Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mponykr: Haiis® AKTUBrenb (HHMECYIH) refb ANA HAPYAHOro npimenenns, 1%, 100 r

Market / Peinok : Russia / Poccus

Batch No. / . V240502 Batch Quantity / . 11840.00 units /

Cepus Ne ) Pasmep cepun " 11840.00euHuL
Analytical Report No. / : 040002602448 DaterofZAmalysisy . 24/07/2024
AHaJIMTHYECKNi oTueT No Hara ananusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTa npou3BoiacTBa T'omen no

Mfg. License No. /

IpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JHLeH3us Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JII-Ne(001336)-(PI'-RU)-251022

Page 1 of 5/Ctp. 1u35

/ Test / IlokazaTean Result / PesyasTar

Specification / Hopma

1. | Description / Onucanne

OJIeAHO-KEITOrO L(BETA C
XapaKTEePHBIM 3araxom

Homogeneous, transparent, pale-
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OHOPOAHBIH MPO3payHbIil rellb

Homogeneous, transparent, colorless to

OpHoponHeli  Mpo3payHbBli  refib  OT
OecuBeTHOro 10 HJeIHO-KENTOro LBeTa
C XapaKTEpHBIM 3aI1aX0OM

2 Identification / UnenTuduranus

"[a) HPLC / BDJKX

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 ynepsxuBanus
OCHOBHOIO TMHKa HAa XpOMaTorpaMme
UCMBITYEMOTO pacTBopa  JIOJDKHO

COOTBETCTBOBATh BPEMEHH
YOCP)KUBAHHA OCHOBHOIO IIMKa Ha
XpoMmarorpamme pacTBopa
craHpapTHoro ofpasua HHMeCYIHIa
(paznen «KomnmuyecTBeHHOE
OTIpe/IeIIEHUEY)

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpogykr coorBercTBYeT Tpeboanusam HJI

Conclusion : APPROVED /
3axaouenne: OTOBPEHO

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

[Moarorosneno: Santosh Kumar.., . IIposepeno:Pawan Kumar OnobpeHo: Menemxep / Pykopoangenb

Maurya ./%,l _ 4 Manoj Kumar ﬂ i a A %
o N

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.07.2024 Jara: 24.07.2024 Jlarta: 24.07.2024

Registered Clfice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 4G 49C0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com

CIN: L85195AP1984PLCOO4507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Dr. Reddy's Laboratories (td.
Formulation Unit-6

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
INpoaykr: Hait3® AxkTuereib (HUMeCYIHN) relib ISl HAPY)KHOTO NpuMeHenus, 1 %, 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V240502 Batch Quantity / . 11840.00 units /

Cepus No ' Pa3mep cepun * 11840.00e 1uHKL
Analytical RepO}‘t No. / . 040002602448 Date of Analysis / . 24/07/2024
AHanuTH4yeckuii oTuert No JlaTa anHaausa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTa nponsBoacTBa TI'ooen o

Mfg. License No. /

IIpou3BoacTBeHHaA : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuuen3us Ne

Analysis performed according ND / Ananu3s nposeaed no H: JIII-Ne(001336)-(PI'-RU)-251022

Page2 of S/ Ctp. 2m3 5

b) UV spectrophotometry / Y-

CIEKTPOQOTO METPUS

Complies as prescribed
CootBeTcTBYET TpeGOBAHUAM

UV absorption spectrum of the tcst
solution should have absorption
maximum at 39745 nm / Y®-cnektp
MOrJOLIEHHs. HMCIBITYEMOTr0  pacTBOpa
JOJDKEH UMETh MaKCHMYM IOTJIOLICHHS
nipu 397+5 HM

979.4 cantumyas

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTsercTBHU
Macca cogep:KkMMOTO c tpeboBanusimu ['® PO
YHAKOBKH

4. | pH 3.29 2.5t04.5/0t12,5 n0 4,5

5. | Viscosity / BaskocTs 979.4 centipoise / 400 to 1,200 centipoise /

Ot 400 o 1200 cantunyas

6. | Impurities / IIpamecn

i. | Impurity C/
IMpumecs C

it | Impurity D/
[Ipumece D

ii | Any other impurity /
i. | Jrobas mpyras npumecs

i | Total impurities /

v. | Cymma npumecei

Not detected / ne obHapyxena

Not detected / ne o6HapyxeHa

0.03%

0.07%

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

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

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

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

Remarks : The Product conforms to ND/
Hpumeuanne: [Iponykr cooreeTrcTByeT TpeboBanusam HJL

Conclusion : APPROVED /
Zaxaouenue: ONOBPEHO

Prepared by /
IMToarorosnedo: Santosh Kumqr

Maurya ( <
=

Checked by /
[Tposepeno:Pawan Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoguresns
Manoj Kumar

Reprint Date /
Hara: 24.07.2024

Reprint Date /
Hata: 24.07.2024

Reprint Date /
Hara: 24.07.2024

NeRLETeEd UITICE: 8-£2-337,

Hoad NO. =,

ranjara Hilts, hyaesraban - SU0034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2996, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0OJ4507

wwyv.drreddys.com




Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Hali3® AxkTuBrens (HUMECYIHA) refib 1Jis HAPYKHOro npumeHenusd, 1 %, 100 r

Market / PeiHOK : Russia / Poccus

Batch No. / . V240502 Batch Quantity / . 11840.00 units /

Cepusa No ) Pa3smep cepun * 11840.00eavnuL
Analytical Repovrt No./ . 040002602448 Date of Analysis / . 24/07/2024
AHanuTHYeCKH# oTueT Ne JlaTa ananusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JlaTta npousBoacTea I'open go

Mfg. License No. /

INpousBoacTBenHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JuueH3ns Ne

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

Page3 of 5/Ctp.3u3 5

7. | Microbial purity* / Muxpo6noJiorndeckas ayncrora*®

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O61ee yHca0 aspoOHBIX MHKPO- He 6onee 100 KOE/r
OpraHH3MOB

ii | Total Combined Yeast and NA Not  more  than 10 CFU/g [/
mould count / Obuiee yucno He 6onee 10 KOE/r
JIPOXOKEBBIX W IJIECHEBBIX
rpuboB

ii | Pseudomonas aeruginosa NA Should absent in 1 g/

i OtcytctBHE B 1 T

i | Staphylococcus aureus NA Should absentin 1 g/

V. OrcytctBue B 1 1

Assay / KotndecTBeHHOE onpesiejieHHe

Nimesulide /
Humecynun

9.95mg/9.95 mMr
(99.5 %)

9.0 mg to 11.0 mg of Ci13H12N205S

claim)in1 gof gel /
Ot 9,0 mr go 11,0 mr Ci13H12N2OsS

(nimesulide) (90.0% to 110.0% of label

(aumecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJIBHOTO cofiepaHus) B 1 r rens

Remarks : The Product conforms to ND/

ITpumeuanue: [Ipogykr coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Santosh Kum [Mpoeepeno:Pawan Kumar Ono6peHo: Menemkep / PykoBoauTe b
Maurya ( Manoj Kumar &w‘
Reprint Date / Reprint Date / / Reprint Date /

Hara: 24.07.2024 Hata: 24.07.2024 Hara: 24.07.2024

REgisterad UNicer 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, Tndia
Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com

CIN: L85195AP1984PLLCNA4507
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
CEPTHOUKAT AHAJIU3A SISl YE o

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haji3® AkTuBrens (HUMeCynu) reflb AJls HAPY)KHOro npumerenus, 1 %, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240502 Batch Quantity / . 11840.00 units /

Cepus Ne ) Pazmep cepun * 11840.00eauHuL
Analytical Rep0ft No. / . 040002602448 Date of Analysis / . 24/07/2024
AHanuTndecknii oTuer Ne Jara aHanusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JlaTta nponsesoacrea TI'onen no

Mig. License No. /

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

Analysis performed according ND / Ananu3s npoeeaen mo HJI: JITI-Ne(001336)-(PI-RU)-251022

Page 4 of 5/ Ctp. 4u3 5

9. | Dimethyl sulfoxide /
Aumeruncyasdorcun

100.9 % 90% to 110% of C;HsOS (dimcthyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HeOS
(anMeTHncynbHOKcHI) OT
HOMHHAJILHOTO COJICP KaHUs

[

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 TyOy u3
JIAMUHMPOBAHHOIO ATIOMUHHS, CHabGXXEHHYK0 MeMOpaHOH /s KOHTpPOJIA
nepeoro BekpbiThs. Kaxayo Ty0y BMecTe ¢ MHCTPYKIHEH No MeJULIMHCKOMY
NPUMEHEHHUIO MIOMEIIAIOT B MavKy 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.

*TlokasaTenb MOXKeET OTCYTCTBOBATH B cepTHHKATE aHAIM3A NpousBoanTesf. IlponssoanTein
rapaHTHPYeT KAa4eCTBO Npenapara no 3THM MOKa3aTeJIfAM.

?PI na'l:ne (INN) / HaumenoBanue ADC Nimesulide e
API manufacturer batch number / NMS/13121242
Homep cepuu nponssoaurena ADC:
FP Manufacturer API Batch number /
Homep cepru cyGeTaHIIHH TPOH3BOARTESA FERA00269
TJ1d:
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanune: Ilponykt coorBercTBYet TpeboBaHusam HJ 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hozroroeneno: Santosh Kuma IIporepeno:Pawan Kumar Onobpeno: Menenxep / PykoBoautenb
Maurya { 1% Manoj Kumar

F%’“ —_— {
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.07.2024 Hara: 24.07.2024 Hara: 24.07.2024

Registerad Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2996, Email: maii@drreddys.com

CIN- 1 85195AP1984PLCODAG0DT
wwvy.drreddys.com




Dr. Reddy's Laboratories Ltd.

R Q..O Formulation Unit-6
) @ Vill. Khol, Nalagarh Road, Baddi,
Dr' eddy S ® Distt. Solan, H.F, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®UKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Hait3® Axtusrens (HMMecynHI) renb A/ HapyKHOTro MpuMeHenud, 1 %, 100 r

Market / PeinoK : Russia / Poccus

Batch No. / . V240502 Batch Quantity / . 11840.00 units /

Cepus Ne ' Pa3mep cepuu * 11840.00eguHuL
Analytical Repog‘t No./ . 040002602448 Date of Analysis / . 24/07/2024
AHanuTnyeckuii oTuet Ne Hdata aHanuza

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTta npou3BoacTBa T'open oo

Mfg. License No. /

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

Analysis performed according ND / Auanus npoeaex no HJI: JITI-Ne(001336)-(PT'-RU)-251022
Page Sof 5/Ctp. 5u3 5

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

IIpoussomnrens A®C, erpana: Aaptu Jparc JIta., Huaus

iz;l:j;:c(:u:iess, ;;l:l/mcr:)znat?g;] sli\tlg fgeleasizi te / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddji, Distt.
£ Solan (HP) 173205, India (License No MNB/05/263) /

HaunmenoBanue, aapec 1 HOMep JIHIEeH3HH

e N—— H-p Pennu’c Jlabopatopuc Jitn., Uuaus, [lpoussoncTeeHHoe

noapazaeneHne-6, Bunamx Kxonw, Hanarapx Poyn, bagnuy,
QROM3EO/ICTHO/ KON RONE KANCCTABEINYCH Conan Huctpukr, X.I1. 173205, Uuausa (JIuuensus Ne
Il 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».

3aki0genne o cooTBeTcTBHM: «HacTosimum s MoATBEpKIar0, YTO MPUBEACHHAS BhIle HHOOPMAITHS SBIISICTCS
JIOCTOBEPHON M TOYHOH. JTa cepHs NPOAYKIMH IIpOU3BeAeHa (BKIIOYas yMakoBKYy (MapKUpPOBKY) U KOHTPOJIb
KayecTBa) Ha BBINICYKA3aHHOW IPOM3BOJCTBEHHOM Iomanke (ITUIOMAIKaX) B IIOJIHOM COOTBETCTBHH C
TpeboBanusiMu IIpaBun Hannexxameil Npon3BOACTBEHHON NMpakTUKU EBpasuiickoro skoHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeOGOBaHUSMH KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX
CPEeACTB, a TAKXKE B COOTBETCTBHH CO CICIUGHUKAIIUIMHE, COJIEPKAIUMUCS B PETHCTPAIIHOHHOM JIOChE CTPaHbI-
UMIIOpTepa. 3alUCH II0 IPOHM3BOJCTBY, YIAKOBKE M aHAIK3Y MPOBEPEHBI, U YCTAHOBJICHO HX COOTBETCTBHE
TpeboBanusaM lIpaBui Haanexareld Ipon3BOACTBEHHON MpakTUKU EBpasuiickoro 3KOHOMHUYECKOTO COK03a).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanune: [Ipoaykt coorBeTcTBYeT TpeboBaHusm HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh Kumar ITporepeno:Pawan Kumar Opnobpeno: Menemxep / PykoBoayrens
Maurya @_ ’11;7 Manoj Kumar W
Reprint Date / Reprint Date // Reprint Date /
Hata: 24.07.2024 Hara: 24.07.2024 Hara: 24.07.2024

NEESTEren Uilice: 8-2-33/, hoad Mo. 2, panjara Hills, Ryderabad - 500034, lelangana, India

Tel: +G1 40 4960 2900, Fax: +G1 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0OD4507
www.drreddys.com



