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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

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

Vill. Khol, Walagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +51 93166 56001-02

www.drreddys.com

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

[TlpoaykT: Hail3® Akrusreb (HUMeCynua) refib MUl HapY*KHOrO NpumeHennus, 1 %, 20 r

Market / PoiHOoK

: Russia / Poccus

Batch No. / . V250304 Batch Quantity / . 58371.000units /

Cepusi No ) Pa3smep cepuu * 58371.000 exyHUL
Analytical Repo“rt No./ - 040002911800 Date of Analysis / . 30.04.2025
AHanuTHYecKHuii oT4yeT No JlaTa ananu3a

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

JaTa npousBoacTsa T'onen go

Mfg. License No. /

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

Analysis performed according ND / Ananu3s npoeeaen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Pagel of 6/ Crtp. 1136

i.f / Test / lokazaTenn Result / PesyabTart Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

yellow gel with characteristic odor
/ OAHOpPOAHEIN TIPO3payuHbli refb
OJIe IHO-KEJITOro LIBETa C
XapaKTEepPHBIM 3aMaxoM

pale-yellow gel with characteristic odor /
OnHOpPOAHBIA MPO3pauHbIA  relb  OT
fecLBETHOrO A0 OJIEAHO-KENTOrO LBETA
C XapaKTePHBIM 3araxoM

2. Identification / UnenTHpnkanus

2) HPLC / BDXKX

Complies as prescribed /
CooreercTByeT TpeboBaHHAM

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 yaep>kvBaHHS
OCHOBHOTO [IMKAa HA XpOMAaTOrpaMme

HCTIBITYEeMOr 0 pacTBopa  JIOJDKHO
COOTBETCTBOBATh BpPEMEHH
YOSpXKUBaHHS OCHOBHOIO TIMKa Ha
XpoMaTorpamMmme pactBopa
cTaHAapTHoro obpasua HHUMeCYJIHAA
(paznmen «KonuuecTBeHHOE
ornpeneneHue»)

Remarks : The Product conforms to ND/

Conclusion: APPROVED /

IIpnmeuanue: [Tpopykr coorsercrayer Tpebosanusam HJI

3axaoyenne: OJOBPEHO

Prepared by /
IToarorosneno: Suman Kumar

& T
(¥4

Checked by /
Ilpoeepeno: Pawan Kumar

e

Approved by: Manager/E:
Onobpeno: Menemwxkep / PykoBganTeb
Abhishek Chauhan ; -

Reprint Date /
Jara: 30.04.2025

Reprint Date /'
Hara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Jelangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

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

viil. khol, Nalagarh Road, Baddi,
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykr: Haiis® AKTHBreb (HUMECYJIMA) Tedb AN HapYKHOro pumenenus, 1 %, 20 r

Market / Poinok : Russia / Poccus

Batch No. / . V250304 Batch Quantity / . 58371.000units /

Cepus Ne ) Pazmep cepun * 58371.000 epuHuL
Analytical Repourt No. / . 040002911800 Date of Analysis / . 30.04.2025
AHanuTHyecKuii oTyeT Ne JlaTa aHanu3a

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

JarTa npousBoacTBa T'open go

Mfg. License No. /

IIpousBoacTBEeHHAsA : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueHsns Ne

Analysis performed according ND / AHajiu3 npoBeJeH No HJL: JITI-Ne(001336)-(PT-RU)-251022

Page2of6/Ctp.2u36

b) UV spectrophotometry / YO-
cnekTpodoTo METpuUs

Complies as prescribed /
CooTtseTcTBYeET TpeOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnektp
HOCJIONIEHHST HCIBITYEMOTO0 pacTBopa
JOJDKEH UMETh MAaKCHMYM TOTJIOLEHHUS
npu 397+5 HM

3. | Weight of package contents / 20g/20T According to Rus. Ph. / B cooTBetcTBHU
Macca coaep:;kumMoro ¢ Tpeboanusmu ['d PO
YIAKOBKHM

4. | pH 3.34 2.5t04.5/0t12,5004,5

5. | Viscosity / BazkocTs

970.3 centipoise /
970.3 canrumnyas

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

6. | Impurities / IIpamecn

i. | Impurity C/ Not detected / He oGHapyxena Not more than 0.50 % /
TIpumecs C He 6onee 0,50 %
.. | Impurity D/ Not more than 0.50 % /
! Not
ii FpwEcED ot detected / He oOHapy>xeHa He Gonee 0,50 %

Remarks : The Product conforms to ND/
M pumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3axmrouenne: OJOBPEHOy

Prepared by / Checked by / Approved by: Manager/Exegfitive /
IloarotosieHo: Suma:l}umar IIposepeno: Pawan Kumar Omo6peno: Menemxkep / PyHoBonirensb
) Abhishek Chauhan : _
= (e
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2025 Jlata: 30.04.2025 Jara: 30.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4300 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLC0O0A4507
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., 173 205, INDIA

Tel:+51 53166 56001 02

CEPTUO®UKAT AHAJIM3A

doL
www.drreddys.com

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

Ilpoaykr: Haiis® Akrusresns (HUMECYNUN) refib A1 HAPYHKHOTO NMpUMeHeH s, 1 %,20r

Market / PbiHOK : Russia / Poccus

Batch No. / . V250304 Batch Quantity / . 58371.000units /

Cepusi Ne ) Pasmep cepuu * 58371.000 enqunny
Analytical Repourt No./ . 040002911800 Date of Analysis / . 30.04.2025
AHAJIUTHYECKH I oT4deT Ne JaTa ananusa

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

Jarta npousBoacTea T'omeH ao

Mfg. License No. /

IIpousBoAcTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND / Auanus nposeaed no HJI: JII1-Ne(001336)-(PT" -RU)-251022

Page3 of 6/ Ctp.31n36

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

iv. | Total impurities / 0.1 % Not more than 1.50 % /
Cymma ripumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6HnoJioruueckas YHcTOTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61ee Yuciio a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHM3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1ee uucno He 6onee 10 KOE/r
IPO}OKEBBIX M MIECHEBBIX
rpu6oB

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

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

8. | Assay/ KonnuecTrBeHHOe onpeaesieHne

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHQ

Prepared by /
IMoxgrorosneno: Suman Kumar

ol

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Exegutive /
Ono6pero: Menemxep / Pykosonfirens
Abhishek Chauhan

Reprint Date /
Hara: 30.04.2025

Reprint Date /
Hara: 30.04.2025

Reprint Date /
Jata: 30.04.2025

Registerec Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2958, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

@
Dr. Reddy’s ‘.0. vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iNDIA
CERTIFICATE OF ANALYSIS ;. .91 93166 56001-02

CEPTU®UKAT AHAJIM3A  \ww.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
ITpoaykr: Haiis® Aktusrens (HUMECYJIHA) reflb 4715 HAPY)XHOTO MPUMeHeHus, 1 %, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V250304 Batch Quantity / . 58371.000units /

Cepust Ne ) Pa3mep cepun * 58371.000 enuHuML
Analytical Repovrt No./ . 040002911800 Date of Analysis / . 30.04.2025
AHaJIuTH4YEeCKHIT oTdyeT No JlaTa aHanau3za

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

JIaTa npou3BOACTBA TI'ogen no

Mfg. License No. /

[IpoussoacrBeHHast : MNNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)
Juuensus Ne

Analysis performed according ND

/ Anaaus nposeaen no HJ: JITI-Ne(001336)-(PI'-RU)-251022

Page4 of 6/ Ctp. 413 6

Nimesulide /
Humecynun

10.13 mg/ 10.13 mr 9.0 mg to 11.0 mg of C13H12N205S
(101.3 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Or 9,0 MI" 4O 11,0 mr Ci13H12N20sS
(uumecymun) (ot 90,0 % n0 110,0 % ot
HOMHHAJILHOTO cofiepkaHus) B 1 T rens

9. | Dimethyl sulfoxide /
Jdumeruncynbdorenn

99.1 % 90% to 110% of C;HsOS (dimethyl
sulfoxide) of label claim /

0190 % no 110 % C2HsOS
(numetuncynbdokcun) ot
HOMHHANBLHOTO COACPIKaHUA

10. |Package/ YunakoBka

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 TyOy u3
JIQMHITHPODAINIOr0 QMIOMHIINS, onadoniryio MeMmOpalioff s KOITPOJI
nepBoro BekpbiTHa. Kaxayro Ty0y BMecTe ¢ MHCTpYKUHEH 10 MEJULIMHCKOMY
MPUMEHEHHUIO MOMEINAIOT B NAa4Ky 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.

*Iloka3zaTeb MOXKET OTCYTCTBOBATH B cepTHHKATE aHAIH3a NpoH3BoauTe/s. [IponspoauTenn
rapaHTHpYyeT Ka4ecTBO NMpenapara Mo 3THM IOKAa3aTe/lsMm.

Remarks : The Product conforms to ND/ Conclusion: APPROVED /
IIpnmeuanne: [IpoaykT coorBeTcTBYET Tpebosanuam HJI 3akmouenne: OJJOBPEHO /
Prepared by / Checked by / Approved by: Manager/Execufive /
IToaroroeneno: Suman Kumar IIpoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykoponujens

(gn i Abhishek Chauhan y

i : L

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: +S1 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Ba

ddi,

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

CERTIFICATE OF ANALYSIS te!: +91 93166 56001-02

CEPTH®UKAT AHAJIU3A

www.drreddys.com

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

Mpoaykr: Hai3® AkTUBreab (HUMeCyH1) TeJb /sl HapyKHOTO npuMeHek#A, 1 %, 20 ©

Market / PbiHOK : Russia / Poccus

Batch No. / . V250304 Batch Quantity / . 58371.000units /
Cepusn Ne ) Paszmep cepum * 58371.000 exuHun
Analytical Repovrt No./ . 040002911800 Date of Analysis / . 30.04.2025
AdajquTHYecKHid oTyeT Ne JlaTa ananmnsa

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

HaTa npon3BoacTBa T'opnen go

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
Juuensus Ne

Analysis performed accordmg ND / Aunaaus npoeeged no HJI: JITI-Ne(001336)-(PI'-RU)-251022

PageSof 6/ Crp. Su3 6

API name (INN) / Haumenopanue ADPC
(MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepun npouspoaurens ADC:

NMS/14120885

FP Manufacturer API Batch number /
Homep cepru cybcTaHIMH IPOH3BOANTEIA
IJid:

FERAQ0756

API Manufactured by & country /
ITpouzsoaurenanr APC, cTpana:

Aarti Drugs Ltd., India /
Aaptu Hdparc JItn., Uugus

Name, address, authorization No for ¥P

/

HaumeHoBaHHe, aipec H HOMeP JTHIEH3HH
IJIOIAIKH, OCYUIeCTBJIAIOIei
NMPOH3BOACTBO/KOHTPOJIb KAYeCTBA/BLINYCK

1D/

manufacturing site / Control site / Release site

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
I-p Peanwn’c Jlabopartopuc JIta., Uuaus, [IpoussoncreeHHoe
noapazaenenue-6, Bunnamk Kxones, Hanarapx Poyn, bannwy,
Conan Jluctpukr, X.I1. 173205, Uugus (JInnensus Ne
MNR/N5/263)

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 FEurasian 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».

Remarks : The Product conforms to ND/

ITpumeuanne: IIpoaykt cootBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
Jakmoyenue: OI[OBPEHO

Prepared by / Checked by / Approved by: Manager/Ex

IToaroroeneHo: Suman ar IIpoeepeno: Pawan Kumar Ono6peno: Menemxkep / Pykogaurens
o 2:? Abhishek Chavhan /| : 7

Reprint Date / Reprint Date / | Reprint Date /

Hara: 30.04.2025 Jarta: 30.04.2025 Jara: 30.04.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laborateries Ltd.
Formulation Unit-6

vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, iNDIA

CERTIFICATE OF ANALYSIS 1. .51 95166 56001 02

CEPTUDPUKAT AHAJIN3A www.drreddys.com

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

Nponykr: Haiiz® AkTusrens (HUMECYIHA) rellb AN HAPYKHOrO NpuMeHenss, 1 %, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V250304 Batch Quantity / . 58371.000units /

Cepus No ) Paszmep cepun * 58371.000 exuHuy
Analytical Repourt No./ . 040002911800 Date of Analysis / . 30.04.2025
AunanuruueckHuii oTuet Neo JlaTa aHanu3a

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

JaTa npousBoacTBa TI'oaen go

Mfg. License No. /

IIponspoacTBeHHAas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auneH3ns Ne

Analysis performed according ND / Ananu3s nposeaen mo HJ/I: JIII-Ne(001336)-(PT'-RU)-251022

3axj0deHne 0 CcooTBeTcTBHH: «HacTosmuM si MOATBEPIKAAK0, YTO NPHUBEACHHAs BHIIE HHQOpPMAIIUA
ABIIAETCS JOCTOBEPHON U TOYHOM. DTa cepHs MPOAYKIMH MPOoU3BeeHa (BKIIOUas yIakoBKy (MapKHPOBKY) U
KOHTPOJIb KAYeCTBA) HA BBIIIEYKa3aHHON MPOU3BOICTBEHHOM ITOIaAKe (TIJI0MNIA1KaX) B [IOJTHOM COOTBETCTBUHI
¢ TpeboBanusamu [IpaBun Hamiexaiei MpOU3BOACTBEHHOM MpakTUKU EBpa3uiickoro 5KOHOMHYECKOIO COK03a
(No GMP/EAEU/RU/00554-2022 o1 02 cenTs6ps 2022) u TpeOOBaHMAMHU KOHTPOJISI KA4ECTBA JICKAPCTBEHHBIX
CPEJCTB, a TAKXKE B COOTBETCTBUH CO CTICUPUKAIMAMHE, COAEPKAITUMHUCS B PETHCTPALlMOHHOM JOChE CTPaHBbI-
UMIOpTepa. 3amuCH MO0 MPOU3BOJCTBY, YIIAKOBKE M aHAIU3y IIPOBEPEHBl, U YCTAHOBJIIEHO HX COOTBETCTBUE

Page 6 of 6/ CTp. 6 H3 6

TpedoanusaM IIpaBui Hajexarei Tpou3BOACTBEHHON IIPAaKTUKK EBPa3sHiCKOr0 S9KOHOMHUYECKOTO COIO3a».

Remarks : The Product conforms to ND/ Conclusion; APPROVED /
Ipumeuanue: [Ipoaykr cootBeTcTBYET TpebGoBaHuaM HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Suman ar [Iposepeno: Pawan Kumar Ono6peHo: Menemxkep / fykogonurens

v % Abhishek Chauhan ; /]

L

Reprint Date / Reprint Date / Reprint Date / o
Hata: 30.04.2025 Jata: 30.04.2025 Jata: 30.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




