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

CEPTUPUKAT AHAJIM3A
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Product : Nise Activgel (nimesulide)igel for external use, 1 %, 20 g

Ilpoayxx: Haiizs® AxTusress (HUMECYNH) reb Ui HApPYXXHOro npumenenus, 1 %, 20 r

Market / Poinok : Russia / Poccus

Batch No./ . Batch Quantity / . 60,000 units /

Cepusi Ne | asia Pa3smep cepun © 60,000 exunuL
Analytical Repo:‘t No./ . 040003199450 Date of Analysis / . 30.11.2025
AHanuTHuYecKkuii oTyer Ne JlaTa ananusza

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jata npou3BoacTea T'ogen no

Mfg. License No. /

Ilpon3poacTBEeHHAst : MINB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT"™-RU)

JUueH3u st No

Analysis performed according ND / Ananus nposeaed mo HJI: JITI-Ne(001336)-(PT-RU)-090625

Pagelof 6/Ctp. 136

No / ; ;

N‘: Test / ITokazaTenb Result / PesyabTart Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to pale-
yellow gel with characteristic odor / yellow gel with characteristic odor /
OnHOpOIHBII MPO3payHblii refb OpHOpOIHBIM  MpO3pauHbBli  Teidb  OT
OJIeTHO-XKENTOrO LBETA C OecuBeTHOro J10 OMeHO-XKENTOro 1BeTa ¢
XapaKTEPHBIM 3aMaxoM XapakTEepPHbIM 3aMaxom

2. Identification / UnenTudukauns

HPLC / BOXX The retention time of the main peak in | The retention time of the main peak in the

solution should

the chromatogram of test solution
corresponds to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution.
/ BpeMs yZAepXHBaHHS OCHOBHOIO
AIMKa Ha XpPOMATOrPaMMe UCTIBITYEMOrO

chromatogram of test
correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay). /
BpeMs ynep)kuBaHMs OCHOBHOIO NHKa Ha
XpoMaTorpaMMe HCIBITYEMOTO  pacTBopa

pactBopa COOTBETCTBYET BPEMEHH | HOJDKHO COOTBETCTBOBATh BpEMEHH
YIOEP)KMBAaHUs OCHOBHOrO IIMKAa Ha | yIOEPXKHBaHMA  OCHOBHOTO  TNHKa  Ha
XpoMarorpamme pacTBopa | XpoMaTorpaMMe pacTBopa CTaHIAPTHOIO
CTaHIAPTHOTO 06pa3ia HUMeCynHaa. obpasia HUMeCYyIuna (pa3zen

«KonuuecTBeHHOE OIpeeNICHUE).

Remarks : The Product confirms to ND/

Mpumeuanne: Mpoaykr cootsercrByer TpedoBannam HJ{

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: IIpoBepeno:Pardeep Iposepeno (AOK): [|OnoGpenio: ObecneueHue kauectBa/OTBETCTBEHHOE
Ramakant {r Kumar Amit Kumar mue: <y Kom 2
‘,L\\ QL—/ N—"_ '\/1
RS e &
Date / Date / Date / Date / 2 0- ),_AO),T
Hara: 30.11.2025 Jara: 30.11.2025 Jara: 30.11.2025 JarTa:

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: L851S5AP1284PLLC004507

www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haii3® Axtusrens (HuMecymui) reib 1l HapyxHOro npumexeHns, 1 %,

20r

Market / Poinox : Russia / Poccus

Juuen3us Ne

Batch No. / . V250920 Batch Quantity / . 60,000 units /

Cepun Ne ] Pazmep cepun " 60,000 enunun
Analytical Repo:'t No./ . 040003199450 Date of Analysis / . 30.11.2025
Ananutuyeckuii oT4eT Ne Harta ananusa

Date of Manufacture / . 112025 Date of Expiry / . 10/2027

JaTa npousBoacTea I'open no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposesaen no H/T: JIH—NQ(O()]336)-(PF—RU)-0906275

Page2 of 6/ Ctp. 213 6

UV spectrophotometry / Y - UV absorption spectrum of the test | UV absorption spectrum of the test solution
CHEKmpogonmomempus solution has absorption maximum at | should have absorption maximum at
39745 nm. / Y®-cnektp nornowenus | 3975 nm. / VYO-cnekTp MNOCOLIEHUs
HCIIBITYEMOTO pactBopa MMEET | HCIMBITYEMOr0 pacTBOpa [AODKEH HMETh
MaKCUMYyM MOTIOMEHUs MpH | MakCUMYyM HOrjoleHus npu 397+5 um.
39745 BM.
3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBeTCTBUH C
Macca cogep:kumMoro TpeGoBaHuAMU 'O PO
yMaKOBKH
4. | pH 3.41 2.5t04.5/012,5n04,5
5. | Viscesity / BaskocTb 976.5 centipoise / 976.5 canrunyas | 400 to 1,200 centipoise /
Ot 400 no 1200 canTtumyas
6. | Impurities / [Ipumecn
I et Not more than 0.50 % /
- mpurity 0
| Ipumecs C Not detected / He obHapyxeHa He Sonce 050 %
Not more than 0.50 % /
I D/ He 6onee 0,50 %
R mpurity Not detected / He oGHapyxeHa
[Tpumecs D

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanusaM HJI 3akmouenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroroBiieHO: INposepeno:Pardeep ITposepeno (AOK): |[Onobpeno: ObecneyeHue kauecTBa/OTBETCTBEHHOE
Ramakant ‘ Kumar C:_L/ Amit Kumar | mno: ¢y - IRywm
= [\/ e < 'V\’q
Date / DNate / Date / Date / y x,_ )
Hara: 30.11.2025 JHara: 30.11.2025 JHara: 30.11.2025 Jara: lo ﬂ D(O S/

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: L85155AP1284PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6
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Dl'. Reddy,s ‘..Q. Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTHU®UKAT AHAJM3A 00t

—_— WwWw.drrecadys.c
Product : Nise A?;Evgel (nimesulide) gel for external use, 1 %, 20 g
Tpoaykr: Haii3s® AxtuBrenb (HUMECYIH) rep AN HAPYAHOTO NpiveHeHns, 1%, 20 r —
Market / PoiHok : Russia / Poccust
Batch No./ — Batch Quantity / 60,000 units /
| Cepusi N2 ) Pazmep cepusn 60,000 exuHuL
Analytical Repovrt No./ . 040003199450 Date of Analysis / . 30.11.2025
AuvanuTHyecKknii oTyer Ne JlaTa aHa;in3a
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jarta npousBoacTBa I'ogeH oo
Mfg. License No. /
IlpoussoacrBenHas : MINB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)
JnueH3usi Ne
Analysis performed according ND / Ananus nposeaen mo HJI: JIIT-Ne(001336)-(PI'-RU)-090625

Page30f 6/Crp.3u3 6

1. | Any other impurity / Below LOQ (LOQ =0.030 %) / Ilmxe | Not more than 0.50 % /
Jlrobas apyras npumecs npefena KONU4eCTBEHHOTO He 6onee 0,50 %
onpenenerus (ITKO = 0.030 %)

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

7. | Microbial purity* / MukpoGuonornieckas yucrora*

1. | Total Aerobic Microbial Count NA Not more than 10*> CFU/g /
/ O61ee YnCI0 a3pOoOHBIX He 6onee 10> KOE/r
MHKPOOPraHU3MOB

ii. | Total Combined Yeast and NA Not more than 10! CFU/g /
mould count / Obuiee uucno He Gonee 10' KOE/r
IPO}OKEBBIX U TUIECHEBBIX
rpubos

iil. | Pseudomonas aeruginosa NA Should absentin 1 g/

OrcytctBUe B 1 T

iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcytrcTBUE B 1 T

8. | Assay/KoanuyecTBeHHOe onpe/esieHue

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeqanne: IpoaykT coorsercTryeT Tpedosanism HJT 3akatoyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
[ToaroroBnexo: [Mposepeno:Pardeep [Tposepero (AOK): ||Omobpeno: Obecneuenune kayectBa/OTBETCTBEHHOE
Ramakan i‘ Kumar ; Amit Kumar \|feuo: g) I L Kiumir_e_
sl A— pubt - <1/v/
Date / Date / Date / Date / NI o
Hara: 30.11.2025 Jlara: 30.11.2025 Jara: 30.11.2025 Hara:

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: L85155AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +21 8166 56001-02

v drred om
w.drreddys.cot

Product  Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
H_ponylcrifHaﬁ3® AkTHBrenb (HUMECYNUA) TeNb JUIs HApYXHOTO NpuMeHenus, 1 %, 20 r

Market / Poinok

: Russia / Poccus

Batch No./ . V250920 Batch Quantity / . 60,000 units /

Cepus N2 ' Pa3mep cepun * 60,000 equHUIL
Analytical Repovrt No./ . 040003199450 Date of Analysis / . 30.11.2025
AHanutTUveckuii oTueT Ne JlaTa aHanau3a

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

JlaTa npou3BoACTBa Topen xo

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)
JuneH3ns Ne

Analysis performed according ND / Ananu3s nposegen no HJI: JIIT-No(001336)-(PT-RU)-090625

Page 4 of 6/ C1p. 4 13 6

Nimesulide /
Humecynun

10.12 mg/ 10.12 mr
(101.2 %)

9.0 mg to 11.0 mg of C3H;2N>0sS
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot1 9,0 mr o 11,0 mr C13H;2N>0sS
(aumecynun) (ot 90,0 % mo 110,0 % ot
HOMHHABHOTO COAEPKaHUsA) B 1 T rens

9. | Dimethyl sulfoxide /
JAumeruncyibpokena

100.0 %

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

Ot 90 % mo 110 % C;HeOS
(mumeTtuncynbp$HoKCUI) OT HOMUHAIBHOTO
coJepKaHus

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 Ty0y U3 JaMMHUPOBAHHOIO
ATIOMHUHUA, CHabXEeHHYI0 MeMOpaHoi
JUIi  KOHTpOJA IEpBOr0  BCKPBITHA.
Kaxyio Tyby BMecTe ¢ MHCTpYKLUEH
N0 MEIULHUHCKOMY NPUMEHEHHIO
NOMEILAIOT B MaYKy KAPTOHHYIO.

20 g, 50 g or 100 g in a laminated aluminum
tube equipped with tamper-evident
membrane. FEach tube and a patient
information leaflet in a carton. / ITo 20 r, 50
r uni 100 r B Ty6y M3 ITaMUHHPOBAHHOIO
AMIOMMHHA, CHabXEeHHY10 MeMOpaHOW mns
KOHTPOJIA MepBOro BekphbiThs. Kaxkayro TyOy
BMECTE C MHCTPYKUMEH 1O MeIMUUHCKOMY
NPUMEHEeHHI0  NOMEIUAIdT B [MaykKy
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.
*TloxazaTenb MOKET OTCYTCTBOBATH B cepTUdUKaTe aHaNu3a npoussoauTess. [IpoussBonutens rapanTupyer
KA4eCTBO Mpenapara o 3THM MOoKa3aTeJIsM.

Remarks : The Product confirms to ND/

IMpumeuanne: [poaykt coorsercTayeT Tpedosannsam HJI

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToxnroropneHo: Iposepeno:Pardeep [Tpoeepeno (AOK):  [|OnoGpeno: ObecnieueHne kauecTBa/OTBETCTBEHHOE
Ramakant _ Kumar AmitKumar . [lmmo:  _ (O~ KUmMQML_

_ : _dw
Date / Date / Date / Date / \ZO,’ [~ 025
JlaTa: 30.11.2025 Hara: 30.11.2025 JlaTa: 30.11.2025 Hara:

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: L851S5AP1984PLCO0A507

www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIU3A

;491 98166 56001-02

1

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

INpoayk¥: Haii3® AkTuBresnp (HUMECYNHA) refib Ul HApYKHOTO fpHMeHenus, 1%, 20 r

Market / Poivok : Russia / Poccus

Batch No./ . V250920 Batch Quantity / 60,000 units /

Cepusi Ne : Paimep cepun * 60,000 eguHMLL
Analytical Repovrt No./ - 040003199450 Date of Analysis / . 30.11.2025
AnanuTHyeckuii oryer No JlaTa aHaiu3a

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jarta nponssoicTsa T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Avaaus aposenen no HJL: JITT-Ne(001336)-(PT-RU)-090625

Page 5 of6}CTp. Suz 6

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

Nimesulide / Humecyaun

API manufacturer batch number /

Homep cepun nponssoautenss APC: i s
FP Manufacturer API Batch number /
Homep cepun cy6cTaHUMU NPOU3BOAUTENA FESA00374

rJid:

API Manufactured by & country /
IIpoussogutens A®C, cTrpaHa:

Aarti Drugs Ltd., India /
Aaptu parc JIita., Maons

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHue, aipec, JHUEH3HS AJIsI
IpousBoacTBeHHas nuowaaKa /

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No

MNB/05/263) /

I-p Pennu’c Jlabopatopuc JIta., Uuaus, [IpousBoacTeeHHOE
nonpasnenenue-6, Bunn. Kxons, Hanarapx Poyn, banau, Juctpukr Conay,
X.I1., 173205, Uupus (Jluuenzus 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
GMP requirements of the Eurasian Economic Union 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».

3akJ/104eHHe 0 cooTBeTcTBHH: «HacTosmuM s moaTBepxJato, 4TO NpHBEAeHHAs Bollie HHGMOPMALUA SIBJIsIETCA NOCTOBEPHON 1
TOYHOH. JTa cepys MPOAYKLUUM NpOU3BEIeHa (BKJIIOYAs yMakoBKY (MAPKUPOBKY) U KOHIPONb KAYEUIBA) Hd BblLLEYKRASAHHUN
NIPOM3BOACTBEHHOM IUTOLIAAKE (IUIOIAAKAX) B IOJIHOM COOTBETCTBUM ¢ TpeboBaHusAMH [IpaBui Haasexkalleli IpoM3BOACTBEHHOMK
npaxTuky EBpasuiickoro 3KOHOMHYECKOTO COI033a U TpeOOBAaHUAMMU KOHTPOJIA KauecTBa JIEKapCTBEHHBIX CPEACTB, a TAKXKE B
COOTBETCTBHM CO CHIELU(HKALUIMY, COTEPXKALIUMHUCS B PErHCTPALIUOHHOM JOChE CTPaHBI-UMIIOPTepa. 3alicy o MPOU3BOJCTBY,

Remarks : The Product confirms to ND/

ITpumeyanue: IIpoaykT cooTBeTCTBYET TpebopaHmam HJ|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Tonrorosaeno: [TpoBepeno:Pardeep [Tposepeno (AOK): |[Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Ramakant \/ Kumar Amit Kumar L JTHLO: _iw\{ e KUdmrre

¥ i IN—" _—

) / »

%D\Cq/ th/ / ___41\7

Date / Date / Date / Date / KO/{ ]2
Hara: 30.11.2025 Jara: 30.11.2025 Hata: 30.11.2025 JlaTa:

Registared 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: L851G5AP1284PLCD04507

www.drreddys.com




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

B0
Dr.Reddy’s ‘.o. Vill Kho!, Nalagarh Road, Baddi,

CERT]FI(‘\TE OF \N'\L‘S]h Distt. Solan, HP, 173 205, INDIA
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr: Haiis® Axrusresns (HUMeCyIUn) rens s Hapy>kKHOro npumeHenus, 1 %, 20 r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 60,000 units /

Cepns Ne 3 Y2500 Paimep cepun © 60,000 eguHMY,
Analytical Report No. / . 040003199450 Date of Analysis / . 30.11.2025
AHanuTHYecKHil oTueT No JlaTa ananu3a

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jarta npoussoacTsa TI'oaen no

Mfg. License No. /

IIpouszBoncTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JIHLeH3usA Ne

Analysis performed according ND / Ananus nposened mo HJI: JIIT-Ne(001336)-(PI'-RU)-090625
Page 6 of 6/ CTp. 6 u3 6

yMaKOBKE M aHaM3y TNPOBEPEHBl, U YCTAHOBIEHO MX COOTBEeTCTBUE TpeGoBaHmsM [Ipasui Hamiexaued Npou3BOACTBEINION
NpakTHKH EBpazuiickoro 3kOHOMHYECKOro COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeyanne: INpoaykT coorsercryer Tpebosannam HJI 3akmwyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toaroroeaexo: [porepeno:Pardeep Ipoeepeno (AOK): ||Onobpeno: ObecneueHue kauectBa/OTBETCTBEHHOE
Ramakari‘ d_d( Kumar Q[/’/ Amit Kumar L JIHLLO: _CUN )L KU — RT)
: “\/ € .‘"\ - _ v
Date / Date / Date / Date / O~ I£0LX—
Jara: 30.11.2025 Hara: 30.11.2025 JTata: 30.11.2025 JHara: \? ! ’ A0

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: L85155AP1284PLC004507
www.drreddys.com




