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

Vill. Khol, Nalagarh Road, Bad di,
Distt. Solan, H.P., 173 205, INDJA
Tel : 91 98166, 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUGUKAT AHATIU3A

Product: Nise gel 1%, 100 g

Ipoaysr: Haiis™, rens juis Rapy:kHOIo npuMereHdna 1%, 100 r

Market / Prinox : Russia / Poccus

Batch No. / . V250101 Batch Quantity / _ 11772.000 uniis /

Cepus Ne i Pazmep cepun * 11772.000 eauHHLL
Analytical Repo:’t No./ . 040002808126 Date of Analysis / ¢ 12.02.2025
AuaauTHyccknil oTuer No Jata anagu3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

JlaTa npou3soacTBa Topen o

Mfg. License No. /

[Ipou3BogcTBeHHAR : MNB/05/263 MA number: / Homep PY  : JITTI-Ne(001198)-(PT-RU)
JRuensnn Ne

Analysis performed according ND No / Anasns nposenen no HIL Ne: JITI-Na(001198)-(PT-RU)-290323

[Ne | Test/ IloxazaTens

|Result / PesyabTaTsr

Specification / Hopma

1 Appearance / Onncanne

cBOOONMELA OT MOCTOPOHHHX YaCTHlL,

Clear homogenous light yellow gel, free
from particulate matter / OnHopoaHbIf
npo3padHbiil reflb CBETIO-KEITOrO LBETA,

Clear homogenous light
yellow to  yellow gel, free from

particulate matter / OnHOPOAHBIH PO3pauHbLY|
reflb OT CBET/IO-KENTOrO A0 IKEJNTOro LBCTA,
CBOBOJIHEIN OT NOCTOPOHHHX YaCTHLL.

2 Identification by HPLC /
Haesrnpukanns (BIXKX)

TpeboBaHHAM

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
peak in the chromatogram of nimesulide
reference standard solution (section Assay). /
[BpeMsi yAepXMBAHHS OCHOBHOTO IHMKa Ha
XpoMarorpaMMe  HCMbITYEMOrO  pacTBopa
TOMKHO COOTBETCTBOBATD BpeMeHH
YACPKHBAHIS OCHOBHOTO HiKa na
XPOMATDrpayMe  pacTBopa  CTAHAapTHOTO
olpasua HUMECY/THAA (pasgen
«(OMHHECTRCHHOE ONpPEeAC/IEHHE)

| | —
53 [Weight of package
lcontents Macca
COJepKUMOTO YINAKOBKH
|

101 g/ 10l r

‘According to the requirements. Not less than |
100 £/ B cootBeTcTBUM C TpeboBaHuAMH. He
menee 100 r

Remarks : The Product conforms

to ND/

IIpumeuanwue: IIpoaykT coorsercTByeT Tpebosannsm HJT

Conclusion : APPROVED /
3axmovenne: OJOBPEHO

Prepared by /
ITonrorosneHo: Santosh Kumar

Maurya %

Checked by /
ITpogepeno: Pardeep Kumar

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

Amit Kumar A
o

Reprint Date /
Hara: 12.02.2025

Reprint Date /

Jara: 12.02.2025

Reprint Date /
Hara: 12.02.2025

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

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHATTU3A

Product: Nise gel 1%, 100 g

[Mpoaykr: Haitz”, cens ana wapykHoro npumenrenus 1%, 100 r

Market / PriHok : Russia / Poccus

Batch No. / . V250101 Batch Quantity / . 11772.000 units /

Cepna N ; Pazmep cepun * 11772.000 eannHL
Analytical Repovrt No./ . 040002808126 Date of Analysis / . 12.02.2025
AHaIHTHYECKHIT oTHeT Ne - Jlata anausa

Date ofManufacture / . 01/2025 Date of Expiry / . 12/2027

Jlara nipon3IBoACTBA Topen o

Mfg. License No. /

IMponzeoacTBEHHAR : MNB/05/263 MA number; / Homep PY  : JI[1-Ne(001198)-(PI-RU)
nuucHznn Ne

Analysis performed according ND No / Ananus nposenen no HJL Ne: Jif1-Ne(001198)-(PI'-RU)-290323

4 pH

5.4

4.6106.0/01 46 1o 6,0

5 Related substances /PogcrBennble DpuMech

1) Impur—ify A/ Tlpumechb A
2) Impurity B / Ilpimecs B

3) Impurity C/ [Ipumecs C

4} Impurity D / IIpiimMecs D
5) Impurity E / IlpuMece E
6) Impurity F / ITlpumecs F

7) Highest Unknown
Impurity / Exnanunas
HeUaeHTHOHLUHPOBAHHA
4 IpHMech

8) Total impurities /
Cymma nipumMeceit

1) Not detected / ne obHapyxcHa
2) Below LOQ (LOQ = 0.04 %) /
Huxe npenena xony4ecTBEHHOrO
onpeaencHus (IIKO = 0.04 %)

3) Below LOQ (LOQ = 0.04 %) /
Huske npenesia kONHUECTBEHHOI'O
onpeaenenns (IIKO = 0.04 %)

4) Not detected / He o6HapyskeHa
5) Not detected / He obHapyxkena
6) Not detected / He oOHapyxeHa

7) Below 1,OQ (LOQ = 0.1 %) /
Husxe npenesna KOMHYECTBEHHOTO
onpenenenns (ITKO = 0.1%)

Below LOQ / Hwke npeaena
KOJIHYECTBEHHOTO ONpPEJICIEHH!S

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

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

4) Not more than 0.2 % / ne 6onee 0,2 %
5) Not more than 0.2 % / ne 6onee 0,2 %
6) Nol more than 0.2 % / He Gonee 0,2 %

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

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr coorBetcTBYET Tpebosanusm HI

Conclusion : APPROVED /
3Zakmoyenne: OJOBPEHO

Prepared by /
IToarorosnexo: Santosh Kumar

Maurya %

Checked by /
Mpoeepeno: Pardeep Kumar

Al

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

Al Kumar N
/\/ o

Reprint Date /
Hara: 12,02.2025

Reprint Date /
Hata: 12.02.2025

Reprint Date /
Jara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4300 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHATIU3A

Product; Nisc gel 1%, 100 g

M poayskr: Hais™, reas uia HapysHoro npimMeHeHus 1%. 100 T

TIpou3BoacTBCHHAS
aunenszua Mo

Market / Porsox : Russia / Poccus
Batch No. / . V250101 Batch Quantity / . 11772.000 units /
Cepun Ne ' Paimep cepiu © 11772.000 eantiin
Analytical Repo_rt No. / . 040002808126 Date of Analysis / . 12.02.2025
AunaiiTiaaecknii oTder No Jlara aHaAM3a
l?nte of Manufacture / . 01/2025 Date of Expiry / . 1212027
JnTa npoHisoicTBa |T'ogen po
Mfg. License No. / |
: MNB/05/263 IMA number: (Homep PY JI[I-Ne(001198)-(PI-RU)

|

Analysis performed according ND No / Auajiu nposenen no HL Ne: JITI-Ne(001198)~(PI'-RU)-290323

6 iM icrobial contamination / MEKpoGHOAOTHYCCKAA YHCTOTA™
[Total aerobic microbial
lcount / Ob11iee KONYECTBO |
CHZHECTIOCO0HBIX ; NA }N’ot more than 10” CFU/g /
aspaBHbIX : EHc donee 107 KOE/r
MITKPOOPraniamMoB ;
Total combined NA Not more than 10’ CFU/g/
veasts/molds count / He 6onee 10' KOE/r
O6lLiee YICN0 JPOKKEBBIX :
1 TLIECHEBBIX rpuboB | ,
Pseudomonas aeruginosa NA Absent in 1 g/ OtcyrcTBre B 1 T !
iStaphylococeus aureus - NA IAbsent in 1 g/ Orcyreranelr J
7 |Assay / Koanuectsennoce 10.18 mg / 10.18 Mr 9.0 to 11.0 mg of Ci3HN:Os8 (nimesulide) |
lonpenenenne per 1 g of the product. /
[ Or 9,0 go 11,0 mr C13H12N0sS (unmecyia)
| 8 11 penapara |
8 Package / ¥nakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a carton. /
[10 100 r B Ty0y H3 TaMHHHPOBAHHOTO AIOMUHNA, cHabXeHHYIO0 MEMOpaHoR s
KOHTPOI5 1EPBOTO BCKPhITHA. 1o 1 Ty6e B MayKy KapTOHHYO C AHCTpYKUMEH 110
NpUMEHEHHIO (IACTKOM-BKIAIBILIEM).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

M pumeuanue: [lpoaykt cooTBeTcTByeT Tpebosanmam HI

Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrotosneuo: Santosh Kupar [Tposepeo: Pardeep Kumar Ono6peno: Menemxep / PYKOBOAHTEND
Maurya Amit Knmar e

~— =l S
Reprint Date / Reprint Date / Reprint Date/
Hara: 12.02.2025 Jlara: 12.02.2025 JaTa: 12.02.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Do Dr. Reddy's Laboratories Ltd.
Dr. Reddy,s ‘... Formulation Unit-6
2 vill. Khal, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, INDIA
Tel : 91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

Product: Nise gel 1%, 100 g
Mpoaykr: Haits®, res 418 HAPY/RHOTO MPHMEHEHHA 1%, 100

Market / PeiHox : Russia / Poccus

Batch No. / . V250101 Batch Quantity / . 11772.000 units /

Cepns Ne = Paamep cepui * 11772.000 eansni
Analytical Repourt No./ . 040002808126 Date of Analysis / . 12.02.2025
AHAnHTHYeCKHA oT4yeT Ni Jara anann3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

Jlara nponsBoIcTEa Tonen ao

Mfa. License No. /

ITpoussoacTBeHHAS : MNB/05/263 MA number: / Homep PY JITT-Ne(001198)-(PI'-RU)
auuenzna Ne

Analysis performed according ND No / Anaairs nponeiet no 1171 Nez JTFE-Ne(001198)-{(PI-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. /
* TIpOBOMMTCH MPOHIBOAWTENEM MPH BEITIYCKE NEPHOLRYCCKI (C HHTEPBANOM  ORHO HcrbITaHMe Ha 20 cepuii wiK He MeHee 1
paza 8 ro). Tokasarens MoskeT GhiTh He BKIOEH B CEPTHNKAT anaiza wpmsr.

API name (INN) / A®C (MHH): Nimesulide / Humecymia
API manufacturer batch number / MS-1A-243030-M1
Howmep cepin nponssoaurens ADC:
FP Manufacturer API Batch number / FERA00716
Homep cepri eyieTaHINH MPOM3BOJHTEA JId:
API Manufactured by & country / ) Mangalam Drugs and Organics Ltd., India /
Tponssomnieiu APC, vrpamna: Manranam Jpars sug Oprannske Jita, Hnnaua
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Name, address, authorization No for ~ FP Solan (HP) 173205, India (License No MNB/05/263 /
manufacturing site / Control site / Relcase site / [TpousBoacTBEHHOE noapasaenenne-6, Brunampk Kxos,
HauMeHOBaHHE, aApec H HOMEP JIHIEH3HH Hanarapx Poya, Baqun, Conan JIucTpuKT, X.JI. 173205, Unpusa
JIOWAAKH, OCYLIECTBAAOEI] (JInuensys Ne MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumedanue: [IpoLYKT COOTBETCTBYET TPEOOBAHNAM HJT 3axmodenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TMoarorosnero: Santosh Kumar [Tposepero: Pardeep Kumar Opobpeno: Menemxkep / PykoBoAHTEIE
Maurya (2) : Amit Kumar s
Reprint Date / Reprint Date / Reprint Date /
Hara: 12.02.2025 Jara: 12.02.2025 Jara: 12.02.2025

Registered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




®o b Dr. Reddy's Laboratories Ltd.
Dr. Reddy,s ‘... Formulation Unit-6
= Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
T2l :91 95166 56CC1-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATTUSA
Product: Nise gel 1%, 100 g
Mpoayer: Haiia”, rens i HapyaHoro npuMencnns 1%, 100c - o
Market / PuiHOK : Russia / Poccus
- —

Batch No. / . V250101 Batch Quantity / _ 11772.000 units /
Cepns No ) Pasmep cepust " 11772.000 epuHpn,
Sl L Gun : 040002808126 Date:of Analysis / . 12.02.2025
AnanuTuueckiii oTyer Ne Jlara avanusa -
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
JlaTa NpoRsBOACTBA Coaen xo
Mfg. License No. /
IIpou3BoacTECHHAN : MNB/05/263 MA number: / Homep PY : JlH—Ne(OOl}%)-(PI'—RU)
snuening Ne | i

Analysis performed according ND No / Anaans nposeicH no HIL Ne: JlI'I-Na({i{il193_)-{-PF-RU]-290323

Declaration of certification: «I hercby 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».

BaKToueHe 0 COOTBETCTBUH: «HacToswum A MOATBEPXAalo, 4TO NPUBEEHHAA BHILIE MHPOPMALIMA ABIIAETCS
JOCTOBEPHOM M TOUHOH. DTa cepnst MPOAYKLMM Npou3BefeHa (BKIIOHAA YIIAKOBKY (MapKHpOBKY) M KOHTpPOJb
KauecTBa) HA BbIEYKA3aHHOH MPOM3BOACTBEHHON miowaake (MUIOW@akax) B TOJNHOM COOTBETCTBHM C
TpeGopannsmu [IpaBui HajanexauieH MPOM3BOACTBEHHOW MPAKTUKM EBpasuiickoro sKoHoMHueckoro cotoza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cedrs6ps 2022) ¥ TpeGOBaHMAMH KOHTPOIIS Ka4eCTBa JIEKapCTBEHHLIX CPENCTE,
a TaKk/Ke B COOTBCTCTBHM CO CIELU@HIALIIMIA, COAEPKAMIHMHCA B PETHCTPALIMOHHOM N0Che CTPAHLI-UMITOPTEpA.
3anucH 110 IPOH3BO/ICTBY, YNAKOBKE 1 aHAU3Y NPOBEPetibl, H YCTAHOBJICHO UX COOTBETCTEHE Tpebosannsam Ilpaun
Haznexatieil poU3BOACTBEHHON MPAKTUKH EBpasnickoro 3KOHOMHYECKOTO COL03an.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeyanue: [Ipoxykr cooreetcTByet TpeboBatnsm HII 3axmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TlogrorosneHo: Santosh Kg’ar TIposepeno: Pardeep Kumar OnobGpeno: Menemiep / I;y/xgsonmenb
Maurya { Amit Kumar /\(/.- 3

Reprint Date / Reprint Date / Reprint Date /

Jata: 12.02.2025 Hara: 12.02.2025 Jara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 51 40 4900 2900, Fax: 91 40 4900 2999, Email; mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




