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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

IpoaykT: Haii3® AKTHBrens (HiuMecyiin) reb s HapyiHoro npuMenenus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V240089 Batch Quantity / . 23431.00 units /

Cepus Ne ) Pasmep cepuu © 23431.00 equnmIg
Analytical RepO}’t No. / . 040002441452 Date of Analysis / . 22.03.2024
Apajauruyeckuii oTyer No JlaTa aHa/iu3a

Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026

JlaTa npousBoacTea Topen no

Mfg. License No. /

IIpouspoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3ust Ne

JII-Ne(001336)-(PI"-RU) ot 25.10.2022

Analysis performed according ND / Auanus nposeaen no HJ/I: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page10of6/Crp. 1436

yellow gel with characteristic odor
/ ORHOPOIHBIH MPO3pAYHBIH T'ellb
OJieAHO-KENTOro IBETa C
XapaKTepHBIM 3araxoM

JI;I: / Test / Iloxazarenn Result / PesyabTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OnHOpOOHBIH NpPO3payHbli  relb  OT
6ECLIBETHOTO 10 OJIeIHO-KENTOrO [[BETA
C XapaKTEPHBIM 3araxoM

2. Identification / Unentuduxanus

a) HPLC / B2XXX Complies as prescribed
CooTBeTCTBYET TpEBOBAHMUAM

/

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 ynepkuBaHus
OCHOBHOIO TMHKa Ha XpoMaTOrpaMme
HCTIBITYEMOT'O pacteopa TOJKHO

COOTBETCTBOBATh BpEeMeHHU
yIEpXKHBaHUS OCHOBHOTO IHKa Ha
Xpomarorpamme pacTeopa
CTaHAApPTHOrC oOpa3ua HHMeCcyIuaa
(pazmen «KonuuecteeHHOE
onpefieNIeHUE»)

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

IIpumeuanne: [IpogykT coorBeTcTBYET Tpebosanusam HJI 3axmouenne: OJJOBPEHO

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

IMonrorosneno: Santosh Kumar [posepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBonutens

Maurya &' b Manoj Kumar

ol gued
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.03.2024 Jara: 22.03.2024 Hara: 22.03.2024
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CEPTUOUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
INpoaykr: Hait3® Axtusresb (HUMECYJTHI) renb UL HAPYXKHOTO puMeHenus, 1 %, 50 r

Market / PoiHoK

: Russia / Poccus

Batch No. / . V240089 Batch Quantity / . 23431.00 units /

Cepus Ne i Pasmep cepuu * 23431.00 egunnu
Analytical Repovrt No./ . 040002441452 Date of Analysis / . 22.03.2024
AHanuTuyeckHii oT4yeT No JlaTta aHaau3a
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Mfg. License No. /
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b) UV spectrophotometry / Y®-
creKTpodOTO METpPHS

Complies as
CootBeTcTBYET TpeOOBaHUAM

prescribed /

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnekrp
TMOIVIOIICHUS HCIBITYEMOI'O pacTBoOpa
JOJUKEH UMETh MaKCHUMYM IOTJIOLICHHUA
npu 397+5 um

3. | Weight of package contents / S5lg/Slr According to Rus. Ph. / B cooTBercTBUM
Macca cogepxumMoro ¢ Tpeboanusmu ['d PO
YHAKOBKH

4. | pH 332 2.5t04.5/012,5 04,5

5. | Viscosity / BaskocTb

968.5 centipoise /
968.5 canTtumnyas

400 to 1,200 centipoise /
Ot 400 no 1200 cantunyas

6. | Impurities / IIpumecn

i. | Impurity C/
ITpumecs C

ii, | Impurity D/
Ilpumece D

Not detected / He oOHapyxeHa

Not detected / He o6Hapy»»*eHa

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 0.50 % /
He 6omee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanue: [TporykT coorBeTcTBYET TpeboBanuaAM HJL

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by /
[Toaroroenexno: Santosh Kumar

Maurya &

Checked by /
IIporepeno: Pardeep Kumar

N

—

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoaurens

Manoj Kumar
(W

Reprint Date /
Jara: 22.03.2024

Reprint Date /

Reprint Date /
JlaTta: 22.03.2024

Jata: 22.03.2024
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CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
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Market / Poinok
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iii. | Any other impurity / 0.13% Not more than 0.50 % /
JIro6as apyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.2% Not more than 1.50 % /

Cymma nipumeceit

He 6omnee 1,50 %

7. | Microbial purity* / MukpoOuoorudeckasi 4ucTora*

i. |Total Aerobic Microbial Count /
Ofuiee uucio aspoOHBIX MUKPO-
OpraHu3MoOB

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

ii. | Total Combined Yeast and
mould count / O6uiee uncao
JPOMOKEBBIX H IJIECHEBBIX

rpuboB
iil. | Pseudomonas aeruginosa
iv. | Staphylococcus aureus

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

Absentinl g/
OtcytcrByerB 1T

Absentinl g/
OtcyrctByerB 1 1

Not  more  than 10 CFU/g

He 6onee 10 KOE/r

Should absentin 1 g/
OtcyrcTBUe B 1 T

Should absentin 1 g/
OtcyrcTBUE B 1 T

Remarks : The Product conforms to ND/

Ipumeyanne: IIpogykr coorsercTByet TpeboBanusam HJL

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by /
IToarorossneno: Santosh Kumar

Maurya &

Checked by /
ITposepeno: Pardeep Kumar

&l

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoauTeins

Manoj Kumar ?

Reprint Date /
Jara: 22.03.2024

Reprint Date /
Jara: 22.03.2024

Reprint Date /
Jara: 22.03.2024
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CEPTUOPHUKAT AHAJIHM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tlpoaykr: Haii3® Akrusrens (HUMecyIun) renib Ajs HApYKHOTO puMeHenus, 1 %, 50

Market / Poinok

: Russia / Poccusa

Batch No. / . V240089 Batch Quantity / . 23431.00 units /

Cepus Ne . Paszmep cepuu © 23431.00 eauuun
Analytical Rep()“rt No./ . 040002441452 Date of Analysis / . 22.03.2024
AHanuTuueckuii oTder No Jata anasin3a

Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026
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Mfg. License No. /
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auaeH3us Ne

Analysis performed according ND / Anaaus npoeeaen no HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
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8. | Assay/KoandecTBeHHOe onpeJeicHue
Nimesulide / 9.91 mg/9.91 mr 9.0 mg to 11.0 mg of C13H12N205S
Humecymun (99.1 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /
Or 9,0 MI' 10 11,0 Mr C13H12Nzoss
(numecynun) (ot 90,0 % no 110,0 % or
HOMMHAJIBHOTO coaeprkaHusi) B 1 1 rens
9. |Dimethyl sulfoxide / 100.1 % 90% to 110% of C2HeOS (dimethyl
JIumernicyabgporcH sulfoxide) of label claim /
Ot 90 % mo 110 % C;HsOS
(numeTmCcynbhOKCH) OT
HOMHWHAJIBHOT'O CONePIKaHHsA
10. | Package/ YnakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 50 r B TyOy u3
JIaMUHUPOBAHHOTO AFOMHMHUS, CHaOXEHHYI0 MeMOpaHOH 11 KOHTpOJIsA
nepBoro BCKpbIThs. Kaxkayio Ty0y BMecTe ¢ MHCTPYKLHEH M0 MEAULMHCKOMY
MPHUMEHEHHIO MOMEIIAOT B NAYKY 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.

Remarks : The Product conforms to ND/

IIpumeuanue: [IponykT coorBeTcTBYeT TpeboBaHusm HJL

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / Checked by /
[Monroroeneno: Santosh Kumar [Ipoeepeno: Pardeep Kumar
Maurya

-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoauresns

Manoj Kumar ?

Reprint Date / Reprint Date /
Hata: 22.03.2024 Jara: 22.03.2024

Reprint Date /
Jara: 22.03.2024




Do
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUPHNKAT AHAJIM3A

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
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AnanuruyeckHii oTyeT Ne JlaTa ananu3a
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*TToka3aTe/ib MOXKET OTCYTCTBOBATh B cepTadukaTe aHaau3a npoussoauTtes. [Iponssogurens

rapaHTHpyeT Ka4ecTBO npenapara mo 3T4M noxa3aTe/isiM.

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

Nimesulide / Humecynun

API manufacturer batch number /

npoussoguress I'JID:

Homep cepun npousBoauntesa ADC: NMS/13080769
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHUHH FEQAO00580

API Manufactured by & country /
IIpoussoautens ADC, ctpana:

Aapru Hparc JItn., Munus

Aarti Drugs Ltd., India /

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumenoBaHue, aipec 1 HoMep
JIMIEH3HH IUIOINAAKY,
ocymiecTBIAAIOIIeH

N POU3BOACTBO/KOHTPOIb
kauecTBa/Boinyck I'JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennu’c Jlaboparopuc Jita., Uunus,
IMpousBoacTBeHHOE NoApa3neseHue-6, Bunamk Kxonp,
Hanarapx Poyn, bammu, Conan Jquctpuxr, X.I1. 173205,
Nupus (Jlnuensus Ne MNB/05/263)

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3aknwuenune: OJJOBPEHO

Prepared by / Checked by /
IMoarorosieno: Santosh Kumar

Maurya @_‘ CJ_/

[MpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Manoj Kumar

Reprint Date /
Jara: 22.03.2024

Reprint Date /
Jara: 22.03.2024

Reprint Date /
Hara: 22.03.2024




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

. @S
DI'. Reddy S .. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPUKAT AHAJIN3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® Axtusreas (HUMeCya) reJb A HAPYKHOTO mpumenenns, 1 %, 50 r
Market / PoiHok : Russia / Poccus
Batch No. / . V240089 Batch Quantity / . 23431.00 units /
Cepus Ne ’ Pasmep cepun * 23431.00 epuHuL,
Analytical Repo:‘t No./ . 040002441452 Date of Analysis / . 22.03.2024
AHaJiuTHYecKHi oTyeT No Jara anaausa
Date of Manufacture / . 02/2024 Date of Expiry / . 01/2026
JlaTa npoM3BOACTBA lonpen no
Mfg. License No. /
IIpouseoacTBeHHas! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueHsus Ne
Analysis performed according ND / Ananus nposeznen no HJI: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page 6 of 6/ Ctp. 6 13 6

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».

3akJ0YeHne 0 coorBercTBHH: «HacTOSIMUM s MOATBEPIKAAI0, YTO MPHBE/ICHHAS BhIIE HHGOPMALUs ABJISETCS
JIOCTOBEPHON M TOYHOM. DTa cepHs NPOAYKUMM HpOM3BelcHa (BKIIOYAs YMAaKOBKY (MapKMpOBKY) M KOHTPOIE
KadecTBa) HA BBINIEYKA3aHHOM NPOM3BOACTBEHHOH IUTOIAnKe (MIOMAaKaX) B IIOJHOM COOTBETCTBHM C
TpeboBaHUAMH [IpaBuiT HaJUTEXKAIEH TPOU3BOACTBEHHOM IPAKTUKKM EBPasuiiCkoro 3KOHOMHYECKOro COM3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceursiops 2022) u TpeOOBaHHAMHM KOHTPOJS Ka4ecTBa JIEKapCTBEHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBHM CO CIENU(HKALUAMY, COAEPXKAIMMHUCS B PETHCTPAIIHOHHOM J0ChE CTPAHEI-
HAMIOpTepa. 3allMCH 110 TPOU3BOJCTBY, yIAKOBKE H aHANU3y IPOBEPEHBI, U YCTAHOBJICHO HMX COOTBETCTBHE
TpeboBanuaM [IpaBii HajUIexKallel IPOM3BOACTBEHHOM IPaKTHKK EBpasuiiCKOro 3KOHOMHYECKOTO COK03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykrt cootBeTcTRYeT TpeboBaHusiM H]J 3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh Kumar IIpoeepeno: Pardeep Kumar OnobpeHo: Meunemkep / PykoBoaures

Manoj Kumar

Maurya @_‘ Ci’q 3

Reprint Date / Reprint Date / Reprint Date /
Hara: 22.03.2024 Jarta: 22.03.2024 Jlata: 22.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 40 4900 2900, Fax: +91 40 4900 29399, Email: mail@drreddys.com
CIN;: L85155AP1984PLC0O04507
www.drreddys.com




