Dr.Reddy’s Q_:'.‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND}A
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiiz® Axtverens (HUMECYTIA) renb 1 HapyiHoro npumenenns, 1 %. 50 r

Market / PorHoK : Russia / Poccus

Batch No. / . V240388 Batch Quantity / . 23302 units /

Cepus Ne Pasmep cepuu 23302 eguHMLL
Analytical RepOj't No./ . 040002565055 Date of Analysis / . 24.06.2024
AHaJauTH4YeCcKHii oT4yeT No JlaTa aHajiu3za

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npousBoacTBa T'ogen no

Mfg. License No. /

IIpou3sBoacTBeHHAN : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3usi Ne

Analysis performed according ND / Auaan3 nposenen no H/: JIII-Ne(001336)-(PT'-RU)-251022

Pagelof 6/ Ctp. 113 6

;? / Test / lHokazaTenn Result / PesynsTat Specification / Hopma
1. Description / Onucanune Homogeneous, transparent, | Homogeneous, transparent, colorless to

colorless gel with characteristic
odor / OgHOPOAHBIA TMPO3payHbLi
renb  OecrBeTHOro  LBeTa  C
XapaKTepHbBIM 3allaxoM

pale-yellow gel with characteristic odor /
OpHopoAHBIA MpO3payHbIl  reab  OT
6eclBETHOrO A0 OIeNHO-KENTOTO LBETA
C XapaKTePHbIM 3araxom

2. Identification / UnenTndurannsn

a) HPLC / BDXKX

Complies as prescribed /
CootBetcTByeT TpeGOBaHHAM

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>xuBaHus
OCHOBHOIO MHKa Ha XPOMATOrpaMme

UCTIBITYEMOTO  pacTBOpa  JAOJDKHO
COOTBETCTBOBATh BpeMeHH
VAEPXKHUBAHUS OCHOBHOTO IIHMKa Ha
XpoMarorpamme pacTBopa
CTaHAapTHOro obpasna HUMeCyNuaa
(paznen «KonnuectseHHOE
OTIpe/ieNIeHUEY)

Remarks : The Product conforms to ND/

IIpumeuanne: [IpoaykT coorBercTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ankit ) ITpogepeno: Vijay Thakur Onobpeno: Menemxep / PykoBoaurens
/'[ ol io r Manoj Kumar :
r o8 \ e
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.06.2024 Hara: 24.06.2024 Jara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tei. +61 404900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com
CIN: L85135AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND}A
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiis® AxtnBrens (HUMECYIUT) refb ANl HAPYXKHOTO NMpuMeHeHus, 1 %, 50 T

Market / Poitok

: Russia / Poccus

Batch No. / - Batch Quantity / . 23302 units /

Cepusi Ne | V240388 Pazmep cepuu * 23302 enMHMLL
Analytical Repourt No./ : 040002565055 Date of Analysis / . 24.06.2024
AHaNUTHYECKHH oTueT Ne Jara aHanun3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa nponsBoacTsa Togen no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposenes no HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page2 of 6 / CTp. 213 6

b) UV spectrophotometry / YO-
cnextpodoTo meTpus

Complies as prescribed
CooTBeTCTBYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®D-cnektp
MOTJIOLIEHHUS UCIBITYEMOrO  pacTBopa
JOJKEH UMETh MAKCUMYM MOTJIOLIEHUS
ripu 397+5 HM

3. | Weight of package contents / 51g/51r According to Rus. Ph. / B cooTBeTcTBUH
Macca coep:xuMoro ¢ TpeSoanusmu ['d PO
YIAKOBKH

4. | pH 3.23 25t04.5/0t12,5 n04,5

5. | Viscosity / BaskocTb

873.4 centipoise /
873.4 canTtnnyas

400 to 1,200 centipoise /
Ot 400 o 1200 cantumnyas

6. | Impurities / IIpumecn

i. | Impurity C/
ITpumecs C

ii. | Impurity D/
IIpumece D
iii. | Any other impurity /
Jlrobas apyras npumech

Not detected / He oOHapyKeHa

Not detected / He 0OHapyxeHa

0.03%

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

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

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

Remarks : The Product conforms to ND/

Ipumeyanne: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /

3axawuenne: OJOBPEHO

Prepared by /
[Moarorosneno: Ankit

ﬁ/

Checked by /
Hpo(se_eeno: Vijay Thakur

Approved by: Managet/Execurive /
Ono6peno: Menemxkep / Pykosonurens
Manoj Kumar '

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Reprint Date /
JlaTa: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tet: +91 40 4900 29C0, Fax: +91 4C 4900 2929, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507

www.drreddvs.com




Dr.Reddy’s Q::"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [ td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel: +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haits® Axtusrens (HUMecynu) refs 1Jisl HApY)KHOTo npuMeHenus, 1 %, 50 r

Market / Puriok : Russia / Poccus

Batch No. / . Batch Quantity / . 23302 units /

Cepns Ne ¢ V240338 Pa3zmep cepuu 23302 eaunun
Analytical RepOft No./ . 040002565055 Date of Analysis / . 24.06.2024
AHaguTnyecknii oryet No JlaTa aHanusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

Jarta npousBoacTea TI'ogen no

Mfg. License No. /

IIpoussoacTBeHHAR : MINB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI-RU)
JauneH3usa Ne

Analysis performed according ND / Ananus nposegen no H/: JITT-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Crp.3u3 6

iv. | Total impurities / 0.032% Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
7. | Microbial purity* / MukpoOnoJsiorndeckass YucToTa®
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Obee yncno aspoOGHBIX MHKPO- He 6omnee 100 KOE/r
OpraHH3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Obiee yucio He 6onee 10 KOE/r
JIPOMOKEBBIX H IUIECHEBBIX
rpuboB
iil. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBHe B 1 1
8. | Assay/KonnyecTBeHHOE onpeneieHHe

Remarks : The Product conforms to ND/
IMpumeuanne: ITpoayxr coorsercTsyet Tpebopanusam HJI

Conclusion : APPROVED /
3axmarouenne: OJJOBPEHO

Prepared by / 3 Checked by / Approved by: Manager/Executive /
Iloarororneno: Ankit [’Q [IpoBepeno: Vijay Thakur Onobpeno: Menemxep / Pykosoantesns
/ - Manoj Kumar
C
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.06.2024 Hata: 24.06.2024 Hata: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tel. +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLC004507

www.drreddvs.com




Dr.Reddy’s Q":‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiiz® AxkTusrens (HUMeCyiua) reib AUIsl HapyKHOTO NpuMeHeHus, 1 %, 50 r

Market / Puitok : Russia / Poccus

Batch No. / . V240388 Batch Quantity / . 23302 units /

Cepus Ne ) Pasmep cepun 23302 equHun,
Analytical Repovrt No./ . 040002565055 Date of Analysis / . 24.06.2024
AHanauTHyeckuii oTyeT Ne Jarta aHanm3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npou3BoAcTBa Ionen po

Mfg. License No. /

IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuneH3us Ne

Analysis performed according ND / Ananu3 npoeegen no HJI: JITI-Ne(001336)-(PT-RU)-251022

Paged4 of 6/ Ctp. 43 6

Nimesulide / 9.98 mg/9.98 mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (99.8 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /
Ot 9,0 MI" 40 11,0 Mr C13H12N20sS
(uumecynuna) (ot 90,0 % 00 110,0 % ot
HOMMHAJIBHOTO COAep>kaHus) B 1 r rens
. Dimethyl sulfoxide / 102.2 % 90% to 110% of C;HsOS (dimethyl
JumeTuacyabpoKcHa sulfoxide) of label claim /
Ot 90 % no 110 % C:HsOS
(mumeTtuncynbhoKcHa) ot
HOMMHAJIBHOT'O COJEPIKaHHA
10. |Package/ Ynakoska 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 50 r B TyOy u3
JTAMMHUPOBAHHOIO ANOMHHMS, CHaOXKeHHYt0 MeMOpaHOH [Ansd KOHTpOJIL
nepBoro BCkpbIThs. Kaxayro TyOy BMeCTe ¢ MHCTPYKLUHMEH M0 MEIHLMHCKOMY
[PHMEHEHHIO MOMELIAIOT B Ma4Ky 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.

*Tlokazare/b MOKET OTCYTCTBOBATH B cepTHHKATe aHAIN3a npou3BoauTens. Ilponssoaurein
rapaHTHpyeT Ka4eCTBO NPenaparTa no 3THM N0OKa3aTe/IsiM.

Remarks : The Product conforms to ND/

Hpumeuanne: [IpoaykT cooTBeTcTBYET Tpeboanusm HJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /

IMoarorosneno: Ankit 4
r'{1 j

Checked by /
Ipoeepeno: Vijay Thakur

Co—

Approved by: Manager/Executive /

Onobpero: Menemxep / PykoBoautens
Manoj Kumar ;]

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Hara: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +91 40 4900 2900, Fax: +51 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP19S4PLLCO04507

ww.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS

www.drreddys.com

CEPTU®UKAT AHAJIM3A

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

IMpoaykr: Haiizs® Akxtusrens (HUIMECYJIHI) refib 1Sl HAPYKHOro npumeHeHHus, 1 %, 50 r

Market / Poriok

: Russia / Poccus

Batch No. / . Batch Quantity / . 23302 units /

Cepus Ne £ V240388 Pa3zmep cepun * 23302 eauHull
Analytical Repo:'t No./ . 040002565055 Date of Analysis / . 24.06.2024
Ananuruyecknii oruer Ne JlaTa ananu3za

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npon3BoACTBa Togen a0

Mfg. License No. /

IIpousBoacTBeHHas : MINNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3usa Ne

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

PageS5of 6/ Crp.5u3 6

npouszpogurens I'JIP:

API name (INN) / HanmenoBanne ADC . .

Nimesulide / Humecymnua
(MHH): Y
API manufacturer batch number / NMS/13121231
Howmep cepun npoussogurens APC:
FP Manufacturer API Batch number /
Homep cepun cy6cTanuun FERA00265

API Manufactured by & country
IIpoussoantens APC, cTpana:

/

Aarti Drugs Ltd., India /
Aaptu [parc JIta., Munus

Release site /

HaumenoBaunue, aipec H HOMep
JIHIEH3HH NUIOIAAKH,
ocyulecTBIASIOmeH
HIPOU3BOACTBO/KOHTPOJIL
kayectBa/Buinyck I'JID /

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pepnw’c JlaGoparopuc JIta., Uunus,
[MpousBoacTBeHHOE NoapasaeneHue-6, Bumnamx Kxons,
Hanarapx Poyn, Banau, Conan ucrpukr, X.I1. 173205,
Wupus (JTuuensus 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 (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/

IIpumeuanue: IIpoaykr cooTseTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Ptepared by /
IMoxarorosneno: Ankit

Checked by /
Iposepeno: Vijay Thakur

>

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurenn
Manoj Kumar

it IR

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Jlata: 24.06.2024

Reprint Date /
Jara: 24.06.2024

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: maii@drreadys.com
CIN: L85195AP1984PLCO0A4507

www.drreddvs.com




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

- Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiiz® AxTuprens (HAMECYTUA) reab sl HAPY:KHOTO NpUMeHenns, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240388 Batch Quantity / : 23302 units /

Cepus Ne Pazmep cepuu 23302 equnu1l
Analytical Repourt No./ . 040002565055 Date of Analysis / . 24.06.2024
AnaantTudeckuii oryer Ne Jara anaausa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npou3BoacTBa I'oneH no

Mfg. License No. /

IMpouszsoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueHsus No

Analysis performed according ND / Ananus npoeesen no HJI: JIII-Ne(001336)-(PI'-RU)-251022
Page 6 of 6 / CTp. 6 M3 6

3akJ04eHHe 0 cooTBeTcTBHM: «HacTosmuM s moATBEpIKIAr0, YTO MPUBEACHHAS BbIIIE HHPOPMALUS SBILIETCA
JIOCTOBEPHOM ¥ TOYHOM. DTa cepus MPOAYKIMH Ipou3BefeHa (BKIOYas yNaKoBKy (MapKMpOBKY) M KOHTPOJb
Ka4yecTBa) Ha BBHIICYKa3aHHOM IPOM3BOACTBEHHOHM IIomanke (IUIOAaJKax) B IIOJIHOM COOTBETCTBHH C
TpeGopanuamMu [IpaBui HaIexaned NpOU3BOICTBEHHOM NPaKTHKH EBpasHiicKoro 3KOHOMHYECKOTO coro3a (No
GMP/EAEU/RU/00554-2022 ot 02 cenrsops 2022) m TpeOGOBaHMSIMH KOHTPOJIA KauecTBa JIEKAPCTBEHHBIX
CpEJICTB, a TAK)KE€ B COOTBETCTBHU CO CHEHM(UKAIMAMY, COACPKAIUMHUCI B PETUCTPALIMOHHOM JOCHE CTPaHbI-
MMITOpTEpa. 3aluCH MO TPOM3BOICTBY, YIAKOBKE M aHAIM3y NPOBEPEHBI, U YCTAHOBIEHO HX COOTBETCTBHE
tpeboBanusaM [IpaBui Hamexareld IpOU3BOICTBEHHON IPAaKTHKK EBpasHiicKOro 3KOHOMHYECKOTO CORO3a».

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

IIpumeuanue: Ilponykr coorsercTyet TpeboBanusm HJL 3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exccutive /

IToarorosneno: Ankit [Tposepeno: Vijay Thakur Onobpeno: Menemxkep / PykoBoaurens
d‘d\‘/ Manoj Kumar W

Reprint Date / Reprint Date / Reprint Date /

Hata: 24.06.2024 Jata: 24.06.2024 Jlara: 24.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tai: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreadys.com
CIN: .85135AP1984PL.CO04507
www.drreddvs.com




