Dr.Reddy’s “:’.

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, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoxyxr: Haiiz® Axrusrens (HuMecynua) reib Juis HapyKHOTO npumeHenus, 1 %, 50r

Market / Pultok : Russia / Poccus

Batch No. / . V230895 Batch Quantity / . 23306.00 units /

Cepus Ne ) Pa3mep cepun * 23306.00 equHuUI
Analytical Repovrt No./ . 040002290373 Date of Analysis / . 29.11.2023
AHanuTHYeCKHii oTyeT No JlaTa ananusa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JaTa npousBoacTBa I'onen oo

Mfg. License No. /

IIpoussoacTBenHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"™-RU)
JIMueH3us Ne

Analysis performed according ND / Ananu3s nposeaes no HJL: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JITT-Ne(001336)-(PT"-RU) ot 25.10.2022

Page1of 6/ Crp. 1136

No/

Ne Test / Iloxa3zarein

Result / PesyabTaT

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OnHOPOIHEIM TPO3PAYUHBIIA Teflb
GJ1eIHO-KENTOrO LBETA C
XapaKTepHbIM 3aI1aX0M

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OmHOpPOIOHBIA TMPO3payHbIA  refns  OT
OecLiBeTHOro 10 6J1eIHO-KENTOro LIBETA
C XapaKTepHBIM 3ar1aXxoM

2. Identification / UnenTndukanus

a) HPLC / BOJKX

Complies as prescribed
CooTBeTcTBYET TpeOOBAHUSIM

/

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 ynepxuBaHus
OCHOBHOTO IIMKa Ha XpoMaTorpamme

UCIIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpeMeHH
yIAepKHBaHHS OCHOBHOTO IIHKa Ha
XpoMaTorpamMmme pacTBopa
CTaHAapTHOro obpasila HHUMECYIHAA
(paznen «KonuuectBeHHOE
ONpe/ieIeHUe)

Remarks : I'he Product contorms to ND/

IIpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

[Toarorosneno: Pravesh Rana ITpoeepeno: Santosh Kumar OnobpeHo: Menemkep / Pykosogurens
( Maurya Manoj Kumar O ! ‘i

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023 Jara: 29.11.2023 Hata: 29.11.2023

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,
Distt. Solan, H.P., 173 205, INDIA
Tel ;: +91 98166 56001-02

CEPTHDPHKAT AHAJIN3A

www.drreddys.com

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

MpoaykT: Haii3® AKTHBrenb (HUMECYNH) reNb JUis HApyKHOTO npumerenns, 1 %,

,50r

Market / PbI1HOK : Russia / Poccus

Batch No./ . V230895 Batch Quantity / . 23306.00 units /

Cepus Ne ) Pa3smep cepuu * 23306.00 equuHLL
Analytical Report No. / . 040002290373 Date of Analysis / . 29.11.2023
ABajnTudecknii oruer Ne JlaTa anajau3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npou3BoacTBa I'opeH po

Mfg. License No. /

ITpousBoacTBEHHAS : MNB/05/263 MA pnumber: / Homep PY : JITI-Ne(001336)-(PT'-RU)
JauHneHsus Ne

Analysis performed according ND / AHanu3 nposeaeH 1o H: JII

JIT-Ne(001336)-(PT-RU) ot 25.10.2022

-Ne(001336)-(PT-RU) dt. 25.10.2022 /

Page 2 of 6/ Crp. 2 M3 6

b) UV spectrophotometry / Y-
cnekTpodoTo MeTpus

Complies as prescribed
CooTBETCTBYET TpeOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
HOrJIOEHU MCIBITYEMOIO pacTBopa
JIOJDKEH UMETh MAKCHMYM MOTJIOMICHHUS

npu 39745 HM

3. | Weight of package contents / 51g/51r According to Rus. Ph. / B coorBeTcTBUH
Macca coaepKaMoro ¢ TpeboBanusamu ['® PO
yIaKOBKH

4. | pH 2.87 2.5t04.5/012,5 no 4,5

5. | Viscosity / BazkocThb 1023 centipoise / 400 to 1,200 centipoise /

1023 canrunyas Ot 400 mo 1200 canTumyas

6. | Impurities / Ilpumecu

i. | Impurity C/ Not detected / He obHapyxeHa Not more than 0.50 % /
[Mpumecs C He 6onee 0,50 %

ii. | Impurity D/ det Not more than 0.50 % /
Tprmech D Not detected / He obHapyxeHa He 60onee 0,50 %

Remarks : The Product conforms to ND/

INpumeuanne: [IPOAYKT COOTBETCTBYET

tpeGoBanusam HJI

Conclusion : APPROVED /
Baxmouenue: OQJJOBPEHO

Prepared by /
[Moaroroeneno: Pravesh Rana /

Checked by /
ITpoeepeHo: Santgsh Kumar
Maurya

{ \
——

Approved by: Manager/Executive /

Opobpeno: Menemkep / Pykospmureb
Manoj Kumar IE z (?

Reprint Date /
Jlata: 29.11.2023

Reprint Date /
TMata: 29.11.2023

Reprint Date /
Jara: 29.11.2023

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




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJH3A

Dr. Reddy's Laboratories Ltd.
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 %, 50g
[MpoaykT: Haits® AkTusrenb (muMecyni) reib Ul HapysKHOro MpUMEHEHNH, 1%,50r

Market / PuiHox : Russia / Poccus

Batch No./ . V230895 Batch Quantity / . 23306.00 units /

Cepus Ne ) Pazmep cepuu © 23306.00 exuHuIL
Analytical RepoI't No. / . 040002290373 Date of Analysis / . 29.11.2023
AHanuTHyeckuii oTyer Ne JlaTa ananu3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

Jara npol3BOACTBA I'onen no

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
Juuen3ust Ne

JIN-Ne(001336)-(PT-RU) ot 25.10.2022

Analysis performed according ND / Anajin3 npoBejieH no HJI: JITI-Ne(001336)-(PI-RU) dt. 25.10.2022 /

Page3 of 6/ CTp. 313 6
iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jiobas apyras rpuMech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /
CymmMa rpumecen He 6onee 1,50 %

7. | Microbial purity* / MukpoOuojoraieckas yucToTa*

i. [Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O61uiee YKCN0 adpOOHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB

ii. | Total Combined Yeast and NA Not  more than 10 CFU/g
mould count / Ob1mee yucIo He 6onee 10 KOE/r
JAPOXOKEBBIX M IUIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa NA Should absent in1 g/
OrcyrcTBUe B 1 T

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

Assay / KosiHuecTBEHHOe ONIpe/ieJICHHe

L8.

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cOOTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Baxmouenune: OJOBPEHO

Prepared by /
TlogrorosneHo: Pravesh Rana

Checked by /
ITposepeHo: Santosh Kumar
Maurya

—_—

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBogHTe b
Manoj Kumar @J

Reprint Date /
IMara: 29.11.2023

Reprint Date /
Hara: 29.11.2023

Reprint Date /
Hara: 29.11.2023

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: L85195AP1984PLCO04507

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
Tel : 491 98166 56001-02

CEPTU®HKAT AHAJIH3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoayxr: Haii3® Akrmrens (HUMECYNH ) renb AU HApYKHOT0 MPHMCHEHI, 1%,50r

Market / PbiHOK : Russia / Poccus

Batch No. / . V230895 Batch Quantity / . 23306.00 units /

Cepusi No ) Pasmep cepuu ' 23306.00 cauHKL
Analytical Repovrt No. / . 040002290373 Date of Analysis / . 29.11.2023
AHaJuTH4ecKuii oTueT No JNarta ananusa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JaTa npon3BoACTBA T'onen g0

Mfg. License No. /

IIpon3BoacTBEHHAs : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PI'-RU)
[IMLeH3Hs Ne

JITT-Ne(001336)-(PT-RU) ot 25.10.2022

ﬁalysis performed according ND / AHaJin3 npoBeeH no HJ: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /

Page4 of 6/ Ctp. 43 6

Nimesulide /
Humecynun

10.08 mg/ 10.08 mr
(100.8 %)

9.0 mg to 11.0 mg of C13Hi2N20sS

claim)in 1 g of gel /
Ot 9,0 mr no 11,0 mr Ci3HeN>OsS

9. | Dimethyl sulfoxide /
JuMeTHICYIbGOKCH]

102.2 %

90% to 110% of C;H¢OS (dimethyl
sulfoxide) of label claim /

Ot 90 % 10 110 % C2HsOS
(numeTuiCcynbHOKCHI) OT
HOMHHAJIBHOTO COIEPIKaHUS

10. |Package/ YnakoBska

(nimesulide) (90.0% to 110.0% of label

(aumecymun) (ot 90,0 % o 110,0 % ot
HOMMHAJIBHOTO cOfiepXaHus) B 1 T rens

50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Tlo 50 r B TYOY H3
JIAMHHMPOBAHHOTO AIIOMHHHS, CHAOXEHHYIO MeMOpaHO! ULl KOHTpOJis
nepeoro BekpbiThs. Kaxnyto Tyby BMecTe ¢ MHCTPYKLMEH N0 MEAULMHCKOMY

IIPUMEHEHHIO [IOMEIIAIOT B Na4YKy 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.

*T[oka3aTeJb MOMKET OTCYTCTBOBATH B CepTH(HKATEe AHAIH3A IPOU3BOIHTEI. IIpon3BoanTENH
rapaHTHPYeT Ka4ecTBO MPenapara no 3TAM NoKasaTeasaM.

Remarks : The Product conforms to ND/
IIpumeyanne: [IpoayKT COOTBETCTBYET tpeboBanusam HJT

Conclusion : APPROVED /
3axmwyenne: OJOBPEIIO

Jara: 29.11.2023

Iata: 29.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToeneHo: Pravesh Rana ITposepeno: Santosh Kumar Onobpeno: Menemxep / Pykogaurenb

Maurya 4> Manoj Kumar “ 2 ‘5
Reprint Date / Reprint Date / Reprint Date /

Jlata: 29.11.2023

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




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  Tel: +91 98166 56001-02
CEPTU®HKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Opoaykr: Haiiz® Axruprens (HuMecynua) renb A HApyKRHOro NPUMCHEHIA, 1%,50r
Market / Ppltiok : Russia / Poccus
Batch No. / . V230895 Batch Quantity / . 23306.00 units /
Cepus Ne ) Pasmep cepun * 23306.00 exuHHIL
Analytical Repovrt No./ . 040002290373 Date of Analysis / . 29.11.2023
AHanuTHYECKHIi 0TYeT Ne HMara aHaju3a
Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025
Jara npou3BoJCTBA Toaen ao
Mig. License No. /
IIpou3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT'-RU)
nuuen3ust Ne
Analysis performed according ND / AHa/iu3 npoBeJeH 1o HJL: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

Page 5of 6/ CTp. Su3 6

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

Nimesulide / Humecymua

API manufacturer batch number /

Iponssoanteis APC, crpana:

Homep cepun nponssoanrens ADC: NMS/13080769

FP Manufacturer API Batch number /

Homep cepun cyOcTaHIHH FEQAO00580
npoussoaurens I'JID:

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

Aapru Jlparc Jlta., Uupus

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

Release site /

HaumeHnoBaHHe, agpec H HOMep
JHIEH3HH ILI0IAAKH,
OCyIIeCTB/ISI0MmeH

Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Penmw’c Jla6oparopuc Jlta., Mumus,
[Tpou3BOACTBEHHOE noapasaeneHue-6, Buiamk Kxouns,
Hanarapx Poyn, bamu, Conan JIMCTpUKT, X.I1. 173205,

N POM3BOACTBO/KOHTPOIb
kagecrsa/soinyck TJID /

WUnpus (JTunensus 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 Eurasi
dt. 02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Aulhiorization dossier of the importing country. Production, p

an Economic Union (No. GMP/EAEU/RU/00554-2022

ackaging 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/
IIpaveuanne: [TpoayKT COOTBETCTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3axmovenne: OJOBPEHO

Prepared by / Checked by /
INoarotosneHro: Pravesh Rana
Maurya

ITposepeno: Santosh kumar

\

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoante/b

Manoj Kumar @p

Reprint Date /
Jara: 29.11.2023

Reprint Date /
Jlata: 29.11.2023

Reprint Date /
Jara: 29.11.2023

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: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe
Dr- Reddy,s ‘.... Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHO®HKAT AHAJTM3A www.drreddys.com

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

Mpoaykr: Haiis® AkTuprens (HUMECYJIHI) refib LIS HAPY/KHOTO NpuMeHeHHs, 1 %, 50

Market / PoiHok : Russia / Poccust

Batch No. / . V230895 Batch Quantity / . 23306.00 units /
Cepna Ne ; Pa3zmep cepuit " 23306.00 eanHHUL
Analytical Report No./ . 040002290373 Date of Analysis / . 29.11.2023
AHaanTHyeckuii oTyeT Ne JaTta ananusa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

Jlata npom3BojcTBa Toaen go

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaen no HJI: JITI-Ne(001336)-(PT'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT'-RU) ot 25.10.2022

Page 6 of 6 / CTp. 6 u3 6

3aka0uenne o cooTBeTcTBHA: «HacTOAIM 5 TOATBEPKAK0, YTO IPHBEICHHAS BBIE HHPOPMALHS SBISCTCS
JOCTOBEpHOH M TO4HOM. JTa CepHs MPOAYKIHH MPOU3BE/eHa (BKIOYAs YAKOBKY (MAapKHUPOBKY) H KOHTPOIb
KadyecTBa) Ha BHINIEYKA3aHHOM NPOU3BOACTBEHHON IUTOIMAJAKE (IIOMAaKkax) B IIOJHOM COOTBETCTBHM C
TpeboBanuaMy [IpaBun HajUIeXaIel IPOU3BOACTBEHHOH NPAKTUKK EBpasuiCKOro S5KOHOMHYECKOTO COI03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeGoBaHUAMM KOHTPOJS Ka4decTBa JIEKAPCTBEHHBIX
CPEJICTB, a TAK)XE B COOTBETCTBHH CO CIENHU(PUKAMAME, COACPKAIIMUMUCA B PETHCTPAIMOHHOM /10ChE CTPaHEI-
HMIIOpTEpa. 3alKCH 10 MPOM3BOJACTBY, YNAKOBKE M aHANM3y NPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE
Tpe6oBanuaM [IpaBui Hagexkael MPOU3BOICTBEHHOM MPAKTUKA EBPasHiCKOTO S3KOHOMHECKOTO COXO3a.

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

I pumeuanue: [IpoaykT cooTeTcTBYET Tpebopanuam HJT 3axsouenne: OJIOBPEHO

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

Hoxaroroenexo: Pravesh Rana  /’ [Mposepeno: Santosh Kumar Onob6peno: Menemxep / Pykosquurens
l Maurya ﬁ Manoj Kumar TE l ij

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023 Hara: 29.11.2023 Jara: 29.11.2023

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



