Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

Cr. Reddy's Laboratories Ltd,
Forimulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tl +91 98156 56001-02

CEPTUDPUKAT AHAJIM3A

ww, drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoayxr: Haiis® AkTHBrens (HUMecymij) reb AN Hapy&HOro npumenenns, 1%. 50

Market / PeiHOK

: Russia / Poccus

Batch No. / . V240932 Batch Quantity / . 23530.000units /

Cepusn Ne ) Pazmep cepun © 23530.000 enpHuL
Analytical Repovrt No. / . 040002773068 Date of Analysis / . 29.12.2024
AHajauTuvecknii oTueT Ne Jara ananusa

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

Jarta nmpou3soacTea T'onen go

Mfg. License No. /

IIpousBoacTBeHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuneH3ust Ne

Analysis perfo;med according ND / Anaaus nposeaen no HJL: JITI-Ne(001336)-(PI'-RU)-251022

Pagelof 6/Ctp. 1u3 6

yellow gel with characteristic odor /
OpHopoaHelif  Mpo3padHbli  resb
616 THO->KENTOr0 LBETa c
XapaKTepHbIM 3arlaxom

i.f / Test / Iloka3aTe/ib Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor/
OpHopoaHBIA  MPO3payHblii  renb  oOT
OeclBeTHOTO 10 OJIeJHO-2KeJITOro LBETa
C XapaKTepHbIM 3aMaxoM

Identification / UnenTnduxanus

a) HPLC / BDXX

Complies as prescribed /
CooTtBeTcTBYET TpeOOBaHHAM

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 ynepskuBanus
OCHOBHOIO TNHKa Ha XpoMmaTorpaMme

HUCTIBITYeMOTO pactBopa JOJDKHO
COOTBETCTBOBATH BpEMEHU
YAEPXKUBAHUA OCHOBHOrO IIMKa Ha
xXpomarorpamme pacTBopa
CTAaHIApTHOrO o0pa3na HHUMeCyJIHia
(pazzmen «KonuuecTBeHHOE
onpeneneHue»)

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanue: [Ipoaykt coorseTcTByeT TpeboBanusam HJI

3axkawuyenue: OJOBPEHO

Prepared by /
IToaroTosneno: Santosh Kumar__ .

Maurya 3

L —

Checked by /
[Mpoeepeno: Pardeep Kumar

=L —

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykopoauress

Amit Kumar /&/ ;

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Registered Oifice: 8-2-337, Road Ne. 2, Banjara Hitls, Hyaerabad - 500034, Telangana, India

Tel: +¢

140 4960 2900, Fay; «

QL HQ G900 25
CIN: L85l

WA,

reeddys.com

3 eranil meii@drreddys.cam




Dr. Reddy's Laboratories Ltd.
D R dd , q..c Formulation Unit-6
r e e Vill. Khol, Nalagarh Road, Baddi
= y S e Fizit, Solan, H.2, 173 205, INDIA

foi 491 93196 56001-02
CERTIFICATE OF ANALYSIS S
CEPTU®HKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiizs® Axtusrens (HUMeCyTHA) reiib Ul Hapy)KHOro IpuMencHus, 1 %, 50

Market / Pbiok : Russia / Poccus

Batch No. / . V240932 Batch Quantity / . 23530.000units /

Cepust Ne ) Pazmep cepuu * 23530.000 equHuL
Analytical Repoﬁrt No./ . 040002773068 Date of Analysis / . 09.12.2024
AHANUTHYeCKH oT4eT Ne JarTa aHanuza

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

JaTa npousBoacTBa Foaen go

Mfg. License No. /

IpouspogcTBeHHast : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND / Auanu3 nposenen no HJ: JIII-Ne(001336)-(PI'-RU)-251022

Page2of 6/Crp. 2u3 6

‘No/

Ne Test / Ilokazarenn Result / PesyabTar Specification / Hopma

b) UV spectrophotometry / Y®- | Complies as prescribed /| UV absorption spectrum of the test

cnekTpodoTo MeTpHs CootBeTcTBYeT TPEOOBAHUAM solution should have absorption
maximum at 397+5nm / Y®-cnektp
HOMJIOLEHHs HCOBITYEMOro pacTBopa
JOJDKEH UMETh MaKCHMYM [OTJIOLIEHHA
nipu 397+5 HM

3. | Weight of package contents / S51g/5lr According to Rus. Ph. / B cooTBeTcTBHH
Macca cogepxumoro ¢ tpebopanusamu ['® PO
YIAaKOBKH

4. | pH 3.27 2.5t04.5/012,5 104,5

5. | Viscosity / Baskoctb 937.3 centipoise / 400 to 1,200 centipoise /

937.3 caHTumyas Ot 400 no 1200 cantunyas
6. | Impurities / llpamecn
i. | Impurity C/ Not detected / He o6HapyxeHa Not more than 0.50 % /
[pumecs C He 6onee 0,50 %

ii. | Impurity D/ Not dctected / He obHapy»kCHA Not mare than 0 50 %, /
[Tpumecs D He 6osee 0,50 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoxykt coorsercTByeT Tpebosanusam HJI 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeaeHo: Santosh Kumar Ipoeepeno: Pardeep Kumar Ono6peno: Menemxkep / PykoBoaurens
Maurya @ Amit Kumar e

Reprint Date / Reprint Date / Reprint Date / v

Jara: 29.12.2024 Jlarta: 29.12.2024 Hara: 29.12.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderahad - 500034, Telaneana, india
el +61 .20 4960 2908, Faxt 91 40 2900 2298, Ermail: mainddireddys com
CIN: LS TPLCOOAE0T
Wa.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratories Ltd.
rormulation Unit-6

Vill. Kihol, Matagarh Road, Baddi,
Distt. Selan, H.P,, 173 205, INiDIA
[l +91 98156 56001-02

Ay ol A
nens dreadisge ooy
wW.arretoys.com

CEPTUDPUKAT AHAJIM3A

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

Iponyxr: Haiis® Aktusresns (HIMeCYInA) Telb AN HAPYXKHOTO NpUMEHEHNHS, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V240032 Batch Quantity / . 23530.000units /

Cepus Ne ’ Paimep cepuu * 23530.000 egpHuUL,
Analytical Repovrt No./ . 040002773068 Date of Analysis / . 29.12.2024
AHaJIMTHYECKHii oTueT Ne JlaTa ananusa

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

Jara npousBoacTBa TI'ogen no

Mfg. License No. /

ITpousBoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
nuueHsns Ne o

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

Page3 of 6/ Ctp. 3143 6

;? / Test / IlokazaTtenn Result / PesyansTart Specification / Hopma
ili. | Any other impurity / 0.03% Not more than 0.50 % /

JIrobas apyras npumech He 6onee 0,50 %

Not more than 1.50 % /
He 6onee 1,50 %

iv. | Total impurities / 0.1%
CymmMma npuMmecei

7. | Microbial purity* / Mukpo6uoaornueckast YMcTora™

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O61mtee YnCo aspoOHBIX MHUKPO- He 6onee 100 KOE/r
OpraHM3MOB
ii. | Total Combined Yeast and NA Not more  than 16 CFU/g

mould count / Ob1uee yucsio He 6onee 10 KOE/r

OPOAGKEBBIX H IJCCHEBLIX

rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBue B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/

OtcyrctBHe B 1 T

8. | Assay/KoandecTBeHHOe Olpene/ieHHe

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

Remarks : The Product conforms to ND/
Ipumeyanne: [Tpoaykt cooreTcTBYeT TpeboBaHuaM HJI

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoaurens
Amit Kumar \ e

Prepared by / Checked by /
IoaroroeneHo: Santosh Kumar _ , [Ipoeepeno: Pardeep Kumar

Reprint Date /
Jarta: 29.12.2024

Reprint Date / Reprint Date /
Jlara: 29.12.2024 Jarta: 29.12.2024

Registered Oifice: 8-2-327, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
e ait: mziiddrreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

21 Reddy's Lahoratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel:+91 98256 56001-02

CEPTUOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxr: Haiis® Axrusreis (HUMeCYJINA) Iellb A HApYKHOTO MpuMeHeHus, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240932 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepun © 23530.000 enunny
Analytical Repovrt No./ . 040002773068 Date of Analysis / . 29.12.2024
AHaaHTHYECKHH oT4YeT No JlaTa ananusa

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

JaTa npousBojacTea I'onen no

Mfg. License No. /

IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuuen3ysi Ne

Analysis performed according ND / Ananu3 nposeaen no HJI: JITT-Ne(001336)-(PI'-RU)-251022

Paged of 6/ Crp. 4u3 6

No/

Test / Iloxka3zaTeanb
Ne

Result / PesyabTaT

Specification / Hopma

Nimesulide /
Humecynun

9.85mg/9.85 mr
(98.5 %)

9.0 mg to 11.0 mg of C3H12N20OsS

claim)in 1 gofgel /
Ot 9,0 mr go 11,0 mr C3H12N20sS

9. | Dimethyl sulfoxide /
Jdumernicyabdokcun

100.3 %

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

Ot 90 % no 110 % C,HOS
(mumeTuncynbHoKcHa) OT
HOMMWHAJIEHOT'O CONleP>KaHUs

10. | Package / YnakoBka

(nimesulide) (90.0% to 110.0% of label

(aumecynun) (ot 90,0 % mo 110,0 % ot
HOMMHAJIHOTO cofepkaHus) B 1 T resis

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 u3
JIAMHHMPOBAHHOTO AIFOMHHHMS, CHaOXXEHHYI0O MeMOpaHOH [Uid KOHTpOJIA
nepBoro BCkpbiTus. Kaxkayro TyOy BMECTe ¢ HHCTPYKUMEH 110 MEAMLINHCKOMY
NPHUMEHCHHIO MOMEINAIOT B NAa4Ky KapTOHHYIO.

*The paramcter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*TlokazaTellb MOXeET OTCYTCTBOBATH B cepTHQHKATe aHAaIH3a NponspoauTens. IIpoussogurenn
rapaHTHpYeT KauecTBO penapara 1o 3THM [IOKA3aTe/IsAM,

Remarks : The Product conforms to ND/
IIpumeuanue: [lpoaykt cooTBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
IToarororneHo: Santosh Kumar

Maurya @'

Checked by /
ITposepeHo: Pardeep Kumar

<

Approved by: Manager/Executive /

Ono6peHo: Menemxkep / PykoBonutensb
Amit Kumar

Reprint Date /
Jara: 29.12.2024

Reprint Date /
JlaTa: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Registered Office: 8-2-337, Road Ne.
Tel: 461 40 1930 2500, Fax:

wavyndireddys.com

farabad - 500034, Telancana, Indiz

maticdidrredadvs.com




Dr.Reddy’s “:‘

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

Vill. Khel, Matagarh Road, Baddi,
Bisit. Solan, H.P., 173 205, INDIA
fel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS e o

CEPTUO®UKAT AHAJIM3A

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

Tpoaykr: Haiis® Akrrsrenb (HUMECYJIHA) Tellb I HAPYXKHOTrO npuMeHeHus, 1 %, 50

Market / Pbrhox : Russia / Poccus

Batch No. / . V240932 Batch Quantity / . 23530.000units /

Cepust Ne ) Pa3zmep cepun © 23530.000 exuHuL
Analytical RepOft No./ . 040002773068 Date of Analysis / . 29.12.2024
AHanuTHYeCknii oTUeT Ne JlaTa anannsa

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

JaTa npousBoacTsa I'ogeH oo

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)
JuneHsus Ne

Analysis performed according ND / Ananus npoeegen mo HJI: JIII-Ne(001336)-(PT-RU)-251022

PageSof 6/ CTp. S5u3 6

API name (INN) / HaumenoBanue ADC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Howmep cepuu npoussogurtens ADPC:

NMS/14100699

FP Manufacturer API Batch number /
Howmep cepun cydcTaHUHH
npouzsoaurenas I'JI®:

FERAQ0619

API Manufactured by & country /
IIpousBoautens ADPC, crpana:

Aarti Drugs Ltd., India /
Aaptu Jparc JItn., Uanus

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

HanmenoBange, agpec n1 HoMep
JHIEH3HH IIOIAAKH,
ocylecTBIAIMEeH
HPOM3BOACTBO/KOHTPOJIb

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
II-p Pennu’c Jlaboparopuc Jita., Unaus,
IMpoussoacTeenHoe noapazneneHue-6, Bunnamk Kxons,
Hanarapx Poyn, banou, Conan Jucrpuxr, X.I1. 173205,
WUnpua (Jlnuensus Ne MNB/05/263)

kadecTBa/Boinyck I'JI® /

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

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorsercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /

[ToaroroeneHo: Santosh Kumar % ITporepeno: Pardeep Kumar

D Jd

Maurya

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoauTess

Amit Kumar L
[

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +#51 40 4960 2900, Fax: +91 40 4000 299%, Einail: malidrreddys.com
CIN: L35195AP1984PLCONAS0T

v drreddys.com




Or. Reddy's Lahoratories Ltd.
Formulation Unit-6

Qe
D R d ? ‘.. Vill. Khol, Nalagarh Road, Baddi
r.ne dY S L Risit, Solan, .8, 173 205, INDIA

izl 1 +91 53166 56001-02

s Hrreddvs com

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Haiizs® AkTuerens (HIMECYINN) reib MU HApYXHOro npuMeHenus, 1 %, 50 r
Market / PorHok : Russia / Poccus
Batch No. / . V240932 Batch Quantity / . 23530.000units /
Cepust Ne ) Pasmep cepuu " 23530.000 ennHuL
Analytical Rep0ft No./ . 040002773068 Date of Analysis / . 29.12.2024
AHanuTuyeckuii otyert Ne JlaTa aHanu3a
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026
JaTa npou3BoACTBa T'ogen go
Mfg. License No. /
ITpouszBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuueHsus Ne
Analysis performed according ND / Auanus npoegen no HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page 6 of 6 / Ctp. 6 M3 6

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/049eHne 0 cooTBeTCTBHM: «HacToAIuM s MOATBEPXKIat0, YTO IPUBECHHAs BhIIIe HHPOPMALUS ABISETCS
ZOCTOBEPHOH M TOUHOM. DTa cepusi MPOAYKIMU IpOU3BeAeHa (BKIOYAs yIAKOBKY (MapKHpPOBKY) M KOHTPOJIb
KauyecTBa) Ha BBHINIEYKA3aHHOW ITPOM3BOJACTBEHHOH IUIOINAAKe (IUIOINAAKax) B IIOJIHOM COOTBETCTBHH C
TpeGoBauusamu [IpaBun HaanexKanied TPOU3BOJCTBEHHON NMPaKTHKH EBpasuiickoro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsdps 2022) u TpeOOBaHUAMH KOHTPOJII KadyeCcTBa JIEKAPCTBEHHLIX
CpPEeJCTB, a TAKXXE B COOTBETCTBUH CO CIIEUMPHKAIMIMHU, COAEPKALMMMCA B PETUCTPAIIMOHHOM J0ChE CTPAHBI-
HMIIOpTepa. 3aliucH TI0 IPOM3BOJCTBY, YIAKOBKE U aHAIHN3y IIPOBEPEHBI, H YCTAHOBIEHO MX COOTBETCTBHE
TpeboBanusaM [lpasun Hamexael Mpou3BOICTBEHHON IIPaKTHKH EBpasHiCKOro 5KOHOMHYECKOTO COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: ITpoaykT cooTBeTcTBYET Tpeboranusm HJL 3axkmouenne: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Santosh Kuma% [TpoeepeHo: Pardeep Kumar Ono6peno: MeHemkep / PykoBoautesn
Maurya VA Amit Kumar LY
Reprint Date / Reprint Date / Reprint Date / -

Jara: 29.12.2024 Hara: 29.12.2024 Hara: 29.12.2024

Registered Oifice: 8-2-337, Road Ne, 3, Banjara Hills, Hyderabad - 500034, Telancana, India
Tel: #5140 A2G0 2900, Faxs &1 dg 4900 2¢
CIN: LS5195AP1254PLC

Wl readays, com




