Dr.Reddy’s ‘%.’

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA

Tel:+91 93166 5600102

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxr: Haiiz® Akrusrens (HUMeCYJHUA) reb A1 HapyXKHOro npumeHenus, 1 %, 50 r

Market / Portok

: Russia / Poccus

Batch No. / . V250300 Batch Quantity / . 23447.000units /

Cepus Ne ) Pazmep cepuu " 23447.000 enunuig

Analytical Repovrt No./ . 040002915210 Date of Analysis / . 30.04.2025

AHajuTnvecknii oTuer Ne HaTa aHanausa

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

JaTa nponsBoACTBa I'onen a0

Mfg. License No. /

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

Analysis performed according ND / Auanu3 nporenen mo HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page 1 of 6/ Ctp. 1 u3 6

No /
Ne

Test / Iloka3zareinb

Result / PesyabTar

Specification / Hopma

1.

Description / Onucanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OaHopoaHBIM Mpo3payHbIl  relb
OJ1eIHO-XKENTOro 1BETa c
XapaKTepHBIM 3araxom

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpoAHBIH MpO3pauHbIii Trenb OT
6eciBeTHOrO 0 OJeIHO-KENTOro LBeTa
C XapaKTepHbIM 3a1axoM

Identification / UnenTndpunkanus

a) HPLC / BDXKX

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) / Bpems ynep:kuBaHuA
OCHOBHOTO TNHKa Ha XpoMmaTorpaMme
UCTIBITYEMOTO pacTBopa IOMKHO
COOTBETCTBOBATh BpEeMEHH
yaep>)KMBaHHUA OCHOBHOIO IHKa Ha
XpoMarorpamme pacTBopa
cranjapTHoro obpa3la HUMeCynuaa
(paznen «KonuuecTBeHHOE
omnpeeNieHHE)

Remarks :
Ilpumeuanne: Ilpoaykr coorseTcTBYET Tpebosanusam HJI

The Product conforms to ND/

Conclusion : APPROVI
3axnwuenne: OJOEPFHO

D/

Prepared by /
IToaroroBneHo: Sumall‘I}umar

£ 2
[l

Checked by /
IIposepeno: Pawan Kumar

2

Approved by: Manager/Executiye /
Onobpeno: Menemxep | Pykospnurenn
Abhishek Chauhan | .

b

Reprint Date /
Jara: 30.04.2025

Reprint Date /
Jata: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2959, 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, Badd,
Distt. Solan, H.P., 173 205, INDIA

INaTakINaY]

CEPTUPUKAT AHAJIM3A

Tei : +91 56166 50001-02

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykt: Haii3® AkTuBrenns (HUMECYITHI) refb ANl HAPYHKHOTO IpuMeHenus, 1 %, 50 T

Market / Privok : Russia / Poccua

Batch No. / . V250300 Batch Quantity / . 23447.000units /

Cepusi Ne ) Pazmep cepun " 23447.000 equHuL
Analytical Repoﬂrt No./ . 040002915210 Date of Analysis / . 30.04.2025
AHanuTH4YecKuii oTyer Ne JaTa ananusa

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

JlaTa npou3BoOACTBa ToaeH oo

Mfg. License No. /

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

Analysis performed according ND / Anaaus npogeaen no H: JITI-Ne(001336)-(PT'-RU)-251022

Page2 of 6/ Ctp. 2 13 6

No/

Test / Ilokazarenb
Ne

Result / PesyabTaT

Specification / Hopma

b) UV spectrophotometry / Y-
crnekTpodoTo METPUS

Complies as prescribed
CooTBeTCTBYET TPEOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®D-cnekrp
NOIJIOMIEHHS. HCIIBITYEMOIO  pacTBOpa
JOJKEH UMETh MAKCUMYM MOTJIOLEHHUS
ripu 397+5 HM

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBeTcTBUH
Macca cogepumMoro ¢ Tpeboanusimu ['® PO
yDaKOBKH

4. | pH 3.38 2.5t04.5/012,5 10 4,5

5. | Viscosity / BazkocTb 954.6 centipoise / 400 to 1,200 centipoise /

954.6 cadTumnyas Ot 400 no 1200 canrumnyas
6. | Impurities / IIpumecn
i. | Impurity C/ Not detected / He oOHapy>kxeHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He o6Hapy-xeHa Not more than 0.50 % /
IMpumecs D He 6omee 0,50 %

Remarks : The Product conforms to ND/

Ipumeuanne: IIpoaykr coorseTcTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akmwuenne: OJOBPEHQ

Prepared by / Checked by / Approved by: Manager/Exegutive /

IToaroToeneHo: Sum?@:mar IIposepeno: Pawan Kumar Ono6peno: Menemxkep / Pykosonutgens
2 4\‘ Abhishek Chauhan ! 7

Reprint Date / Reprint Date / ' Reprint Date /

Jata: 30.04.2025 Jara: 30.04.2025 Jata: 30.04.2025

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIN3A

Tej : +91 93166 56001-02

www.drredidys.com

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
MpoaykTt: Hait3® AKTHBrens (HUMECYJUA) refs I Hapy)KHOro Np¥MEHEeHus, 1%,50r

Market / Poinok : Russia / Poccus

Batch No. / . V250300 Batch Quantity / _23447.000units /

Cepus Ne i Pazmep cepun " 23447.000 enunuiy
Analytical Repovrt No. / . 040002915210 Date of Analysis / . 30.04.2025
AHasgnTUdeckuii ordyet Ne JlaTa anajau3sa

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

JaTa npou3sBoaCTBa ToaeH Ao

Mfg. License No. /

IpousBoacTBeHHAsI : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
suueH3ust Ne -

Analysis performed according ND / Auaau3s nposeaen o HJI: JIN-Ne(001336)-(PT-RU)-251022

Page3 of 6/ Ctp. 313 6

i.:) 1 Test / Ilokazarenn Result / PesyabTar Specification / Hopma
| 1ii. | Any other impurity / 0.03% Not more than 0.50 % /
Jlrobas apyras npumech He 6onee 0,50 %
1v. | Total impurities / 0.1% Not more than 1.50 % /

CymMa npumeceit

He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uororaueckast Y4HcToTa*

i, | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61iee yncno a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHM3MOB

| ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g

mould count / O61uee 4ucno He 6onee 10 KOE/r
JPOAOKEBBIX U TUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/

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

OrcyrcTBue B 1 1

8. | Assay/KonnyecTBeHHOE ONpeAe/IeHHe

Remarks : The Product conforms to ND/
I puameuanne: [TponykT coorseTcTByeT TpeboBanmsaM HJI

Conclusion : APPROVED /
3axaoueHue: O_I[OBPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive /

[ToarorosneHo: Suman <K)m':ﬁ* [Mposepeno: Pawan Kumar Ono6peno: Menemkep / Pykosoayirens
S % - Abhishek Chauhan [. [

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2025 Hara: 30.04.2025 Hata: 30.04.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




P Dr. Reddy's Laborateries Ltd.
> Formulation Unit-6
DI'. ReddY’S q.... Vill. Khol, Nalagarh Road, Baddi,

. ad, Badc
CERTIFICATE OF ANALYSIS g'jtf'+59°1'39r‘; f*é';"slg 5021(_’;'2’“'“”\
CEPTUOHKAT AHAJIM3A el o

: www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® AkruBress (HUMECYNIM) rentb JUIA HAPYIKHOTO NpiMereriis, 1 %. 50 ¢

Market / Po1nok : Russia / Poccus

Batch No. / . V250300 Batch Quantity / . 23447.000units /

Cepus Ne ) Pa3zmep cepun * 23447.000 equHun
Analytical Repourt No./ . 040002915210 Date of Analysis / . 30.04.2025
AHaJuTH4Yeckuii oTueT Ne Jata anaausa

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

JaTa npou3BoacTBa I'opeH no

Mfg. License No. /

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

Analysis performed according ND / Auanu3 nposeaen mo HJ1: JIIT-Ne(001336)-(PI"-RU)-251022

Page 4 of 6/ Ctp. 4 u3 6

E.‘? A Test / Iloka3zarean Result / PezyabTaT Specification / Hopma
Nimesulide / 100.8 mg / 100.8 mr 9.0 mg to 11.0 mg of Ci3H12N20sS
Humecynun (10.08 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /

Ot 9,0 Mr mo 11,0 mr Ci3H12N205S
(aumecynum) (ot 90,0 % no 110,0 % ot
HOMHMHAJILHOTO CoAeprkaHus) B 1 T rens

9. | Dimethyl sulfoxide / 99.3 % 90% to 110% of C;HsOS (dimethyl
JumeTniicynsporcHy sulfoxide) of label claim /

0190 % 1o 110 % C:HsOS
(mumeTHNCYIbGOKCHT) OT
HOMHHANBEHOTO CONEPIKaHHS
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 Ty6y u3
JIAMHHMPOBAHHOTO AJIFOMUHHUS, CHaOXEHHYI0O MeMOpaHOH Ui KOHTPOJIS
nepBoro BekphbiThs. Kaxayro TyOy BMECTE C MHCTPYKIIHEH MO0 MEIULIMHCKOMY
TIPUMEHEHHIO MTOMEIAIOT B MaYKy KaAPTOHHYIO.
*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*Tloka3aTe/b MOJKET OTCYTCTBOBATH B cepTH(UKaTe aHAIH3a npon3soauTes. [Ipoussoaurens
rapaHTHPYeT Ka4yeCcTBO MPenapara mo 3THM NOKa3aTesiM.,

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

IIpumeuanne: [IpogykT cooTBeTcTBYET Tpebosanusm HJL 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Mana gernyf;' utive /

IToarotorneHo: Suma/n},&m‘rar ITposepeHo: Pawan Kumar Ono6peno: Menemkep / Pykosoaprelb

2 # Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2025 Jara: 30.04.2025 JHara: 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 ‘,’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUOHUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Hpoaykr: Haii3® AkTHBreb (HUMECYIHI) Feflb 11 HAPYXHOTO puMeHeHns, 1 %, 50 r

Market / Prinox : Russia / Poccus

Batch No. / . V250300 Batch Quantity / . 23447.000units /

Cepus No ) Pa3mep cepuu * 23447.000 eqyHuL
Analytical RepOft No. / . 040002915210 Date of Analysis / . 30.04.2025
AHajimTH4eckuii oTuer Ne JlaTa aHanu3a

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

Jarta npousBoacTsa Topen no

Mfg. License No. /

IpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3ns Ne

Analysis performed according ND / Ananus nporesen mo H: JITI-Ne(001336)-(PI'-RU)-251022

Page50f 6/ Ctp. Su3 6

API name (INN) / HaumenoBanne ADC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu nponspogutea ADC:

NMS/14120885

FP Manufacturer API Batch number /
Homep cepun cybcTaHIHH
npoussogures I'JID:

FERAO00756

API Manufactured by & country /
IIpouspoantens A®C, crpana:

Aarti Drugs L.td., India /
Aaptu lparc JIta., UHaus

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

HaumMenoBanmue, agpec H HOMep
JHUEH3HH MJI0MAKH,
ocyuiecTBIAAIOMeH
MPON3BOACTBO/KOHTPOJIb
kauectBa/Bbimyck I'JIP /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /

J-p Peanu’c Jlaboparopuc JIta., Hanns,

IMpouseoacTBeHHOE MoApaszaeneHue-6, Bunnamk Kxons,
Hanarapx Poya, bannu, Conan ucrpuxr, X.I1. 173205,

Wupua (JTunensus Ne MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This
batelt of product hias beeu wanulactuied, indudiug 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/
IIpumeuanue: [Ipoaykr coorBeTcTBYET Tpebopanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by /

IToxnroroeiexo: Suma%
A

[Iposepeno: Pawan Kumar

o B ,{..?

Abhishek Chauhan

Approved by: ManagcﬁEﬁ cutive /
Onobpeno: Menemxep / P KOBO?HTEJ’II::

Reprint Date /
Hara: 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 - 5060034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

®o
Dr. Reddy’s ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

Tei: +91 93166 56001-02

CEPTHO®UKAT AHAJIM3A )
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiiz® AxTuBresns (HUMECYIN) refb MUl HapyKHOro npumeneHus, 1%, 50 r
Market / Pp1Hok : Russia / Poccus
Batch No. / . V250300 Batch Quantity / . 23447.000units /
Cepusi Ne ) Pazmep cepuu ° 23447.000 enuHun
Analytical Repovrt No. / . 040002915210 Date of Analysis / . 30.04.2025
AHanuTvyeckHii oTueT Ne JlaTa aHanunsa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTa npou3BoicTBa T'open po
Mfg. License No. /
IIpouseoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)
JIMUEH3Hs N2
Analysis performed according ND / Ananns npogeaen no HJI: JIIT-Na(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».

3aKI09eHHe 0 cOOTBeTCTBHH: «HacToAmmM s MOATBEPXKIAt0, YTO IIPUBEICHHAS BhIIIe HHOOPMAIUS ABJISETCA
JIOCTOBEPHOR M TOYHOM. DTa cepHs MPOAYKIMH IIPOM3BEAEHA (BKIIOHYAs YIIAKOBKY (MapKMpOBKY) M KOHTPOIb
KauecTBa) HA BHINICYKa3aHHOM OpPOW3BOACTBEHHON IUIOINAAKe (IUIOMIAAKaX) B IIONHOM COOTBETCTBHH C
TpeGoBanusiMu [IpaBui Haaexamle IPOU3BOJCTBEHHON NPAKTHKA EBpasuickoro 3KOHOMHYECKOIO COI03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrsops 2022) u TpeOOBaHMSAMH KOHTPOJIS KayeCTBa JICKAPCTBEHHBIX
CPEICTB, a TAaK)ke B COOTBETCTBUH CO CHEIH(DHUKAIMAMH, COAEPKAIMUMHUCS B PETUCTPALIMOHHOM JOCHE CTPAHLI-
UMIIOpTepa. 3amucu MO POU3BOACTBY, YHAKOBKE M aHAIM3y NPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE
TpeGosanusM [IpaBii HaaIexalled IPou3BOACTBEHHOM IPAKTUKK EBPa3niicKoro 3KOHOMHUYECKOI0 COr03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeObOoBanusaM HJI Baxmouenne: OTOBPEHD
Prepared by / Checked by / Approved by: Manager/Ex¢cutive /
IloaroToBneHo: Suman/K}nar [TpoBepeno: Pawan Kumar Onobpeno: Menemxep / rP KOBOJiIUTENb
- Abhishek Chauhan ~ / ) /1
= /f {2
Reprint Date / Reprint Date / ' Reprint Date /
JaTta: 30.04.2025 Jara: 30.04.2025 Hara: 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 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




