Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

D Recdy's Laborateries Lid
Farmuiation Unit-6
Vil ¥hol, Nalagarh Road, Badd,

Ik ) NDIA
P, 173 205, IND

5 5600102

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiis® Axruerens (HHMeCYIHa) relb I HAPYKHOTO npumenennd, 1 %, 100 r

Market / PbiHok : Russia / Poccus

Batch No. / . V240865 Batch Quantity / . 11826.00 units /

Cepus No ) Pazmep cepun * 11826.00exuHuL
Analytical RepOj‘t No./ . 040002753043 Date of Analysis / . 10.12.2024
AHaIMTHYECKHIT oTueT Ne JlaTa ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa mpou3BoAcTBA Topen no

Mfg. License No. /

IIponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
auueH3snst Ne

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

Pagel of 5/Ctp. 1135

yellow gel with characteristic odor /
OpHopomHbIA  TIPO3payHbBIA  refb
OneIHO-XKEeNTOro L[BETA c
XapaKTEePHBIM 3aMlaxoM

;:) / Test / Iloka3zarenan Result / PesyanTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OOHOpPOAHBIA MpPO3payHblii Tenb  OT
GecLBETHOTO 10 GJIeIHO-XKENTOro LIBeTa
C XapaKTEPHBIM 3aMaxoM

2. Identification / MnenTudukan

HH

a) HPLC / BOXX

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 ynmep>kuBaHUA
OCHOBHOrO MNHKa Ha XpOMaTorpaMme
HCTIBITYEMOTO pacTBopa JIOJDKHO

COOTBETCTBOBATH BpEMEHH
yIep>KMBaHUS OCHOBHOIO TIHKa Ha
XpoMaTorpamme pacTBOpa
CTaHJApTHOro ofpasua HUMeCYIHaa
(paznen «KonuuectBeHHOE
ornpeneneHUe»)

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr cooreercTByeT TpeboBanusm HJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Jata: 10.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ram IIpogepero: Santosh Kumar , | OpoGpeno: Menenkep / Pyl\OBO,Z[I/ITCJ'IL

ﬁ;&‘jﬁ Maurya (/ Amit Kumar L R
Reprint Date / Reprint Date / = Reprint Date / V o

I[aTa' 10.12. 2024 I[_aTa: 10.12.2024

cistered OFF
el

fice: 8-2-337, Road iy , Bau 111 a Hille, Hydaraha

S50 G000
34507

i - 500034, TLI'mT:;m, India
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Lid

Or. Reddy's Laboratories

'—'mfmulaiion i!n}l 6

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

Mponysxr: Haits® Axruerenb (HAMeCynil) reb JUls HAPYAKHOro npamenenns, 1%, 100 r

Market / Pbinok : Russia / Poccus

Batch No. / . V240865 Batch Quantity / . 11826.00 units /
Cepus Ne ) Pasmep cepum * 11826.00epuHuL
Analytical Repovrt No./ . 040002753043 Date of Analysis / . 10.12.2024
AHanmuTH4yecknii oTyer Ne JlaTa anajiusa

Date of Manufacture / . 122024 Date of Expiry / . 11/2026

Jarta npou3BoacTBA T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananns nposeaex no HI: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 5/Ctp. 2 135

b) UV spectrophotometry /
Y ®-cniekrpodoTo MeTpUs

Complies as prescribed
CootBeTcTBYET TpeOOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnektp
MOTJIOMIEHHS HCIIBITYEMOTO  pacTBOpa
JOJDKEH UMETh MaKCHUMYM MOTJOUICHUS
npu 397+5 M

3. | Weight of package contents / 101g/101r According to Rus. Ph. / B cooTBeTcTBUH
Macca coaepKRUMOro ¢ TpeboBanusmMu ['® PO
YIAKOBKH

4. | pH 3.28 2.5t04.5/0t12,5 n04,5

5. | Viscosity / BazkocTs

981.2 centipoise /
981.2 canrtumnyas

400 to 1,200 centipoise /
Ot 400 po 1200 cantunyas

6. | Impurities / IIpaumecn

i. | Impurity C/

Not detected / He 0OHapyxeHa

Not more than 0.50 %/

[Tpumecs C He 6onee 0,50 %
ii. | Impurity D/ N Not more than 0.50 % /
t
Mpimecs D ot detected / He oOHapyxkeHa He 6onee 0.50 %
. . Below LOQ (LOQ =0.03 %) /
iii. | Any other impurity / o FOR) (<00 ) Not more than 0.50 % /

Jlrobas npyrast npuMech

Huxe npenena KOJIH4ECTBEHHOTO
onpeaenenus (ITKO = 0.03 %)

He 6omnee 0,50 %

iv. | Total impurities / Not more than 1.50 % /
CymMa npumeceit 0.04% He 6omnee 1,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
I pumeuanne: [Iponykt coorsercTByeT Tpebosanusam HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Ram.xtz t& \}&\/ IIpoBepeHo: Santosh Kur OpobpeHno: MeHentp / P{EOBOILPITCI[L
1y Maurya "a Amit Kumar
Reprint Date / Reprint Date / Reprint Date / V
Hara: 10.12.2024 JHara: 10.12.2024 I[aTa' 10.12.2024

Registered Office: 8-2-3

Tel vo1 4y an

337, Road M. 3,
G0 2000, Faw: 107 40 950

Banjara Hills, Huderabad - 500034, Telangane, India

mm maii@drraddys,.cam

CiN: LB52853AP1Y

wvndireddys,com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Haii3® Axrusresib (HHMECYNHA) refib IS HAPYKHOTO NpUMeHeHns, 1 %, 100 T

Market / Pbinok : Russia / Poccus

Batch No. / . V240865 Batch Quantity / . 11826.00 units /

Cepus Ne ) Paszmep cepunu * 11826.00equHML
Analytical Repoz‘t No./ . 040002753043 Date of Analysis / . 10.12.2024

AHanuTHy €ckMif oTueT Ne JlaTa ananu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa npon3RroAcTBa I'open no

Mfg. License No. /

IlponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)
JuueHzus Ne

Analysis performed according ND / Avasiu3 nposeaen no HJL: JIII-Ne(001336)-(PT'-RU)-251022

Page3 of 5/ Crp.3u3 5

7. | Microbial purity* / MukpoOHoJlorHYecKas YMCTOTa™
i. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ O61ee ynucno a3pobHBIX He 6osiee 100 KOE/r
MHKPOOPTaHU3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g  /
mould count / Ob61wee uncio He 6onee 10 KOE/r
APONOKEBBIX W IJIECHEBBIX
rpuboB
iii, | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrcTBHEe B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrerBue B 1 1
8. | Assay/KonnuyecTBenHoe onpeesieHHe
Nimesulide / 9.94 mg/9.94 mr 9.0 mg to 11.0 mg of C13H12N>OsS
Humecynun (99.4 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /
Ot 9,0 mr go 11,0 mr Ci;3H12N2OsS
(ummecynun) (ot 90,0 % 10 110,0 % ot
HOMKHAJILHOTO COJiepaHus) B 1 T ress

Remarks : The Product conforms to ND/
IIpameuanue: [Iponykr cooTsercTByeT TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenne: OXOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroeneno: Ramakgnt IMpoeepeno: Santosh Kumar Onobpeno: Menemiep / PykosoauTesb

i &' ‘QO\_Q\/ Maurya ( )}j Amit Kumar )&_, S
Reprint Date / T Reprint Date / Reprint Date/ |

MHara: 10.12.2024

Hara: 10.12.2024

istored Office: 8-2-337, Road no. 3, Banjara Hills, Hyder

Jara: 10.12.2024

langana, Indic




Dr. Reddy's Laboratories {.td.
@ e Formulation Unit-6
Dr' Reddy’s q... Vill. Khol, Nalagarh Road, Baddj,
v Distt. Sofan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
[TIpoaykr: Haiis® AkTHBrenb (HUMECYJIM) renb AJis Hapy>KHOTO NIPUMEHEHHUA, 1%,100r

Market / Prinok : Russia / Poccus

Batch No. / e wonoReE Batch Quantity / ~ 11826.00 units /

Cepus Ne ) Pasmep cepnu © 11826.00eauHuIL
Analytical Repovrt No./ . 040002753043 Date of Analysis / . 10.12.2024
AHanuTnyeckuii oTyer No Jlara anaansa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npousBoacTea I'open no

Mfg. License No. /

IIpou3BOACTBEHHASA : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3nsa Ne

Analysis performed according ND / Ananu3 npoeeaen nmo HJL: JITT-Ne(001336)-(PT-RU)-251022
Page 4 of 5/ Crp. 4m3 5

9. | Dimethyl sulfoxide / 100.1 % 90% to 110% of C2HsOS (dimethyl
JaMeTHICYILPOKCHT sulfoxide) of label claim /
Ot 90 % no 110 % C2HsOS

(mumeTnncynbdoKcua) oT
HOMMHAJIBHOTO COJIEP>KaHHUA

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. / [To 100 r B 1Yy u3
JIAMHHMPOBAHHOTO ANOMHHHSA, CHa()keHHYIO MeMOpaHOH Ui KOHTpOJIs
nepBoro BekpbiTs. Kaxnyto TyOy BMecTe ¢ MHCTPYKIMEH N0 MEIMIHHCKOMY
NPUMEHEHHIO IOMELLAOT B [Ia4Ky 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/ib MOKeT OTCYTCTBOBATH B cepTudHKaTe aHAIA32 Npou3BoauTens. IlpousBogure.s
rapaHTHpPYeT Ka4ecTBO Mpenapara 1o 3THM NOKa3aTesiM.

API name (INN) / Haumenosanne ADC

(MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS/14100690
Homep cepun npouspoautensas ADC:

FP Manufacturer API Batch number /

Homep cepuu cyOCTaHIMH NPOH3BOAHTES FERA00616
I'Jo: B
API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussoantens ADC, crpana: Aapti Jlparc Jita., Maaus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: IIpoaykr cooTeTcTBYeT TpebopaHusaM H/JI 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant ITpoeepeno: Santosh Kumn Onobpeno: Menemskep / PykoBogurensb

[ ﬁ L N [ Maurya i T«Z Amit Kumar B =
Reprint Date / \ Wi¥=="" | Reprint Date / ' Reprint Date/  V
Hata: 10.12.2024 Jara: 10.12.2024 Hara: 10.12.2024

Regisicred Onice: 9-2-337, Road 1Mo. 3, Eanjara Rills, Hyderabad - 500034, Telanganas, Indis

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.direddys.com



Dr. Reddy’'s Labcratories (td.
Formulation Unit-6

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

Distt. Solan, H.P.,, 173 205, iINDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUO®UKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Haiis® Axtusrens (HHMeCyImi) refb Ul Hapy#HOTo npumenenns, 1%, 100 r

Market / PbiHok : Russia / Poccus

Batch No. / . V240865 Batch Quantity / - 11826.00 units /

Cepus Ne ’ Pasmep cepun * 11826.00e 1uHuIL
Analytical Repourt Neo./ . 040002753043 Date of Analysis / . 10.12.2024

AHanuTHy ecKHii oTyeT Ne Jlara ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npou3sBoacTBa I'open no

Mfg. License No. /

IIpou3BoACTBEHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3nsa Ne

Analysis performed according ND / Auaau3s nposenen no HJI: JIII-Ne(001336)-(PI'-RU)-251022
Page 50f5/Ctp. Sn3 5

Nameadisess,auchoxizationgofon = HE Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
manufacturing site / Control site / Release site / Solan (HP) 173205, India (License No MNB/05/263) /
i{;:mzﬂzza:::e, ztil;f;l::;m:;p e J-p Pennw’c Jlaboparopuc JIta., Uuaus, IlponssoacTeenHoe

MARIEH, OCYIR III noapasaenenne-6, Bumnamk Kxons, Hanarapx Poyn, banaw,
MPOU3BONCTEO/KONTPOTE: KaUCCTBA/BLINYCK Conan Jquctpukt, X.I1. 173205, Unaus (JInnensus Ne
i 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».

3akj04YenHe 0 cooTBeTcTBHM: «HacToAIuM s MOATBEPIKAAIO, YTO NPUBEACHHAS BbIIE HHQOPMAIHS SBIIACTCS
JIOCTOBEPHOM M TOYHOM. DTa cepHs NPOAYKIMH IIPOHM3BEeHa (BKIIOYAs YIAKOBKY (MapKHPOBKY) M KOHTPOIb
KauecTBa) Ha BHINICYKA3aHHOM MPOM3BOJACTBEHHON IUIOWAAKe (NJIOLIaAKaX) B IIOJIHOM COOTBETCTBHH C
TpeGoBanmamu [IpaBHl Ha/UIeXallel IPOM3BOICTBEHHOM MPaKTHKK EBpasuiickoro s3koHOMH4eCKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeOoBaHMAMH KOHTPOJSA KayecTBa JIEKAPCTBEHHBIX
CPEZICTB, a Tak)Ke B COOTBETCTBUH CO CIICIU(HKAIMAMY, COJEPXKALIMMUCA B PETHCTPALIHOHHOM JOCHE CTPaHbI-
JIMIIOpTepa. 3alkCH TI0 TPOU3BOJACTBY, YIAKOBKE M aHAIM3y IPOBEPEHBI, U YCTAHOBICHO HX COOTBETCTBHE
TpeGoBanusM [TpaBui HaaIexaIeld IPOU3BOCTBEHHOM IPaKTHKK EBpasuiACKOT0 3KOHOMIYECKOTO COK03a».

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

IIpumeyanue: IIpoaykt cooTBeTcTBYET TpebopaHusam HJJ 3akayenue: OJJOBPEHO

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

[oarorosneno: Ramaka [Mpoeepeno: Santosh Kumar Opobpeno: Menenzxep / PykosoauTens
@“,Uﬂ\/ Maurya ﬁ Amit Kumar PNemt

Reprint Date / Y Reprint Date / Reprint Date/ V

Hara: 10.12.2024 Hara: 10.12.2024 Mara: 10.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: #91 410 1900 2500, Fax: 191 40 4900 2999, Cmail: mai@drraddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com




