Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tl +01 92158 56001 02

.COiTi

WWwW.arready

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haii3® AkTuBres (HUMECYNUA) reb I HAPYKHOro NpumeHeHns, 1 %, 100 r

Market / PeiHoOK

: Russia / Poccus

Batch No. / . V250402 Batch Quantity / . 11808.00 units /

Cepus Ne ) Pasmep cepun * 11808.00e1mHuL
Analytical Repourt No./ . 040002944118 Date of Analysis / . 29.05.2025
AHaauTHYecKkMii oTyeT Ne JlaTa ananusa

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

Jara npousBoacTBa TI'open oo

Mfg. License No. /

IIpousBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIT1-Ne(001336)-(PT-RU)
JMLeH3us Ne

Analysis performed according ND / Anaans nposenen no H: JHI-Ne(001336)-(PI'-RU)-251022

Pagel of 5/Crp. 1m35

No/

Test / Iloxkazarenn
Ne

Result / PesynpTar

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OaHOpOAHBIH NpO3payHbBIi  resb
6J1e AHO-KENTOro LBETA d
XapaKTEepHBIM 3aI1ax0M

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHopoAHbI  NMpo3pauHblii  relb  OT
OecBETHOrO A0 ONnegHO-XKEJITOro LBETA
C XapakTepHbIM 3anaxoM

2. Identification / UnenTHdHKAnHS

a) HPLC / BOXX

Complies as prescribed /
CooTBeTCTBYET 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) / BpeMms yneprkuBaHus
OCHOBHOTO IIMKa Ha XpoMmaTorpamme

WCTIBITYEMOTO pactBOpa JOTDKHO
COOTBETCTBOBATh BpPEMEHH
YOEp)KHBaHHA OCHOBHOTO TIHMKa Ha
XpomaTorpamme pactsopa
cTaHzapTHoro ofpasua HUMeCYJIHAa
(pas@en «KonuuectseHHOE
onpeneneHue»)

Remarks : The Product conforms to ND/
IIpumeyanue: IIponykr coorsercTByer TpeboBanusam HJI

Conclusion : APPROVED /
3akmwuyenne: OJOBPEHO

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

IToarorosneno: Rama kant IIpoeepeno: Pardeep Kumar Ono6peno: Menemxep / Pykqeoautens
’NUJ; - Amit Kumar N—_

Reprint Date / = Reprint Date / Reprint Date / I

Hara: 29.05.2025 Hara: 29.05.2025 Hara: 29.05.2025

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

CIN: L85135AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khoi, Nalagarn Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS ' By o
CEPTUPHUKAT AHAJIN3A e 'jc‘;'J* o
: = www.driregdys.coin o
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haiis® AxtuBress (sumecynni) reis A HapyAHOro npuMeHenus, 1 %, 100 S
Market / PriHok : Russia / Poccus
Batch No. / . V250402 Batch Quantity / _ 11808.00 units /
Cepus Ne ) Pasmep cepun " 11808.00eauHuULL
Analytical Report No./ . 040002944118 Date of Analysis / . 29.05.2025
AHajuTHYecKMii oTueT No JaTa ananusa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTta npou3BoacTBa TI'ogen no
Mfg. License No. /
IIpouszBoacTBeHHAas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JnueHsus No

Analysis performed according ND / Anaans nposenen no HJI: JIIT-Ne(001336)-(PI'-RU)-251022

Page 2 of 5/ Ctp. 213 5

b) UV spectrophotometry /
Y®-cnexrpodoro MeTpus

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHHAM

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y ®-cnektp
MOMJIOUIEHHsS HCIBITYeMOTO  pacTBOpa
NOJKEH UMETh MaKCUMYM MOTJIOIECHHUS
npu 397£5 Hm

3. | Weight of package contents / 100 g/ 100 According to Rus. Ph. / B cooTretrcTeun
Macca coaep:knMoro ¢ TpedoBanusmu ['®© PO
yNaKOBKH
4. | pH 3.64 25t04.5/012,51004,5

5. | Viscosity / Bazkocts

946.6 centipoise /
946.6 canTunyas

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

6. | Impurities / Ilpumecn

i. | Impurity C/

Hpumecs C

ii. | Impurity D/

[Tpumecs D

iii. | Any other impurity /
Jlrobas npyras npumechb

iv. | Total impurities /
Cymma npumecen

Not detected / He o6HapyxeHa

Not detected / He o6HapyKeHa

0.03 %

0.03 %

Not more than 0.50 % /
He Gonee 0,50 %

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

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

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

7. | Microbial purity* / Mukpo6uosorudeckasi yucrora*

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponyxt cooTBeTcTBYET TpeboBaHusam HJJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

[Hara: 29.05.2025

Hata: 29.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Rama kant IIposepeHo: Pardeep Kumar OnobpeHo: Menemxkep / PykopouTens

AM —= Amit Kumar |
Reprint Date / < Reprint Date / Reprint Date / .

JHara: 29.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
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Vill. Khof, Nalagarn Road, Baddi,
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Nponykr: Hait3® Akrusresnb (HUMecyIua) reab 1jisk Hapy>XHOro npumererus, 1 %, 100 r

Market / PbinOK : Russia / Poccus

Batch No. / . V250402 Batch Quantity / . 11808.00 units /

Cepus Ne ’ Pasmep cepuu " 11808.00¢auHmu
Analytical Repovrt No./ . 040002944118 Date of Analysis / . 29.05.2025
AHanuTHyecknii oTyeT Ne JlaTta ananusa

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

JlaTa npou3BoacTBa I'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposeaed no H: JITI-Ne(001336)-(PI'-RU)-251022

Page3 of 5/Crp.3mu35

1. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ Obuiee uncI0 a3pobHBIX He 6onee 100 KOE/r
MHKpPOOPraHU3MOB
ii. | Total Combined Yeast and NA Not more than 10CFU/g /
mould count / Ob1uee uncno He 6onee 10 KOE/r
JPOOKEBBIX H [UIECHEBBIX
rpu6os
ii1. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrctBue B 1 1
iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrctBUe B 1 T
8. | Assay/ KoindecTBeHHOe onpee/ieHHE
Nimesulide / 10.00 mg / 10.00 mr 9.0 mg to 11.0 mg of C13H12N20O5S
Humecynun (100.0 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /
Ot 9,0 mr mo 11,0 mr C13H12N>O58
(ummecynun) (ot 90,0 % no 110,0 % ot
HOMHMHAIIBHOTO CoAepkanus) B 1 r rens
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykr cooTBeTcTBYET TpeboranusM HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INMonrororneno: Rama kant 1\ Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / Py OBO,EI{__ITEJ'IB
@Ll‘ﬂ/ = Amit Kumar
Reprint Date / \ Reprint Date / Reprint Date / '
Hara: 29.05.2025 Hara: 29.05.2025 JHara: 29.05.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




® Dr. Reddy's Laboratories Ltq.
> Formulation Unit-5
DI’. Reddy,s ‘... Vill. Khol, Nalagarn Road, Baddi,
CERTIFICATE OF ANALYSIS %S0, #7175 205 10
CEPTUDPUKAT AHAJIN3A e e i

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 gq_-

Tpoaykr: Hali3® AKTHBresb (HHMecy/1u/1) retb AIs HapyxHoro npriiMenenns, 1 %, 100 r -
Market / PeiHok : Russia / Poccus

Batch No. / . Ed0E Batch Quantity / _ 11808.00 units / a
Cepusi Ne ) Pasmep cepun * 11808.00e1uHnL
Analytical Repourt No./ . 040002944118 Date of Analysis / . 29.05.2025
AHaIUTHYECKHI1 oTUeT No Hara ananusa

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

JaTa npou3BoACTBa I'onxen no

Mfg. License No. /

IIpouszBoacTBeHHAA : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHueH3us Ne

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

Paged4 of 5/Ctp. 4135

9. | Dimethyl sulfoxide / 99.7 % 90% to 110% of C2H¢OS (dimethyl
JdumeTHicyibpokcun sulfoxide) of label claim /
0190 % no 110 % C,HeOS

(nMMeTHIICYNBGhOKCU) OT
HOMMHAJIBHOTO CONIep>KaHHs

10. | Package / YnakoBka 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 TyGy u3
JaMHHHPOBAHHOTO AJIIOMHMHHSA, CHaOXXEeHHYr0 MeMOpaHOH Uit  KOHTpOJIA
nepeoro BekpbiTs. Kaxyro TyOy BMecTe ¢ MHCTPYKLIMEH 110 MEAHLIMHCKOMY
HNPUMEHEHHIO MOMELIAIOT 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.

*Tloka3zaTenb MOKeT OTCYTCTBOBATH B cepTHHKATe aHaMH3a npon3BoauTes. llponssoanrenn
rapaHTHpPYeT KA4eCTBO MPENapara 1o 3THM HOKA3aTe/IsAM.

API name (INN) / HaumenoBanne A®C

(MHH): Nimesulide / Humecynin

API manufacturer batch number / NMS/14120885
Homep cepun npouspoanreas ADC:

FP Manufacturer API Batch number /

Homep cepnu cyOGcTaHIHH TPOH3BOIHTEIS FERAO00756

1'J1®:

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

Ilpon3oanteanr ADPC, cTpana: Aaptu Hparc Jita., Maaus

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

Ipumeuaune: [TpogykT cooTBeTcTByeT TpeboBanusam HJ 3akmawuyenue: OJJOBPEHO

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

Iloaroroeneno: Rama kant r IIporepeHo: Pardeep Kumar Onobpeno: Menemkep / PykospauTersb
M&b g - B Amit Kumar J X

Reprint Date / s Reprint Date / ' Reprint Date / X

Hara: 29.05.2025 Jara: 29.05.2025 Jata: 29.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
’ 0... Formulation Unit-6
Dr.Red dy S \° Vill. Khol, Nalagarh Road, Baddi,
’ CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUQUKAT AHAJIM3A ~ Tel:+91981C6 5600102

wWww.drredt

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoayxr: Haiis® AxTHBrenb (HUMECYIN) Tellb Ul HAPYXKHOTO NpuMenenns, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No./ . V250402 Batch Quantity / . 11808.00 units /

Cepus Ne ) Pasmep cepuu * 11808.00e11HIL
Analytical Report No./ . 040002944118 Date of Analysis / . 20.05.2025
AHanuTn4yeckuii oruer Ne JlaTa aHanausa

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

JlaTa npou3BoacTsa T'oaen g0

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auuen3nsa Ne

Analysis performed according ND / Anuanu3 nposenen no H/: JITI-Ne(001336)-(PI'-RU)-251022
Page 5 of 5/Ctp. 5u3 5

fAme; addrfass, a.uthorlzatlon 1.\10 e 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) /
Eﬁ:ﬁ;ﬂzﬁaz:e&ﬁgf;:z;tgp JHIEHHH H-p Pennwu’c Jlaboparopuc Jita., Uunus, [IponssoacTBeHHOE

AR OO noapasaeneune-6, Bunnamk Kxons, Hanarapx Poyn, Banau,
B EOHSEOCHB Ol O ONEAT CCTBA/ BEIRY.CK Conan JJuctpukr, X.I1. 173205, Unpus (JInuenszus Ne
e/ 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».

3akJ04ueHne 0 cooTBeTcTBHH: «HacTosmuM 1 moATBEPKIAA0, YTO NMPHBEICHHAS BhIUe HH(OPMAIHsI SIBISIETCS
JIOCTOBEPHOU M TOYHOM. DTa cepus NPOAYKIHH MpOoU3Be/eHa (BKIFOYAs YMakoBKY (MapKHpOBKY) W KOHTPOIIb
KauecTBa) Ha BBIIICYKAa3aHHOW TPOU3BOACTBEHHOM IUIOHIaKe (IUIOIAKaX) B IIOJTHOM COOTBETCTBHH C
TpeboBanusmu [IpaBuin Hajexarel MPou3BOJCTBEHHOHN ITPakTUKU EBpa3suiCKOro 5KOHOMHUYECKOTo coro3a (Ne
GMP/EAEU/RU/00554-2022 or 02 ceHtsops 2022) u TpeOGOBaHUSMH KOHTPOJS KadecTBa JIEKAPCTBEHHBIX
CPEJICTB, a TaKXKe B COOTBETCTBHHU CO CIIEIH(PUKAIIUIMH, COAECPXKAIUMHUCS B PETUCTPALUOHHOM JOCHE CTPaHBI-
AMIOpTepa. 3allUCH MO MPOU3BOJACTBY, YIMAKOBKE W aHAIM3Y NPOBEPEHBI, U YCTAaHOBJIEHO MX COOTBETCTBUE
TpeboBanusM [IpaBun Hagnexaleit NpoOU3BOACTBEHHOMN NTPaKTHKU EBpa3sHiickoro 5KOHOMHUYECKOI0 COKO3ay.

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

Ilpnmeuanne: [Ipogykr cooTBeTcTBYeT TpeboBaHmsam HJL 3axouenne: OJOBPEHO

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

Iloarorosneno: Rama kant IIposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykosoauTens
Mtwﬁ e c:l.)‘i/ Amit li)(umar ’ ,"\:?) =

Reprint Date / R Reprint Date / Reprint Date / T

Jarta: 29.05.2025 Jara: 29.05.2025 Hara: 29.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Tefangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.outn



