Dr.Reddy’s “:’

Formulation Unit-6
Vit kho, Nl
Solan

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

v Peday's Laboratories Jzd

Product: Nise gel 1%, 50 g

Ipoaywr: Haiis™, rens ais Hapy><Horo npumenenus 1%, 50 r

Market / Puinok

: Russia/ Poccus

Batch No./ . V240913 Batch Quantity / . 23530.00 units /

Cepus Ne : Pa3mep cepun " 23530.00eanuHuL

Analytical Repourt No./ . 040002768955 Date of Analysis / . 26.12.2024

AnaauTHyecKkuii orueT No Jlara ananusa

Date of Manufacture / . 12/2024 Date of Expiry / 11/2027

Jata npou3BoacTBa I'open go |
Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)

Jnnensust Ne

Analysis performed according ND No / Auaaus nmposeaen no HJL Ne: JITI-Ne(001 198)-(PI'-RU)-290323

| No lest / ITokazaTenanb

1 Appearance / Onucanue
|

[pO3pPAYHBIi Teb CBETIO-KENTOIO LBETA,
cBOOOAHBIN OT MOCTOPOHHUX HACTHULL.

Result / PesynbTaTsl | Specification / Hopma |
Clear homogenous light yellow gel, free  Clear homogenous light
from particulate matter / OnHOpOAHKIH yellow to  yellow gel, free from

particulate matter / OTHOPOAHBIA NPO3pauHbIH
rejb OT CBETHO-XKENTOro [0 SKEJTOro LBETa,
cBOOOIHBII OT MOCTOPOHHHUX YACTHIL

2 [Identification by HPLC /
Haentndpukauus (BIIKX) rpeGosanusim

Complies as prescribed / CooTBeTCTBYET

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the main
ipeak in the chromatogram of nimesulide
reference standard solution (section Assay). /
Bpemsi yaepXHMBaHHs OCHOBHOIO IHMKa Ha

XpoMaTorpaMMe  MCHBITYEMOrOo  PacTBopa
JTOJIKHO COOTBETCTBOBATH BpeMeHH
l b/nepncnsaﬂm OCHOBHOT'O Ka Ha
ixpomaTorpaMme pacTBopa  CTaHJAAPTHOTO
obpasua HHMecyNnuaa (pasuen
«KonnuecTBEHHOE Olpese/ieHne) ]
3 Weight of package 50g/50r According to the requirements. Not less than
contents Macca 50 g / B coorBercTBUM ¢ TpeboBaHuAMHU. He
COJIePXKUMOr0 YIHAKOBKH menee 50 r
4 pH - 57 4.6106.0/014,6 10 6,0

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYeT Tpebosanusam HJT

Conclusion : APPROVED /
3akmaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarororneno: Pravesh Rana [Tposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBogurenb
y Maurya Amit Kumar sl
g e
Reprint Date / - Reprint Date / Reprint Date / !
Jara: 26.12.2024 Jlarta: 26.12.2024 Jara: 26.12.2024
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Dr.Reddy’s €3¢

L —a o
ad, baddi,

BITA

Distt. Scian, |

T
Tel1+H L YRIE

G Onys,lom

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Nise gel 1%, 50 g
Mpoaywr: Haiiz", renb ans HapyxHoro npuMeHenus 1%, 50 r

Market / Poinok

: Russia/ Poceus

Batch No./ . V240913 Batch Quantity / . 23530.00 units /

Cepusa Ne : Pa3mep cepun © 23530.00eauuny
Analytical Repoyrt No./ . 040002768955 Date of Analysis / . 26.12.2024
AnanurHueckni oryer Ne JlaTra aHaau3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

|JlaTa nponsBoacTBa _|Topen no B B
Mfg. License No./

IIpou3sBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(001198)-(PT'-RU)
JnueH3ust Ne

Analysis performed according ND No / Auanus nposenen no HJL Ne: JITT-Ne(001198)-(PT'-RU)-290323 o

5

Related substances /PoacTBeHHBIE IPHUMECH

1) Impurity A / Ilpumecer A
2) Impurity B / [Tpumecs B

3) Impurity C/ IIpumecs C

4) Impurity D / IIpumecs D
5) Impurity E / [Ipumecs E

6) Impurity F / [Ipumecs F

7) Highest Unknown
Impurity / EnuHnuHas
HenneHTUGULHPOBaHHA
s IpUMeCh

8) Total impurities /

CymmMma npumMecen

Not detected / He o6HapyxeHa
Below LOQ (LOQ = 0.04 %) / Huxe
npenena KOMMYeCTBEHHOrO ONpeeIeHHs
(ITKO = 0.04 %)
Below LOD (LOD =0.01 %) / Huxe
npenena obHapyxenus (I10 =0.01 %)
0.06%

Below LOQ (LOQ = 0.07 %) / Huxe
fpejesia KOTMYECTBEHHOrO ONpeie/IeH s
(TTKO = 0.07 %)

Not detected / He obHapyxeHa
Below LOQ (LOQ = 0.1 %) / Huxe
pezesa KoJMYeCTBEHHOTO ONnpeeIeHUs
(TMTKO = 0.1 %)

0.1%

1) Not more than 0.2 % / ve 6onee 0,2 %
2) Not more than 0.2 % / He 6onee 0,2 %

3) Not more than 0.2 % / ne 6onee 0,2 %

4) Not more than 0.2 % / He 6onee 0,2 %
5) Not more than 0.2 % / e 6onee 0,2 %

6) Not more than 0.2 % / ne 6onee 0,2 %
7) Not more than 0.2 % / e 6onee 0,2 %

8) Not more than 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND/
IIpumeuanue: [1poaykr cooTBeTcTBYET TpeboBaHusAM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana L“
{

Checked by /
[TpoeepeHo: Santosh Kumar

Maurya @S

——

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTenb

. e
Amit Kumar /,/\( P

Reprint Date /
Jara: 26.12.2024

Reprint Date /
Jlara: 26.12.2024

Reprint Date / !
Hara: 26.12.2024

wrabad - SGO024,

1 o v P I
SGO024, Telanzang, inola

mailidrraddys.com




Dr.Reddy’s ‘,‘:'.

Dr Reddy's Laboratories tid.

Formulaiion Unit-5

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3IA

Product: Nise gel 1%, 50 g
Npoaykr: Haiis®, reap A5 HapyxHOro npumenenus 1%, 50 r

Analysis performed according ND No / Auanus nposeaeu no H/I Ne: JIT-Ne(001 198)-(PI'-RU)-290323

Market / Poinox : Russia/ Poccust

Batch No./ . V240913 Batch Quantity / . 23530.00 units /

Cepusi Ne i Pasmep cepuu " 23530.00eguHuUL

Analytical Repovrt No./ . 040002768955 Date of Analysis / . 26.12.2024

AnanauTHdecknii otyer Ne Jlara aHaausa |
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTta npou3BoacTsa Toaen ao

Mfg. License No. /

IlpouszBoAcTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT'-RU)

JUneH3us Ne

6 Microbial contamination / Mukpo6HoJornyeckas YucTora*
Total aerobic microbial i |
count / O6i1iee KOJIUIECTBO ! I
U3HECTIOCOOHBIX NA iNot more than 10> CFU/g / !
a9pOBHBIX He 6onee 10? KOE/r |
MHKPOOPTaHHU3MOB ! !
Total combined NA Not more than 10! CFU/g /
yeasts/molds count / He 6onee 10' KOE/r
1061LIEE YNCITO JPOXKIKEBBIX :
A MIECHEBbIX IPUOOB ‘
Pseudomonas aeruginosa NA ;Absent inl g/ OtcyrctBHe B 1 T
‘Staphylococcus aureus - NA L’szent in 1 g/ OrcyrcTBUe B 1 T -
7 |Assay / KoanuecTBeHHOE 10.09 mg/ 10.09 mr 9.0 to 11.0 mg of C,3H2N20s5S (nimesulide)
jompenesieHue iper 1 g of the product. /
Ot 9,0 1o 11,0 Mr C13H12N20sS (Humecyu)
[ B B 1 r mpenapara -
8 Package / YnmakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and |
patient information leaflet (package insert) in a carton. /
[To 50 r B Ty0y M3 JaMHHUPOBAHHOTO ATFOMHUHHS, CHAOXEHHYI0 MEMOpPaHO# 1ist
KOHTpOJIA nepBoro BCkpbiTHs. [To 1 Tybe B mauKy KapTOHHYIO ¢ HHCTPYKUKEH 10
L NpUMEHEHUIO (JIMCTKOM-BKJIaABILLIEM).

Remarks : The Product conforms to ND/
Ipumeyanue: [IpofykT cooTseTcTBYET TpeboBanusaM H/I

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarotosneHo: Pravesh Rana ) | TIposepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoauTenb
" | Maurya - Amit Kumar s S
. ‘\ =
Reprint Date / Reprint Date / Reprint Date/  V
Hara: 26.12.2024 Hara: 26.12.2024 Hara: 26.12.2024
Ragistarad O 50C0371, Talanazna, India

Tal: +¢

pailddrreddya.com
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Formulaticn Unit-o
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Distt. Solan, H.R, 173 205, INDy A
Tol: +41 98165 56001-G2
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Nise gel 1%, 50 g
Tpoayxr: Haii3®, ress anst Hapy»xHOro npuMeHenus 1%, 50 r

Market / Prinok : Russia / Poccus

Batch No./ . V240013 Batch Quantity / . 23530.00 units /

Cepus Ne ’ Pasmep cepuu © 23530.00eauuHI

Analytical Repovrt No./ . 040002768955 Date of Analysis / . 26.12.2024

Aunanutrieckuii oryer Ne JaTa aHanu3a |
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

Hara npousBoacTBa Iogen g0 B
Mfg. License No. /

IIpou3BoacTBeHHas : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT'-RU)

JuueH3ust Ne

Analysis performed according ND No / Anasus nposeaeu no HJI Ne: .Tlﬂ-Ny(flﬁ1198)-(PF-RU)-290323

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year). The

test may be absent in the in-house certificate of analysis./

* [IpOBOXMTCA MPOU3BONTENEM NPH BHIMYCKE MEPUOAUYECKH (C HHTEPBATIOM B OIHO MCTIBITaHUE Ha 20 cepuit mm He MeHee 1
paza B rox). [Tokasatent MOXeT ObITh He BKIIHOYEH B CepTHOUKAT aHaIn3a GUPMBL.

API name (INN) / A®@C (MHH):

Nimesulide / Humecynug

API manufacturer batch number /
Howmep cepun npoussoauTtea ADC:

NMS/14100698

FP Manufacturer API Batch number /
Homep cepuH cy6cTanuun npoussoaurens I'JId:

FERA00618

API Manufactured by & country /
ITpousBogutens ADC, crpana:

Aarti Drugs Ltd., India /
Aaptu [parc JIta., Unaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBanue, agpec H HOMep JTHIECH3HH
IJIOIAIKH, OCYLIeCTBIISIONIeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
ITpousBoaCcTBeHHOE MoApa3aenene-6, Bumnamk Kxons,
Hanarapx Poyxn, bagnu, Conan Juctpuxr, X.I1. 173205, Muaus
(JMuuensus 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.

Remarks : The Product conforms to ND/
ITpumedanue: IIpoaykt cooTBeTcTBYET TpeboBanusaM H/I

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

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

IToaroroBneHo: Pravesh Rana K ITpoBepeHo: Santos%umar Opnobpeno: Menemxep / l?_}i_zfoaonmenb
/ Maurya Amit Kumar Aok

Reprint Date / Reprint Date / Reprint Date / *

Jara: 26.12.2024 JHara: 26.12.2024 Hara: 26.12.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India

Tel. +21 40 4800 2390, Fax: =0

02699, Emoail: mail@diveddys.com
PLCO04ZCY

IWWWLATTeGUY3.C0m



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

@ o
Dr. ReddY’s q... Vill. Khol, Nalagarh Road, Baddi,
¢ Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Product: Nise gel 1%, 50 g
Iponyxr: Haiiz®, rexs ang HapyskHoro npumenenus 1%, 50 r

Market / Poinok : Russia / Poccus

Batch No./ . V240913 Batch Quantity / . 23530.00 units /

Cepus Ne ) Paszmep cepun ' 23530.00eauHuLn
Analytical Repoz‘t No./ . 040002768955 Date of Analysis / . 26.12.2024
AHanuTHYecKHil oTHeT Ne JlaTa anaausa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JlaTa npousBoAcTBA T'ogen po

Mfg. License No. /

ITpou3BoAcTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI-RU)
nuneH3nsi Ne

Analysis performed according ND No / Anaaus nposenen no H/L Ne: JITI-Ne(001198)-(PT-RU)-290323

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/0ueHHe 0 cOOTBeTcTBHM: «HacTodIMM A MOATBEpPXk a0, YTO NMPHUBEIEHHAs Bbille MHpOpPMALMS ABISETCS
JOCTOBEPHO# M TOYHOMN. DTa cepus NMPOAYKLHH Npou3BeleHa (BKJIOYas yNakoBKy (MapKMpOBKY) M KOHTPOIb
KauecTBa) Ha BBIIEYKA3aHHOM MPOM3BOJACTBEHHOM TUIOMAAKE (MUIONA[Kax) B IMOJHOM COOTBETCTBHHM C
Tpe6oBanuaMH TIpaBUil HaJJeXalel TPOM3BOACTBEHHON MpakTHKK EBpasuiickoro skoHOMHYeCKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6pst 2022) 1 Tpe6OBaHUAMU KOHTPOJIs Ka4ecTBa JICKAPCTBEHHBIX CPEICTB,
a TAKXKe B COOTBETCTBUH CO CrielUPHUKALMIMHU, COAEPKAUMUMHUCA B PErMCTPALHOHHOM J0Che CTpaHbI-UMIIOPTEpA.
3aITiCH 110 TIPOU3BOJCTBY, YNIAKOBKE M aHANIU3Y [IPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBUE TpeboBaHmsIM [IpaBu
HaJNIexKalueil Mpou3BOACTBEHHON MPAKTUKH EBpazuiicKOro 3KOHOMHUYECKOT0 COK03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpebopaHusM H]I 3akmouenune: OJOBPEHO
Prepared by / , | Checked by / Approved by: Manager/Executive /
IToarorosieHo: Pravesh Rana //‘ [posepeno: Santosh Kumar Onobpeno: Menemkep / Pykosoaurenb
| Maurya Amit Kumar e

> ,"A\' ;\/—___ —
Reprint Date / Reprint Date / Reprint Date/  V
Hara: 26.12.2024 Harta: 26.12.2024 Hara: 26.12.2024

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



