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Dr. Reddy's Laboratories Lid,
Formulaticn Unit-6

Viil. Khol, Malagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDA
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CEPTH®HKAT AHAJIU3A Wy drreddysicem

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoavicr: Haiis® AKTHBresb (HHMECYIIIL) reNlb U HAPY/KHOTO NpHMEHEHN, 1%,100r

Market / PoiHoK : Russia / Poccus

Batch No. / . V240870 Batch Quantity / . 11881.00 units /

Cepusi Ne ) Pazmep cepun * 11881.00eauHuLl
Analytical Repovrt No./ . 040002777237 Date of Analysis / . 30.12.2024
AHanuTuuyeckuii oTueT Ne Jlara aHannsa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npoussoacTsa Togen oo

Mfg. License No. /

IlpouzBoacTBEHHAA : MINB/05/263 MA number: / Homep PY : JIT-Ne(001336)-(PT-RU)
Junensina Ne

Analysis performed according ND / Ananiu3 nposenes no HJL: JIII-Ne(001336)-(PI'-RU)-251022

Page 1 of 5/Crp. 1 35

No /

o Test / Iloka3zareib

Result / PesyabTar

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OOHOpPOMHBIA  MPO3pavHbIH
6J1eTHO-KENTOro
XapaKTepHBIM 3aI1aXOM

LBETa

reJjib

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpOAHBIA TpO3payHbll  TIeflb  OT
¢ | GecupeTHOro A0 ONEAHO-KENTOro UBETa
C XapaKkTepHBIM 3aNaxXoM

2. | Identification / MpenTudguranusa

a) HPLC / BDXKX

Complies as
CooTBeTCTBYET TpEOOBAHUAM

prescribed

/| 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) / Bpems ynepiKuBaHHs
OCHOBHOIO IMKa Ha XpomaTorpamme

UCIIBITYEMOIO pacTBopa JIOJKHO
COOTBETCTBOBATH BpEMEHH
yaep>KUBaHUS OCHOBHOIO IIMKa Ha
XpomarorpaMmme pacTtBOpa
craHgapTHoro ofpasuna HUMeCynuna
(paznen «KonuuecTseHHOe
oripe/ieNIeHHE»)

Remarks : The Product conforms to ND/

Ipumeuanne: [Ipoaykr coorsercTByeT TpeboBanuam H/L

Conclusion : APPROVED /
3akmrouenne: OJJOGPEHO

Prepared by /

[ToxnrorosneHo: Santosh Kum

Maurya ;%1
AN

—

Checked by /
IMTposepeno: Pawan Kumar

£

Approved by: Manager/Executive /
Ono6peno: MeHemkep / Pykososurens

—

Pavan Kumar Sharma V

I

Reprint Date /
Jara: 30.12.2024

Reprint Date / '
Hara: 30.12.2024

Reprint Date / -
Hara: 30.12.2024

" Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Tal: +91 40 4500 2600, Fax: +91 40 4900 2999, Email: mail@drreddys.con
CIN: L25195AP1984PLCONI507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
MpoaykT: Hait3® AxTHBrenb (HUMeCYIUA) refb A1 HapyKHoro npumexenus, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V240870 Batch Quantity / . 11881.00 units /

Cepusi Ne ) Pazmep cepuu * 11881.00enunnn
Analytical Repovrt No./ . 040002777237 Date of Analysis/ . 30.12.2024
AHanuTHYecKHii oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npon3BoacTBa I'open g0

Mfg. License No. /

[IpouzBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI-RU)
JHueH3us Ne

Analysis performed according ND / Ananus nposeaen no HJI: JIT-Ne(001336)-(PI'-RU)-251022

Page2 of 5/Ctp.2u35

b) UV spectrophotometry /
Y®-cnekrpodoto METpUs

Complies
CooTBeTCTBYET TPEOOBAHUAM

as prescribed /

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnektp
NOTNIOIEHHS  UCTIBITYEMOIO  pacTBopa
JO/DKEH UMETh MaKCHMYM INOTJIOLIEHHS
ripu 397£5 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B coorBercTBUN
Macca cogep:KHMOro ¢ TpeboBanusimu ['® PO
YHAKOBKH

4. | pH 3.31 2.5t04.5/012,5104,5

5. | Viscosity / BazkocTb

982.6 centipoise /
982.6 canTHnyas

400 to 1,200 centipoise /
Ot 400 o 1200 cantumyas

6. | Impurities / Ilpumecn

i. | Impurity C/ Not detected / He oOHapykeHa Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %

ii. | Impurity D/ N d Not more than 0.50 % /
Mpumecs D ot detected / ne obHapyxeHa He Gonee 0,50 %

iii. | Any other impurity / Not more than 0.50 % /
JIrobas apyras npuMech 0.03 % He 6onee 0,50 %

iv. | Total impurities / Not more than 1.50 % /
0.07% He 6omee 1,50 %

CymMa npumecei

Remarks : The Product conforms to ND/

Hpameuanne: IIpoaykr cooTBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
[MoarorosneHo: Santosh Kumar
Maurya 91

Checked by /
Tporepeno: Pawan Kumar

7

Approved by: Manager/Executive /
Onobpeno: Meremwxkep / PykoBomuTesn

Pavan Kumar Sharma \~7
4

Pl &
e

Reprint Date /
JHara: 30.12.2024

Reprint Date /
JHara: 30.12.2024

Reprint Date /
Jlara: 30.12.2024
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
TMpoaykr: Haii3® AKTUBrenb (HUMECVIII) renb Ul HAPYAHOTO MpHMEHERNA, 1%,100r

Market / PoiHOK : Russia / Poccns

Batch No. / . V240870 Batch Quantity / . 11881.00 units /

Cepus Ne . Pa3mep cepuu * 11881.00eauHuLl
Analytical Repo:‘t No./ . 040002777237 Date of Analysis / . 30.12.2024
AHanUTHYECKHi oTUeT Ne JlaTa ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jdata npou3BoACTEA I'onen ao

Mifg. License No. /

I1pouseoacTBeHHAs! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Juuensus Ne

Analysis performed according ND / Auajin3 nposenes no HA: JT-Ne(001336)-(PT-RU)-251022
Page3 of 5/Crp.3u3 5

7. | Microbial purity* / MukpoGHoioru4eckas 4HCTOTA™

i. |Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ O611iee umncno a3pobHeIX He 6onee 100 KOE/r
MHMKpPOOPTraHU3MOB

ii. | Total Combined Yeast and NA Not  more than 10 CFU/g  /
mould count / Obuiee Yucno He 6onee 10 KOE/r
JPOMOKEBBIX U [IECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcytcTBUE B 1 T

iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcytcTBue B 1 r

8. | Assay/KonnyecTBeHHOE onpeesieHne

Nimesulide / 9.92 mg/9.92 mr 9.0 mg to 11.0 mg of Cy3H12N20sS
Humecynun (99.2 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Ot 9,0 mr 10 11,0 mr Ci3H12N20sS
(numecynun) (ot 90,0 % mo 110,0 % ot
HOMUHAJILHOTO COJep>kaHus) B 1 I rens

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeyanue: ITPoayKT COOTBETCTBYET TpeOOBAHMAM HJT 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Santosh Kumar [Nposepeno: Pawan Kumar Opobpeno: Menemxkep / PykooauTens
Maurya X F ¢ Pavan Kumar Sharma v ——

Ty, t"/;_%l__ L /t’;r:_.-""",.-f
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.12.2024 Hara: 30.12.2024 Hara: 30.12.2024
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Dr.Reddy’s Q_.
CERTIFICATE OF ANALYSIS
CEPTHOMUKAT AHATH3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
|Mpoxyrr: Haits® AxTuBrenb (HHMECYlill) resip 1 Hapy#HOCO NPHMEHCHII, 1%.100r

Market / Pbinok : Russia / Poccus

Batch No. / . V240870 Batch Quantity / . 11881.00 units /

Cepun Ne ) Pasmep cepun * 11881.00e1unuL
Analytical Repo“rt No. / . 040002777237 Date of Analysis / . 30.12.2024
AHanurnH4yecknii oTyeT Ne JaTta aHanusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Hdarta npou3isoacTsa Tonen no

Mfg. License No. /

IIpouspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JauueH3ust Ne

Analysis performed according ND / Anaans nposeaen no HJL: JIII-Ne(001336)-(PT"-RU)-251022

Page4 of 5/ Ctp. 4u3 5

9. | Dimethyl sulfoxide / 101.3 % 90% to 110% of C;HsOS (dimethyl
JumeTuacybPOKeHN sulfoxide) of label claim /
Ot 90 % mo 110 % C:HsOS

(aumetnncynbpokeua) ot
HOMMHAJIBHOTO COJIEPIKAHU

10. | Package / Ynakoska 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 100 r B Ty6y M3
JIAMMHUPOBAHHOTO ANFOMUHHMA, CHaOXKEHHYtO MeMOpaHOW Uil  KOHTpPOJs
nepBoro BekpbiTvs. Kaxkayto TyGy BMECTe ¢ HHCTPYKUMEH 110 MEHLIMHCKOMY
MPUMEHEHHIO TIOMELLAIOT B ITaUKy KapTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*[lokazaTeab MOXKeT OTCYTCTBOBATh B cepruduKaTe aHaIn3a nponssoauTens. IIponssoauren
FAapaHTHPYET KAYeCTBO NPeNnapara 1o 3THM NOKa3aTe M.

API name (INN) / HaumenoBanue A®C
(MHH):

API manufacturer batch number / NMS/14100706
Howmep cepuu nponssogutesiss APC:

Nimesulide / Humecynun

FP Manufacturer API Batch number /

Homep cepuu cyOCTaHIMH UPOH3BOXUTEJIS FERA00635

rJd:

API Manufactured by & country / Aarti Drugs Ltd., India /

ITpoussoautenb ADC, crpana: Aaptu [parc JIta., Uuanst

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

IIpumeyanne: [IponykTt coorBetcTByeT Tpedorannam H/I 3axmouenune: OJJOBPEHO

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

[Moaroroeneno: Santosh Kumar Iporepeno: Pawan Kumar Opo6peno: Menemxkep / Pykosonureb

Maurya (A Pavan Kumar Sharma fr— =
= = Py =

Reprint Date / Reprint Date / Reprint Date /

JHara: 30.12.2024 Jata: 30.12.2024 Jara: 30.12.2024
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Dr.Reddy’s e
CERTIFICATE OF ANALYSIS
CEPTHO®PUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haiis® AkTuBrens (HUMeCYIII) reib Ans HAPYHKHOTO nMpumeHennd, 1 %, 100 r

Market / PbiHOK : Russia / Poccus

Batch No. / . V240870 Batch Quantity / . 11881.00 units /

Cepusi Ne ' Pasmep cepun " 11881.00eamHuL
Analytical Repourt No./ . 040002777237 Date of Analysis / . 30.12.2024
AHanuTuyeckHi oTuer Ne JaTta aHanu3a

Date of Manufacture / . 12/2004 Date of Expiry / . 11/2026

JaTa npoussoacTea T'onen no

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuneH3us Ne

Analysis performed according ND / Ananus nposeaexd no H/I: JITIT-Ne(001336)-(PI'-RU)-251022
Page 5of 5/Ctp. 5135

Name, addrfsss, a'uthorlzatlon 1.\10 for FP. Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
manufacturing site / Control site / Release site / Solan (HP) 173205, India (License No MNB/05/263) /
f;:uﬁ:;zzazge’ ?cl;i;::zx;p ez J-p Pennu’c Jlaboparopuc JIta., Uunus, [IponssoacTeenHoe

» ocyit nofpazaencuue-6, Bunnamk Kxones, Hanarapx Poyn, baaau,
I POHSEOACHE0KGHIEPOI: KR YECTRAURLITYCK Conau Hquerpukt, X.I1. 173205, Unaus (JInuenszus Ne
1D/ 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».

3akoyeHre 0 cooTBeTcTBUM: «HacTOsIIMM s MOATBEPXKIAK0, YTO MPUBECHHAS BhIIEC HHPOpPMAIUs ABIIAETCA
JTOCTOBEPHOM M TOYHOH. DTa cepHs MPOAYKIMH IIpou3BeZicHa (BKIIOYas yHakOBKY (MapKHPOBKY) M KOHTPOJb
KayecTBa) Ha BBINIEYKa3aHHOH NIPOM3BOJICTBEHHOM IUTOmaAKe (IUIOIIAAKax) B IIOJHOM COOTBETCTBHH C
tpeboBanusmu IlpaBun HaaeKamed MPOU3BOACTBEHHON IIpakTHKH EBpa3sHiiCKOro sKOHOMHYECKOIrO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOOBaHUAMH KOHTPOJS KadecTBa JIEKAPCTBEHHBIX
CpEZICTB, a TAKKE B COOTBETCTBHH CO CIEIUPHUKAUIMH, COACPKAIMUMUCI B PErHCTPAIlHOHHOM JOChE CTpaHbI-
UMIIOpTEpa. 3alllCH 10 TPOU3BOJICTBY, YIAKOBKE W aHAIHM3y MPOBEPEHBI, U YCTAHOBIEHO UX COOTBETCTBHUE
TpeboBauusM [IpaBuT HauTexXaneld MPOU3BOICTBEHHOM MPakTHKH EBpa3zuiickoro 3K0OHOMHUYECKOTO COI03a».

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

IIpumeuanue: [Iponykt coorBercTByeT TpeboBaHusM HJ 3akawuenne: OJJOBPEHO

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

[MoarororneHo: Santosh Kumar IIpoBepeno: Pawan Kumar Ono6peno: Menemxkep / PykogOnuress

Maurya & Pavan Kumar Sharma L —
Y /ﬁv B

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2024 Hara: 30.12.2024 Jara: 30.12.2024

s, Hydermabad - 500034, Telangana, Indi

Soaisteren
Registered

il ol @drred dysoom
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