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

Qe
DI'. -Reddy,s ‘.... vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drieddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAINMU3A
Product : Nisc gel 1%,20 g B =
Tlpoaywr: Haii3®, renp mis napysxkHoro npumexenus 1%, 20 r __|
Market/ Poinok : Russia / Poccug
Batch No./ = 'Batch Quantity/ _ 60000.000 units / '
|Cepuﬂ Ne S [Pa3mep cepun * 60000.000 equauL B
lAnalytlcal Report No./ . 040003040728 |Date of Analysis / . 25.08.2025
| AHasinTH4ecKnid oT4YeT Ne [llaTa ananu3a o
|Date of Manufacture/ . 08/2025 !Date of Expiry/ . 07/2028
Hara npoM3BoACcTEa - T'omen po - |
Mfg. License No./ |
ITIponseoacTBeHHast : MINB/05/263 MA number: / Homep PY  : JIIT-Na(001 198)-(PI-RU) :
JIMIeH3Hst Ne -
Analysisperformed according ND No / Auaaus nporeaen no HJ Ne: JITI-Ne(001198)-(PI'-RU)-050525
Ne Test / ITokasaTtear | Result / Pe3yabraThl [ Specification / Hopma |
1 Appearance / Onucanite [Clear homogenous ~ Tight

yellow to yellow gel, free from|
Clear homogenous yellow gel, free from particulatc) Iparticulate matter / OAHOPOAHBIH RPO3PAuHBIE TCAb OT

matter / O6m{op051m>m MPOIPAYHBIA [Eflb KCATOMO por o onroro 0 KETTOCO LBETA, CBOGONHBIH OT
B ocT X
(tBeTa, CBOOOMHBIHA OT MOCTOPOHHHX YaCTHIL OCTOPOHHIX MACTHIL

2 |dentification / [The refention time of the mam peak m the [The retention time of the main peak in the chromatogram'
|HaenTHdmwauns chromatogram of test solution should corresponds of test solution should correspond to the retention time of |

10 the retention time of the main peak in the the main peak in the chromatogram of nimesulide reference|

|HPLC / BOXXKX chromatogram of nimesulide reference standard standard solution (section Assay). / Bpems ynepxkusanus|
solution / Bpemsi yiepiknBaHUs OCHOBHOIO IIMKA HA OCHOBHOTO MMMKa HA XPOMATOrPaMME  HCIIBITYEMOro |

KpoMaTorpamMme HCTILITYEMOro pacTBOpa |pacTBOpa JIOIDKHO COOTBETCTBOBATD BPEMEHH |

‘COOTBCTCTBYET BPEMCHH YICPXKHMBAHUA OCHOBHOTO |yz[ep>kuBaan OCHOBHOT'O TMMKa Ha XpOoMaTOrpamMMe
fIMKa Ha XpOMaTorpaMMe pacTBopa CTaHAApTHOrO [pacTBOpa CTaHAapTHOro o6pa3ua HUMECYNMHAA (pa:men

obpasua HUMeCy M Ia |«KonuuecTBEHHOE OMpeAEeHHEN)

. ! ! .
3 |Weight of package contents/ 20 2/20 1 |According to the requirements. Not less than 20 g/ B

Macca cooep#IMOT0 YNAKOBKN | £ !r_;E)OTBerCTBuu c tpebopatusmu. He menee 20r |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [TpogykT cooTBeTcTBYeT Tpedopanusm HJJ 3aknawuenne: OJJOBPEHO
Prepared by / Checked by/ Checked by (AQA) ||Approved by: Quality Assurance/Authorized person /
Iloarotornexo: [lpoepet io: / [1poBepeno Onobpeno: Obecneyenne kayecTra/OTBETCTBEHHOE
Yogesh Chauhan Rama Kant (AOK): nuuo: Sunil Kumar

o ’ Amit Kugar *
07 T e < —
Date/ - Date/ 1.4 [|Date/ | o ||Date/ =
||}1 et |;a”fa: 95k W Jara: Ls-o% Hata: 2 GOGI0R

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +31 40 4900 2359, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q,’:".

Dr. Reddy's Laboratories Lid.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, HP., 173 205, INDIA
Tei. +G1 55166 56001 02
www.drieddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A

Product : Nise gel 1%, 20 g
Ipopykr: Haiiz®,

renb JIJ1s1 HApyXKHOro npumeHeHus 1%, 20 r

Market / PriHok

: Russia / Poccus

IlponssoacTBeHHAast
1J1uueH3m;l Ne

: MNB/05/263

'MA number: / Homep PY

‘Batch No./ . V250653 Batch Quantity / . 60000.000 units /
Cepusa Ne : Paszmep cepum © 60000.000 enpHyu
Analytlcal Report No./ . 040003040728 Date of Analysis / . 25.08.2025
AHQJIHTHYECKHUIi OTHeT Ne - JlaTa aHaJsM3a

Date of Manufacture/ . 08/2025 Date of Expiry / . 07/2028

Jara npoH3BoACcTBa o, B T'ogen o o

Mfg. License No./

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

|4 pH

5.7

E']) Impurity A /TiphMecn A

Related substances /P oac TBewmble npuMecH

Not detected / Be 06HapyxeHa

2) Impurity B /IIpumecs B

~ Below LOQ(LOQ=0.04%)/ Hmxe npenena
KosuectBeHHOro onpeaeneHns (IIKO = 0.04 %)

4.61t06.0/0T14,6 10 6,0

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

1) Not more than 0.2 %/ He Gonee 02 %

| 3) Impurity C/ [Ipumecs C

Not detecte d / He oOHapyKeHa

3) Not more than 0.2 % / He Gonce 0,2 %

Not detected / He oGHapyxeHa

) Not more than 0.2 %/ He Gonee 0,2 %

)
| 4) Impurity D /TIpumecs D
5)

Impurity E /Tlpumecs E

Not detected / e oOHapyxceHa

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

6 urity F /l'IpnMccs E

0.06%

6) Not more than 0.2 %/ e Goiee 0,2 %

Remarks : The Product confirms to ND/
[Ipumeuanue: [IpoaykT cootBeTcTBYET Tpebopanusm HJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by/ Checked by (AQA) ||Approved by: Quality Assurance/Authorized person / |
[Mogrorosneno: [poBepeno: / IlpoBepeHo Onobpeno: Obecneuenue kadectBa/OTBETCTBEHHOE
Yo.gesh Chauhan Rama Kant (AOK): miio: Sunil Kumar
éa / W Amit Km}:\d.{ ’
i — | g
Date / ) Date/, ol -1 ||Date/ _/o%—)»’ Date / L0
ET&: 25882725 ||IIaTa 3 [lara: 2% JlaTa: 9\6/081 028" |

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tek +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www drreddys.com




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

Qe
Dr.Reddy,S ‘;. Vill. Khol, Nalagarh Road, Badd;,

Distt. Solan, H.P., 173 205, LA
Tei: +91 53166 56001-02
www.driedt lys.com

CERTIFICATE OF ANALYSIS

CEPTUDNKAT AHATTU3A

'Product : Nise gel 1%, 20 g = == B
IIpoayxr: Haiiz®, renw ana HapysuHOro npumenenus 1%, 20 r _
Market / PriHok : Russia / Poccun
Batch No./ AEm—— Batch Quantity / _ 600CC.CCC units / i
Cepusn Ne ) Pazmep cepun * 60000.000 eguumL

. i .
Analytical Repovrt No./ . 040003040728 Date of Analysis / . 25.08.2025
Anasnrudecknii oTyer Ne JlaTa aHaJH3a
Date of Manufacture / . 08/2025 Date of Expiry/ . 07/2028
JlaTa npoM3BOACTBA Ioaen g0
Mfg. License No./
IpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT"-RU)
JsnueH3ust Ne -
Analysis performed according ND No / Auams nposegen no H/I Ne: JITI-Ne(001198)-(PI'-RU)-050525

' 7) Highest Unknown Impurity/ 7) Not more than 0.2 %/ He 6onee 0,2 %

E nuHuyHas
[‘:e‘;‘:ti‘::”q’“”“"‘”’"‘““a" Bclow LOQ (LOQ = 0. %) / Huke npenena
p xonmuectsennoro onpexencuus (IIKO = 0.1 %)

8) Total impurities / 0.1%
CyMMa puMeceit 8) Not more than 1.5 % / He Gonee 1,5 %

6 Microbial contamination* / Mukpo6uoaorgieckas 4yucrora*

| Remarks : The Product confirms to ND/ Conclusion : APPROVED / .
Ipimenuanne: [Ipoaykr cootBeTcTBYET TpeGosarav HIT 3akmouenne: OJJOBPEHO

Prepared by / Checked by / [Checked by (AaA) Approved by: Quality Assurance/Authorized person /
[Toarorosnexo: [posepeHo: / IlpoBepeHo Onodpeno: Obecneyenue kadecTBa/OTBETCTBEHHOE

YogeshChauha n Rama Kant (AOK): smno: Sunil Kumar

V/ ,‘/_;//;_.’. W "An 1Ku1?€rr/ /: - ém’i’

. y ; —— » )o |-"5r — : '/
o P 2608400

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +G1 40 4900 2900, Fax: +91 4Q 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCCG45C7
www.drreddys.com




DrReddy’s €

"Product : Nise gel 1%,20 g
Ipoayxr: Haiis®, renp nnst HapyxHoro npumeredus 1%, 20 r

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

Vilt, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tesl 4191 98166 5600102
www.drireddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJTIU3A

Market / Poimok

: Russia / Poceus

Batch No./ . Batch Quantity/ ~ 60000.000 units /

Cepus Ne 3 Pasmep cepun " 60000.000 eauHuL

Analytical Repovrt No. / . 040003040728 .Date of Analysis / . 25.08.2025

AHAJIHTHYeCKHIi 0TueT Ne Jara anaan3za i
Date of Manufacture / . 08/2025 Date of Expiry/ . 07/2028

Jata npoH3BoacTBa |TomeH ao N
IMfg, License No. / |

|ﬂp0u33011CTBeHHan : MNB/05/263 |MA number: / Homep PY  : JI[1-Ne(001198)-(PT"-RU)

AuueH3ust Ne

Analysis performed according ND No / Auamis npobegen no H/ Ne: JITI-Ne( 001198)—(PF-RU_)-050525

e

|Total aerobic microbial count /
|OBuiee KONIMUYECTBO
KM3HECTOCOOHBIX a3POOHBIX
MHKPOOPraHU3MOB

Total combined yeasts/molds count/

|Ob1ce 9nCno APoAKEBBIX H
[LICCHEBBIX TpHOOB

Pseudomonas acruginosa

Not more than 10 CFU/g /
Mecree 10 KOE/r

Not more than 10 CFU/g /
Menee 10 KOE/r

Absent in 1 g/ Otcyrcrsyers I 1

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

Not more than 10' CFU/g /
He 6onee 10! KOE/r

Absent in 1 g/ OrcyrctBue B 1

Staphylococcus aureus

onpejacJenue

Assay / Kompecraennoe

Absent in 1 g/ Orcytcersue B 1 1

~ [9.0to 11.0 mg of CsHi2 N> OsS (nimesulide) per 1 g of
the product/
Ot 9,0 no 11,0 Mr Ci3Hi2N20sS (umecynua) sl
[mpenapata

Absent in 1 g/ OrcyrctByer B 1 T

10.09 mg/ 10.09 mr

Remarls : The Product confirms to ND/ [Conclusion: APPROVED/
IMpumeuanue: [Iponykr cooTBeTcTBYET TpeboBannsM HJI Zaxmouenne: OJOBPEHO
'Prepared by/ Checked by/ Checked by (AQA) ||Approved by: alality Assurance/Authorized person/
loaroTosrgHo: [1poBepeHo: IIpoBepeno O nodpeno: OdecnieueHne kayecTsa/OTBETCTBEHHOE
YogeshChavihar ¢ Rama Kant Q (AOK): n1o; Sunil Kumar

ly ; LY Amit Kumar -,

¥ - ”

. M/ "'u e | /_(.QV\/
Date/ il - |Pate/ __oqmK|Date/ -»" [[Date/ 260 K- 0.
Mara: 7 503> ,[Lara:7/§’08 NMata:ts ™ |lara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN:L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe ‘ :
? ® Formulation Unit-6
Dr-ReddY S ‘... Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 55166 56001 02

www.drieddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTIU3A

Product : Nise gel 1%, 20 g o i
Ipoayxr: Haiiz®, rens ast HapyskHoro npumenenus 1%, 20 r a— . o
Market / Prinox : Russia / Poccusg

Batch No./ e Batch Quantity / _60000.000 units / a i
Cepusi Ne ) Pasmep cepui * 60000.000 exmnmn ol
Analytical Repovrt No./ . 040003040728 Date of Analysis / . 25.08.2025

AHanuTHYecKnii oTyer Ne Jlara ananusa ————— |
Date of Manufacture/ . 08/2025 Date of Expiry/ . 07/2028

JlaTa npousBoacTBa I'open g0 - _ ]
Mfg. License No./

Il'IpomBozlcTBeHHaﬂ : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)
|THuen3ns Ne o

| Analysis performed according ND No / Axaans nposeaen no H/{ Ne: JITI-Ne(001198)-(PT-RU)-050525

g | Package / YnakoBka [20 g in a laminated aluminum tube equipped with |
{tzmper-evident membrane, 1 tube and patient
{intormation leaflet (package insert) in a carton. /
i[lo 20 r r TvOy M3 NaMMHHUPOBAHHOTO ATIOMUHMS,
jcHal# ciiylo MeMOpaHol [Ist KOHTPONIS MEPBOro
jpcrpriTis. o 1 TvGe B Tauky KapTOHHYIO ¢
hgCTpVENNET MO0 MpPHMEHCHHIO  (JIMCTKOM-
RITD LI V).

* 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./

* [IpoBoauTCsS MPOU3BOAUTCIIEM NPH BBITYCKC MEPHOANUCCKU (C MHTECPBAJIOM B OJHO MCIbITanue Ha 20 cepuii umu He medee | pasa B rox).

TTokasaTens MoxeT ObITh HE BKIFOUEH B CEPTUQUKAT aHaH3a QUPMEL

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

0o 20 r B TY0y M3 JAMHHMPOBAHHOTOQ :ATIOMHHHS, |
cHacHHYI0 McMOpaHol [UTA  KOHTpOMA Nepsoro |
jBckpbiTHA. [To 1 TyDe B nayky KaPTOHHYIO C HHC TpyKUMEH |
MO MPUMEHEHUIO (JIMCTKOM-BKIIa/IbILIEM ). [

API name / Halﬂenonaﬂue ADC: Nimesulide / Humecyntu g
INN /MHH: Nimesulide / Humecynua
API manufacturer batch number/ MS-1A-243031-M1

Homep cepun npoussomrenss ADC:

FP Manufacturer API Batch number/ BERASOATS

Homep cepun cyGeranwin npoussoguteny I'JID: ]
Remarks : The Product confirms to ND/ Conclusion : APPROVED / |
LipumevaHue: LIPOAYKT COOTBETCTBYET TpedosiaHuaMm HIT 3akmouenne: OJOBPEHO
Prepared by / Checked by/ Checked by (AQA) ||Approved by: Quality Assurance/ Authorized person/ : .
[ToaroroBneHo: [poBepeno: / [IpoBepeHo Onodpeno: Obecnedenue kauecTBa/OTBETCTBEHHOE

Rama Kan;}j- (AOK): au1o: Sunil Kumar
Amit Kumar

- i ID[ate/ ?/{,&,1;1 Eate/l;o%rubs Eate/ ;14/@&»: 0L
- - arTa: aTa: aTa: \

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Teiangana, India
Tel: +91 40 4800 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1L C004567
www.drraddys.com




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

L T
Dr.Reddy’s ‘:. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel: +51 58466 56001 02

www.drieddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHATIU3SA

Product : Nise gel 1%,20 g
Tpoayxt: H a#*, renb yis HapyxHoro npumenenns 1%, 20r

Market / Poinok : Russia / Poccua

|Batch No./ = [Batch Quantity / ~60000.000 units/ -
Cepusi Ne ; |Pasmep cepuu * 60000.000 eaunmiy

Analytical Repovrt No./ . 040003040728 Date of Analysis / . 25.08.2025

AHaJHTHYeCKHH oTYeT Ne Jlara anaansa -
Date of Manufacture/ . 082005 Date of Expiry / . 07/2028

JaTa npou3BoacTBa o o ) |Topen no -

Mfg. License No./

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

auueH3us Ne |
Analysis performed according ND No / Anaans nposenen no H/ Ne: JIII-Ne(001198)-( PT'-RU)-050525

Name, hddress, authorization No for  FP manu_fa_ctmng Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
site / Control site / Release site/ India (license No MNB/05/263./ IlpoussoacTBeHHoe nonpasaciaenne-6, Bun.
HaumeHoBante, agpec u HOMEP JIHIIEH3RH NJOWANKH, Kxons, Hanarapx Poya, Bagau, Juctpuxr Conan, X.I1., 173205, Hanus
ocyutecTBIIstoul e (Jlunensus 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) it 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 arc verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established»./

3ak/nouyeHne 0 coorBeTcTBHH: «HacrosiunM A MONTBEPKAAIO0, YTO MPHUBEJCHHAS Bbie MHOPMAUUS ABISCTCI JOCTOBCPHOH i TOHHOM. JTa cepus
MPOAYKUMH NIPOU3BEACHA (BK/IIOYAs YIIAKOBKY (MapKHPOBKY) M KOHTPOIb Ka4YecTBa) HA BBIILICYKa3aHHOM MPOU3BOILCTBEHHOM IUIONIAAKE (IUIOIANKaK) B
MOJIHOM COOTBETCTBHH C TpeGoBanusMu [IpaBun Haanexaweit NpOU3BOACTBEHHOM MPAKTHKU EBpa3suiickoro HKOHOMHUYECKOTO COHO3a U TpeGoBaHHAMHU
KOHTDOJI KA4ECTBA JICKAPCTBEHHLIX CPEACTB, @ TAKXKE B COOTBETCTBHM CO CICUU(HUKAIMAMH, COACPXKAIUIMMUCA B PETHCTPALIMOHHOM JOChE CTpPaHBI-
UMIIOpPTEpa. 3alKMCH N0 MPOM3BOACTBY, YNAKOBKE H AQHANH3Y NPOBCPCHBL, M YCTAHOBJICHO HX cOOTBETCTBHC Tpebosauusm [IpaBun namnexaniei
MPOU3BOACTBEHHOH NpakTHKU EBpasiiickoro 3K0HOMHYECKOro Col03a».

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

TIpumeuanne: [IponyxT coorsercryeT Tpedorannam HJ| 3aknwaenrte: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) ||Approved by: Quality Assurance/Authorized person/
[NoaroTosnexo: [Mposepeno: / I1poBepeHo Opobdpeno: Obecneyenne kadecTsa/ OTBETCTBEHHOE
Y ogesh Chauhan Fama Kant (AOK): mino: Sunil Kumar

Y u,d" Am it Kumar ,
/- %““\/ N 4

|gate/ }54512”5 gale/ %’US’W' Hate/ L;(g, - b B zate/ 2@/08’1,(0),_(
arTa: ara: ara: ara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Teiangana, India
Tei +91 40 4800 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1 C0C4507
www.drreddys.com




