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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Hponykr: Haiis® Axtisreab (HUMECYIMA) Tellb JUIS HAPY/KHOTO NPHMEHEHIIA, 1%,.50r -

Market / P1Hok : Russia / Poccus

Batch No. / . V250484 Batch Quantity / . 23404.000units /

Cepus Ne ) Pa3smep cepun * 23404.000 enuHuL
Analytical RepOj‘t No./ . 040002966425 Date of Analysis / . 25.06.2025
AHaquTHyeCkuii oTueT No JlaTa aHanu3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JlaTa npou3BoACTBA Togen po

Mfg. License No. /

[IpounspoacTeeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auneH3usi Ne

Analysis performed according ND / Auanus nposeaen no H/L: JI l'l-.N'e(ﬂ{)]336-)~_(_P“I“'-RU)-251 022

Pagelof 6 /Crp. 1 u3 6

E.f { Test / Ilokazarens Result / PesyabTat Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OnHopoaHbId TpO3padHbIl  resb
Oi1e AHO-KENITOro LIBETA c
XapaKTEpHbIM 3aMaxXoM

pale-yellow gel with characteristic odor /
OJHOpPOIHBIA TNPO3pauHBll  renb OT
6eclLBETHOr0 A0 OJIeHO-KEeJITOro LBETA
C XapaKkTePHBIM 3aI1aX0M

2% Identification / UnenTudukanus

a) HPLC / BOXX

Complies as prescribed /
CooTBercTBYeT 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>xuBaHHA
OCHOBHOrO IMMHKa Ha XpoMaTorpaMme

UCTBITYEMOTO  pacTBopa  AOJKHO
COOTBETCTBOBATh BpPEMEHH
yIepKUBaHUs OCHOBHOTO IIMKa Ha
XpOMaTorpaMmme pacTBOpa
cTanaaprHoro ofpasua HUMeCyIMaa
(paznen «KomuuecTBeHHOE
oTpesieNieHHE)

Remarks : The Product cenforms to ND/

Ipumeuanue: [poaykt coorBeTcTRYeT Tpebopanusam HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
Iloarotoeneno: Ramakant

,}uL\Lj;

Checked by /
[poeepeno: Pardeep Kumar

| =
—\—

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
? Amit Kumar

Reprint Date /
Hara: 25.06.2025

Reprint Date /
Jara: 25.06.2025

Reprint Date /
Hara: 25.06.2025

AL
—
{\/

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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[Product : I\fl_Se Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Hais® Axtusrens (HiMecynua) refib 1l HapyKHOTO puMeHenns, 1 %, 50 r -

Market / Pr-1Hok : Russia / Poccus

Batch No. / . V250484 Batch Quantity / . 23404.000units /

Cepus Ne ) Pasmep cepuu " 23404.000 enypuL
Analytical Rep03‘t No./ . 040002966425 Date of Analysis / . 25.06.2025
AHanurTnyeCkuii oTdet Ne JlaTa aHanu3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JaTta npousBoACTBA TI'open go

Mifg. License No. /

[MpousBogcTBeHHAA : MNB/05/263 MA number: / Homep PY @ JIII-Ne(001336)-(PT-RU)
uuensus Ne

Analysis performed according ND / Anaqan3 npoeeaen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Test / IlokazaTeanb

Page2 of 6/ CTp. 2 u3 6

Result / PesyabTat

Specification / Hopma

b) UV spectrophotometry / Y®-
crekTpodoTo MeTpus

Complies as
CooTBeTCTBYET TPeOOBAHUIM

prescribed

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnextp
[OrJIOIEHUST HCIBITYEMOro  pacTBOpa
JIOJKeH UMETh MaKCHMMYM TOTJIOLIEHHS
npu 397+5 um

3. | Weight of package contents / 51g/5Slr According to Rus. Ph. / B cooTBetcTBHH
Macca coaepkHMOro ¢ Tpeboanusmu ['® PO
YIAKOBKH

4. | pH 3.37 25t04.5/0T12,5 04,5

5. | Viscosity / BazkocTb

931 centipoise /
931 cantunyas

400 to 1,200 centipoise /
Ot 400 go 1200 cantunyas

6. | Impurities / IIpumecu

i. | Impurity C/ Not detected / He o6HapyxeHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %

if. | Impurity D/ Not detected / ne oObHapyxeHa Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanne: [Tponykr cootseTcTBYeT TpeboBanusm H/J

Conclusion : APPROVED /
3axmwuenne: OJJOBPEHO

Hara: 25.06.2025

Jata: 25.06.2025

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

ITogrororneHo: Ramakant ., ]lk [Tpoeepeno: Pardeep Kumar OnobpeHo: Menemxkep / Py KUBOL[HTenL
W QL” Amit Kumar }\/

Reprint Date / Reprint Date / Reprint Date / '

Jata: 25.06.2025

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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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxr: Haii3® AxTusrenn (HUMECYIHA) refb A7 HApYKHOrO MpUMeHeHnud, 1 %, 50 r

Market / Puinok : Russia / Poccus

Batch No. / . V250484 Batch Quantity / . 23404.000units /

Cepus Ne ) Pasmep cepun * 23404.000 eqmHmI
Andlytical ReportiNosl/ © 040002966425 DatsTofmalysis | . 25.06.2025
AHaJIMTHYeCKHii oT4eT No JlaTa ananusa

Date of Manufacture / . 05/2025 Date of Expiry / . 0412027

JaTa npou3BoOACTBA I'oaen no

Mfg. License No. /

ITpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JAULEH3HA N2 B

[Analysis performed according ND / Ananus nposeaen no HJI: JITI-Ne(001336)-(PT'-RU)-251022

Page3 of 6/ Ctp. 313 6

E.‘? / Test / Iloka3zarennb Result / Pesyabrat Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jlio6as apyras npumMech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

CymMma npumeceid He Gonee 1,50 %

7. | Microbial purity* / MuxpoGuosioruyeckasi YHcToTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O6uree yncno aspoOHbIX MUKPO- He 6onee 100 KOE/r
OpraHH3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Obiee yncnao He 6onee 10 KOE/r
JPOFOKEBBIX U TUIECHEBBIX
rpuboB

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

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

8. | Assay/KoiandecTBeHHOE onpeesicHHe

RKemarks : The Product confarms to ND/
IIpumeuanne: Ilpoayxr coorBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Prepared by /
IoarorosneHo: Ramakant

@W

Checked by /
[Tpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauntens

Amit Kumar A
k - —

Reprint Date /
Hara: 25.06.2025

X

Reprint Date /
Hara: 25.06.2025

Reprint Date / {
Hara: 25.06.2025

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: L851S5AP1284PLCO04507

www.drreddys.com




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

S
DI’. Red dy,S Q.... vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS | 191 58166 56001-02
CEPTU®HUKAT AHAJIA3A  '© : *91 5810
B www.direddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
INpoaykT: Haiis® AxTuprens (HUMECYJIHI) Telb [UTA HAPY)KHOTO npuMeHenus, 1 %, S0 r
Market / Poliok : Russia / Poccus
Batch No. / . V250484 Batch Quantity / . 23404.000units /
Cepus Ne ) Pa3smep cepun " 23404.000 enuHuL
Analytical Repo“rt No. / . 040002966425 Date of Analysis / . 25.06.2025
AHanuTHuyeckuii oTyer Ne Jata anaansa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTa npousBoacTBa ToneH no
Mfg. License No. /
IIponzpoacrBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
nuueH3ns Ne

Analysis performed according ND / Ananu3s nposeaeH no HJ: JITI-Ne(001336)-(PT-RU)-251022

Paged4 of 6/ Ctp. 4 u3 6

if / Test / Iloka3zarenn Result / PesyabTar Specification / Hopma
Nimesulide / 9.95mg/9.95 mr 9.0 mg to 11.0 mg of Ci3H12N>O5S
Humecynug (99.5 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /
Ot 9,0 mr 1o 11,0 Mr C13Hi2N20sS
(mumecynun) (ot 90,0 % no 110,0 % or
HOMMHAJIBHOTO COAepKaHusA) B 1 T rend
9. |Dimethyl sulfoxide / 97.8 % 90% to 110% of C2HsOS (dimethyl
JuMeTHICYIL(OKCH sulfoxide) of label claim /
Ot 90 % mo 110 % C;HesOS
(mumeTuncynsdokcHa) oT
HOMHHAJILHOT'O COACPIKAHHS
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
JIAMHHHUPOBAHHOTO aIOMMHHS, CHAa0XEGHHYI0O MeMOpaHOM MU KOHTpOJs
nepBoro BCKphiTHs. Kaxmyo TyOy BMecTe ¢ HHCTPYKLMEH N0 MEAULIMHCKOMY
NPUMEHEHHIO MOMEIAIOT B MaYKy 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.
*[loka3aTejib MOXeT OTCYTCTBOBATH B cepTHPHKATe aHanu3a npouspoauTens. [Iponssogurens
rapaHTHpyeT KauecTBO NpenapaTa 1no 3THM I0Ka3aTe M.
Reamarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: TIponykt cootBeTcTBYeT Tpebopanusam HJI 3akawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Monprororneno: Ramakar;}; E‘:r Iposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBonutens
(N g Amit Kumar A
Reprint Date / Reprint Date / Reprint Date / !
Hara: 25.06.2025 Hara: 25.06.2025 Hara: 25.06.2025

Replslered Offive: 8-2-337, Ruad No. 3, Danjara 1 ill3, ilydcrabad 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6 '
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A Tel : +91 58166 56001-02

= www.drreddys.com -
Product : NiSt Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykT: Halh_(l@ AKxTHBrens (HUMECYUA) TeNb 1 HapyXKHOTo npuMeHenus, 1 %, 50 r B
Market / Po1Hok : Russia / Poccus
Batch No. / . V250484 Batch Quantity / . 23404.000units /
Cepns Ne ) Pasmep cepuu * 23404.000 equnmI
Analytical RepOft No./ . 040002966425 Date of Analysis / . 25.06.2025
AHamuTuyeCKnii oTyeT No JlaTa ananusa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npousBOICTB2 I'oxen a0
Mfg. License No. /
IIpouseoacrBeHHAsA : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT™-RU)
NUUeH3ns Ne

| Analysis performed according ND / Ananu3s nposeaex no

H/: JIIT-Ne(001336)-(PT-RU)-251022

Page5o0f 6/ Ctp. Su3 6

APIname (INN) / Haumenosanne APC

(MHH):

API manufacturer batch number /
Howmep cepuu npoussogurens ADC:

FP Manufacturer API Batch number /

Homep cepun cyOcTaHIHHA

npoussoaureis I'JID:

Nimesulide / Humecynua

NMS/125020168, NMS/125020170

FESA00131, FESA00190

API Manufactured by & country /
IIponssogurenanr AD®C, crpana:

Aarti Drugs 1.td., India /
Aapru lparc Jlta., Unaus

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

HaumenoBanmne, agpec H HOMep
JHUEH3HM NJIOUIAKH,
oCyliecTBAAO LI
HPOH3BOACTBO/KOHTPOJIb
KavecTBa/BhInyck I'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pennu’c Jlabopatopuc JIta., Unaus,
[TpousBoacTBeHHOE MOApa3aeneHue-6, Bumnamk Kxos,
Hanarapx Poyn, Bagau, Conan Querpuxr, X.I1. 173205,
Wnpus (Jlunensus Ne 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 G

MP 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 1o ND/

Ipumeuanue; TIpoaykt cooTBETCTRYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axkauenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Ramakmi[J J}— IIposepeno: Pardeep Kumar Ono6peno: Menemxkep / PykoBoauTterns
A Ju- Amit Kumar A
N J— N
Reprint Date / Reprint Date / Reprint Date / !
Jara: 25.06.2025 JHata: 25.06.2025 Jarta: 25.06.2025

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: L85195AP1984PLC0O04507
www.drreddys.com




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

@
DI". ReddY’S '_... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS

Tel: +91 68166 56001-02
- . CEPIH?IEK;AT AHATIEA www.drreddys.com -
Product : N1 Activgel (nimesulide) gel for external use, 1 %, 50 g
TpoayrT: Hajis® AxruBress (sumecyan) Teb i HAPYKRHOTO MpuMeneHHs, 1 %, 50 T B L
IMarket / P-IHoK : Russia / Poccus
Batch No. / . V250484 Batch Quantity / . 23404.000units /
Cepust Ne | Pa3mep cepun " 23404.000 exnHuL
Analytical Repovrt No. / . 040002966425 Date of Analysis / . 25.06.2025
AHanurH4yeCkuii oTuet No Jarta aHanu3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTa npousBoICTBA TopeH no
Mfg. License No. /
IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Juuensus N - B -
Analysis performed according ND / Ananus nposeaed mo HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page 60of 6/ CTp. 613 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 establishedy.

3aK/04eHHe 0 COOTBETCTBUM: «HAaCTOSIIKM S IIOATBEPIKIAIO0, YTO TPUBEACHHAs BhIe HHQOpMaIus ABIsAETCS
JIOCTOBEPHOU M TOYHOM. DTa cepus NPOAYKIUH MPOU3BENECHa (BKIIOYAsl yNAKOBKY (MapKHpPOBKY) M KOHTDOJb
KayecTBa) Ha BBIIIeyKa3aHHON IPOM3BOIACTBEHHOHN IUIOmMaAKe (IUIOMAnKax) B IIOJIHOM COOTBETCTBHH C
TpeboBanusiMu [IpaBun HaJutexaliedl TPOU3BOACTBEHHOM NPakTUKU EBpasuiickoro 5SKOHOMHUYECKOTO Coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOGoBaHHSIMH KOHTPOJII KadecTBa JIEKAPCTBEHHBIX
CPEJNICTB, a TAaKKe B COOTBETCTBHH CO CIEIU(UKAIUAMHU, COACPXKAIIIMHUCA B PETHCTPAIIMOHHOM IOChE CTPaHBI-
HUMIIOpTEpA. 3alMCH IO MPOU3BOJCTBY, YIAKOBKE M aHAIM3Y IIPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE
tpeboBanusM IpaBun Hagiexaieil Mpou3BoOCTBEHHOMN IPAKTUKK EBpa3sHiCcKOro 9KOHOMHYECKOTO COIO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeyanue: Tlpoaykt coorBercTBYeT TpeboBanusm HJL 3axnwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Cxecutive /
INoaroroeneHo: Ramakant ; T ITporepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBonuTens

8P Amit Kumar A

!\M@/ o= N~

Reprint Date / \ Reprint Date / Reprint Date / |
JHara: 25.06.2025 Hara; 25.06.2025 Hata: 25.06.2025

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: L85195AP1984PLC0O04507
www.drreddys.com



