Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUP®HUKAT AHAJIU3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
TIpoaykr: Haiis® Axrurems (HUIMECYNHA) TeNb JUIA HAPYXHOTO NpuMeHeRHus, 1 %, 50

Market / Pulnok : Russia / Poccust

Batch No. / . Batch Quantity / . 23192 units /

Cepusa Ne § V240350 Pasmep cepuu 23192 eavHuL
Analytical Repoz*t No./ . 040002565791 Date of Analysis / . 24.06.2024
AHaqtuTHYecKuii oTyeT Ne JlaTa ananusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npousBoacTBa TI'ogen no

Mfg. License No. /

IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
JuneH3nsa Ne

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

Page 1l of 6 /Ctp. 1 u3 6

i‘? / Test / IHokazaTean Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, | Homogeneous, transparent, colorless to

colorless gel with characteristic
odor / OgHOpoAHBIA Mpo3payuHbIH
reqb  OecLBETHOro  LBeTa  C
XapaKTepHBIM 3aIlaxoM

pale-yellow gel with characteristic odor /
OpHOpoaHBIM TMpO3pauyHBId  TIeib OT
OecrBeTHOrO 10 6JIEAHO-KEJITOTO LIBETa
C XapaKTEepPHbIM 3aMiaxoM

2. Identification / UnenTudukanns

a) HPLC / BOXX

Complies as prescribed /
CooTBeTCTBYET TpebGOBaHUIM

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>kupaHus
OCHOBHOT'O IIHKA Ha XpOMAaTOTpaMMe

UCTIBITYEMOrO ~ PacTBOpa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
yOep>KMBaHHs OCHOBHOTO IHKa Ha
XpoMaTorpamme pacTBopa
cTaHaaptTHoro obpasua HHMeCYJMIa
(paznmen «KonnuecTpeHHOE
onpeneneHue»)

Remarks : The Product conforms to ND/

ITpumeuanue: [TpoaykT coorBercTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IMToaroroBneno: Ankit

/f,\ _/’Higaeyeﬁo: Vijay Thakur

Checked by /

m

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykoeoautens
Manoj Kumar ;

Reprint Date /
Harta: 24.06.2024

Reprint Date /
Jlara: 24.06.2024

Reprint Date /
Jlara: 24.06.2024

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email:

CIN: L85195AP1S84FPLC0O04507
www.drreddys.com

maii@drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Dr. Reddy's Laboratcries Ltd,
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoayxr: Haiis® Axtusrens (HIMECYIHA) renb UL HAPYKHOrO NpuMeHeHHs, 1 %, S0

Market / Ptiok : Russia / Poccus

Batch No. / . V240390 Batch Quantity / . 23192 units /

Cepus Ne Pa3smep cepun 23192 egunuy
Analytical Repovrt No. / . 040002565791 Date of Analysis / . 24.06.2024
AHajuTHYeCKHii oTueT Ne JlaTta aHanu3za

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npou3BOACTBA I'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3 npoeenen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 2 u3 6

b) UV spectrophotometry / Y-
CEeKTPOOTO METPUSL

Complies as prescribed
CooTBeTcTBYET TPEOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrp
NOTJIOUWIEHH HCIBITYEMOTO pacTBOpa
IOJDKEH UMETh MaKCHMYM IOTJIOIICHUS
npu 3975 M

3. | Weight of package contents / Slg/5Slr According to Rus. Ph. / B cooTBercTBHH
Macca cogepKkuMoro ¢ TpeboBanusiMu I'® PO
YIAKOBKH

4. | pH 3.26 2.5t04.5/0t12,5 n04,5

5. | Viscosity / BaskocTts 962.5 centipoise / 400 to 1,200 centipoise /

962.5 canTumnyas Ot 400 no 1200 canrumyas
6. | Impurities / Ilpumecn
i. | Impurity C/ Not detected / He oGHapyxena Not more than 0.50 % /
TIpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / ne oGHapyxeHa Not more than 0.50 % /
Ipumecs D He 6omnee 0,50 %

iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jlrobas ppyras npumecsd He 6onee 0,50 %

Remarks : The Product conforms to NI/
IIpumeuyanne: [TponykT cooTBeTcTBYET TpeboBanuam H/I

Conclusion : APPROVED /
3axaouenune: OJOBPEHO

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

IToxrororneno: Ankit —~| Ilpoeepeno: Vijay Thakur OnobpeHo: Menemxkep / PykosoauTtess
7 Manoj Kumar '

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.06.2024 Jara: 24.06.2024 Hara: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1S84PLC004507

www.drreddys com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!IA
Tel : 491 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Haiis® AxtuBrens (HuMecysimi) refb M HAPY#HOro npumencHud, 1 %, 50 r

Market / Pritok : Russia / Poccus

Batch No. / . V240390 Batch Quantity / ; 23192 units /

Cepusa Ne Pa3mep cepumn 23192 enuHuL
Analytical Repovrt No./ . 040002565791 Date of Analysis / . 24.06.2024
AHaauTuveckuii oTyer Ne JaTta anaanza

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npon3BoacTBa Topen go

Mfg. License No. /

IIpousgoacrBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nunen3us Ne

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

Page3 of 6/ Ctp. 3136

iv. | Total impurities / 0.0339% Not more than 1.50 % /
Cymma npumecei He 6ouee 1,50 %
7. | Microbial purity* / MukpoOHo1oruyeckas 4ucrora*

1. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
Ob61ee ynco a3poOHBIX MHKPO- He 6onee 100 KOE/r
OpraHM3MOB

ii. | Total Combined Yeast and NA Not more  than 10CFU/g [/
mould count / Ob1iee urncio He 6onee 10 KOE/r
IPOOKEBBIX M IUIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrcTBUe B 1 T
iv. | Staphylococcus aureus NA Should absent in 1 g/
OrcyrctBHe B 1 T
8. | Assay/KoumyecTBeHHOe Onpeaeenne

Remarks : The Product conforms to ND/
Ipumeuanue: [IpogykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVYED /
3akmouenue: OJIOBPEHO

Prepared by /
IMoaroroeneno: Ankit

A

Checked by /
[Mposepeno: Vijay Thakur

/)‘D/

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoaurens
Manoj Kumar i

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Hara: 24.06.2024

Reprint Date /
Hara: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1584FLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

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

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® AkTuBrens (HUMECYIHN) refb I HApYXKHOTo MpUMeHeHus, 1 %, 50 r

Market / PriHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23192 units /

Cepus Ne : V240390 Pazmep cepum 23192 enuHuLL
Analytical Repovrt No. / . 040002565791 Date of Analysis / . 24.06.2024
AHaJIHTHYECKHii oTUeT Ne JaTta ana;ju3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npousBoacTBa I'oneH no

Mfg. License No. /

IponspoacTBeHHAasi : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT™-RU)
JIMLeH3Us1 Ne

Analysis performed according ND / Ananu3 npoeeaen no HJ: JIIT-Ne(001336)-(PI'-RU)-251022

Paged4 of 6/ Ctp. 4 uz 6

Nimesulide /
Humecynun

9.83 mg/9.83 Mr
(98.3 %)

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

OT 9,0 MI' 1O 11,0 Mr C13H12N205S
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMHWHAJIBHOT'O cofiepxKaHus) B 1 r rens

9. | Dimethyl sulfoxide /
.| AumeTniacyabQoreny

101.4 %

90% to 110% of C:HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HeOS
(numetuncyabGOKCHA) OT
HOMHHAJIBHOT'O COAEPIKaHH

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. / [To 50 r B TyOy u3
JaMHHUPOBAHHOIO ANTIOMHHHUS, CHaOXEHHYIO MeMOpaHOH Ui KOHTpOJA
nepBoro BCkphiThs. Kaxnyio TyOy BMecTe ¢ HHCTPYKLHEH 10 MEAULIMHCKOMY
MPUMEHEHHUIO TIOMEINAIOT B Ma4YKy KapTOHHYO.

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

*[IokazaTeanh MOXKET OTCYTCTBOBATH B cepTHHKATE aHAJINH3A Npon3BoauTes. IlpoussoauTesin
rapaHTHPYeT KAa4eCTBO Npenapara mo 3THM I0Ka3aTesaM.

Remarks : The Product conforms to ND/
ITpumeuanne: ITpoaykT cootBeTcTBYeT TpeboBanuaM HJJ

Conclusion : APPROVED /
3akmwuenue; OJOBPEHO

Prepared by /
IMoarorosieHo: Ankit

i

?QBGPSHO: Vijay Thakur

Checked by /

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykosoauTens
Manoj Kumar

Reprint Date /
Hara: 24.06.2024

Reprint Date /
JlaTta: 24.06.2024

Reprint Date /
Jara: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 490C 2999, Email: mai!@drreddys.com

CIN: L85195AP1984FLC004507
www.drreddys.com




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratcries |td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOPHUKAT AHAJIN3ZA

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

IMpoaykr: Haiis® Axtuerens (HUIMeCyIHN) reib JUIsS HApyXHOTo npuMeHeHus, 1 %, 50 r

Market / PolHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23192 units /

Cepust Ne AL Pasmep cepun © 23192 epuunn,
Analytical Report No./ . 040002565791 Date of Analysis / . 24.06.2024
AHAJINTH4YeCKHii oTueT No JlaTa ananu3za

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTta nmpou3BoacTBa TI'ogeu oo

Mfg. License No. /

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

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

PageSof 6/ Ctp. 5mn3 6

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

Nimesulide / Humecynun

API manufacturer batch number /

npouzpoaurens I'JIP:

Homep cepun nponssogutens APC: NMS/13121237
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHE FERA00267

API Manufactured by & country /
IIpon3soautean APC, crpana:

Aarti Drugs Ltd., India /
Aaptu Hparc JItn., Mugus

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

Release site /

HanmeHoBaHHe, agpec H HOMEP
JIMOEH3HH IJIOIANKH,
oCyIecTBASIIOIEeH
MPOU3BOJCTBO/KOHTPOJIbL
xadecTBa/Bblyck I'JI® /

Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pepun’c Jlaboparopuc JIta., Hanus,
[IpouszBoacTeeHHOE NoApazaeneHne-6, Bumnamk Kxoos,
Hanarapx Poyn, bannu, Conan Juctpukr, X.I1. 173205,
Hupus (JIunenszus 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 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».

Remarks : The Product conforms to ND/

ITpumeuanne: IIponykr coorsercTBYeT TpeboBanusm HJ|

Conclusion : APPROVED /
3axmouyenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoantens
Manoj Kumar 4 &

IMoaroroeneno: Ankit /A | Iposepeno: Vijay Thakur

Reprint Date /
Jara: 24.06.2024

Reprint Date /
Hara: 24.06.2024

Reprint Date /
Hara: 24.06.2024

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

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1S84FLCD04507
www.drreddys.com




® Dr. Reddy's Laboratories Ltd.
& Formulaticn Unit-6
Dr. Reddy’s ".. Vill. Khol, Natagarh Road, Baddj
¢ Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUHO®HUKAT AHAJIN3A

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

Mpoayikr: Haiiz® Axtusrens (Humecysiia) rensb ans HapykHOro npivenenus, 1 %, 50 r

Market / Poliok : Russia / Poccus

Batch No. / . V240390 Batch Quantity / . 23192 units /
Cepus Ne Pa3zmep cepun 23192 enuHuL
Analytical Repo:'t No. / . 040002565791 Date of Analysis / . 24.06.2024
AHaauTHyecknii oTueT No Jarta ananausa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npon3BoaCcTBa TI'open no

Mfg. License No. /

IIpousBoacTBeHHASs! : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)
JHLeH3us Ne

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

Page 60of 6/ Crp. 6 u3 6

3akia04yeHne 0 cooTBeTcTBHM: «HacTosIuM s MOATBEPXKIat0, YTO IPUBENCHHAs BhIIIe HHPOPMaNUsI SBISETCS
IOCTOBEpHOH W TOUHOH. DTa cepus NPOLYKUUH IIpou3BeJeHa (BKIIOYas YIAaKOBKY (MapKHPOBKY) M KOHTPOJIb
KayecTBa) Ha BBIIICYKa3aHHOM IPOM3BOACTBEHHON IuTolNanke (IUIOMIaJKax) B IIONHOM COOTBETCTBHH C
TpeboBanusMu [IpaBun Ha/uiexamel IPou3BOACTBEHHON NpakTUKU EBpa3suicKkoro 3kOHOMHYECKOTo coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi0ps 2022) u TpeOOBaHUSAMHM KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX
CpEelCTB, a TAK)XXE B COOTBETCTBHH CO CIEIUPHUKAIMIMU, COOCPKAIMUMUCS B PErUCTPAllMOHHOM JOCHE CTPaHbI-
UMIIOpTepa. 3aluCH [0 IPOU3BOIACTBY, YIAKOBKE M aHAIW3y IIPOBEPEHBI, U YCTAHOBICHO HX COOTBETCTBHE
tpeboBanusM I IpaBun Hagnexarmel IPoOU3BOICTBEHHOM IPaKTUKH EBpazuiickoro 5KOHOMUYECKOIO COFO3a».

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

IIpumeyanne: IIpogykr cooTreTcTBYET TpeboBanusamM HJI 3axmouenne: OJJOBPEHO

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

Iloproropneno: Ankit ' I[Nposepeno: Vijay Thakur Ono6peHo: Menexep / PykoBoauTenb
/4/ -~ Manoj Kumar a Pfa

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.06.2024 Jarta: 24.06.2024 Hata: 24.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1S84PLCD0O4507
www.drreddys.com




