Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories |td.
Formulaticn 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: Haii3® AKTuBrens (HiMECYITH ) FeNb /Ui HapyxHoro npumenenna, 1%, 50 r

Market / PriHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 23529 units /

Cepusi Ne V240612 Pasmep cepun ' 23529 enuHNn
Analytical Repo“rt No./ . 040002628678 Date of Analysis / . 24.08.2024
AHaIMTHYeCKHii 0TYeT No JlaTa ananusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa nponsBoacTea T'onen oo

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI'-RU)
JuueH3us Ne

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

Pagelof 6/ Crp. 1u3 6

i‘? / Test / Iloka3aTesnb Result / Pesyabrar Specification / Hopma
1. Description / Onncanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OpHopoaHBIN  TPO3payHbI  renb
OneAHO-KENTOro 1IBE€Ta c
XapaKTepHbBIM 3aM1ax0oM

pale-yellow gel with characteristic odor /
OnHOpOAHBIA IpO3paduHblil  renk  OT
OecLBEeTHOrO N0 0eIHO-XKEITOrO LIBETA
C XapaKTepHBIM 3allaxoM

2. Identification / UgenTHpnkanus

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»xkuBaHus
OCHOBHOrO IMHKa Ha XpoMaTorpaMme

HCIIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BpPEMEHHU
YIep>KHBAaHHS OCHOBHOIO IlMKa Ha
XpOMAaTOrpamMme pacTBopa
crappaptHoro ofpa3sua HHUMECYJIMaa
(paznen «KonuyecteeHHOE
omnpeieNeHHeE)

Remarks : The Product conforms to ND/

Ipumeuanne: ITpoaykt cooTeeTcTBYeT TpeboBanusm HJ

Conclusion : APPROVED /
Baxmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar

Maurya %

Checked by /
IIporepeno: Pardeep Kumar

(0%

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykosouTes
Manoj Kumar ﬁ

l}h’] {L‘{-‘“"' J

Reprint Date /
Jata: 24.08.2024

Reprint Date /
Jara: 24.08.2024

Reprint Date /
Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com

CIN: L85195AP1584PLCO04507
www.direddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Roag, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Hait3® AKTHBreNnb (HUMECYIUA) Ielb A5 HAPYKHOTO IpUMeHeHuUs, 1 %, 50r

Market / Poinox : Russia / Poccus

Batch No. / ) Batch Quantity / . 23529 units /

Cepus Ne + V240612 Pasmep cepun " 23529 envHuL
Analytical Repourt No./ . 040002628678 lga.te of Analysis / . 24.08.2024
AHanuTHyecKuii oTueT Ne Jdarta aHanu3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTta npousBoacTBa T'open go

Mfg. License No. /

IpousBoacTBEHHASA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)~(PT-RU)
JuneHsust Ne

Analysis performed according ND / Auanus nposeses mo HJL: JITI-Na(001336)-(PT'-RU)-251022

Page2 of 6/ Ctp. 213 6

b) UV spectrophotometry / Y-
crnieKkTpo¢oTo METpHs

—

Complies as prescribed
CooTeeTcTBYET TpeOOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnekrp
TNOIJIOEH!ST HCIBITYEMOIO  pacTBoOpa
JIOJDKEH WMETh MAKCUMYM MOTJIOLEHUS
ripu 397+5 HM

3. | Weight of package contents / 51g/51r According to Rus. Ph. / B cooTBercTBUM
Macca cogepKuMOro ¢ Tpebopanusmu 'O PO
YHAKOBKH

4. | pH 3.37 2.5t04.5/012,5104,5

5. | Viscosity / BazkocTb

934.1 centipoise /
934.1 canTumnyas

400 to 1,200 centipoise /
Ot 400 mo 1200 canTunyas

6. | Impurities / IIpumecu

i. | Impurity C/
IIpumecs C
ii. | Impurity D/
[Tpumece D

Any other impurity /
Jrobas mpyras npumech

iii,

Not detected / He 06HapyxeHa

Not detected / He 06HapyxeHa

Below LOQ (LOQ = 0.03 %) / Huxe
Tpesena KOJAMIEeCTBEHHOTO ONPEEIeHUS
(TIKO = 0.03 %)

Not more than 0.50 % /
He 6o0nee 0,50 %

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

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

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTBeTCTBYET TpebosanusM H/JI

Conclusion : APPROVED /
3axaouenne: OJIOBPEHO

Prepared by /
Ioarorosnexo: Santosh Kumar
Maurya

v -

Checked by /
[posepeno: Pardeep Kumar

e -

Approved by: Manager/Executive /
Onobpeno: Menemxep / P_gl(osom(.?"e_nb

i /
Manoj Kumar ! Lot
WLET, Aacteet N

Reprint Date /
Jlara: 24.08.2024

Reprint Date /
Jara: 24.08.2024

Reprint Date /
Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Labcratories |td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® AxTHBrens (HUMeCYIUA) rellb ANA HAPYAKHOIO npumenenis, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23529 units /

Cepus Ne H V240612 Pasmep cepum * 23529 enunuul
Analytical RepOft No. / . 040002628678 Date of Analysis / . 24.08.2024
AHanuTHyeckuii oTdeT Ne JaTta ananusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npon3BoacTsea T'onen no

Mfg. License No. /

IIpousBoacTBeHHAs : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHueH3HsA Ne

Analysis performed according ND / Anaau3s nposeaen no HJL: JITT-Ne(001336)-(PT'-RU)-251022

Page3 of 6/ CTp.3u3 6

iv. | Total impurities / Below LOQ / Huxe npenena Not more than 1.50 % /
CyMMa anMeceﬁ KOJIHYECTBCHHOIO OIPEACACHUSA He 60J'[ee 1’50 %

7. | Microbial purity* / Mukpo6HoJiorndeckas 4ucToTa*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61ree unciio a3poOHBIX MHKPO- He 6onee 100 KOE/r
OpraHW3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Obuiee uncio He 6onee 10 KOE/r
JPOAOKEBBIX M TIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrcTBue B 1 1

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

8. | Assay / KonnuecTBeHHOe onpeneIeHHe

Remarks : The Product conforms

to ND/

Ipumeuanue: [ponykt coorseTcTBYET TpeboBanuaM HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

IMonrorosiaexo: Santosh Kuma
Maurya (%/

Checked by /
[TpoepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykos auTesth
Manoj Kumar 7!41

\\_h' _"’E(;{f..-f

Reprint Date /
Hata: 24.08.2024

Reprint Date /
Jlara: 24.08.2024

Reprint Date /
Iara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 451 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreadys.com

CIN: L85195AP1984PLCO04507

www.direddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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
ITpoaykr: Haii3® AKTHBrenb (HUIMECYJIU) TeNb il HAPYXKHOTO NPUMEHEHHUS, | %, 50r

auueH3us Ne

Market / PeiHOK : Russia / Poccns

Batch No. / . V240612 Batch Quantity / . 23529 units /

Cepusi No ) Pazmep cepuu 23529 equHun
Analytical Repourt Neo./ . 040002628678 Date of Analysis / . 24.08.2024
Ananurnyeckmii oT4ueT Ne JlaTta ananusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JlaTa npou3BoacTBa I'open no

Mfg. License No. /

Ilpou3BoacTBeHHAR : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)

Analysis performed according ND / Ananin3 npoeegen no HJI: JITI-Ne(001336)-(PT"-RU)-251022

Page4of 6/ CTp. 413 6

Nimesulide /
Humecynna

9.91 mg/9.91 mr
(99.1 %)

9.0 mg to 11.0 mg of Ci3H12N20sS
(nimesulide) (90.0% to 110.0% of label
claim)in1 gof gel /

01 9,0 mr mo 11,0 Mr Ci3H2N2OsS
(unmecymun) (ot 90,0 % no 110,0 % ot
HOMHHAJIBHOIO co/iep)kaHus) B 1 T rens

9. | Dimethyl sulfoxide /
JuMeTniacyab(porcHa

100.1 %

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

Ot 90 % g0 110 % C:HesOS
(nuMeTuncynbdoKcHa) OT
HOMHHAJIEHOTO COAEpKaHuA

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 M3
JAMUHHPOBAHHOIO aJIOMHHHS, CHaOXX€HHYIO MeMOpaHOH I/l KOHTPOJIA
nepeoro BCKphiTHaA. Kaxayio Ty0y BMecTe ¢ HHCTPYKLHEH N0 MEIHLIMHCKOMY
NPHMEHEHMIO TIOMEIIAIOT B I1a4Ky 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.

*TlokazaTe/lb MOXKeET OTCYTCTBOBATH B cepTiduKkaTe aHann3a npoussoaures. llponssoanrens
rapaHTHPYET KavecTBO Npenapara no 3THM II0KA3aTe/IsiM.,

Remarks : The Product conforms to ND/

Hpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
Zakarwyenune: OJOBPEHO

Prepared by /

ITonrorosneno: Santosh Kumar

Maurya

Checked by /
[Tporepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /

Opo6peHo: Menemxkep / PykoBogutes
Manoj Kumar E&J

Reprint Date /
Jara: 24.08.2024

Reprint Date /
Hara: 24.08.2024

Reprint Date /
Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderzbad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Dr. Reddy's Laboratories |td.
Formulaticn 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
Hponykr: Haiis® AkTHBress (HUIMECYNU) Tellb A HAPYXXHOTO MPUMEHEHNA, 1%.50r

Market / PriHOK : Russia / Poccus

Batch No. / . V240612 Batch Quantity / . 23529 units /

Cepusi Ne C Pasmep cepun " 23529 eannnn
Analytical Repovrt No./ . 040002628678 Ijate of Analysis / . 24.08.2024
AHauTH4deckuii oTyer No JiaTa aHaau3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JlaTa npou3BoACTBA ToaeH 1o

Mfg. License No. /

Ipou3BoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
JigueH3na Ne

Analysis performed according ND / AnaJns nposesied o HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 50f 6/ Ctp. 5u3 6

API name (INN) / Haumenosanue ADPC
(MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepun npousoaureisi ADC:

NMS/14050321

FP Manufacturer API Batch number /
Homep cepau cydcTaHIHH
npoussoaurens I JP:

FERA00365

API Manufactured by & country /
IIpouszsopurean ADC, crpaHa:

Aarti Drugs Ltd., India /
Aaprtu [parc JIta., Uugus

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

HauMeHoBaHHe, agpec H HOMep

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

I-p Pennu’c JlJaboparopuc Jlta., Uunus,

JIHIEeH3HH [JIOIANKH,
ocylecTBISIomel

MNpPOH3BOACTBO/KOHTPOIb
kayecta/Buimyck I'JID /

[IpousBoxacTee

Hanarapx Poyn, Bagnu, Conaun Juctpukr, X.I1. 173205,
Hupaus (JTuuensus Ne MNB/05/263)

HHOe moApasaenenue-6, Bunnampk Kxons,

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

Remarks : The Product conforms to ND/
Ilpumeyanne: [Ipoaykr coorBeTcTByeT TpeboBaHuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
Tloarororneno: Santosh Kumar

Maurya @

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6bpeno: Menemxep / py]{OBOﬁliTL‘Hb

Manoj Kumar @Lﬁ_
Y

Reprint Date /
Jara: 24.08.2024

Reprint Date /
Hara: 24.08.2024

Reprint Date /
Hara: 24.08.2024

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: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories |td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS T —

CEPTUOPUKAT AHAJIM3A ' ’
Product : Nise Activgel (nimesulid%el for external use, 1 %, 50 g
IIpoaykr: Haiiz® AKTHBremns (HuMecymiia) relb Ig HapyKHOro npuMeneHua, 1%, 50T g
Market / Poinok : Russia / Poccus
Batch No. / . V240612 Batch Quantity / . 23529 units /
Cepus Ne ) Pa3mep cepun 23529 equnnn
Analytical Report No./ . 040002628678 Date of Analysis / . 24.08.2024
AHanuTuyeckuii oTyer Ne Jarta aHaqn3a
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026
JaTa npousBoacTea T'ogen no
Mifg. License No. /
I[IpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Juuen3us Ne
Analysis performed according ND / Ananu3s nposeaen no HI: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ CTp. 6 u3 6

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic

Union is established».

3akJ09eHMe 0 COOTBeTCTBHM: «HacTOSIIMM 1 OATBEPXK/Iat0, YTO MIPUBEICHHAs BEIIIE HHPOPMALUS ABIIIETCSI
JIOCTOBEPHOH M TOYHOM. DTa cepus HPOJAYKIMU IIpoM3BeneHa (BKIIOYAs yNaKOBKY (MapKHpPOBKY) M KOHTPOJb
KayecTBa) Ha BBIIEYKa3aHHOW ITPOM3BOJACTBEHHON ILTOMAAKE (IIIOIMAagKax) B IIOJIHOM COOTBETCTBHH C
TpeGoBanusMu I1paBun Hajexalei IpOU3BOACTBEHHON MpakTHkH EBpa3uiickoro skoHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) u TpeboBaHUSIMH KOHTPOJII KadeCTBa JIEKAPCTBEHHBIX
CpeZCTB, a TAKXKE B COOTBETCTBUH CO CHEIMUKAIMAMH, COACPIKAIMMHCA B PETHCTPALIMOHHOM J0CHE CTPaHbI-
UMIIOpTepa. 3allCH [0 HPOW3BOJCTBY, YIIAKOBKE W aHAIU3y IPOBEPEHBI, M YCTAHOBIEHO HX COOTBETCTBHE
TpeboBanusM [IpaBun Hagnexamed IPOU3BOACTBEHHON IPaKTHKH EBpasuiCKOro 5KOHOMHYECKOTO COO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpogykTt cooTBeTcTBYeT TpeboBanusim HJI 3axaouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroenexo: Santosh Kuma& ITpoBepeno: Pardeep Kumar Ono6peHo: Menemxkep / Pykosoayrens
Maurya e " Manoj Kumar }@J _
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.08.2024 Hara: 24.08.2024 Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




