Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, {NDIA
Tel: +91 98166 56001-02

www. drreddys.com

CEPTUP®UKAT AHAJIM3A

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

Market / Poinok

: Russia / Poccus

Mpoaykt: Haii3® AkTusress (HUIMeCyNHA) reb A7 HAPYKHOTO NpumeHeHus, 1 %, 50 r

Batch No. / . V240935 Batch Quantity / . 23530.000units /

Cepus Ne ) Paszmep cepuu * 23530.000 exunmy
Analytical Rep0ft No./ . 040002774244 Date of Analysis / . 29.12.2024
AHAJUTH4YECKHiA oTUeT Ne Jlara aHanusa

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

JlaTa npou3BOACTBA T'oaen go

Mfg. License No. /

IIpon3BoagcTBEeHHAS : MINB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIMLIEH3Hs1 Ne

Analysis performed according ND / Anasin3 npoeeaer mo HJI: JITI-Ne(001336)-(PT-RU)-251022

Pagelof 6/ Ctp. 1 m3 6

"No/

Test / [lokazaTrean
Ne

Result / PesyabraT

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OpHopoAHBIA TIPO3padHbBIH  renb

0JIEAHO-KETITOr0 uBeTa
XapaKTepHBIM 3a11aX0M

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpPOOHBIK [pPO3pa4HEIi  rens  OT
GecLBETHOTO /10 OJEHO-KENTOro BeTa
C XapaKTepHBIM 3a1axoM

C

N

Identification / MUnenTnduranust

a) HPLC / BOXX

Complies as prescribed
CoOoTBETCTRBYET 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>xvBaHHS

OCHOBHOI'0O IIMKa Ha XpoMaTorpamme

UCNBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEMEHU
yOEpXKUBaHUS OCHOBHOTO TIIMKa Ha
XpOMaTOTpaMme pacTBOpa
CTaHaapTHOro obpasua HHUMeECYJIHAA
(pazmen «KonuuectBeHHOE
onpeeneHUe»)

Remarks : The Product conforms to ND/

IIpumeuanne: IIpoaykt cooTBeTCTBYET Tpebopanusam HJ{

Conclusion : APPROVED /
Zaxaiouenne: OJOBPEHO

Prepared by /
IMonrororneno: Santosh Kumar
Maurya .

Checked by /
[Iporepeno: Pardeep Kumar

I —

Approved by: Manager/Executive /
Ono6peno: MeHemxkep / Pykosoautenb
Amit Kumar N L

P

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Reprint Date/ '
Hara: 29.12.2024

Registered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLCO04207

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

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.dtreddys.com

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

Mpoaykr: Haiis® Akrusrens (HUMECYII) reib VIS HAPY/KHOTO NpuMeHeHnns, 1 %, 50T

Market / Puoitok : Russia / Poccus

Batch No. / . V240935 Batch Quantity / . 23530.000units /

Cepus Ne ) Paszmep cepuu * 23530.000 eppHML
Analytical Repourt No. / . 040002774244 Date of Analysis / . 29.12.2024
AHaJurnyeckuii oryer No HdaTa anannsa

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

JaTa npou3BoacTBa T'open no

Mfg. License No. /

IIpou3BoACTBeHHAN : MNB/ 05/263 MA number: / Homep PY : JI[I-Ne(001336)-(PT-RU)
Junensus Ne

Analysis performed according ND / Auanu3 nposeaen no HJ/I: JIN-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 2u3 6

No/

No Test / IloxazaTean

Result / PesynasTar

Specification / Hopma

b) UV spectrophotometry / Y-
CneKkTpodoTo MeTpus

Complies as prescribed
CooTBeTcTBYET TpeOOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnektp
MOIJIOUIEHHsS HUCIIBITYEMOro  pacTBOpa
JOKEH UMETh MAKCMMYM TOTJIOMEHU
npu 39745 HM

3. | Weight of package contents / S51g/51r According to Rus. Ph. / B coorBeTcTBMM
Macca cogepxkaMoro ¢ TpeboBanusmu 'O PO
YIAKOBKH

4. | pH 332 2.5t04.5/0T12,5 no 4,5

5. | Viscosity / BaskocTs 956 centipoise / 400 to 1,200 centipoise /

956 cantunyas

Ot 400 no 1200 canTunyas

6. | Impurities / IIpumecu

i. | Impurity C/ Not detected / He obHapy:xeHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / He o6Hapy>xeHa Not more than 0.50 % /
ITpumece D He 6onee 0,50 %

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /

3axaouenne: OJOBPEHO

Prepared by /
IMoarororneno: Santosh Kumar
Maurya £

L

Checked by /
IMpoeepeno: Pardeep Kumar

L —

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurens
Amit Kumar S

[>——

Reprint Date /
Hara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Reprint Date / !
Hara: 29.12.2024

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4960 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

www.drraddys.com

CEPTUOUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiis® Akrusrens (HUMecynun) rejib JUIS HapYKHOIO NpUMeHeHus, 1 %, 50 r

Market / PorHok : Russia / Poccus

Batch No./ . V240935 Batch Quantity / . 23530.000units /

Cepus Ne ’ Pa3smep cepumn " 23530.000 enunuL
Analytical Repovrt No./ . 040002774244 Date of Analysis / . 29.12.2024
AHauTHueckuii oTueT No JaTta ananmsa

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

Jata npousBoiacTea T'onen o

Mfg. License No. /

TlpousBoacTBeHHAs! : MNB/ 05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI"-RU)
JULeH3us Ne

Analysis performed according ND / Auanus nposeaen no H/L: JIT-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp. 313 6

No /

Ne Test / Ilokazarean Result / PesyabTaT Specification / Hopma

iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jliobas apyras npuMmech He 6onee 0,50 %
1v. | Total impurities / 0.1% Not more than 1.50 % /
Cymma npumeceit He 6oiee 1,50 %

7. | Microbial purity* / Mukpoouoiorayeckas 4HcTOTA*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O0buree Yucno a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHKU3MOB

ii. | Total Combined Yeast and NA Not more than 10 CFU/g
mould count / Of1ee 1ncio He 6onee 10 KOE/r
JIPOMOKEBBIX U MIECHEBBIX
rpuboB

iii. | Pseudomonas acruginosa NA Should absentin1 g/
OtcyrcTBue B 1 r

iv. | Staphylococcus aureus NA Should absent in 1 g/
OrcyrcTeue B 1 1

8. | Assay/Konu4yecTBeHHOe onpeAc/ienHe

Remarks : The Product conforms to ND/
IIpumeyanne: [Tpoaykt cooTBeTcTBYET TpedoBanuam H/J

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneno: Santosh Kumar [Iporepeno: Pardeep Kumar Onobpeno: Menemkep / Pykooautens
Maurya @\ Amit Kumar Cu

Reprint Date / Reprint Date / Reprint Date / '

Hara: 29.12.2024 Hara: 29.12.2024 Jara: 29.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Qf:‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Cistt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02

vevrw, drreddys.com

'Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiizs® AkTuUBrenb (HUMECYHNA) relib TSl HapYKHOTO npuMeHenus, 1 %, 50 r

Market / Purtok : Russia / Poccus

Batch No. / . V240935 Batch Quantity / . 23530.000units / N
Cepusi Ne i Pasmep cepuu © 23530.000 enunuUL

Analytical Repovrt No. / . 040002774244 Date of Analysis / . 29.12.2024

AHaJMTHYeCKHii oTueT No JlaTa ananusza

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

JaTta npousBoacTBa T'open no

Mfg. License No. /

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

Analysis perfoﬁled according ND / Ananus nposegen mo HJE: JITI-Ne(001336)-(PT-RU)-251022

Page4 of 6/ Ctp. 4 u3 6

i.:) : Test / IlokazaTeas Result / Pe3yiabTar Specification / Hopma
Nimesulide / 9.87 mg/9.87 mMr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (98.7 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 gof gel /

Ot 9,0 mr o 11,0 mr C13H12N205S

(aumecymun) (ot 90,0 % mo 110,0 % ot

HOMHHANBHOTO cofiepskaHus) B 1 r rens
9. |Dimethyl sulfoxide / 101.3 % 90% to 110% of C;HeOS (dimethyl

JAnmMeTHacynbporcHa

sulfoxide) of label claim /

0190 % no 110 % C,HOS
(mmmeTnncynsdokeHa) oT
HOMMHAJIBHOTO CO/IEPXKaHMs

10. |Package / YnakoBka

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
JaMMHUPOBAHHOTO AJIOMHHHS, CHaOXEHHYI0O MeMOpaHOM Ul KOHTPOJI
nepBoro BekpeiThs. Kakayto TyOy BMeCTe ¢ MHCTPYKUMEN N0 MEAULIMHCKOMY
TIPUMEHEHHIO MOMEINAIOT B Ma4YKy 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/Ib MOKET OTCYTCTBOBATH B cepTHQHKATE aHATH3a NPoH3BoaHTENs. Il ponsBoauTesb

TapaHTHPYET Ka4eCcTBO MpenapaTa Mo 3THM MOKa3aTeJIsiM.

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorBeTcTBYET TpeGoBaHuaM H/I

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IToarororneno: Santosh Kumar

Maurya %‘

Checked by /
INpogepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoaurenb
Amit Kumar —

S

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Hara: 29.12.2024

Reprint Date / v
Jara: 29.12.2024

Registered Otfice: 8-2-337, Road No. 3, Banjara Hills, tiyderabad - 500034, Telangana, India
Tel: +61 45 4900 2900, Fav: +91 40 4900 2996, Email: maii@drreddys.com

CIN: L85195AP1934PLCON4EDT
wawvadrreddys.com




Dr.Reddy’s ‘f:‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel 1 +91 98166 56001-02

www.drreddys.com

CEPTUDOUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
MNpoaykTt: Haiis® AkTHUBresb (HUMECYIHA) FeNb JUIL HapyikHoro mpuverenns. 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V240035 Batch Quantity / . 23530.000units /

Cepus No ) Pazmep cepuu * 23530.000 equHAL
Analytical Repourt No./ . 040002774244 Date of Analysis / . 29.12.2024
AHaJuTHYeCKHii oTHeT Ne Jata ana/iusa

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

JaTa npou3BoACTBA I'ogen no

Mfg. License No. /

IIpouzsoacTBeHHas : MNB/ 05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JrueH3us Ne

Analysis performed according ND / Anasnu3s nposeaex no HJI: JII-Ne(001336)-(PT-RU)-251022

PageSof 6/ Ctp. 5u3 6

API name (INN) / Haumenosanue AD®C
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepnn mponssoautens ADPC:

NMS/14100699

FP Manufacturer API Batch number /
Homep cepun cybcTaHIHH
npoussoaurens I'JID:

FERA00619

API Manufactured by & country /
Ipouszsoauteab APC, crpana:

Aarti Drugs Ltd., India /
Aaptu Hlparc JIta., Uuaus

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

HauMeHoBaHHe, ajpec 1 HOMep
JIHUEH3HMH MJIOAJKH,
OCyIHeCTBJIAOLIEH
DPOH3BOACTBO/KOHTPOIL
xadecTBa/Boinyck IJID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pennn’c Jlabopatopuc JIta., Maaus,
I[MpousBoacTBeHHOE NoApasaeieHre-6, Bunnamx Kxons,
Hanarapx Poya, bannu, Conan Jucrpukt, X.I1. 173205,
Hunus (JTunensus Ne 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

Remarks : The Product conforms to ND/

Ipumeuanue: [IponykTt coorseTcTByeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Santosh Kumar IMposepeno: Pardeep Kumar OnobpeHo: Menemxep / Pykosoaurtennb
Maurya % 3 Amit Kumar e

T Q% A/‘/
Reprint Date / Reprint Date / Reprint Date / ;
Hata: 29.12.2024 Hara: 29.12.2024 Hara: 29.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 4G 49G0 2900, Fax: 491 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP19384PLCONA507

www.drreddys.com




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

@
DI’ Reddy’s Q'.. Vill. Knol, Nalagarh Road -
® .. ill. Khol, Nalagarh Road, Baddj,

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

CERTIFICATE OF ANALYSIS Tel +91 981:66 56001-02
CEPTUOHUKAT AHAJIN3A www,drrecidys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haitzs® AkTuBrens (HUMECYINI) Tesb AN HapyXHOTO MpuMeHeHns, 1 %, 50 r - |

Market / Pornok : Russia / Poccus

Batch No. / . V240035 Batch Quantity / . 23530.000units / ]
Cepus Ne ) Pasmep cepun * 23530.000 exuHuL,

Analytical RepoI‘t No./ . 040002774244 Date of Analysis / . 20.12.2024

AHanuTuyeckmii otuer Ne JlaTa aHanusa

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

JlaTa npoH3BOACTBa I'open 1o

Mfg. License No. /

Ipon3poacTBeHHAsR : MNB/ 05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT'-RU)

MueHsusa Ne

Analysis performed according ND / Ananu3 nposegen mo HJL: JIII-Ne(001336)-(PI'-RU)-251022 o
Page 6 of 6 / CTp. 6 u3 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».

3aKaro4eHHe 0 COOTBeTCTBHH: «HacToAIMM 51 IOATBEPXK/IAI0, YTO MPUBEACHHAS BbIIIe HHGOPMALUS ABISETCS
JOCTOBEPHOM M TOYHOI. DTa ceprs MPOLYKIHH [IPOU3BEAeHA (BKIIFOUAs YNAKOBKYy (MApKHUPOBKY) M KOHTpPOJL
Ka4eCcTBA) Ha BBINICYKA3aHHOM TPOU3BOJCTBEHHON ILIOMIafKe (IUIOLIAAKaX) B IIOJIHOM COOTBETCTBUH C
TpeGoBarusaMHU [IpaBui Ha/UTeXkaIIel IPOM3BOACTBEHHOM mpakTHKy EBpasuiickoro skoHoMudeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutsops 2022) u TpeOOBaHUAMH KOHTPOJSA KauyeCTBa JICKAPCTBEHHBIX
CPEJICTB, @ TAKXe B COOTBETCTBUH CO CIIENHGUKALUAMH, COAEPIKAMMHUCS B PErMCTPAIIMOHHOM JOChE CTPaHbI-
UMITOpTepa. 3alHMCH 0 IPOU3BOJCTBY, YIIAKOBKE M aHANHM3y IPOBEPEHBI, M YCTAHOBICHO HX COOTBETCTBHE
TpeGoBanusmM [TpaBun Haanexareil Ipou3BOACTBEHHOH MpakTHKu EBpasuiicKoro 5KOHOMHUYECKOTr0 COk03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanne: [Tpoaykt coorBeTcTBYeT TpeboBanusam HJI 3axnwuyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Togrorosneno: Santosh Kumar [Ipoeepeno: Pardeep Kumar OpnobpeHo: Menemxep / PykoBoaurenn
Maurya . ﬁj P Amit Kumar J

iy <>J// /\H"‘?
Reprint Date / Reprint Date / Reprint Date / '
Jara: 29.12.2024 JHara: 29.12.2024 Jara: 29.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 1900 2598, Ernail: maii@drreddvs.com
CIM: L8S1254P1084PLCONAENT

wavvrdrreddys.com




