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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g_

Iponykt: Haii3® AkTHBrelb (HHMECYNIHA) relib A1 HapyAKHOro MpuMeHenns, 1 %, 20 r

Market / PoiHox : Russia / Poccust

Batch No. / . V250303 Batch Quantity / . 58332.000units /

Cepust Ne ) Pasmep cepuu * 58332.000 equuunu
Analytical Repovrt No. / . 040002910582 Date of Analysis / . 30.04.2025
AHaNUTHYECKH# oTueT No Jlara ananusza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa npon3BoacTBa I'ogeH no

Mfg. License No. /

IIpouspoacrBeHHasi : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3ust Ne

Analysis performed according ND / Ananuns nposeaed no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Pagelof 6/Crp. 1 n36

;? / Test / Iloka3zaresnb Result / PesyabTart Specification / Hopma
1. Description / Onncanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

6HC,[[H0—)X(CJ'[TOFO BE€Ta C
XapaKTCPpHBIM 3allaXoM

yellow gel with characteristic odor
/ OQHOPOOHBIN OPO3paydHbIN resb

pale-yellow gel with characteristic odor /
OnmHopomHbIi Mpo3paqHbli  renb  OT
feclBeTHOTO A0 0JIeAHO-)KENTOrO LiBeTa
C XapaKTEPHBIM 3aMaXxoM

Identification / UnenTuduxanns

a) HPLC / BDXKX

Complies as prescribed /
CooteeTcTBYeT TpeOOBaHUAM

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 ynep>kupaHus
OCHOBHOTO TMHKa Ha XpoMmaTorpaMme

Ipumeuanne: [Ipoaykr coorsercTryer Tpebosannsam HJI

HCIBITYEMOT0 pacTBopa IOJKHO
COOTBETCTBOBATE BpPEMEHH
VIEPXKUBAHUS OCHOBHOTO TIMKa Ha
Xpomarorpamme pacTBopa
cTaHaapTHOro obpasua HUMecyIMaa
(paznen «KonuuecTBeHHOE
onpeieNieHUe»)
Remarks : The Product conforms to ND/ Conclusion: APPROVED /

3axmwuenne: OJOBPEHO

JHara: 30.04.2025

Jara: 30.04.2025

Prepared by / Checked by / Approved by: Manager/Exgcutive /
[Monrorosneno: Suman Kumar [Tporepeno: Pawan Kumar OpobpeHo: Menewkep / PykoeguuTens

< g Abhishek Chauhan /| ?u
Reprint Date / Reprint Date / Reprint Date / o

Hata: 30.04.2025

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

Tel: +81 40 4900 2900, Fax: +91 4C 4500 2999, Email:
CIN: L85195AP1984PLC0O04507
www.drreddys.com

mail@drreddys.com




®e
Dr.Reddy’s Q,‘.’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykT: Haii3® AkTHBres b (HUIMECYJIN) Teflb AsIA HAPY/KHOTO NPUMCHEHHS, 1%,20r

Market / PolHoK

: Russia / Poccust

Batch No. / . V250303 Batch Quantity / _ 58332.000units /

Cepus Ne ' Pa3zmep cepun * 58332.000 equHuUL
Analytical Repovrt No. / . 040002910582 Date of Analysis/ . 30.04.2025
Ananurunyeckuii oTuyer No JlaTa aHanusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jarta npou3BoacCTBa I'ozeH no

Mfg. License No. /

IIpousBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3ust Ne

Analysis performed according ND / Auanus nposegen no H/L: JIII-Ne(001336)-(PT-RU)-251022

Page2 of 6/ Ctp. 213 6

b) UV spectrophotometry / Y-
cnekTpodoTo MeTpus

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHHAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5 nm / Y®-cnekrp
fIOTJIOWEHUS HCIIBITYEMOTO  pacTBOpa
JIOJDKEH MMeTh MaKCHMYM TMOTJIOLICHHUS
npu 397+5 M

3. | Weight of package contents / 21g/21r According to Rus. Ph. / B coorBercTBHH
Macca coxep:kHMOro ¢ Tpebopanusmu 'O PO
YIAKOBKH

4. | pH 3.32 2.5t04.5/0t12,5 no4,5

5. | Viscosity / BazkocTb 960.9 centipoise / 400 to 1,200 centipoise /

960.9 canTumyas Ot 400 go 1200 cantunyas

6. | Impurities / [Ipumecn

i. | Impurity C/ Not detected / He oOHapyxeHa Not more than 0.50 % /
ITpumecs C He 6ostee 0,50 %

.. | Impurity D/ Not more than 0.50 % /

il. HIp Tz Not detected / He o6Hapy>keHa He Goree 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr coorpeTcTByeT TpeboraHusm HJI

Conclusion: APPROVED /
3akioueHue: O,IIOBPﬁHO

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

[ToaroroneHo: Suman r [Ipoeepeno: Pawan Kumar Onobpeno: Mencme;ﬁ PyxosoguTens
—z g) Abhishek Chauhan ( '

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2025 Hara: 30.04.2025 Hata: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

INponykr: Haii3® Axrusrenb (HUMeCYNIMA) Tellb JUIs HAPY/KHOTO MpuUMEHEHud, 1 %, 20 ¢

Market / Poinox : Russia / Poccus

Batch No. / . V250303 Batch Quantity / . 58332.000units /

Cepusa Ne ) Pa3mep cepyun " 58332.000 enuHuL
Analytical Repourt No. / . 040002910582 Date of Analysis / . 30.04.2025
AvanutHueckuii oTuyeT No JlaTa ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa npou3BoacTBa T'ogen g0

Mfg. License No. /

IIpouspoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
nuneH3us Ne

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

Page3of 6/ Crp.3u3 6

iii. | Any other impurity / 0.03%
Jobas apyras npumech

1v. | Total impurities / 0.1 %
CymmMa npuMeceit

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

Not more than 1.50 % /
He 6onee 1,50 %

7. | Microbial purity* / Muxkpo6uoJiorudeckasi H4HCTOTa™

mould count / Ob1ee yucno
JPOMOKEBBIX U IUIECHEBBIX

rpuboB
ili. | Pseudomonas aeruginosa NA
iv. | Staphylococcus aureus NA

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O6u1ee urcao a3pobHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not  more than 10 CFU/g

He 6onee 10 KOE/r

Should absent in 1 g/
OtcyrcTBHe B 1 T

Should absentin 1 g/
OtcyrcrBue B 1 1

8. | Assay/KoandecTBeHHOE onpeeieHne

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

Ilpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusaM HJJ 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Execufive /

IToarorosneHo: Suma(u(lﬁ,].lmar [Ipoeepeno: Pawan Kumar Onobpeno: Menemxkep / Pylli: O/INTE]
e ‘J‘L Abhishek Chauhan ( |

S
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2025 Hara: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTU®HUKAT AHAJIM3A WvALdr ed;iyf; Coim
Product : Nise Activgel (nimesulide) gel for external use_, 1 "_/0:2(_) g_ R -
Tpoaykr: Hai3® AxkTHBresb (HHMECY) TeNb A1 HAPYKHOTO mpumMenenis, 1 %, 20 T -
Market / Pbitok : Russia / Poccus
Batch No. / . V250303 Batch Quantity / . 58332.000units /
Cepusi Ne ) Pazmep cepun " 58332.000 exnnuL
Analytical Repo“rt No./ . 040002910582 Date of Analysis / . 30.04.2025
AHanuTHuyeckuii oTyeT No Jata ananusa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTta npou3BoaAcTBA T'onen oo
Mfg. License No. /
I1poussoacTBeHHAs! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3us Ne

Analysis performed according ND / Ananu3z nposegex no HJ1: JITI-Ne(001336)-(PI'-RU)-251022

Page4 of 6/ Ctp. 413 6

Nimesulide / 10.09 mg / 10.09 mr 9.0 mg to 11.0 mg of Ci3H12N20sS
Humecynun (100.9 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 Mr o 11,0 mr C;3H12N,OsS
(rumecynun) (ot 90,0 % no 110,0 % ot
HOMUHANBLHOTO coAepkaHus) B 1 r ress

9. | Dimethyl sulfoxide / 98.4% 90% to 110% of C,HgOS (dimethyl
Jdumerniicynbporcug sulfoxide) of label claim /

Ot 90 % 1o 110 % C,HsOS
(aumMeTuncynbokcumI) oT
HOMMHAIIBHOI'O COIep KaHHUs

10. | Package / YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 20 r B Ty6y M3
JIAMHHHUPOBAHHOTO AJFOMHHHA, CHAOXEHHYIO MeMOpaHOH 178 KOHTpO.s
nepBoro BekpeiThs. Kaxayro Ty0y BMecTe ¢ HHCTPYKLHMEH 0 MEAULIHHCKOMY
NPUMEHEHHIO TOMELLAIOT B [Ta4Ky 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.

*[{okasaTe/ b MOXKET OTCYTCTBOBATH B cepTH(HKATe aHANH3A npou3BoauTens. Ilpon3BoauTesn
rapaHTHPYeT Ka4yecTBO NMpenapara no 3THM MOKa3aTe M.

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

Ipumeuanmue: [Iponykr coorBeTcTBYeT TpeboBaHusiM HJT 3ak/o4yeHHe: OIIOBPEHO

Prepared by / Checked by / Approved by: Managcrillxecu ve /

IToarorosieHo: Sumq‘rg&umar IIpoeepeno: Pawan Kumar Ono6peno: Menemxkep / Pyh,é Oﬂil][aﬂb
&2 4 Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2025 Jara: 30.04.2025 Jlata: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173

CEPTUPUKAT AHAJIU3A www.drreddys.com

205, INDIA

Tel : +91 83166 56001-02

Product : Nise Activgel (nimesulides gel for external use, 1 %, 20 g

Hponyxr: Hai3® AKTUBrens (HuMeCY ) reib U HAPYHKHOTo npumencHua, 1%, 20

Market / Puinok : Russia / Poccus

Batch No. / . V250303 Batch Quantity / . 58332.000units /
Cepus Ne ) Pa3mep cepun * 58332.000 enunuu
Analytical Repovrt No./ . 040002910582 Date of Analysis / . 30.04.2025
AHaauTHyeckuii oTueT Ne Jata ananusza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa npousBoacTBa T'ogen no

Mfg. License No. /
IIponssoacTBeHHA : MNB/05/263
Jauuen3us Ne

MA number: / Homep PY

: JI-Ne(001336)-(PT-RU)

Analysis performed according ND / Anuanuz nposegen no H/: JIII-Ne(001336)-(PI'-RU)-251022

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

PageSof 6/ Crp. 5uz 6

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npouszBoaurens ADC:

NMS/14120885

FP Manufacturer API Batch number /
Homep cepHH cyOCcTaHIHH POH3BOAHTEIA
I'JId:

FERAOQ0756

API Manufactured by & country /
IIpousBoaurtens APC, crpana:

Aarti Drugs Ltd., India /

Aaptu Hparc JItn., Uanus

Name, address, authorization No for FP

/

HaunmeHoBaHHe, aqpec H HOMep JTHIEH3HH
IVIOIAKH, OCYLIeCTBIAIOMIEeH
MPOU3BOJACTBO/KOHTPOJb KA4ecTBa/BBINYCK
| ) (ol

manufacturing site / Control site / Release site

MNB/05/263)

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennu’c Jlaboparopuc JIta., Unnus, [IponsBoacTeenHoe
noapazaenenune-6, Bumnamk Kxons, Hanarapx Poyn, banau,
Conau JTuctpukT, X.I1. 173205, Uagus (JInuenzus Ne

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 establishedy.

Remarks : The Product conforms to ND/

IIpumeyanne: [Ipogykt cooTBeTcTBYeT TpeboBanusam HJL

Conclusion: APPROVED /
3arnovenie: O,IIOEPEHd 1

Prepared by / Checked by / Approved by: Manager/Ex: ‘gutive /)|

INoaroroeneno: Suman ar IIpoBepeHo: Pawan Kumar Ono6peHo: Menemxkep / ?) oBOMfeNb
22— 12 Abhishek Chauhan [ == i)

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laborateries Ltd.
Forrnulation Unit-6

e
Dr. Reddy’s Q.O. vill. Khol, Nalagarh Road, Baddi,

Disit. Sofan, H.P., 173 205, iNBIA
CERTIFICATE OF ANALYSIS

o Aa o0 TSm0y B9
QUL D00l JUUY L

CEPTUPUKAT AHAJIM3A  yyw.crreddys.com

Product : Nise Acgvg?al (_nirgesﬁlize) gel for external use, 1 %, 20 g
MpoaykT: Haiiz® AxTHBrens (HUMECYJIHI) rejlb ANsl HAPYKHOTO MpHMeHeHns, 1 %, 20 ¢ -

Market / PoiHok : Russia / Poccus

Batch No. / . V250303 Batch Quantity / . 58332.000units /

Cepusi Ne ' Pa3smep cepun © 58332.000 equuun
Analytical RepO“rt No. / . 040002910582 Date of Analysis / . 30.04.2025
AHajauTHyeCckuit oTyeT Ne Jara anannza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTa npousBoacTBa Ionen po

Mfg. License No. /

[IpoussoacreeHHast : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PF-RU)
Juuen3ns Ne

Analysis performed according ND / Anaau3 nposeaen no HJ/I: JITI-Ne(001336)-(PI'-RU)-251022

Page 60of 6/ CTp. 6 13 6

3akmodende o coorBercTBHH: «HacTosimM S NOATBEPXJAl0, YTO IIPHBEIEHHAs BhIIEe HHOOpPMAIHI
SIBJIACTCS JJOCTOBEPHOM M TOYHOW. DTa CepHs NPOAYKLUHU NIPou3BeieHa (BKIIOYas YIaKOBKY (MapKHPOBKY) H
KOHTPOJIb Ka4€CTBa) Ha BHIIIICyKa3aHHON TPOU3BOACTBEHHOH MIIOIIaAKe (TJIO0INaAKaxX) B IIOJIHOM COOTBETCTBHH
¢ TpeboBaHusaMU [IpaBun Hannexaieil MpoU3BOJCTBEHHON NPaKTHKN EBpa3suiickoro 3KOHOMHUYECKOTO COO3a
(No GMP/EAEU/RU/00554-2022 o1 02 cenTs16ps 2022) u TpeGOBaHUSIMHU KOHTPOJISI KAYE€CTBaA JIEKAPCTBEHHBIX
CPENCTB, a TAKXXKE B COOTBETCTBUH €O ClIieNUPUKAIIUAMH, COAECPKAIIMMHUCS B PETUCTPALIHOHHOM JIOChE CTPaHBbI-
UMIIopTepa. 3allliCy 10 NMPOU3BOJACTBY, YIIAKOBKE M aHANM3y IIPOBEPEHBI, H YCTAHOBJICHO HX COOTBETCTBHE
TpeboBanusaM [IpaBun Haamexame TpoU3BOACTBEHHOM MTpakTUKKU EBpa3niickoro 3KOHOMHYECKOIO COO3a».

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

IIpnmeyanne: [Ipoaykt cooTBeTcTByeT TpebGoBanusam HJL 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive

IToarorosneno: Suman Kumar IIposepeno: Pawan Kumar Onob6peHo: Menemxep / P /KOBOJIATEIb
+ :,;/— . Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



