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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATTU3A

Product: Nise gel 1%, 100 g

Mpoaykrs Hatiz®, ress ans wapyxHoro npuvenenus 1%, 100 r

Market / Poinok

: Russia / Poccust

Batch No. / . V250423 Batch Quantity / _11882.000 units /
Cepun Ne i Pasmep cepHH " 11882.000 eaunmL |
:nalyﬁ'cal Repo“rt No. / . 040002954871 Date of Analysis / . 11.06.2025

HanuTHYecKHH oTYeT No Jata ananuia L |
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
MaTa NpoM3IBOACTBA ) Iogex ao Ny N el | _
Mfg. License No. / B
IlponseoacrBernHas : MNB/05/263 MA number: / Homep PY 1 JIII-Ne(001 198)-(PT-RU)
NunensHs N .0 e |
Analysis performed accordmg ND No / AHaiu3 npoBeaeH no H I No: JlH—N'z(l}{il 198) (PF-RU) 290323 b
|Ne | Test/ Iloxasaress [Result / PesyastaTer | Specification / Hopma - 1
i1 'Appearance / Omucanne |Clear homogenous light yellow gel, free from Clear " homogenous “Tlight!
‘ - partlculatc matter / OLHOpoAHbI npo3paunsii yellow to yellow gel, free from:
| [reJsib CBETJIO-KENTOrO LIBETa, CBOOOAHEII OT partlcujate matter  / Ouﬂoponﬁm‘i

[MOCTOPOHHHX YaCTHLI.
JKEJ'ITOFD

2 [denﬁﬁcatlon by HPLC/
]ﬂxenTu¢uuauug(B3xCX)

!
i

Complies as prescribed / COOTBETCTBYET —
TpeboBaHUAM |

|

3 ‘Weight of package
contents Macca
COIEPRHMOr0 YNAKOBKH

101 g/ 101 T

npoapatm bilf TeNb OT CBETIO-XENTOro Ao
I[BETA, ¢BOGOAHBIN o1|
MOCTOPOHHHX HACTHI,

The retention time of the main peak in the|
chromatogram of test solution shouldi
correspond to the retention time of the main

peak in the chromatogram of nimesulide

reference  standard  solution  (section|
Assay). / Bpems yaepxupaHus OCHOBHOIO|
fyka Ha XpoMmarorpamme ucnsnyemom!
pacmopa JOJDKHO COOTBETCTBOBATE
BpEMEHHM YASP)KMBAHHS OCHOBHOIO ITHKa
Ha XpomarorpaMmme pacTtsopa
crappaprHoro  ofpasua  HHUMecCynnza
(pasmen «KonnyecTBeHHOE onpeae/icHUEN)
According to the requirements. Not less
than 100 g / B COOTBEICTBHH C

rpe6opanusmii. He menee 100 r

Remarks : The Product conforms to ND/
Hpumevanne: ITpoAyKT COOTBETCTBYET TpeOOBaHHAM HIO

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Jara: 11.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Tlonrorosnexo: Ram TTposepeno: Pardeep Kumar Onobpeno: Meneziep [ PyrdeoanTenb
ﬁ.j t[r _ <3[/ Amit Kumar N
Reprint Date / \ Reprint Date / Reprint Date /
Hara: 11.06.2025

Hata: 11.06.2025

Registered Office: 8-2-337, 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




Dr.Reddy’s Q%.’.

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

vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, {NDIA

el 1 +51 28166 56001-02

www.drrecays.corn

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAITU3A
Product: Nise gel 1%, 100 g
Mponyicr: Haiis™, rens gns wapyxsoro npumenenus 1%, 100 r
Market / Poidok : Russia / Poccus
Batch No. / ite s ~ [Batch Quantity/ ~ 11882.000 units / 2
Cepus Ne ) Pasmep cepun " 11882.000 egvuu _
Analytical Repourt No./ . 040002954871 Date of Analysis / . 11.06.2025
AnainTuteckuit oTuer Ne Jata ananusa -
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
Hdata nponssoacTea {Tonen 10
Mfg. License No. /
IlponsromcTBeHHAR : MNB/05/263 MA number: / Homep PY  : JITI-Ne(001 198)_-(P1'—RU)
{Mnuensus Ne

|A_nalysis performed according ND No / Auanus nposeick no Hil Ne: J]H-N'!(OI]I198)-(PT'-RL1}-29032.3 |
4 |[pH - n 56  H6t060/014,61060 ,‘
5 Related substances /PoacTBeHHbIE NPHMeECH

1) Impurity A / Ilpumecs A
2) Impurity B / [lpumecs B
3) Impurity C/ Ilpumecs C
4) Impurity D / [Tpumecs D
5) Impurity E / [Tpumecs E
6) Impurity F / Ilpumecs F
7) Highest Unknown
Impurity / EzuudHasn
HeuaeHTU(HUMpOBaHHas
NpUMecs

8) Total impurities /
CymMma npumecei

Below LOD (LOD = 0.02 %)/ Hwxe npenena
obuapyxeunus (ITO = 0.02 %)

Below LOQ (LOQ = 0.04 %)/ Huxe npenena
konmuecTseHHOro onpeaenewus (TIKO = 0.04 %)
Below LOQ (LOQ = 0.04 %) / Hnxe npeaena
konuuecTseHHoro onpeneneuua (ITKO = 0.04 %)
Not dctceted / He o6HapyxeHa

Below LOQ (LOQ = 0.07%) / Huxe npenena
konuuectBeHHoro onpenenenus (IIKO = 0.07%)
Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.1 %) / Huxe npenena
konuuecteerHoro onpegenenus (ITKO = 0.1%)

Below LOQ / Hike rpesiena KOJIMYECTBEHHOTO
DTIpeneneHus

1) Not more than 0.2 % / ne 6onec 0,2 %
2) Not more than 0.2 % / He 6onee 0,2 %
3) Not more than 0.2 % / He 6oniee 0,2 %
4) Not more than 0.2 % / ne 6onee 0,2 %
5) Not more than 0.2 % / ne 6onee 0,2 %
5) Not more than 0.2 % / e 6osee 0,2 %

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

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

6 Microbial contamination / Muxpo0noaoruyeckas Y4McToTa*

Kemarks ¢ The Product cofiforms to N/
psaseussue: {{POJYKT COOTBETCTBYET TPEOOBAHMAM H )

Conclusion : APPROVED /
3armwuenue: OMOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Ilonrorosneno: Ramakgn j_ [IpoeepeHo: Pardeep Kumar -1 Opnobpeno: Meremxep / PyxppoauTens
Jﬂu]l.(‘l. - C—— | Amit Kumar N

Reprint Date / sl il Reprint Date / Reprint Date / i

Jara: 11.06.2025 Hara: 11.06.2025 Nara: 11.06.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A

Dr. Reddy's Labaratories Ltd
Formulation Unit-6

vili. Khol, Naiagarh Road, Baddi,
Distt. Solan, rI.P, 173 235, iNDIA
Tl - 461 €2166 SAONT-07
www.drredavs.coin

Product: Nise gel 1%, 100 g
Hponyicr: Haits®, reab ang Hapy:kHoro npiume

Henus 1%, 100

Market / Prinok

: Russia/ Poccus

~11882.000 units /

Batch No./ . Batch Quantity / h

Cepna Ne g Pazmep cepun * 11882.000 eauHuUL
Analytical Repoﬁrt No./ . 040002954871 Date of Analysis / . 11.06.2025
Auanurndeckuin oTyer Ne Jata ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

Hara npousnoaersa Toaxen go

Mfg. License No. /
Npou3BoacTBEHHAR
aneH3nA Ne

: MNB/05/263

MA number: / Homep PY

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

Analysis performed according ND No / AHAIN3 NPOBCICH N0 111 Ne: JITI-Ne(001198)-(PT-RU)-290323

otal aerobic microbial
count / O6lIee KONHYECTBO |
HIHECTOCOBHBIX I
a3pobHeIX
MHUKDOOPraHH3MOB
[T'otal combined
yeasts/molds count /
(O611ee YHCIIO IPONROKEBBIX
i TIECHEBbBIX rpUbOB
[Pseudomonas aeruginosa

[Staphylococcus aureus

7 |Assay / KoaudecTBeHHOe
onpeneneHne
8  |Package / YnakoBka

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Absentin 1 g/ OtcytcTBYeTB 1 T
Absentin 1 g/ Oreyrersyerslr

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

Not more than 10' CFU/g/
il-iL‘: 6onee 10' KOE/r

Absent in 1 g/ OrcyTcTBue B 1 T

|Absent in 1 g/ OtcyrerBie B 11

998 mg/9.98 mr

test may be absent in the in-house certificate of analysis. /

9.0 to 11,0 mg of CjsH;2N2OsS
{(nimesulide) per 1 g of the product. /

EOT 9.0 0o 11,0 mr C13H zN20s5S
{(umsecysmi) 8 | r npenapara e

1100 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and |

ipatient information leaflet (package insert) in a carton. /
ITo 100 r B Ty6y H3 TaMUHHMPOBAHHOTO ATIOMHHNSA, CHAGXKEHHYIO MeMOPaHOH A1k

KOHTPONS TIepBOro BekpeiTHs. [lo 1 TyGe B nauKy KApTOHHYIO C MHCTPYKUuEH Mo
NpiMeHeH 0 (JINCTKOM-BKIABILIEM).

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year). The

Remarks : The Product conforms to ND/

[ paaseuamue: IlpodyKT COOTBETCTBYET TPEOOBAHUAM HX

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IonrorosneHo: Ramakant ITpoeepeno: Pardeep Kumar _ ‘ OpobpeHo: Meuenm{p / PYKOBOAUTENE
"X;‘,]U,L i “ | Amit Kumnar N

Reprint Date / e Reprint Date / Reprint Date /

Iara: 11.06.2025 Hata: 11.06.2025 Jara: 11.06.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘%.'

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

Vill. Khol, Nalagarh Road, Baddi,
Disti. Solan, H.P., 173 205, INDIA
Tal : +61 €2166 55001-07
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A

[Product: Nise gel 1%, 100 g
Ipoaywr: Haits®, rens ans napykxoro npumenenun 1%, 100 r

Market / Poittox : Russia / Poccua

ITIpouseoacrBeHnasn : MINB/05/263

JAunueninsa Ne

Batch No. / . V250423 Batch Quantity / . 11882.000 units /
Cepnn Ne £ Pasmep cepin " 11882.000 enmuny
Analytical Report No. / . 040002954871 Date of Analysis / . 11.06.2025
Anagurutecknii oaer Ne J{aTa aHann3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JlaTa npoH3IBOACTBA Togen mo
Mfg. License No. /
: JITI-Ne(001198)~(PT-RU)

MA number: / Homep PY

Analysis performed according ND No / Ananus nposeien no H Ne: JITE-Ne(001198)-( PI-RU)-290323

* [IpOBOAMTCA MPOHIBOIUTENEM TIPH BEITYCKE MEPUOINYECKH (C HHTEPBAIIOM B OIHO MCTIbITaHHe Ha 20 cepuli Uiy He Meree 1
pasa 8 ron). IToka3atens MoxeT 6bITs He BKIIOYEN B CEPTHHUKAT anask3a GUpMEl.

API name (INN) / A®C (MHH):

Nimesulide / Hamecynun

API manufacturer batch number /
Homep cepun npoussonure/ia APC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
Homep cepunt cy6cTannuu npoussoautens IJID: |

API Manufactured by & country /
MpouseonuTtesp ADC, cTpana:

FERAO00716

Manranam Hpar3 aun Opranuke JITh., WHaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHOBaHHe, aApeC H HOMEpP JHIECH3HH
[LJIOWAAKH, OCyLIeCTBANIOIIEH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263 /
TpousBoacTBeHHOE NoApa3aeneHue-6, Bunnamx Kxonb,
Hanarapx Poys, Banag, Conan Juctpukt, X.I1. 173205, Uuaus
(Jluuensns 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 dbove mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.

Remarks : The Product conforms to N/
Dpumeganue: [Iponykr coorsercrayer Tpebopanuam HII

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Jara: 11.06.2025 Jlara: 11.06.2025

Ioarorosneno: Ramal qni ) ITpoeepeno: Pardeep Kumar .f Onobpeno: Menenxep / P)"I.{OBOJIIIT'CHB
[ rﬂt o Amit Kumar Ao i
Reprint Date / N Reprint Date / Reprint Date / v

Jata: 11.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 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

Bo
Dr= Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, iNDIA
Tal 461 2166 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A
Product: Nise gel 1%, 100 g =
T poayscr: Haiiz”, rens 14 Hapyxuoro npumesenua 1%, 100 r
Market / Poisiok : Russia / Poccus
Batch No./ . V250423 Batch Quantity / ~ 11882.000 units / i
Cepug Ne ) Paszmep cepny . " 11882.000 eamsnil - I
Analytical Report No. / . 040002954871 Date of Analysis / . 11.06.2025
AuanHTHYCCKHH 0THeT No JlaTa ananuia
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
Jara npoH3BOACTBA I'oaen Ao g
Mfg. License No. / _
IIponzeoacTBeHHAR : MNB/05/263 MA number: / Homep PY JITT-Ne(001198)-(PT-RU) .
anuenzna Ne |
Analysis performed according ND No / Asagns nposeaes mo HJL Ne; JIF-Ne(001198)-(PI-RU)-290323 ]

02 September 2022) 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».

3aKIi04eHHe 0 COOTBeTCTBHM: «HacToAUINM s TOATBepXKIai0, YTO NPUBEAEHHAs BhblLle MHQOPMALUS ABJIACTCS
JOCTOBEPHOH ¥ TOYHOW. DTa cepus MPOAYKUMM IpoM3BeieHa (BKMOYas YNakoBKY (MapKMpOBKY) ¥ KOHTpOMb
KauecTBa) HA BHINICYKA3aHHOM MPOM3BOACTBEHHONM nuomanke (INOWanKaX) B MOJHOM COOTBETCTBHH C
Tpebosanuamu [IpaBun Haamexalled MPOH3BOACTBEHHOM NpakTHKU EBpasMiicKoro S5KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOboBaHUAMH KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX CPEACTB,
a TAKXKE B COOTBETCTBMH CO CHEUMPHUKALNAMH, COJIEPKALUMMHUCA B PECUCTPAlHOHHOM [0ChE CTPaHBI-HMIIOPTEpA.
3aMKCH 110 IPOU3BOACTRY, YNIAKOBKE M aHANU3Yy POBEPEHDL, M YCTAHOBIEHO MX COOTBETCTBHE TpeGoBaHmaM [1pasun
HaJUIeXKalllei MPOM3BOACTBEHHOH MpakTHKKU EBpasniickoro 9KOHOMMUYECKOI'O COHO3aN.

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

Hpamevaune: Hponykr cooreercTByeT TpeboBanuaM HIT Bakmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[MoarorosneHo: Ramamtw Ipoeepeno: Pardeep Kumar I Orno6peHo: Mene,uxcep\/l?yr;qaonmenb
=+~ | Amit Kumar PR

Reprint Date / s Reprint Date / Reprint Date / b

HaTa: 11.06.2025 Hara: 11.06.2025 Harta: 11.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: -+91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




