ktpi\mar/_\ \SUN‘ C Kum F\JL
’ P\ er™ -

z - 1 = /1(?-\4
Date / Date / Date / Date / 2242-2020T
Hara: 23.12.2025 |Mata: 23.12.2025 Hara: 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 29399, Email: mail@drreddys.com
CIN: L85195AP1284PLC004507
www.drreddys.com




Dr. Reddly's Laboratories Ltd.

@ o 0 o
1/ @ Formulation Unit-6 .

DI'. Reddy S ‘ @ il Khol, Malagarh Road, Baddi,

‘ Distt. Svian, H.P, 173 205, INDIA

el + 271 98166 55001-02
win drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A
Product : Nise gel 1%, 50 g
poaywr: Haiiz®, rens ans napysxuoro npumenenus 1%, 50 r
Market / Poinox : Russia / Poccus
/ . :

Batch No. . V250099 Batch Quantity / : 23341.0 units /
Cepus Ne Pasmep cepun 23341.0eanunu
Analytical Repourt No./ . 040003234086 Date of Analysis / . 23.12.2025
AnanuTnueckmii oryer No JlaTa anaau3a
Date of M anufacture / . 12/2025 Date of Expiry / 11/2028
JaTa npoussocTBa Togen g0
Mfg. License No. /
IIpouseogcTBEHHAR : MINB/05/263 MA number: / Homep PY @ JIII-Ne(001198)-(PT-RU)
auuensusn Ne i
Analysis performed according ND No / Anaan3 nposeacs no I Ne: JITT-Ne(001198)-(PT-RU)-050525

3akuiouenne o cooTBercTBUM: «HacTosLuM s MOATBEpHIAlO, YTO MPUBEACHHAS BbIlIE UHGOPMALIHS ABISAETCS JOCTOBEPHOM U TOUHOA.
Ota cepusi NpoAYKUHM nponsseseHa (BKJIOUaA YNAKOBKY (MapKUPOBKY) U KOHTPO/b KaYECTBA) Ha BbILIEYKA3aHHOH MPOHU3BOACTBEHHOM
Momanake (Naomaakax) B OMHOM COOTBETCTBHU ¢ TpeboBaHusmu [IpaBun Haanexailel npon3BoACTBeHHON nMpakTHkU Epazuiickoro
IKOHOMMYECKOTO COI03a M TPeOOBaHUAMHU KOHTPOS KA4eCTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBUU CO CELH(UKaLHUIMH,
COAEP/KAUIUMHUCS B PETUCTPALIMOHHOM JOChE CTPAHBI-MMIIOPTEpa. 3alHCH 10 NPOHU3BOACTBY, YMAKOBKE W aHANM3y TIpOBEPEHBI, H
YCTaHOBIIGHO IiX COOTBeTcTBUE TpeboBaHusaM [IpaBun Hajnexauled TNPOM3BOACTBCHHON NpakTHKH EBpa3niicKoro 3KOHOMHYECKOTO

coro3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanne: [ponykt cooTeercryer Tpedopannam HJT Jaxnaoyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[MoaroToBneHO: ITpoBepeHo: [Tposepeno (AOK): Onobpeno: Obecneuenue kayecTBa/OTBETCTBEHHOE THLIO:
Shagun 7 ||Pravesh Rana y Amit I&un‘@' A &UN L KUM an
o -'.AV,V — I N i
e ; il <
Alyate / Date / Date / Date / A1)l r
Hara: 23.12.2025 Hara: 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: L85195AP1984PLCO04507
www.drreddys.com





