Dr.Reddy’s ‘;’.

Dr,

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Reddy's Laboratories

Cormulatinon Unit-6
Vil Khol, |

'Product: Nisc_ge] 1%, 50 g
T poxyicr: Haitz®

, TeJIb fUis Hapy#Horo npumetenns 1%, 50 r

soanil Road, Baddi,

Lid.

Date of Analysis /

Market / Prigox : Russia / Poccus
Batch No. / Bt 'Batch Quantity / _ 23530.00 units /
Cepus Ne i |Pasmep cepin  23530.00 eaunun

Analytieal ReportNo./ . 040007800606 4 . 11.02.2025
AnaanTuyecknii oryer Ne Jlara anannsa I

Date of Manufacture / . 01/2025 | Date of Kxpiry / . 1212027

JaTa npou3BoACTEa Fpnen A0

Mfg. License No. /

M ponzBoacTBeHHAR : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
| nMnensna Ne

Annalysis perfﬂrmeﬂ according ND No / Anamn nposencu no H/L No; JITI-Ne(D01198)-(PT-RU)-290323

Ne [Test / ITokazaTens

[Result / PesyanTaThl

"~ Specification / Hopma

1 Appearance / Onucanue

(Clear homogenous light vellow gel, free  Clear

homogenous

2

e

4

!Erom particulate matter / OxHOpoOZRHbI#
|Tpe2payHbIi resb CBETNO-XKENTOTO UBETA,
| {cBODOAHBI OT MOCTOPOHHMX HaCTHIL.

" Identification by HPLC /
Hpentuduranua (BIXKX) rpeGosannsn
’ !

_"iWeight of p_agkage
contents Macca
lcOHepHMOro YIaKoBKH

pH

51g/5lr

| Complies as prescribed / CootBerctayer

vellow to ‘yellow gel, free from
particulate matter / OJXHOPOAHEBIN TIpO3paiHbIii
rellb OT CBETNO-KENTOr0 A0 XKENTOro LBeTa,
cBoOOMELT OT MOCTOPOHHNX HBCTHIL

The retention time of the main peak in the,
chromatogram of test solution should|
correspond to the retention time of the main‘
peak in the chromatogram of nimesulide
reference standard solution (section Assay). f|
BpeMs yHepXMBaHMA OCHOBHOTO THKa Ha
P(poma'rorpammc HCMBITYEMOIO  PAacTBOpa
ITOJKHO COOTBETCTBOBATE BpEMEHIH
lyIepHBaHIS OCHOBHOTO nuka  Ha
XpoMartorpaMme  pacTspopa  CTAHAAPTHOrO
ioﬁpasua HUMecyJTuja (paszen
l«Konuuecrsennoe onpeneneHue»)

According to o the requirements. Not less than |
50 g / B cootBercTBuH ¢ TpeboBanuamu. He |
Mmenee 50T |

" 4.6106.0/014,6 10 6,0

Remarks ; The Product conforms to ND/

IIpumeuanwue: [Tponykt cooreTcTByeT TpeboBannsm HI

Conclusion : APPROVE
Zarmwuenne: OJOLPEHO

Prepared by / Checked by / . Approved by: Manager/Exteutive /

Tloarotosineno: Sarita [Iposepeno: Santosh Kwmar Oznobpeno: Menemxep //Pykosojjirens
g/ Maurya ﬁ Abhishek Chavhan | /"

Reprint Date / Reprint Date / Reprint Date / ‘

Jata: 11.02.2025 Harta: 11.02.2025

Hara: 11.02.2025
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CERTIFICATE OF ANALYSIS
CEPTHDOHUKAT AHAJTU3A

Product: Nise gel 1%, 50 g
[poayicr: Haiis™, rens ana uapyauoro npusenedns 1%, S0r

Market / Poraox : Russia / Poccus

Batch No. / y Batch Quantity / . 23530.00 units /

Cepua Ne L 230058 Pazmep ceprst " 23530.00 eanuun

Analytical Repourt No./ . 040002800606 Date of Analysis / . 11.02.2025

AnagnTinyecknii oTyer Ne. JlaTa anaania —_
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

JlaTa npaussoncrea Toxen go

Mfg. License No./ :

IlpouzeoacTBeHHan : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
aunen3us Ne —

_,_@pilﬁgiﬁer_fm’ipr;._{i_gt_r;mrding ND No / Anaan: npopeacu no FLI Ne: JITI-Ne(001 198)-(PI-RU)-290323

5 Related substanees /PoacTBeHHbIe NpHMecH

1) Tmpurity A / TTpumecs A [Not detected / He oGrapyskena I) Not more than 0.2 % / ne bonee 0,2 %
f;g) Impurity B / TIpumecs B [Below LOQ (LOQ = 0.04 %) / Huxe 2) Not more than 0.2 % / ve 6onee 0,2 %
fIpefiena KONHYECTBEHHOTO ONpeAeIeHNs

) (ITKO = 0.04 %) a o o
3) Impurity C / Ilpamecs C [ LOQ (LOQ = 0.04 %) / Huke 1) Not more than 0.2 % / re bonee 0,2 %

fpeneia KOMMHECTREUHOr0 ONpeAEITIEHNA
(TTKKO = 0.04 %)

4) Impurity D / [Tpumecs D [Below LOD (LOD =0.02 %) / Huxe
npeaena obnapyxenus ([10 = 0.02 %)

&) Impurity E / ITpumech E [Not detected / ne obnapyxena
5) Impurity F / Ilpumecs F [Not detected / e obHapysxeHa

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

5) Not more than 0.2 % / He Honee 0,2 %
) Not more than 0.2 % / ae 6ostee 0,2 %

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

Ipumenane: [ponyxt coorBetcTByeT TpeboBanmam HJI 3armouenne: OJOBPEHO,

Prepared by / Checked by / Approved by: Manager/Exegltive /

[Toarorosneno: Sarita [Ipoeepeno: Santosh Kumar Ono6peno: MeHemxep / Pykoroaytens
= Maurya @' Abhishek Chauhan - /

—— !
Reprint Date / Reprint Date / Reprint Date /
Hata: 11.02.2025 Hata: 11.02.2025 Jara: 11.02.2025

araihad - SOUCR4, Teiain
)

gana, Indic
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6
Vill, K atagsrh Road, Badely,

Disit

Tel s +91 8818

v direddysom

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIHU3A

Product: Nise gel 1%, 50 g Tl = = )
Hpon_ym‘: Haiiz"™, rens ans HapyscHoro npumenedya 1%, 50 r
Market / PsiHok : Russia / Poccus
Batch No. / R Batch Quantity / _ 23530.00 units /
Cepun Ne - g MUl |[’nmep cepuu " 23530.00 eaunsm
Analytical Report No. / . 040002800606 Date of Analysis / . 11.02.2025
AxanuTHuyecKni oTyer No ~ |Hara ananusa - e |
Date of Manufacture / . 01/2025 | Date of Expiry / . 122027
JaTa npon3BoACTBa ToaeH no -
Mfg. License No. /
IpoussoncTBenHas : MNB/05/263 MA numbey: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JiHued3nst Ne

Analysis performed according ND No / Auaans nposenen no M Ne: JITT-Ne(001 198)-(PT-RU}-290323

7) Highest Unknown
Impurity / Enuavunas
HengeHTHHUHpOoBaHHA
s IpAMeECh

8) Total impurities /

Cymma npumMecei

|Below LOQ (LOQ = 0.1 %) / Huxe

MPe/eia KoMHECTBEHHOI'0 ONpeaeneH s
(ITKO = 0.1 %)

Below LOQ / Huxe npenena
KOMMYECTBCHHOTO ONPEAEHeHUS

|7) Not more than 0.2 % / He bostee 0,2 %
|
[

183 Not more than 1.5 % / He 6cnee 1,5 %

6 Microbial contamination / Mukpobuosioruieckas YHCToTa™

| Total aerobic microbial
count / O6Imee KONHYECTBO
JKH3HECTIOcoBHbIX
aspoOHBIX
MUKDOORraHHaMOB

{Tota] combinod
\yeasts/molds count /
iOGmee YHCHO IPOMIKEBBIX
i M7IECHEBBIX PUOOB

Pscudomonas aeruginosa

NA

MNA

NA
NA

i
;Not more than 10 CFU/g/
[He 6onee 10° KOE/r

Mot mero than 10' CFU/g /
He 6onee 10" KOE/r

bsent in 1 g/ OtcyTcTBHE B 1 T

[Staphylococcus aureus

_ Absentin | g/ OtcytcTaue B 1 T

Remarks : The Product conforms to ND/

TIpumeuanne: [Tpogykr cooTeeTeTBYCT TpeGopannam HIL

Conclusion : APPROVED /
3aKJ1I0U4CHHC! OJIOBPEH_ﬁ)

JHara: 11.02.2025

Jara: 11.02.2025

Prepared by / Checked by / Approved by: Manager/Exgtutive /

Ioarotoeneno: Sarita [Tposepeno: Santosh Kumar Ono6peno: Meremkep / Pykosoanteis
/(/ ' Maurya Abhishek Chauhan !

Reprint Date / Reprint Date / Reprint Date /

Ilata: 11.02.2025

34, Telengana, India
drreddys.com




Dr. Reddy's Laboratories id

Dr.Reddy’s ‘_‘:'.

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Tpoaywr: Haiis”, rens sins sapyskioro npumenenna 1%, 50t

Market / Priniox : Russia / Poccua

Batch No. / T Batch Quantity / _23530.00 units / e
Cepusg Ne ’ Pasmep cepiin " 23530.00 enmny |
Analytical Report No. /044002800606 Darcroliipalysis / ¢ 11.02.2025

Amnanpriuecknii oruer Ne Jata anannsa

Date of Manufacture / . 01/2025 D.glte of Expiry / . 122027

MlaTa nponzsoncrea lonen g0

Mfg. License No. /

IMpoussoncrsennas : MINB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)

Jgunuensun Ne =

Analysis performed according ND No / Anaaus nposéacu no H/ Ne: JITT-Ne(001198)-(PT-R11)-290323 |
7. |Assay/ Koauuectewnoe |  9.98 mg/9.98 mr 9.0 to 11.0 mg of C;3H;;N20sS (nimesulide)

per 1 g of the product. /

‘07 9,0 no 11,0 mMr C)3H12N2OsS (Humecynna)
| o= 8 1 r nipenapara =

8 Package / YnakoBka 150 g in a lJaminated aluminum tube equipped with tamper-evident membrane. 1 tube and |
patient information leaflet (package insert) in a carton. /

[To 50 r B TY6Y M3 NAMHHUPOBAHHOTO AMOMHANSA, cHabXKeHHYrO MeMOpaHOH Ans
| KOHTpOJIA MepBoro BCKpbITHA. [1o 1 Ty6e B auky kapTOHHYIO ¢ WHCTPYKUMEH no
MPHMEHEHMIO (TNCTKOM-BKNA/BILIEM).

jonpenejieHue

* 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./

* [TpoBOAMTCA NPOV3BOAMTENEM MPH BHIMYCKE [EPUOAHYECKH (C HHTEPBANOM B OAHO HCNbITaHue Ha 20 cepuii WM He MeHee |
pasa B roa). [Nokasarenb MoxeT GbITE He BKAtoeli B cepTHdIKaT anannsa GrUpMl.

API name (INN) / A®C (MHH): Nimesulide / Humecynng,
API manufacturer batch number / MS-1A-243030-M1
Homep cepnu npon3sogutens A®C:

FP Manufacturer API Batch number / FERA00716

Homep cepun cyGcTanuin nponssoautess IJIP:

API Manufactured by & country / Ml\::}f; Li?}??;fzindoogz{r:iz ]j;it—;in’ Ii}g_:;éﬂ
Ipouspogutesas APC, ctpana: p L =

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuanne: [Iponykr coorBercTBYeT TpedoBanusamM [1]] - Jaxmouenne: OJOLPEILO
Prepared by / Checked by / Approved by: Manager/Ex¢cutive /
Ioarororneno: Sarita TIposepeno: Santosh Kumar Ono6peno: Menenxep / Pykosomirens

2.8 — Maurya Abhishek Chauhan | _ ?

8~ o >

Reprint Date / Reprint Date / Reprint Date /
Hara: 11.02.2025 Hara: 11,02.2025 JHara: 11.02.2025




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

. ®e
) @
Dr. Red dy S 2 vill. ithol, Nalagarh Road, Badic,
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CERTIFICATE OF ANALYSIS

CEPTHUDPUKAT AHAJIN3A

Product: Nise gel 1%, 50 g o |

T poayscr: Haits®, renb juis HapyscHoro npumenenns 1%, 50 r

Market / Peinok : Russia / Poccus

Batch No. / i : Batch Quantity / . 23530.00 units / =]

Cepus Ne ' Y2008 12 Paamep cepun " 23530.00 equnrnn

Analytical RepOft No./ . 040002800606 Date of Analysis / . 11.02.2025

AnaanTuycckHii oTyer Ne JlaTa ananusa

Date of Manufacture / . 01/2025 Date of Expiry / . 122027

Hata npon3soacTea INogen ao

Mfg. License No. /

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

aunneHzus Ne

| Analysis performed according ND No / Auaqans uposeien no T Ne: JITI-Ne(001198)-(PI'-RU)-290323 ]

i Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

Name, address, authorization No for  FP Solan (HP) 173205, India (License No MNB/05/263) /
manufacturing site / Control site / Release site / ITpon3BoACTBEHHOE MOAPa3AeneHue-6, Bumnamk Kxoib,
HanmeHoBaHWe, ajpec H ROMeP JIHIIEH3NH Hanarapx Poyn, bapnu, Conan Tucrpukr, X.I1. 173205, Hanns
IUIOIIAZKH, OCYIICCTBIISIOM e (JInienzus 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 (No. GMP/EAEU/RU/00554-2022 dt.
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».

3ak/0uenre 0 cOOTBeTCTBUH: «HacTOAMM s MOATBEPKUALD, YTO NPUBELCHHAs BHIILE MHOOPMAaUHS SIBIAETCS
ZOCTOBEpHOM M TOYHOH. DTa cepus MpOAYKIWM NpoM3BeleHa (BKOuyas YNaKoBKY (MapKHPOBKY) ¥ KOHTpONb
KayecTBa) Ha BBILIEYKa3saHHOH NPOM3BOACTBEHHOH MioWaAke (mnouaakax) B IOJHOM COOTBETCTBHM C
Tpe6GoBanusMH ITpaBun Hajulexamed NpoM3BOACTBEHHON NpPAaKTHKH EBPasHiiCKOro 3KOHOMHHYECKOro cOxo3a Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6psa 2022) n Tpe60BaHUAMYI KOHTPOJIS KAYECTBA JIEKAPCTBEHHEIX CPEACTB,
a TaKXe B COOTBETCTBMU CO cneludukauuaMy, COACPXKAILMMHUCA B PETUCTPAlMONHOM NOCHE CTPaHBI-MMNOPTEDA.
3anMcH MO MPOU3BOACTRY, YNAKORKE H AHANIU3Y NPOBEPEHSI, ¥ YCTAHOBNEHO UX COQTBETCTBUE TpeboBaHuAM llpaBun
HaAJiexallei NpOU3BOACTBEHHOM NpakTHKH EBpasuiicKoro 3k0HOMHUYECKOTO COl03a», '

Remarks : The Product confarms tn NTV/ Conclnsion - APPROVED /

Tpumeyanne: [Tpuiyrt coviseeisyel pebuanmim HIT Zuariuenne: OJOBIEIJO

Prepared by / Checked by / Approved by: Manager/Eyeculive /

ITonrorosnexo: S;ari:a [Tpoepero: Santosh Kumar Opno6peHo: Meﬂemxcp;’ YKOBDIHTEID
K- Maurya @/ Abhishek Chauhan L/ :

Reprint Date / Reprint Date / Reprint Date /

Hara: 11.02.2025 Hara: 11.02.2025 Hara: 11.02.2025




