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
Te!: 491 98166 56001-02

CEPTU®HUKAT AHAJIN3A

www.drreddys.com

Product : Dise Activgel (nimesulide) gel for external use, 1 %, 100 g

Mpoaykr: Haiiz® AkTusrens (HUMECYNILT) TeNb A1 HAPYKHOTO npumeHennd, 1 %, 100 r

Market / Phinok : Russia / Poccus

Batch No. / . V240678 Batch Quantity / . 11723.00 units /

Cepust Ne i Paszmep cepun * 11723.00egunann
Analytical Report No./ . 040002670282 Date of Analysis / . 30/09/2024

AHanuTHY ecKHil oTueT No JaTa anajusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JaTta npou3soacTia T'onen go

Mifg. License No. /

IIpousBoncTeeHHasn : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)

nunensus Ne

Analysis performed according ND / Ananns nposeaex mo HJ: JITT-Ne(001336)-(PI"-RU)-251022

Pagel of 5/Crp. 1u3 5

No/ . .

No Test / Iloka3arenan Result / PesyabTar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OpHOpPOIHBIN NPO3pavHbIf rellb OpHoponHbId  MpoO3pauHbli renp  OT
6JIeHO->KENTOro [BETA C HeciBeTHOTO 10 OJIEHO-KENTOro LBETa
XapaKTepPHBIM 3aIlaxoM C XapaKTepHBIM 3aMaxoM

2. Identification / UnenTuduxanns

a) HPLC / BOXKX

Complies
CooTBeTCTBYET TPEOOBAHUAM

as prescribed

/| 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 ynepsxkuBaHud

OCHOBHOr'o IIMHKa Ha XpoMaTorpamMme

UCIBITYEMOTO pacTBopa IOJDKHO
COOTBETCTBOBATh BpeMEHU
VAEPXKUBAHHMA OCHOBHOIO IIMKa Ha
XpoMaTorpamme pacTBopa
CTaHAapTHOro obpa3la HUMecyJIHAa
(paznen «KonuuecTBeHHOE
onpeeneHue»)

Remarks : The Product conforms to ND/

TIpumeuanue: I1poaykT cooTBeTcTBYET TpebopaHusaM HJI

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonrororneHo: Santosh Kumar Iposepeno:Pawan Kumar Onobpeno: Menemxep / Pykosonurens
Maurya 3 ’%/ Pavan Kumar Sharma <le———
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.09.2024 Hara: 30.09.2024 Hara: 30.09.2024

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: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CEPTUPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykt: Haii3® Akrusrens (HUMecynua) refb A1 Hapy)Horo npumenenii, 1 %, 100 r

Market / Phinok : Russia / Poccus

Batch No. / . V240678 Batch Quantity / . 11723.00 units /

Cepusi Ne ) Pasmep cepuu * 11723.00equHNL
Analytical Repourt No./ . 040002670282 Date of Analysis / . 30/09/2024
AHanuTHYECKMH 0TYeT No JaTa anannsa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JlaTa npoH3BOACTBA T'open go

Mfg. License No. /

IIpousBoacTBEeHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
auueHsuss Ne

Analysis performed according ND / Ananun3 nposegen mo HJI: JITI-Ne(001336)-(PI-RU)-251022

Page2 of 5/Crp. 2 m3 5

b) UV spectrophotometry /
Y ®-cnektpodoTo MeTpHs

Complies as prescribed
COOTBETCTBYET TpeOOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrp
HOIJIOUIEHHST HCIBITYEMOro pacTBOpa
JOJ/KEH UMETh MAKCHMYM MOTJIOLEHHS
npu 397+5 M

3. Weight of package contents / 101 g_ /101 r According to Rus. Ph. / B cooTBeTcTBHH
Macca coaep:KHMOro ¢ tpebopanusmu ['® PO
YIAKOBKH
4, | pH 3.28 25t04.5/0t12,51004,5

Viscosity / Bazkocth

982.6 centipoise /
982.6 canTumyas

400 to 1,200 centipoise /
Ot 400 no 1200 canTumyas

6. | Impurities / IIpumecn

i. | Impurity C/ Below LOD (LOD = 0.02 %) / Huxe Not more than 0.50 % /
Ipumecs C npexnena obuapyskenns (ITO = 0.02 %) He 60onee 0,50 %
il. Impurlty D/ Below LOD (LOD =0.02 %) / Huxe Not more than 0.50 % /
[Mpumecsy D npenena obuapyxenus (110 = 0.02 %) He 6onee 0,50 %
iii. | Any other impurity / Not more than 0.50 % /
JIro6as apyras npuMech Qai0g He 6onee 0,50 %
iv. | Total impurities / Not more than 1.50 % /
CymMa nipumecei Qnlgze He 6onee 1,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Hpumewannc: Mpoaykr covrserersyer rpebosunnam HJT

Sawmoucunc: OJOBTEIIO

Prepared by /
Tloaroroeneno: Santosh Kumar

Maurya @

Checked by /
IIporepeno:Pawan Kumar

==

Approved by: Manager/Executive /
Ono6pero: Menemkep / Pykosoantens
Pavan Kumar Sharma

= Y:__;.:_’_______..

==

Reprint Date /
Jara: 30.09.2024

sl

| ILaTa 30 09 2024 _

Reprint Date /

Reprint Date /
Hata: 30.09.2024

T, trat oo ot ,‘_n_u

e R e i i i

Tel: +91 40 4900 2900 Fax +91 40 4900 2999 Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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
www.drreddys.com

CEPTUDPUKAT AHAJIU3A

Product : TNise Activgel (nimesulide) gel for external use, 1 %, 100 g

MponykT: Haiis® Akrusresns (HuMecy M) resib I HApy»KHOro npuMeHenus, 1 %, 100 r

Market / PhHOK : Russia / Poccusn

Batch No. / . V240678 Batch Quantity / . 11723.00 units /

Cepust Ne i Pa3zmep cepuu * 11723.00eguBuLy
Analytical Repo:‘t No. / - 040002670282 Date of Analysis / . 30/09/2024
AHanuTu4yeckuii orTuer No Harta ananusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jarta npou3soacTBa Togen g0

Mfg. License No. /

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

nuuensua Ne

Analysis performed according ND / Ananu3s nposenen no HJI: JITT-Ne(001336)-(PT-RU)-251022

Page3 of 5/ Crp.3mu3 5

7. | Microbial purity* / Mukpo6unoJiornyeckast 4HcTOoTa*
i. | Total Aerobic Microbial Count NA Not more than 100 CFU/g/
/ Obiee 4ucio aspobHBIX He 6onee 100 KOE/r
MHKPOOPTraHHU3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g  /
mould count / O61uee yucno He 6onee 10 KOE/r
JPOMOKEBBIX U [UIECHEBBIX
rpubor
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrcTBHEB 1 T
8. | Assay/KonuuecTBeHHoOe onpeaeneHue
Nimesulide / 9.89 mg/9.89 mr 9.0 mg to 11.0 mg of Ci3H2N205S
Humecynun (98.9 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 gofgel /
Ot 9,0 mr mo 11,0 mr Ci13H12N20sS
(uumecymun) (ot 90,0 % 10 110,0 % ot
HOMHHAJILHOTO coAiepXKaHus) B 1 1 rens
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

TIpuneranses ITpoayt 000TBeTOTRYOT TpeOonarmsiM HJT

3amorenne; OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Santosh Kumar Ipoeepeno:Pawan Kumar Onobpeno: Menemxep / Pykosomurens
Maurya @ gi) Pavan Kumar Sharma .| ..
Reprint Date / Reprint Date/ Reprint Date /

Jara: 30.09.2024 Jara: 30.09.2024 Jara: 30.09.2024

RERIStETEd ONCE: B-2-357, Ro4au 110, 5, banjara 1S, ryuerabad - SU00sS, eiangdrd, mord

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

Qe
Dr. Reddy,s q.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Te! : +91 98166 56001-02
CEPTU®UKAT AHAJIM3A www.drreddys.com

[Product : MNise Activgel (nimesulide) gel for external use, 1 %, 100 g
\MpoaykT: Haiis® AKTHBrenb (HIMECYIHL) Tellb A1 HAPYAHOTO npuMeHerns, 1 %, 100 r

Market / PhiHOK : Russia / Poccus

Batch No. / . V240678 Batch Quantity / . 11723.00 units /

Cepus Ne ) Pazmep cepuu * 11723.00e punuL
Analytical Repo“rt No./ - 040002670282 Date of Analysis / . 30/09/2024

AHaauTH4y €CKHii oTYeT No JlaTa aHanusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JaTa npon3BoAcTBA ToneH go

Mfg. License No. /

IIpou3BoACTBEHHAS : MNB/05/263 MA number: / Homep PY : JII-Ne(001336)-(PT-RU)
Jnuensus Ne

Analysis performed according ND / Ananns npoeegex no HJI: JITI-Ne(001336)-(PI'-RU)-251022
Page 4 of 5/ Ctp. 4u3 5
9. | Dimethyl sulfoxide / 98.7 % 90% to 110% of C2HsOS (dimethyl
JuMeTHIACYIbGOKCH sulfoxide) of label claim /
Ot 90 % nmo 110 % C,HsOS

(numMeTHACYIEGOKCHI) OT
HOMHMHAJIGHOTO COACPIKAHUSA

10. | Package/ YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 100 r B TyGy u3
NaMHUHHPOBAHHOIO AIOMUHHS, CHabKeHHYH0 MeMOpaHOH i1 KOHTpOIs
repBoro BCkpbiTus. Kaxiyio Ty0y BMecTe ¢ MHCTPYKLMEH MO MEMLIMHCKOMY
TIPUMEHEHHMIO NOMELIAIOT B TAYKy 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.

*Tloka3aTe/b MOKET OTCYTCTBOBATH B cepTHdHKATe aHAIH3A npou3BoaHTeNA. IIpoussoauTenn
rapaHTHpyeT Ka4ecTBO NMpenapara 1o 3THM 0Ka3aTeJIsIM.

?PI na'1:11e (INN) / Haumenosanune APC Nimesulide/ Elasecymnn
API manufacturer batch number / NMS/14080440
Homep cepun npoussoanTenas APC:
FP Manufacturer API Batch number /
Homep cepun cyOCTAHIIHH NPOH3BOTUTEJIS FERA00445
I'J1d:
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt coorBeTcTRYeT TpebopaHusam HJ 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar ITpoeepeno:Pawan Kumar Ono6peHo: Menemxep / Pykosonuresnb
Maurya é Pavan Kumar Sharma [, —
Reprint Date / Reprint Date / | Reprint Date /
Jara: 30.09.2024 Hara: 30.09.2024 JHata: 30.09.2024

Registerea UIce: 8-2-337, Road No. 3, Banjara HIIs, 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 Laboratories Ltd.
P Formulation Unit-6
9 ® Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy S ‘ <? Distt. Solan, H.P,, 173 205, INDIA
Te!: +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoayxr: Haiizs® AkTHBrenb (HUMECYIIT) refb s HapykHoro npumenenns, 1%, 100 ¢ -

Market / Prinox : Russia / Poccus

Batch No. / e o— Batch Quantity / ~11723.00 units /

Cepns Ne ) Paszmep cepun * 11723.00e 1usun
Analytical Repoz‘t No./ . 040002670282 Date of Analysis / . 30/09/2024
AHaIHTHYECKHI 0TUeT Ne Hata anannsa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JlaTa npou3BOACTBA I'onen no

Mifg. License No. /

ITpouseoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JUueH3us Ne

Analysis performed according ND / Anaau3 nposeaen mo HJI: JIIT-Ne(001336)-(PI'-RU)-251022
PageSof 5/ Crp. 5mu3 5

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

IIponszsoantean APC, crpana: Aapru Hparc Jlta., Unous

izl:lf}:c‘:g:gs’ ;retl/l(g(l)znattrlgln sli\tI: /fgeleasilgi te/ Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
£ Solan (HP) 173205, India (License No MINB/05/263) /

Hanmeﬂoaaﬂne, aapec H HOMED JIHIHCH3HH

IIOIMANKH, OCymeCTRAONmEH H-p Peanu’c Jlabopatopuc Jlta., MUuaus, [IporssoacTeenHoe

noapasaeneuue-6, Bunnamk Kxons, Hanarapx Poyn, banan,
NPOU3BOACTBO/KOHTPOJIb KAY€CTBA/BBINYCK CponaH i X.HI.DI1<7320 5. Vs (%nuel}{lsnx No
L/ 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».

3ak/ouenne o coorBercTBum: «HacTosmuM s moATBepXKIar0, YTO MPUBEACHHAS BhIIIEe HHGOpMaLHs SBIIETC
JOCTOBEPHOM M TOYHOM. DTa cephs MPOAYKIHH MPOW3BeAcHa (BKIIOYas YIakoBKY (MApKHUpPOBKY) U KOHTpPOJb
KayecTBA) Ha BBIMEYKA3aHHOW IPOM3BOJACTBEHHOM IUIOmMAnke (IJIOMAAKaX) B IIOJIHOM COOTBETCTBHM C
TpeGoBanusMHU [IpaBuil Ha uIeXKale# IIPOU3BOJICTBEHHON ITPpakTHKX EBpasuiickoro 3KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsbps 2022) u TpeOOBaHUSIMU KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX
CpPEICTB, a TAK)XE B COOTBETCTBHH CO CIENUPHUKANUIME, COACPKAIMUMHUACA B PETUCTPALIIOHHOM JOCHE CTPAHEI-
UMIIOpTEpa. 3aluCH 10 MIPOM3BOJCTBY, YIAKOBKE M aHAJIM3Y MPOBEPEHBI, U YCTAHOBIEHO HX COOTBETCTBHE
TpeboBanusM [IpaBun Hajuiexarnieil Npou3BOACTBEHHON IPAKTUKY EBPasHiiCKOTO 5KOHOMHUYECKOTO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpunmerannoes [Ipoayir cooTneTcTnyeT Tpedonarmuam HJT 3arcmouenmnoe: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosneno: Santosh Kumar IIpoBepeno:Pawan Kumar OpnobpeHo: Menemxkep / Py[m]so,unenb
Maurya { gj !2 Pavan Kumar Sharma - f’ —

> /
Reprint Date / Reprint Date / ; Reprint Date /
Hara: 30.09.2024 o I[aTa 30. 09 2024 L Hara: 30.09.2024

e yor O T JUUTI, IEidi T garia, [Tang

TeI +91 40 4900 2900 Fax: +91 40 4900 2999 Email: mail@drreddys.com
CIN: LB5195AP1984PLC0O04507
www.drreddys.com




