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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Te! :+91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A

Product : Nise gel 1%, 20 g
Hpoaykr: Haiz®, rens ans Hapy»xHoro npumeneHus 1%, 20 r

Market / Puinox

: Russia/ Poccus

auunensus Ne

Batch No. / A Batch Quantity / ~ 60000.000 units /
Cepus Ne : Pa3zmep cepumn * 60000.000 eauany
Analytical Repovrt No./ . 040003040728 Date of Analysis / . 25.08.2025
AnanqurnueckKuii oTyet No JlaTa aHa/jun3a

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

Jata npouspoacTBa T'opeH o

Mfg. License No./

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

Analysis performed according ND No / Anasns npogesen nb H Ne: JIIT-Ne(001198)-(PI'-RU)-050525

o |

Test / IlokazaTean

1 | Appearance / Onucanue

(IEAT N ePTOEEAGHE ycllow gel, freevfrom pait lc”m"purtiuuialc matter / OnHOpOAHBIN NpO3pauHbIi reip o1
matter / OQHOPOAHBIA NMpPO3pauHbIf IEilb WENTOrO

Specification / Hopma -

| Result / Pesynbrats

LIBETa, CBOOOIHBIH OT NMOCTOPOHHUX YaCTHLL

2 Ldentification /
Haeutudpukauus

HPLC / BOXX

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 reference standard
solution / Bpems ynepxuBaHus OCHOBHOTO IMKa HA
XpoMarorpamme
COOTBETCTBYET BPEMEHH YICDKUBAHHUSA OCHOBHOTO
[MKa HA XPOMATOrpamMMe pacTBOpa CTaHJapTHOrO

HCIIBITYEMOI'O

;06pa3ua HHAMECYIH A

3 |Weight of package contents /

IMacca COACDIKUMOro YNaKOBKH |

pacTBopa

light
from

homogenous
yellow gel,

[Clear
vellow to free
CBETIO-KENTOr0 JO JKEATOro 1BeTa, CBOOOAHBIH OT

NOCTOPOHHEX HacTH

The retention time of the main peak in the chromatogram
ol test solution should correspond to the retention time of]
the main peak in the chromatogram of nimesulide reference|
standard solution (section Assay). / Bpems ynepxusanus
OCHOBHOID UMKa HA XpOMAaTOrpaMME HCIIBITYEMOTO
pactsopa JOJIKHO COOTBETCTBOBATH BPEMEHH
VIEPXKUBaHUsT OCHOBHOTO TIMKa Ha XpOMaTorpaMme
pacrsopa craHZapTHoro ofpasua Humecymuaa (pasmen
[« onmyecTaeHIOE ONPENEIEHHER)

20g/20r

According to the requirements. Not less than 20 g/ B |
cooTeeTeTBMY € TpeboBannamu. He menee 20r

Remarks : The Product confirms to ND/
[Ipumeyanue: [1poayKT cOOTBETCTBYET TpeboBanram HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
INoarorosneHo:
Yogesh Chaulian

(Va
(7

Checked by /
[TposepeHo:
Rama Kant

R0

Checked by (AQA)
/ IIpoBepeno
(AOK):
Amit K\ll_,Qa[ A

| -

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnedenne kauectsa/OTBETCTBEHHOE
Jmno: Sunil Kumar

<

Date /

Nara: 7 57897

Date /

Hara: ’)/g'“&,u%

C ||Date /

Date /
Hara:

Lgowh

JlaTta:

QA 60FL0IN
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Nise gel 1%, 20 g

Ipoayxr: Haiis®, rens mist Hapy>kHoro npuMeHeHus 1%, 20 r

Market / Prinok

: Russia / Poccus

Batch No./ . V250653 Batch Quantity / . 60000.000 units /
Cepusi Ne ) Pazmep cepun * 60000.000 enuHuULL
coal i .
Analytica Rep0ft No./ . 040003040728 Date of Analysis / . 25.08.2025
AHanuTH4YecKH i oTueT Ne JlaTa ananusa
Date of Manufacture / . 08/2025 Date of Expiry / . 07/2028
JlaTta npoH3BoAcTBa T'onen go
Mfg. License No. /
IlpoussoacreenHas : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JuneH3nss Ne -

Analysis performed according ND No / Anaans niposeaen no H/ Ne: JHI-Ne(001198)-(PI'-RU)-050525

4 pH

5.7

’4.6 to0 6.0/ 01 4,6 10 6,0

Related substances /PoacTeennbie npumecu

1) Impurity A / [Ipumecs A

2) Impurity B/ ITpumecs B

Not detected / e obHapyxkeHa

Below LOQ (LOQ = 0.04 %) / Huxe npegena
konuyecrsenHoro onpenenenns (ITKO = 0.04 %)

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

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

3) Impurity C/ Ilpumecs C

Not detected / e oGHapy*eHa

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

} Impurity D / Ilpumecs D

Not detected / He obHapyxcHa

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

5) Impurity E / [Ipumecs E

Not detected / He 0OHapysxeHa

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

6) Impurity F / [lpumecs F

0.06%

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

Remarks : The Product confirms to ND/
IIpumeyanne: [IpoaykT cooTBeTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) |[Approved by: Quality Assurance/Authorized person /
[Moarorosneno: [TposepeHo: / [IpoBepeno Onodpeno: Obecneuenue kayecTBa/OTBETCTBEHHOE
{ Yogesh Chauhan Rama Kant (AOK): auno: Sunil Kumar
Y M» Amit Kumar _ N .
 / QA i (fv’\f‘/
Date / Date/ _ gfuﬁf Date / - {|Date / ' —
~6%..- 297, 0 9 0P o <>< 2
Jlara: 2-5-0% 278 Jlara: 5 Hara: 25 Hara: Q\é/o& 024

Registered Oftice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s €

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

vVill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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www.drieddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTUSA

Product : Nise gel 1%, 20 g

INpoayxr: Haiiz®, rens a1s napyxxoro npuMenenns 1%, 20 r

Market / Prinox

: Russia/ Poccus

anueH3ust Ne

Batch No./ . V250653 Batch Quantity / . 60000.000 units /

| Cepus Ne B ' Pa3zmep cepun * 60000.000 exuHuUL,
Analytical Repovrt No. / . 040003040728 Date of Analysis / . 25.08.2025

| AHANTHTHecKMii oT4eT Ne Jara aHaausa

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

JlaTta npoM3BoACTBA |Togen oo

Mfg. License No. / -'

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

I

Analysis performed according ND No / Anajns nposeaeH n6 H I Ne: JITT-Ne(001198)-(PT-RU)-050525

Enunnunas
HEUICHTH(MUHPOBaHHASA
NpuUMeEch

7) Highest Unknown Impurity /

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

Bclow LOQ (LOQ = 0.1 %) / Huxe npenena
komuectsenHoro onpeaenchus (ITKO = 0.1 %)

8) Total impurities /
Cymma npuMecei

0.1%

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

Microbial contamination* / MuxkpoGuonxorudeckas qucrora*

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IponykT coorseTcTBYET TpeboBanusam HJI Zaxmwouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) ||[Approved by: Quality Assurance/Authorized person /
[Moprororneqo: | Iposepeno: / 1lposepeno Onobpeno: ObecnieyeHne kayecTBa/OTBETCTBEHHOE
Yogesh Chauhan Kama Kant (AUK): nauuo: Sunil Kumar

V ~ Mﬁ‘ Amit Kun{n;j A

77 ; N~ é’ i '\’f’

Date / : Date / ,&;u’fﬁ Date/ | ¢ 32" |[Date / (;é"fj'-’&n«tcﬁ)_
Tara: 7~ 252t Jara: A Tara: ¢ Nlata: .

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Teiangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Soian, H.P., 173 205, INDIA
Tel : +91 63166 56001 02
www.drieddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3SA

Product : Nise gel 1%, 20 g
Xpoaykr: Haiiz®, resis anst Hapy»sHoro npumenenus 1%, 20 r

Market / Puinok

: Russia / Poccus

anueH3usa Ne

Batch No./ . V250653 Batch Quantity / . 60000.000 units /

Cepus Ne ) B Pazmep cepuu * 60000.000 epuuuLy
Analytical Repourt No./ . 040003040728 Date of Analysis / . 25.08.2025
AHaJuTHYECKHH oTyeT No JlaTa anaau3a

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

JaTa nponspoacTsa I'omen oo

Mfg. License No. /

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

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

Total aerobic microbial count /

Oblee KOJIHYECTBO

KH3HECTTOCOOHBIX a3pOOHDBIX

MHUKPOOPTaHH3MOB

[Total combined yeasts/molds count /
OO1iee YNCiIo APOKIKEBBIX U

LUICCHCBBIX TPHO0B

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

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

Pseudomonas aeruginosa

|Stap/zylococcus aures

Absentin 1 g/ Otcyreryers I T

Absentin 1 g/ OrcyTerByerB 1 1

Not more than 10> CFU/g /
He 6onec 102 KOE/r

Not morc than 10! CFU/g /
He 6o1ee 10! KOE/r

Absentin t g/ OtcyrcTBue B 1 1

Absentin 1 g/ Otcyrersue B 1 ¢

Assay / KoauuecTBenHoe

onpeacyieHHe

10.09 mg/ 10.09 mr

9.0 to 11.0 mg of C13H12N20sS (nimesulide) per 1 g of
the product /

Ot 9,0 g0 11,0 mr Ci3H2N20sS (uumecynun) B 1 ¢
penapara

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanne: [Tpoayxr coorsercTryeT TpeboBantism HJT Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) [[Approved by: Quality Assurance/Authorized person /
[TuururusiEHL. [Tpusepenu. / Hpusepenu Ouubpenu: OGccmeucHne kaueeTsa/OTBCTCTBCIIIOC
Yogesh Chauhar Rama Kant \ (AOK): quuoe: Sunil Kumar
gy 1 hett Amit Kumar  «

& M L
Date / ~ ||Date / 2 1e05|[Date/ )" |Date/ 26020,
Tara: 7 503227 Hata: ) e Tara: L6777 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Te!: +#91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com




Dr.Reddy’s ‘,’o

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 53166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAITU3SA

Product : Nise gel 1%, 20 g
| Ipoayxr: Haiis®, rens a1s Hapy»Horo npumenenus 1%, 20 r

Market / Privok : Russia / Poccun

Juen3ns Ne

'Batch No./ . V250653 Batch Quantity / _ 60000.000 units /

Cepusi Ne ) Pa3zmep cepuu * 60000.000 ennHuL
Analytical Repovrt No. / . 040003040728 Date of Analysis / . 25.08.2025
AHaauTH4eckHii oTyeT No Jara aHaan3za

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

HdaTa npoHsBoacTBA {F'ogen go

Mfg. License No. / |

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

Analysis performed according ND No / Ananns nposesen no HJ/ Ne: JITT-Ne(001198)-(PI'-RU)-050525

‘8 | Package / Ynakoska
tamper-cvident membrane. |

Mo 20 r 8 TyOy M3 NaMHHHPOBANHOIO

‘ HITCT[})’T\'IIITCﬁ no MPHMEHEHHID

BrRIanLImen).

20 g in a laminated aluminum tube equipped ‘with]
tube and patient
information leaflet (package insert) in a carton. /

CHADKCHAYIO MCMOPaHOH 418 KOHTPOAA 1ICPBOIO
!\CKPI‘I'I'IH!. Mo 1 T_\'lp'lt: B RO4YRY l\".![}TnHH}'Iu €]

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

[To 20 r B TYy0y M3 NaMHHMPOBAHHOIO AIHOMMHMS,
‘cuaﬁmm-m_\m meMOpaHOd NIt KOHTPOAS — NEPBOro
pekpuiTng, Io 1 Tybe B nauky KapTOHHYIO C HUHCTPYKUHEH
110 IPHMEHEHHUIO (JIHCTKOM-BKJIaABILIEM).

WTHOMITHAA,

{AHCTKOM-

absent in the in-house certificate of analysis./

1 —— |
* 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

* [IpOBOAMTCS POM3BOAKUTENEM HPH BBIMTYCKE MEPHOAMYCCKH (C HHTEPBAIOM B OJIHO HchbiTaHue Ha 20 cepuil HiM He MeHee | pasa B ron).

TToka3sarens MOXeT ObITh HEe BKIIOYEH B cepTU(HKAT aHank3a QHPMBI,

API name / Haumenosauue A®C:

Nimesulide / Humecynun

INN/MHH:

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepuu nponssoantensi ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Homep cepnn cy6eTanunn npouspoaurens I'Id:

FERAOQ0717

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeGopanam HJT 3axawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) [|Approved by: Quality Assurance/Authorized person /
[ToaroToBsneHo: IIpoBepeHo: / IIpoBepeHo Onodpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
W' "ogesh Chauhan Rama Kant LP- (AOK): niuo: Sunil Kumar
{ o R Amit Kumar  «
W —
b )yl N

{ b e @P"*& i LI.' — <M
Date / 5 ||Pate/ _ o yS|[Date/ % J+ " ||Date / }Q,D &0
TMara: .~ g/ﬂjﬁ Tata 257 Tara: L0 Jata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




® Dr. Reddy's Laboratories Ltd.
@ \ .
Formulation Unit-6
) @
Dr. Reddy S ‘ o. Vill. khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA
Jei : +51 53166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Nise gel 1%, 20 g
Ipoayxr: Haiiz®, rens s HapykHoro npumenenns 1%, 20 r

Market / PoiHok : Russia / Poccus

Batch No./ . V250653 Batch Quantity / . 60000.000 units /

Cepust Ne ; Pasmep cepun * 60000.000 exuHuLL
Analytical Repovrt No./ . 040003040728 Date of Analysis / . 25.08.2025
AHanuTHYecKHil oTueT No JlaTa ananunza

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

Jlara npou3BoACTBa TI'open no

Mfg. License No. /

ITpoussoucrseHHasn : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)
aHueH3ust Ne

Analysis performed according ND No / Anaans nposeaen no H/I Ne: JITI-Ne(001198)-(PT-RU)-050525

Name, address, authorization No for =~ FP manufacturing Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
site / Control site / Release site / India (license No MNB/05/263. / [Ipon3BocTBeHHOE IoapasfenieHue-6, Buui.
HaumenoBaHue, agpec m HoMep JHUCHIHH TOUIATKH, Kxons, Hanarapx Poyn, Bamuy, ducrpuxr Conan, X.I1., 173205, Hunus
OCYIIlCCTRISIIO LI ETH (JTuuensus 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». /

3akaloueHte 0 cOOTBETCTBHH: «HACTOAMMM 51 TIOATBEPKAAIO, YTO MPUBENCHHAS BhIlle HHOPMAIUs ABASECTCA JOCTOBCPHOH M TOYHOH. JTa cepus
NPOYKIIHY MPOH3BE/IENa (BKIII0UAS YIIAKOBKY (MaPKHPOBKY) H KOHTPO/Ib KA4eCTBa) Ha BBILICYKa3aHHOM NIPOU3BONCTBEHHOMN MUIowwanke (olankax) B
TI0JTHOM COOTBETCTBHHM © TpeOoBaHUAMHU [IpaBHiT HaanexameH NPOY3BOICTBEHHOM NpakTHkH EBpa3nitckoro 3KOHOMHUECKOTO €OI03a W TPEGOBAHUAMH
KOHTpOJIA Ka4yeCTBa JEKAPCTBEHHBIX CPCACTB, @ TAKXKE B COOTBETCTBHM CO CICUMQUKAIMAMH, COACPHKAUMMHUCA B PETHCTPALMOHHOM JOCHE CTPaHbI-
HMIOpTepa. 3aHCH MO NPOM3BOACTBY, YIAKOBKC M AHAIH3Y IPOBCPCHBI, H YCTAHOBICHO MX COOTBETCTBHE TpcOopanusm [lpasunm Hamnexameii
NPOU3BO/ICTBCHHOMN NPaKTHKH EBpasniickoro 5KoHOMHHECKOro COO3ax.

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

IMpumeuanue: [IpoaykT coorBercTByeT Tpebosanuam HJI 3akmwouenne: OJOBPEHO

Prepared by /. Checked by / Checked by (AQA) ||Approved by: Quality Assurance/Authorized person /
[Moarotornero: [IpoBepeHo: / Tporepero Onodpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Yogesh Chauhan Rama Kant (AOK): Jo: Sunil Kumar

¢ U;_Lﬁ‘ Amit Kumar .
.EE" %nk\/ N— W

Eate/ 25708 200§ Eale! }qfuﬁ.'u”'s Eate/ Lg'(ﬁy 1t zate/ 26080, C
ara: ara: ara: ara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4300 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




