Dr.Reddy’s ‘,’.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Pistt. Solan, H.P., 173 205, INDIA
s +91 98166 56001-02

vrviw.drreddys.com

Product: Nise gel 1%,50 g

Ilpoaykr: Haiiz®, rens juis HapyxHoro npumeHenus 1%, 50 r
) p P

Market / PoiHOK : Russia / Poccus

Batch No. / . V250199 Batch Quantity / . 23530.00 units /

Cepus Ne ) Pa3zmep cepnu " 23530.00 equHun

Analytical Repo“rt No./ . 040002869370 Date of Analysis / . 31.03.2025

AHaautudeckmnii oryer Ne JlaTa anaaun3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

Jara npou3BoacTsa I'oaen no |
Mfg. License No. /

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

Juuenznsa Ne

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

Ne | Test/ Iloka3aresn
(1 Appearance / Onucanmne

Identification by HPLC /

]

| Result / Pe3yabTaTb

| Specification / Hopma

Clear homogenous light yellow gel, free
from particulate matter / OxHOpOIHBIH
Mpo3patHbiif reJib CBETIIO-XKENTOro LBETA,

Clear homogenous light
yellow to  yellow  gel, free  from
particulate matter / OQHOPOAHBINA NpO3payHbIii

Haentudurxanusa (BIXKX)

‘Weight of package
contents Macca
COAEPIKUMOro yNaKOBKH

pH

cBO0OIHLII OT MOCTOPOHHUX YACTHII,

TpeOOBaHUAM

Complies as prescribed / COOTBETCTBYET

Tenb OT CBETJIO-XKENTOr0 N0 JKENITOro LBeTa,
CBOOO/IHBIN OT [OCTOPOHHUX HYaCTHIL.

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). /
Bpemst yAep)XHBaHHs OCHOBHOTO THKAa Ha
XpOMAaTorpaMMe  MCIBITYEMOIO  PacTBOpa
NOJIKHO COOTBETCTBOBATE BpEMEHH
yJAepXKUBaHUS OCHOBHOTO nMKa Ha
XpoMarorpaMMe  pacTBOpa  CTaHAApTHOIO
obpasna HUMeCyHIa (paznen
«KonnuecTBEHHOE ONPEIENEHUEN)

50g/50T

5.6

According to the requirements. Not less than
50 g / B coorBercTBuM ¢ TpebopaHuamu. He
menee 50T

4.610 6.0/ 0t 4,6 00 6,0

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusaM HII

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by /
INonrorosnerHo: Santosh Kumar
Maurya

Checked by /
IIpoBepeno: Pardeep Kumar

ook

a—C

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBosiTens

Amit Kumar A L
[ =
N

Reprint Date /
Hara: 31.03.2025

Reprint Date /
Jarta: 31.03.2025

Reprint Date /
Hata: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



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, INDIA
7ol : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIU3A

Product: Nise gel 1%, 50 g

IMpoaykr: Haiis®, reqs anis HapyxHoro npumeHeHus 1%, 50 r

AHneH3ua Ne

Market / Poinok : Russia / Poccus

Batch No. / . V250199 Batch Quantity / . 23530.00 units /

Cepus Ne ) Pasmep cepuu © 23530.00 eaunni
Analytical Repovrt No./ . 040002869370 Date of Analysis / . 31.03.2025
AHaquTHYECKHI oTyeT Ne JlaTa anaausa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

Jdara npousBoacTBa T'open mo B
Mfg. License No. /

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

Analysis performed according ND No / Anaaun3s nposened no HJ Ne: JITI-Na(001 198)-(PI'-RU)-290323

5 | Related substances /PoacTEeHHbBIE IPHMeECH

1) Impurity A / Ilpumecs A
2) Impurity B / IIpumecs B

3) Impurity C/ Ilpumecs C
4) Impurity D / I[Tpumecs D

5) Impurity E / [Tpumecs E
6) Impurity F / [Ipumecs F

7) Highest Unknown
Impurity / ExuanyHas
HenaeHTHOUIMPOBaHHA
s IPUMECH

8) Total impurities /

CymMa npumeceit

Not detected / He 0OHapyxeHa
Below LOQ (LOQ = 0.04 %) / Huxe

TTKO = 0.04 %)
Not detected / He oOHapy»keHa

Below LOQ (LOQ = 0.06 %) / Huxe

(ITKO = 0.06 %)

Not detected / He oOHapykeHa
INot detected / He oOHapyxeHa

Below LOQ (LOQ = 0.1 %) / Huxe
(IIKO = 0.1 %)

Below LOQ / Huxe npenena
KOJMYECTBEHHOTO ONpele/ICHAs

npeaena KOJUIECTBEHHOI'O ONPEACIICHUA

npeaena KOJTUHIECTBEHHOTO ONPEACICHUA

npenesia KOMHYECTBEHHOTO ONPEACIIEHUS

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

3) Not more than 0.2 % / He 6onee 0,2 %
14) Not more than 0.2 % / He 601¢ee 0,2 %

[5) Not more than 0.2 % / He 6onee 0,2 %
6) Not more than 0.2 % / ne 6onee 0,2 %

7) Not more than 0.2 % / He 60nee 0,2 %

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Tponykt coorBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santosh Kumar Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosoaurens
Maurya » Amit Kumar A

]

Reprint Date /
Hata: 31.03.2025

Reprint Date /
Hara: 31.03.2025

Reprint Date /
Hara: 31.03.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":

Dr. Reddy's Lahoratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUO®HUKAT AHAJIU3A

[Product: Nise gel 1%, 50 g

Ipoaykr: Haiis®, rens aia HapyxHoro npumenenis 1%, 50 r
y Hapy

Market / PeiHOK : Russia / Poccus

Batch No. / . V250199 Batch Quantity / . 23530.00 units /

Cepns Ne : Paszmep cepun © 23530.00 exnnui
Analytical Repo“rt No./ . 040002869370 Date of Analysis / . 31.03.2025
AHanuTnyeckuii oTyer Ne JlaTta ananausa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

JlaTa npon3BOACTEA T'oxen no

Mfg. License No. /

IIpouseoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JuneHzust Ne

Analysis performed according ND No / Anajus nposeaen no H Ne: JITI-Ne(001198)-(PT-RU)-290323

6 Microbial contamination / MukpoGuoJjioruyeckas 44cToTa™

Total aerobic microbial
count / Ofluee KOJHISCTBO
PKU3HECITOCOOHBIX
@aspobHBIX
MHKPOOPraHH3MOB

Total combined
iyeasts/molds count /
|O61ee YMcIo APOKKEBBIX
1 [LIECHEBBIX rpuboB

NA Not more than 10> CFU/g /
He 6onee 10? KOE/r

NA Not more than 10" CFU/g/
He 6onee 10' KOE/r

[Pseudomonas aeruginosa NA ‘Absent in 1 g/ OtcyrctBHE B 1 T
| [Staphylococcus aureus NA LAbsent in 1 g/ OrcyrcTBHE B 1 T
7 Assay / KosiHuecTBeHHOE 10.11 mg/ 10.11 mMr 9.0 to 11.0 mg of C13H12N,0sS (nimesulide) ]
onpejejieHHe per 1 g of the product. /
IOt 9,0 1o 11,0 Mr C13H2N2O5S (HuMecynun)
. B ‘B 1 r npemapata -
8 Package / Ynakoeka 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 TY6y ¥3 JJaMHHHPOBAHHOTO ATIOMUHUS, CHAGXKEHHYIO MEMOpPaHOM s
KOHTPOJIsi IIEPBOTO BCKpbITHs. 10 1 TyGe B Mauky KapTOHHYIO ¢ MHCTPYKUHKEH 10
MpUMEHEHHIO (JINCTKOM-BKJIAIBILIEM).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

M pumeuanne: [Tponykt cootBeTcTBYET TpeboBanusM HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorossnero: Santosh Kumar Iposepeno: Pardeep Kumar Opobpeno: Menemxep / PyKOB(&lI/ITeHL
Maurya @' Amit Kumar ,

- o P
Reprint Date / Reprint Date / Reprint Date / X
Jara: 31.03.2025 Hata: 31.03.2025 Hata: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

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

. CEPTHO®HKAT AHAJIM3A

Product: Nise gel 1%, 50 g

Npogyxr: Haiis®, reas and HapyxHoro npiuMexenus 1%, 50 r

Market / Peinok : Russia / Poccus

Batch No. / . V250199 Batch Quantity / . 23530.00 units /

Cepus Ne ) Pasmep cepun © 23530.00 exunnu
Analytical Report No./ . 040002869370 Date of Analysis / . 31.03.2025
AHagauTu4ecknii oTuer Ne Jara anaansa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

Jara npoussoacTBa Tonen go -
Mfg. License No. /

IIpon3BoacTBEeHHAN : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI'-RU)
sMueH3usa Ne

Analysis performed according ND No / Ananus nposeaen no HJE Ne: JITI-Ne(001198)-(PT'-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./

* [IpOBOANTCA MIPOU3BOAMTEIIEM MPH BBIMYCKE MEPUOANYECKH (C MHTEPBATIOM B OJIHO UCMbiTaHKMe Ha 20 cepHii niH He Menee 1
paza B ron). Tlokasarens MoxeT GbITh He BKIIOYEH B cepTUdHKAT aHanusa GUpMEL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepuu npousBoguteasa ADC:

MS-1A-243030-M1

FP Manufacturer API Batch number /
Homep cepuu cyGeTannuu npoussogurens I'J1d:

FERA00716

API Manufactured by & country /
Mpouzsogutens ADC, crpana:

Mangalam Drugs and Organics Ltd., India /
Mauranam Jpar3 sug Opraduke JIta., Uaaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBauHe, aipec H HOMep JIHICH3HH
IIOIAIKH, OCYIIeCTBISIONIeH

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
I[TpouzBoACcTBEHHOE NoApasziencHue-6, Bumnamk Kxonb,
Hanarapx Poyn, bagnu, Conan ducrpukr, X.I1. 173205, Unaus
(JTuuensus Ne MNB/05/263)

S

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/
I pumeuanue: IIpoaykr coorBeTcTByeT TpeboBanusm HJ{

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Hara: 31.03.2025

Hara: 31.03.2025

Toarotosnero: Santosh Kumar IMposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoputens
Maurya é o Amit Kumar A \

- | —
Reprint Date / Reprint Date / Reprint Date / :

JHara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd .

Pe ) .
Formulation Unit-6
9 [ ]
DI'. Red dy S ‘ * Vill. Khol, Nalagarh Road, Baddi,
‘ Distt. Solan, H.P,, 173 205, INDIA

el +91 98166 56001-02
CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTHOHUKAT AHAJIM3A

Product: Nise gel 1%, 50 g

IIpoayxr: Haiis®, resis juis napyiksoro npumenenus 1%, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V250199 Batch Quantity / . 23530.00 units /

Cepus Ne Pasmep cepun 23530.00 eguunu
Analytical Repourt No./ . 040002869370 Date of Analysis / . 31.03.2025
AHaJuTHYECKHUH oTueT No B JNara ananuza

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

JlaTa npoR3BOACTBA Tlogen a0 |
Mfg. License No. /

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

|Analysis performed according ND No / Ananus nposenen no H/T Ne: JITT-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».

3akII0ueHHe 0 cooTBeTCTBHH: «HacTodmyM A MOATBEPXKIAK0, YTO MPUBEACHHAs Bbllle MHGOPMALIUA SABIAETCS
JIOCTOBEPHON M TOYHOW. JTa cepHsi MPOAYKLMM MpoM3BeleHa (BKIHOYas YNaKOBKY (MapKUpOBKY) W KOHTPOJIb
KauecTBa) Ha BBIIIEYKA3aHHOM NPOU3BOACTBEHHOH IUIOMAAKe (IMIOMAAKAX) B MMOJHOM COOTBETCTBUM C
TpeboBanuamu [lpaBuin Hajuiexallell NPOM3BOACTBEHHON MpakTHKY EBpasuiickoro SKOHOMMYECKOIO COr3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) 1 TpebOBaHUAMU KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHEIX CPEACTB,
a TAKOKe B COOTBETCTBUH CO CIENUPUKALMAMH, COAEPKAIMUMUCA B PErHCTPAIMOHHOM JOChE CTPaHBI-UMIIOPTEPA.
3amKcH 110 IPOM3BOACTBY, YIAKOBKE M aHA/IM3Y [IPOBEPEHEI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeGoBaHuAM [Tpapun
HaJJiexalieil Npou3BoACTBEHHON NPAKTUKH EBPa3uiiCKOro 5SKOHOMHYECKOro COr03ay.

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

pumeuanne: [Ipoaykt cooTBeTcTBYET TpeboraHusm HI 3akmouenue: OJOBPEHO

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

IMoaroroeneHo: Santosh Kumar ITpoBepeno: Pardeep Kumar Opo6peno: Mernemxep / Pykosoautenb

Maurya (% [’ Amit Kumar i
=l j

Reprint Date / Reprint Date / Reprint Date / Y

Hata: 31.03.2025 Jara: 31.03.2025 JHara: 31.03.2025

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



