Dr.Reddy'’s ":'

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykT: Haii3® AkTusresib {HUMeCYJIMA) redb Ui HapyKkHOro npiverennd. 1 %. 100 r

Market / PbIHOK

: Russia / Poccus

Batch No. / . V240873 Batch Quantity / . 11881.00 units /

Cepus Ne ) Pasmep cepuu " 11881.00eaunun
Analytical Repourt No./ . 040002779566 Date of Analysis / . 30.12.2024
AHanuTHUECKHIT oTueT No JlaTa aHanu3za

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

JlaTa npou3BoAcTBa Toaen no

Mfg. License No. /

I pousBoacTeeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuuensust Ne

Analysis performed according ND / Auaaus nposeaex no HJL: JITI-Ne(001336)-(PT'-RU)-251022

Pagel of 5/Crp. 1 u3 5

-

XapaKTEpHbLIM 3ariaxoM

No/ . .

No Test / [lokazarean Result / PesyabTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to
yellow gel with characteristic odor / | pale-yellow gel with characteristic odor /
OnHopoaHbli  npo3padHblii  renb | OAHOPOAHBIA TNPO3pa4Hbli  reib  OT
OJIeTHO-KENTOro [BETA ¢ | 6ecripeTHOro 10 OJIEIHO-KENTOrO LIBETA

C XapaKTepHBIM 3allaxOM

2. Identification / UxenTundukanus

a) HPLC / BOXKX

Complies as prescribed /
CoorBeTcTBYET 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>xupaHus
OCHOBHOTO MNHKa Ha XpoMarorpaMme
HCIMBITYEMOTO pacTBopa JIOTDKHO
COOTBETCTBOBATH BpEeMEHH
yIOEp)KHUBaHHs OCHOBHOrO TMKa Ha
XpoMaTorpaMmme pacTBOpa
craHmaptHoro ofpasua HUMecyuAaa
(pasnen «KonuuecteeHHoe
OrpenaeeHHe)

Remarks :

The Product conforms to ND/
Hpumeuanne: ITpoaykT cooTBETCTBYET TpebGopanusam H]T

Conclusion : APPROVED /
3akaouenune: OJJOBPEHO

Prepared by /
ITonrorosieHo: Santosh Kumar
Maurya

Checked by /
IIporepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Py'KOBO,.‘lHTt‘I[b
Pavan Kumar Sharma B _.

Reprint Date /
Hara: 30.12.2024

Reprint Date / '

Jata: 30.12.2024

Reprint Date /
Jara: 30.12.2024

¢, 3, Bania |')11|||

530334, Telangana,

LT




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Tpoaykr: Haii3® AkTusrens (HUMecynua) refb [if HAPYKHOTO NpumeHekns, 1 %, 100

Market / Peinok

: Russia / Poccus

Batch No. / . V240873 Batch Quantity / . 11881.00 units /

Cepun Ne ) Pazmep cepuu * 11881.00emuHMLL
Analytical Repourt No./ . 040002779566 Date of Analysis / . 30.12.2024
Ananurnueckuii oruer Ne darta ananuza

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

JaTa nponi3BoacTBa T'onen 10

Mfg. License No. /

IIpouszBoaACTBEHHAR : MINB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT-RU)
Juuensus Ne

Analysis performed according ND / Auanus nposeaen no H/l: JITT-Ne(001336)-(PT-RU)-251022

Page2 of S/ Ctp. 2 u3 5

b) UV spectrophotometry /
V®-cnekTpodoTo MeTpus

Complies as prescribed
CooTBeTcTBYET TPEOOBAHMAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrp
NOIJIOWEHHUA HCIIBITYEMOTO  pacTBopa
JIOJPKEH UMETh MAKCHMYM MOIJIOIEHUs
npu 397+5 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBeTcTBHK
Macca cogepxKuMOoro ¢ tpeboparusmu ['O PO
YI2KOBKH

4. | pH 33 2.5t04.5/012,5 04,5

5. | Viscosity / BsazkocTb

973.2 centipoise /
973.2 canTHyas

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

6. | Impurities / IIpumecH

i. | Impurity C/
[Mpumecs C
ii. | Impurity D/
[pumecs D

1. | Any other impurity /

Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

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

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

i

Wolt more than 0.50 %o/

Ilpumeuanne: [Iponykt coorsercTBYeT TpeboBanusaM H/L

Jlro6as apyras npuMech 0.03 % He 6onee 0,50 %
iv. | Total impurities / Not more than 1.50 % /
CymmMa npumeceit 0.10% He 6onee 1,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Zakawuenne: OJOBPEHO

Prepared by /
IMoaroroeneHo: Santosh I\umar
Maurya

Checked by /
[Tporepeno: Pawan Kumar

A .

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pymso,pmenb
Pavan Kumar Sharma

Reprint Date /
Hara: 30.12.2024

Reprint Date /
Hata: 30.12.2024

Reprint Date /
Jara: 30.12.2024




Dr.Reddy’s ‘g"

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haii3® AxTurenn (HuMecynun) resib JUlst HAPYXKHOIO PUMEHEHUS, 1 %, 100 T

Market / PriHOK : Russia / Poccns

Batch No. / . V240873 Batch Quantity / . 11881.00 units /

Cepusa Ne ; Pasmep cepun * 11881.00eauHuI
Analytical Repovrt No./ . 040002779566 Date of Analysis / . 30.12.2024
AHaJauTHYecKHIi oT4yeT No JlaTa aHanusa

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

Jlata npow3BoacTea Togen o

Mfg. License No. /

I1pousBoaACTREHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)~(P[-RU)
Juuen3ns Ne

Analysis performed according ND / Ana;in3 npoeenen no HJL: JITI-Ne(001336)-(PT-RU)-251022

Page3of 5/Crp.3mu35

7. | Microbial purity* / Mukpo6Ho/1ormuecKkas YHCTOTa*

1. | Total Aerobic Microbial Count NA Not more than 100 CFU/g/
/ O611ee YuCIIo a3pOOHbIX He Gonee 100 KOE/r
MHKPOOPraHH3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g /
mould count / Obiee uucio He Gonee 10 KOE/r
JPOROKEBBIX U IITECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrctBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/

OtcyterBue B I T

8. | Assay/ KoanuecTBeHHOE ONIpe/e/IeHHE

Nimesulide /
Humecynun

9.91 mg/9.91 mr
(99.1 %)

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Ot 9,0 mr o 11,0 mr CiaHi2N2OsS
(mamecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJILHOI'O cofiepkaHus) B 1 r rejis

Remarks : The Product conforms to ND/

Ipameuanue: [IpoaykT coorBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by / Checked by /

IToarortosnexHo: Santosh Kumar [Iporepeno: Pawan Kumar
Maurya @\ ;’

F o

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykogohmrenb
Pavan Kumar Sharma 7\ e

<

Reprint Date / Reprint Date /
Haia. 30.12.2024 Hara: 30.12.2021

Reprint Date /

Jlara: 30.12.2024




Pe
Dr.Reddy’s ‘,’.’
CERTIFICATE OF ANALYSIS
CEPTHO®HEKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
MNpoaykr: Haiis® AkTiiBrens (HUMeCyua) refb Ans HapyKHOro npuMeHents, 1 %, 100 r

Market / PhiHOK : Russia / Poccus

Batch No. / . V240873 Batch Quantity / . 11881.00 units /

Cepus Ne ) Pasmep cepun * 11881.00emyHul]
Analytical Repourt No./ . 040002779566 Date of Analysis / . 30.12.2024
AHasuTnyeckuii oTuer No JlaTta ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 1112026

JlaTta npon3BoACTBa T'ogen 00

Mifg. License No. /

[IpousBoacTREHHANA : MNB/05/263 MA number: / Homep PY : JIT-No(001336)-(PI'-RU)
auueHsna Ne

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

Page4 of 5/ Crp. 4u3 S

9. |Dimethyl sulfoxide / 101.3 % 90% to 110% of C:H¢OS (dimethyl
JumeTHicyabQoKcHI sulfoxide) of label claim /
Ot 90 % no 110 % C:HsOS

(mumeTuncynshokcua) or
HOMMHAJILHOTO COACpPIKaHUA

10. | Package / YnmakoBka 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
NaMHUHHPOBAHHOTO ANFOMHHHUS, CHabXKEHHYI0 MeMOpaHOW [/ KOHTPOJIA
nepBoro BekpbiTHs. Kakyto TyOy BMeCTe ¢ HHCTPYKUHEH [0 MEANLIMHCKOMY
MPUMEHEHHIO NIOMELIAIOT B Ma4Ky 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.

*TJokazaTenb MOKeT OTCYTCTBOBATL B cepTH(HKATEe aHA/IN3A Npou3BoaAuTesA. IIpon3BoanTe b
rapaHTHPYeT Ka4ecTBO NPenapara no 3THM MOoKa3aTesiM.

API name (INN) / HaumenoBanue ADC

(MHH): Nimesulide / Humecynng

API manufacturer batch number / NMS/14100706
Homep cepuu npouspogurensa ADC:

FP Manufacturer API Batch number /

Homep cepHH cyOCTAHIMH NPOH3BOIHTEJIS FERAO00635

TJ®:

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

ITpouzsoguTennr A®C, crpaHa: Aapru dpare Jita.. Maous

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

Ipumeuanue: [Ipoaykr cooteTcTBYeT TpeboBanuam H/L 3axnouenune: OJJOGPEHO

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

[Moarorosieno: Santosh Kuma Ipoeepeno: Pawan Kumar Onobpeno: Menemkep / PykoBoguTeb

Maurya ‘%_ Pavan Kumar Sharma £, = =
" ‘f’ s =

Reprint Date / Reprint Date / ) Reprint Date /

Hara: 30.12.2024 Tara: 30.12.2024 Hara: 30.12.2024




Dr.Reddy’s Q-:-

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
INponyxr: Haiis® AxTHBrenns (HUMeCYIMA) Teb JUld HAPYKHOTO MpuMeHenns, 1 %, 100 r

Market / Poinok : Russia / Poccust

Batch No. / . V240873 Batch Quantity / . 11881.00 units /

Cepus Ne ) Pazmep cepus ° 11881.00e1unHuLy
Analytical Repovrt No./ . 040002779566 Date of Analysis / . 30.12.2024
Ananurruyeckuii oryer Ne JlaTa aHanamu3a

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

JlaTa npou3BoacTBa Topen go

Mfg. License No. /

[pousBoacTBeHHASA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JMIeH3ua Ne

Analysis performed according ND / Ananu3 nposeaes no HJI: JITI-Ne(001336)-(PT-RU)-251022
Page5of 5/Ctp. Su3 S

Name, address, authorization No for ~ FP Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
manufacturing site / Control site / Release site / Solan (HP) 173205, India (License No MNB/05/263) /
E;:Maeﬂzfla:::e, iil;i;:l:m:;p JHUCHSHH J-p Peaan’c Jlaboparopuc JIta., Uunus, I1poussoacteentoe

fajpen, ocym t noapasaenenue-6, Bunamk Kxons, Hanarapx Poyn, bannu,
MPOH3BO/CTBO/KOHTPOTE KAIECTBA/BRITYC Comnan uctpukr, X.I1. 173205, Huaus (JInuensus Ne
LD/ 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/II04YeHHe 0 COOTBETCTBHH: «HacTOAIUM 5 IOATBEPK/IAl0, YTO TPUBE/ICHHAs BBIIE HHPOPMAIUS ABIISECTCS
JOCTOBEPHOH M TOYHOM. DTa cepus MPOAYKUHMH MpOM3BeNeHa (BKIIOYas YNAKOBKY (MApKHPOBKY) W KOHTDOJb
Ka4yecTBA) HA BHINIEYKA3aHHONW NPOM3BOACTBEHHOM IUIOMAnKe (MIOINanKaX) B MOJHOM COOTBETCTBUM C
TpeGoBanmaMu TIpaBui HajUlexanIedl IPOM3BOJCTBEHHOM HpakTHky EBpasuiickoro skonomuyeckoro corosa (N
GMP/EAEU/RU/00554-2022 ot 02 centsiOps 2022) u TpebOoBaHHMAMU KOHTPOJIL KadecTBa JIEKAPCTBEHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBUM CO CIeNU(HKAIHAMH, COAEPKAIMMUMUCS B PETUCTPALIMOHHOM JIOCBE CTPaHBI-
HMIIOpPTEpA. 3allMCH 10 NPOU3BOJCTBY, YNAKOBKE H aHANIM3Y IPOBEPEHBL, M YCTAHOBICHO UX COOTBETCTBUE
TpeboBanuamM [IpaBui HauTexkKanieH IPOU3BOACTBEHHOM IPaKTHKK EBpasuiiCKOro 5KOHOMUYECKOTO COI03a.

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

ITpumeuanne: [IponykT coorercTBYeT Tpebopanusam H/L 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Kumar. Ipogepeno: Pawan Kumar Onobpeno: Menemxep / PykoroguTeb
Maurya ﬁ / Pavan Kumar Sharma b ~
Reprint Date / Reprint Date / " Reprint Date /

Jara: 30.12.2024 Jara: 30.12.2024

T W R W ] i e . [T
fipgistpred Difice: 8-2-337, Road WNo. 3 =2njara ; i, Tl
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wwwdrreddys.cem




