Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUD®UKAT AHAJIN3A

Tel : +91 53166 56001-02

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haii3® Akrusrens (HUMECYIIHA) Tenb AJIs HAPYAHOro npusmenetud, 1 %, 50 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V250299 Batch Quantity / . 23500.000units /

Cepusa Ne ) Pa3mep cepuu " 23500.000 enunmnn
Analytical Repourt No. / : 040002914870 Date of Analysis / . 30.04.2025
AHajuTHueckuii oTyer Ne JlaTta aHann3a

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

JlaTa npou3BoACTBa T'ogen no

Mifg. License No. /

IIpousBoacTBEHHASA : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auueH3us Ne

Analysis performed according ND / Auanu3 nposened no H: JII-Ne(001336)-(PI'-RU)-251022

Pagelof 6/ Ctp. 1 u3 6

yellow gel with characteristic odor /
OpnHopoOHbIH TPO3pauHBId  rejb

BJ1e IHO-KEJITOTO 1BeTa
XapaKTepHBIM 3aM1axoM

i‘? / Test / HHokazaTenn Result / PesyasTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OnmHoponHBIfi MpO3payHBlil renb  OT
GecuBETHOrO /10 OJIEIHO-XKEITOro HBETA
C XapaKTepHBIM 3aMaxoM

C

Identification / UnenTHdHKAN NS

a) HPLC / BOXX

Complies as prescribed
CooTBeTCTBYeT TpeOOBaHUIM

/ | 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>xuBaHHA
OCHOBHOTO IIMKa HAa XpOMaTorpamme

UCMBITYEMOI0 pacTBOpa JIOJDKHO
COOTBETCTBOBATH BpeMEHH
ylep>XKuBaHWs OCHOBHOTO TMHKa Ha
XpoMmarorpamme pacTBopa
CTaHAapTHOro obpasua HHUMeCYIHIa
(paspen «KonnuectseHHoe
OTnpe/IeIICHHE»)
RemarKks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: [IpomykT cooTBeTcTBYeT TpeboBanusm HJJ Bakaouenne: OJJOBREHO
Prepared by / Checked by / Approved by: ManagerfExecutive /
IToarororneHo: Suman Kumar IIporepeno: Pawan Kumar Onobpeno: Menemxe Y/ PyKkoBoauTenhb
/H ;? Abhishek Chauhan ,?
G
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.04.2025 Jara: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 93166 56001-02
www.drreddys.com

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

IMpoaykr: Haii3® AKTHBrens (HUMECYIHA) reslb AN HApYKHOro npuMenerus, 1 %, 50

Market / PoiHok

: Russia / Poccus

Batch No. / . V250299 Batch Quantity / . 23500.000units /

Cepusi Ne ) Pasvep cepuu * 23500.000 exunuL
Analytical RepOft No. / . 040002914870 Date of Analysis / . 30.04.2025
AH”anuTHyeckHii oTuyeT Ne JlaTa aHaau3a

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

JlaTa npou3BoACTBA T'open no

Mfg. License No. /

IIpouspoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JITI-Ne(001336)~(PT-RU)
JnleH3uss Ne

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

Page2 of 6/ Ctp. 2 3 6

No/

Ne Test / Ilokazarenanb

Result / PesyabTar

Specification / Hopma

b) UV spectrophotometry / Y®-
cnekrpodoro MeTpus

Complies as prescribed /
CootBeTcTBYET TpeOOBaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397£5nm / Y®dD-cnekTp
NOIJIOMEHHU MCTIBITYEMOI0  pacTBopa
JIOJDKEH UMETb MAKCHUMYM IOIJIOLIEHHMSA
npu 397+5 um

3. | Weight of package contents / 51g/5lr According to Rus. Ph. / B cooTBeTcTBUM
Macca coaep:KHMOro ¢ TpeboBanusamu I'd PO
YNaKOBKH

4. | pH 3.36 2.5t04.5/0t12,5004,5

5. | Viscosity / BazkocTb 934.3 centipoise / 400 to 1,200 centipoise /

934.3 cantunyas Ot 400 pno 1200 cantrnyas

6. | Impurities / IIpumecn

i. | Impurity C/ Not detected / He oOHapyxeHa Not more than 0.50 % /

[Tpumece C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He obnapykeHa Not morc than 0.50 % /
ITpumece D He 6onee 0,50 %

Remarks : The Product conforms to ND/

Hpumeuanne: [poaykT cooTseTcTBYeT Tpebosannsam H/L

Conclusion : APPROVED /
3axumouenye: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutive /

IMoarotoeneHo: Suman Kumar ITpoeepeno: Pawan Kumar Onobpeno: Menemkep { YKOBQAHTEb
éf,m 2@ Abhishek Chauhan y

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

CEPTUDPUKAT AHAJIM3A

Tel: +91 93166 56001-02

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Hait3® Akruerens (HUMecyln) redb s HAPYXKHOTO NpumeHeHns, 1 %, 50 r

Market / PbIHOK : Russia / Poccust

Batch No. / . V250299 Batch Quantity / . 23500.000units /

Cepusi Ne i Pasmep cepin " 23500.000 eanHHL
Analytical Repourt No./ . 040002914870 Date of Analysis / . 30.04.2025
AHAJINTHYECKHit 0TUeT Ne JlaTa ananusza

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

JaTa npou3BoOACTBa ToaeH o

Mfg. License No. /

IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI'-RU)
auneH3ns Ne

Analysis performed according ND / Anaan3 nposegen nmo HJ: JITI-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp.3u3 6

No /

e Test / Ilokazarenn Result / PesynabTat Specification / Hopma
1ii. | Any other impurity / 0.03% Not more than 0.50 % /

Jlrobas apyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 %/

CymmMa npumeceit He 6omee 1,50 %

7. | Microbial purity* / MuxpoGHoJoruueckas 4HcTOTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O6utee yncso aspoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Ob1uee yucio He 6onee 10 KOE/r
JPOMOKEBBIX H TNIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrerBue B 1 1

iv. | Staphylococcus aureus NA Should absent in 1 g/
Orcyrctere B 1 T

8. | Assay/KonnuecTBeHHOE Onpeneenue

Remarks : The Product conforms to ND/

Hpumeuanne: [ponykr cootercTBYeT Tpebopanmam H/L

Conclusion : APPROVED /
Zaxmouenne: OJOBFEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Suman Kumar [Iposepeno: Pawan Kumar Ono6peHo: Menemxep// Pykogonurens
= Abhishek Chauhan . 7
= [ A
Reprint Date / Reprint Date/ ' Reprint Date /
Jara: 30.04.2025 Harta: 30.04.2025 Hata: 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: L85195AP1984PLC0O04507
www.drreddys.com




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

[ 10
Dr. Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddj,

CERTIFICATE OF ANALYSIS ?‘Sltf' 5901'3;‘;;';'51675021?(5);ND‘A
CEPTUOHKAT AHAJIM3A Sl

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykt: Haii3® Axrrsrenns (HEIMeCYIHA) relib Ul HapyAHOTO npuMenenis, 1 %, 50 r

Market / PbiHok : Russia / Poccus

Batch No. / . V250299 Batch Quantity / . 23500.000units /

Cepus Ne ) Pazmep cepun  23500.000 enuuuit
Analytical Repovrt No./ . 040002914870 Date of Analysis / . 30.04.2025
AHananTu4deckuii oTuer Ne Jarta ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 032027

HdaTta npou3BoacTBa Toaen oo

Mfg. License No. /

ITpoussoacTBeHHas! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHueH3nst Ne

Analysis performed according ND / Anaaus nposesen no HJL: JIN-Ne(001336)-(PI-R1)-251022

Pagedof 6/ Ctp. 4u3 6

ﬁ: 1 Test / IlokazaTenb Result / PesyabTar Specification / Hopma
Nimesulide / 10.06 mg/ 10.06 mr 9.0 mg to 11.0 mg of C13H;2N2Os8
Humecynun (100.6 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gof gel /

Ot 9,0 mr oo 11,0 Mr Ci3H12N2OsS
(numecynun) (ot 90,0 % 1o 110,0 % ot
HOMHHAJILHOTO cojiepkaHus) B 1 T rens

9. |Dimethyl sulfoxide / 98.9 % 90% to 110% of C;HeOS (dimethyl
Jdumeruiacynsokcun sulfoxide) of label claim /

Ot 90 % no 110 % CHesOS
(nuMeTHIICYTbMOKCH) OT
HOMHHAJTEHOTO COACPKaHHsA
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
JIAMUHHUPOBAHHOIO AIIOMHMHUA, CHaOXKEHHYI0 MeMOpaHOW Juli KOHTpOJ
nepsoro BekpeiTus. Kaxayto TyOy BMECTe ¢ HHCTPYKIUHEH [0 MEAUIIMHCKOMY
NPHUMEHEHHIO TIOMELIAIOT B NTa4Ky 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.
*Tloka3aTeJb MOXKeT OTCYTCTBOBATH B cepTHQHKATe aHAIH3Aa npousBoauTes. IIpoussoaurens
rapanTHpyeT Ka4ecTBO Mpenapara o 3THM MOKAa3aTeJIgM.

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

Npumeuanre: [IpoaykT cootBercTByeT Tpebosanuam HJI 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/E

[Moaroroeneno: Suman Kumar IIpoeepeno: Pawan Kumar Opnobpeno: Menemxep /

gﬂa Abhishek Chauhan
2 (
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2025 Hara: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



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

@
Dl'. Red dY’S ‘_... Vill. Khol, Nalagarh Road, Baddi,

CEPTHOMKAT AHAJTH3A 1 915010059000

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxt: Haiiz® Akrusrens (HUMeCYIHA) relb A HAPY/KHOTrO mpiMeHeHis. 1 %, 50 r

Market / Poidox : Russia / Poccus

Batch No. / . V250299 Batch Quantity / . 23500.000units /

Cepus No ) Pazmep cepunt " 23500.000 exuHULL
Analytical Repourt No. / . 040002914870 Date of Analysis / . 30.04.2025
AHanuTH4YecKkuii oTyeT Ne Jarta ananusza

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

JarTa nponsBoacTsa TI'ogen go

Mfg. License No. /

[IpousepoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auneH3us Ne

Analysis performed according ND / Auajns nposenes no HJ: JITI-Ne(001336)-(PT"-RU)-251022

Page50f6/Crp. Su3 6

?I\I/])]I-I lg)r:ne (INN) / HaumenoBanne ADPC Nimesulide / Humecytu

API manufacturer batch number / NMS/14120885

Homep cepuu npousBogutens ADPC:

FP Manufacturer API Batch number /

Homep cepuu cy6cTanuum FERAO00756

nponssoautess I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussogutenp ADC, crpana: Aaptu [lparc Jita., Uaana

Name, address, authorization No for

FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) /
HaunmeHnoBaHHe, aipec H HOMeP J-p Pennu’c Jlaboparopuc Jita., Unaus,
JIMEeH3HH IIOINAAKH, [TpousBoacTBeHHOE NoApasaeneHre-6, Bunnamk Kxons,
ocyurecTBIAsIOImeH Hanarapx Poya, Bamu, Conan JIuctpukr, X.I1. 173205,
HNPOH3BOACTEO/KOHTPOIb Wupus (JTuuenzus Ne MNB/05/263)
kayecrBa/Bpinyck I'JID /

Declaration of certification: « 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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: [IpofyKT COOTBETCTBYET TpeboBanusam HJ{ 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager{ xecutive /
[ToarororneHo: Suman ar [poBepeHo: Pawan Kumar Onobpeno: Menemxep || Pykogoaurens

P Abhishek Chauhan s

& K =

Reprint Date / Reprint Date / Reprint Date /
Jara: 30.04.2025 Hata: 30.04.2025 Jarta: 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: L85195AP1984PLC0O04507
www.drreddys.com



@ Dr. Reddy's Laboratories Ltd.
) ] Formulation Unit-6
Dr‘ Reddy s ‘,.. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
CEPTUD®UKAT AHAJIN3A Tel ; +91 53166 56001-02

www. drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Hait3® Akrusrens (HUMECYIHA) refib sl HAPYKHOrO npuMeHeHHs, 1 %, 50T

Market / PoiHok : Russia / Poccus

Batch No. / . V250299 Batch Quantity / . 23500.000units /

Cepus No ) Pasmep cepuu * 23500.000 enunuL
Analytical Repovrt No. / . 040002914870 Date of Analysis / . 30.04.2025
AHanuTHYeCKHI oTyeT No Harta avanusa

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

JlaTa npousBojacTBa T'open oo

Mfg. License No. /

IIpoussoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3us Ne

Analysis performed according ND / Ananns npoeesen no HJI: JIII-Ne(001336)-(PI'-RU)-251022
Page 6 of 6/ CTp. 6 u3 6

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».

3akJr04enne o cooTBeTcTBHH: «HacTosAmuM s MOATBEPIK a0, YTO MPHUBEACHHAS BbIE HHOOPMAaUMsI SBIIIETCA
JIOCTOBEPHOH M TOYHOM. DTa cepHs MPOMYKIMH MpoHM3Be[eHa (BKIIOYas YIAaKOBKY (MapKMPOBKY) H KOHTpOJb
KayecTBa) Ha BBIIIEYKAa3aHHOW NPOU3BOJACTBEHHOM IUIOMIaAKe (TUIOMAAKax) B IIOJHOM COOTBETCTBHH C
TpeboBanusaMu [IpaBun HauTeKalei IPOu3BOJCTBEHHON MpakTHKU EBpasuiickoro skoHoMuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centssops 2022) u TpeOOBaHHUAMHU KOHTPOJII KadecTBa JIEKAPCTBEHHBIX
CPEICTB, a TAK)XE B COOTBETCTBHUHU CO CIEIM(UKAIUAMYU, COAEPKAUIMMHUCSA B PETHCTPAMOHHOM JIOChE CTPaHbI-
HMIIOpTepa. 3aluch MO IPOU3BOJACTBY, YHAKOBKE M aHAIU3y IIPOBEPEHBI, X YCTAHOBJIEHO HX COOTBETCTBHE
tpeGoBanusaM [IpaBun Haaexamei IpOU3BOACTBEHHON IPaKTUKH EBpasHiCKOro 3JKOHOMAYECKOTO COX03ay.

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

ITpumeuanne: IIpoaykr cooreTcTByeT TpeboBanuaM HJI 3akiawuenne: OJOBPEHO

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

IoarorosneHo: Suman Kumar Iposepeno: Pawan Kumar OnobpeHo: Menem«epf’f PykoBoaHTENb
{g‘?ﬂ !g Abhishek Chauhan 7

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2025 Jlara: 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 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




