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

Dr.Reddy’s €5¢ Form |
r. e dys .. Viil. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPHUKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykt: Haiiz® Axtusrens (HHMECYIIH) refib [Uls HAPY/KHOTO npuMeHeHns, 1 %, 100 r

Market / PhiHoK : Russia / Poccun

Batch No. / . V240499 Batch Quantity / . 11880.00 units /

Cepus Ne ) Pa3zmep cepun * 11880.00enuHnL
Analytical Repovrt No./ . 040002601571 Date of Analysis / . 24/07/2024
Anaauruueckuit oraer No JlaTta ananusa

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

JaTta npou3BoacTBa TogeH 10

Mfg. License No. /

ITpouszBoacTBeHHasR : MINB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI™-RU)
JuueHsnsa Ne

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

Pagel of 5/Ctp. 1 m3 5

No

/ Test / llokazaTens Result / PesyabTart Specification / Hopma

Ne

1. | Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OAHOPOAHBIA NpO3pavHBIA renb OpHoponHblif  MNpo3payHbld  renp  OT
0JIeIHO-XKeNTOTO LIBETA C HeciiBeTHOro 10 ONEIHO-KENITOro LBETa
XapaKTEePHBIM 3a11aX0M C XapaKTepHBIM 3aMaxoM

2 Identification / UnenTuduxanus

‘layHPLC / BOXX Complies as prescribed /| The retention time of the main peak in
CootBeTcTBYeT TpeOOBAHUAM 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:kvuBaHus
OCHOBHOTO TNHMKa Ha XpOMAaTOrpaMMe
HCIIBITYEMOrO ~ pacTBopa JIOTDKHO

COOTBETCTBOBATH BpEMEHH
yOep>KMBaHUS OCHOBHOTO TNHKA Ha
XpoMaTorpamme pacTBOpa
cTaHfapTHoro obpa3ua HuMecyaIuia
(pasnen «KonuvectseHHOE
OTpeAeTICHUE»)

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

IIpnmeuanue: Ilpoaykr coorsercTByet TpeboBanusam HJL 3akawuenne: OJOBPEHO

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

[Tonrororneno: Santosh Kuma [Tpoeepeno:Pawan Kumar OpobpeHo: Menemxep / Pyxosoaurens

Mautya @— [’ Mang| Iumar >

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.07.2024 Jara: 24.07.2024 JaTa: 24.07.2024

Registered Cifice: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
fel: #9140 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: LS5195AP19SAPLCND4507
wwydrreddys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND|A
Tel 1491 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykt: Haii3® AxtHBresns (HAMeCYHa) reb 1A HApy#AHOTo npimenents, 1 %, 100 ¢

Market / PbiHOK : Russia / Poccust

Batch No. / . V240499 Batch Quantity / . 11880.00 units /

Cepusi Ne ) Pazmep cepuu * 11880.00eguHHL
Analytical Repovrt No./ . 040002601571 Date of Analysis / . 24/07/2024

AHaJIMTHY ECKHI oTyeT Ne Jlara anaausa

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

JaTa npou3goacTsa I'open oo

Mfg. License No. /

Ilpon3BoaACTBEHHAS : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT-RU)
Juuensust Ne

Analysis performed according ND / Ananus nposeaes no HJL: JIIT-Ne(001336)-(PI'-RU)-251022

Page 2 of 5/Ctp. 2 u3 5

h) UV spectrophotometry / Y-
CEeKTPoPOTO METPHS

Complies as prescribed
CooTtBeTcTBYET TpEOOBaHNAM

IV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnektp
HOTJIOIIEHHS. HCIIBITYeMOro  pacTBopa
JOJDKeH UMETh MaKCHMYM MOTJIOLICHHUA
npu 397+5 HM

950 cantumnyas

3. | Weight of package contents / 10t g/101r According to Rus. Ph. / B cooTreTcTBHU
Macca coaepxHumMoro ¢ TpebopanusiMu ['® PO
YIAKOBKH

4. | pH 3.28 25t04.5/01t2,5 n04,5

5. | Viscosity / BazkocTb 950 centipoise / 400 to 1,200 centipoise /

Ot 400 go 1200 cantunyas

6. | Impurities / Ilpumecn

i. | Impurity C/

ITpumecs C

it | Impurity D/

ITpumecs D

ii | Any other impurity /

i. | Jlrobas gpyras npumMech
i | Total impurities /

v. | Cymma npumMeceit

Not detected / He 06HapyxeHa

Not detected / He oGHapy»3eHa

0.04%

0.07%

Not more than 0.50 % /
He Gonee 0,50 %

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorBercTByeT TpedoBanusm HJJ

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

Prepared by /
INoarorosneno: Santosh Kumar@(
Maurya wr

Checked by /
Ilpoeepeno:Pawan Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykoponutesb

Manoj Kumar ‘\;;_J.L//(_
IV U

Reprint Date /
Jara: 24.07.2024

Reprint Date /
Jara: 24.07.2024

Reprint Date /
Hara: 24.07.2024

Registered Cflica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +G1 40 4900 2995, Ernail: maii@drredadys.com
CilN: L85195AP19S4PLCOD4507

wavvLareeddys. com




Dr.Reddy’s Q’:’

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIMU3A

wwiv.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
MpoaykT: Haii3® AxkTurens (HAMECYJIH) renb [ HApYXKHOrO NpuMenenus, 1 %, 100 r

Market / Pbinok

: Russia / Poccus

Batch No. / Batch Quantity / '11880.00 units /

1 V240499 :
Cepus Ne Paszmep cepun 11880.00¢e nyHHY
Analytlcal RepO}‘t No./ ) . 040002601571 Date of Ana‘lys1s / . 24/07/2024
AHaqMTHYeCKMI oTUeT Ne Jara anaausa
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026
Jara npou3BoacTBA TIonen 0o
Mfg. License No. /
IMpouseoacTBeHHAsN : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JHuLeH3ust No

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

Page3 of 5/Ctp. 335

7. | Microbial purity* / Mukpo6uosornieckas IHCTOTA*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob1ee Yncno aspodHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii | Total Combined Yeast and NA Not more  than 10 CFU/g  /
mould count / OGiiiee 4ncnio He 6omee 10 KOE/r
JPOXCKEBBIX U MECHEBBIX
rpuboB
ii | Pseudomonas aeruginosa NA Should absentin 1 g/
i. OtcyrcTeue B 1 1
i | Staphylococcus aureus NA Should absentin 1 g/

OtcyrcTRHe Bl T

Assay / KosinyecTBeHHOe onpeaesieHue

Nimesulide /
Humecynun

9.98 mg/9.98 mr
(99.8 %)

9.0 mg to 11.0 mg of C13H12N2058
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Or 9,0 MI" 10 11,0 MrIr C13H12N2058
(mmumecynun) (ot 90,0 % no 110,0 % ot
HOMMHAJIBHOTO coaepanus) B 1 I rens

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykr coorsercTByer Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Hara: 24.07.2024

Hara: 24.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarortoeneno: Santosh Kumar IIpoeepeno:Pawan Kumar Onobpeno: Menemxep / Pykoroauresnn
Maurya @__ ’% Manoj Kumar M’L‘—C
Reprint Date / Reprint Date / ' Reprint Date /

Jara: 24.07.2024

Registerad O

P

237, Poad No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

LE. O=L~0

Tel: 491 4G 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCCO4507

wwyv.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Hpoaykr: Haiis® AkTuBrens (HUMeCYNMA) refb A HApYKHOro npuMeHenus, 1 %, 100 r

Market / Peinok : Russia / Poccust

Batch No. / . V240499 Batch Quantity / . 11880.00 units /

Cepus Ne ) Pasmep cepum " 11880.00enmunL
Analytical Repovrt No. / . 040002601571 Date of_Anz{lAys1s / . 24/07/2024
AHanmrndeckuii oTuer No JlaTa aHaJ/in3a

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

JaTa npou3BoAcTBa I'open no

Mfg. License No. / -
IIponsBoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JHI-Ne(001336)-(PI™-RU)
AuneH3us Ne

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

Page 4 of 5/ Crp. 4u3 5

9. | Dimethyl sulfoxide /
JduMeruncyasdorena

101.0 %

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

0190 % 1o 110 % C,HsOS
(numetuncynsdokcua) ot
HOMMHAIBHOI'O COAEPKAHUS

Jn

Package / YnaxoBka

100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / I[To 100 r B TyOy u3
JAMUHHUPOBAHHOTO ANIIOMHHMS, CHaO)XXeHHyr0 MeMOpaHOH [Jd KOHTpOs
nepBoro BekpsiTHi. Kaxcryio TyOy BMecTe ¢ HHCTPYKUHeH M0 MEAULIMHCKOMY
NPUMEHEHHIO ITOMELIAIOT B NaUKy 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.
*[lokazaTesib MOXKET OTCYTCTBOBATH B cepTudHKaTe aHAIH3A Npou3BoAHTeNs. IlponsBoauTesin

rapaHTHpPyeT Ka4ueCTBO NpenapaTta 1mo 3TuM IIoKa3aTeJIsIM.

API name (INN) / Haumenos
(MHH):

anue ADC

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu npoussoauteas ADC:

NMS/13121242

FP Manufacturer API Batch

TJ®P:

Homep cepuu cyOCTAHIIHH NPOM3BOAUTEIS

number /

FERA00269

Remarks : The Product conforms to ND/
IIpumeyanne: IIpoaykT cootBercTByet Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by /
IToaroroeneno: Santosh Kuma
Maurya

Checked by /
[Tposepeno:Pawan Kumar

G | e

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoautesns

Manoj Kumar
y é@i@ﬂ

Reprint Date /
Jara: 24.07.2024

Reprint Date / /
Hata: 24.07.2024

Reprint Date /
Hara: 24.07.2024

Registerad Cifice: 8-2-337, Road No. 3, Banjara Hills, hyderabad - 500034, Telangana, India
Tel: +91 4G 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.cem
CIN: L85195AP1984PLCO04507

wwvv.drreddys.com




Dr. Reddy's Laboratories Ltd.

‘... Formulation Unit-6

? ® Vill. Khol, Nalagarh Road, Baddi,

Dr. Reddy S e Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

www.drreddys.com

CEPTUPHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoayxr: Haiis® AxTHBrenb (RUMeCYIU) refib A1 HAPYXHOTo npumMenens, 1 %, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240499 Batch Quantity / . 11880.00 units /

Cepusi Ne ’ Pasmep cepun * 11880.00enmHuL
Analytical Repo:‘t No./ . 040002601571 Date of Analysis / . 24/07/2024
AHaguTn4ecKHuii oTyeT No Jarta aHaausa

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

JlaTa npousBoacTea T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposeaex no HJ: JIII-Ne(001336)-(PI'-RU)-251022
PageSof 5/Crp. 5u3 5

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

IIpoussonutens APC, crpana: Aaptu Jlparc JIta., Maaus

22?3;33::?’ ;r:l;(g‘(ljznattrlgln s?tI: fgeleasizi te/ Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
£ Solan (HP) 173205, India (License No MNB/05/263) /

HanMenoBanue €C H HOMeP JIMHEeH3HH
» AP °p TR I-p Peqnwn’c Jlaboparopuc Jita., Uuausa, IlponsBoacTeeHHOE
NIOMAJKH, 0CYIIeCTBISIIOLIEH
MPOH3BOACTBO/KOHTPOJIL KAa4eCTBA/BBINYCK noxpasenenue-6, Bunnamk Kxons, Hanarapx Poyx, bamm,
I“.‘J)I Y P y Conaun uctpukr, X.I1. 173205, Uuaus (JIuuenzus 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».

3axJ09eHHe 0 cooTBeTcTBHH: «HacTosimuM s moaTBEpK A0, YTO MPHBEACHHAs Bhllle HHOOPMAKS ABIACTCI
JIOCTOBEPHOM M TOYHOM. DTa cepHs MPOLYKLIHM [POM3BENCHA (BKIIOYas YIAaKOBKY (MapKMpOBKY) M KOHTDOJIb
KadecTBa) HA BBINIEYKAa3aHHOM TPOM3BOACTBEHHON IUIOmAnke (IVIOM@AKax) B IOJHOM COOTBETCTBHH C
TpebGoBanuaMy [IpaBui HajUIeXKaNIel IPOM3BOICTBEHHOM IPAaKTHKH EBpa3uiickoro 3kOHOMHYECKOro corosa (No
GMP/EAEU/RU/00554-2022 ot 02 ceutsa6ps 2022) u TpeOoBaHHAMM KOHTPOJA KadeCTBa JIEKAPCTBEHHBIX
CpEICTB, a TAKXKE B COOTBETCTBHH CO CHEIU(PUKAIUAME, COAEPKAUIUMHUCA B PETHCTPALMOHHOM NOCHE CTPAHBI-
UMIOpPTepa. 3amucH M0 TPOM3BOJACTBY, YHAKOBKE WM aHAIW3Y IPOBEPEHBI, U YCTAHOBIEHO WX COOTBETCTBUE
Tpe6GoBanusaM [IpaBui Haexael Ipou3BOACTBEHHON NPakTHKU EBpasuiiCKOro 3KOHOMHYECKOIO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuaM HJI 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh Kumar [poeepeno:Pawan Kumar Onobpeno: Menemxep / Pykosoaurens
Maurya & ~ /7 Manoj Kumar d/’(‘

4__ Oy iet
Reprint Date / Reprint Date / / Reprint Date /
Hara: 24.07.2024 Jara: 24.07.2024 Hara: 24.07.2024

MEEISIETed UNICE: B-2-337, Road No. 3, Banjara Hills, Ayderabad - 500034, Telanganz, India

Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wwiv.drreddys.com





