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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Nise gel 1%, 50 g

Npoayrr: Haii¥, rens ans vapyxuoro npumenenns 1%, 50 r

Market / PbiHok

: Russia / Poccus

Batch No. /
Cepusi No

1 V250616

|Batch Quantity /
|Pa3mMep cepum

Analytical Report No. /

|Date of Analysis /

. 17137.00 units /
* 17137.00 equpun

= : 040003027738 | 11.08.2025
AHanHTHYEtKHIT oTHeT No |daTa anaqn3a
Date of Manufacture/ . 07/2025 !Date of Expiry / . 06/2028
\lata npou3soacTea . \Tonen no i |
Mfg. License No./ | |
IIponsBoacTBeHHAR : MNB/05/263 'MA number: / Homep PY  : JI[T-Ne(001198)-(PI'-RU)

| rHuen3na N

Analysis performed according ND No / Anajus nposeanen no H Ne: JITI-Ne(001198)-(PI'-RU)-050525

(Ne
1

| Test/Ilokasarean
Appearance / Onncanne

Identification /
M neuTudnirkanns

7]

| HPLC /BOXX

| Result/ PesyasTatel

Clear homogenous yellow gel Eel, free fromClear

particulate  matter  /

Onxopoansliiyellow

_Specification/ Hopma
homogenous
yellow  gel,

light
fromy

to free

NPo3paYHLIEE renb XKEeNTOro LBeTa SIuch,Parliculatc matter / O xHopoawii npo3palml,u‘i;

cBOOOIHBIH OT MOCTOPOHHHX HaCTHIL

The retention time of the main peak in the
lchromatogram of test solution should
corresponds to the retention time of the
main peak in the chromatogram of

imesulide reference standard solution /
BpeMs ynepxuBaH1s OCHOBHOTO NMUKa Ha
XpoMaTorpaMMe MCIBITYEMOTO pacTBOpa
COOTBETCTBYET BPEMEHH YJEpPIXKHBAHHS
OCHOBHOTO [MKa Ha XpOMaTorpamme
pacTBopa CTaHAAPTHOrO obpasua
HHMECY M

Teb OT CBETJIO-K €1TOr0 Q0 KeAToro usera,|
:CBOﬁOLle[ﬁ OT MOCTOPOHHUX HaCTHLL
‘The retention time of the main peak in the
chromatogram  of test solution  should
correspond to (he retention time of the main|
peak in the chromatogram of nimesulide|
reference standard solution (section Assay). /|
BpeMs yaepXiBaHiA OCHOBHOrO [MIKA Ha|
XpOMATOrpaMMe  HCHBITYEMOrO  pacTBOpa
JIOJIKHO COOTBETCTBOBATb BpEMEHH
y IepKUBAHU OCHOBHOI'O nuka Ha
pacTBOopa  CTaHJApPTHOIO

XxpoMaTorpaMme
ofpaiua HUMECY T A (paznen

« K ol 4ye ¢ TB @ H H 0 emp‘e;ue.neune»)

Remarks: The Product confirms to ND/
IIpumeyanue: [IponyxT coorBeTcTBYeT TpeboBanusm HJ

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
[MoaroTosneno: Shi vani

b7

Checked by /
IlpoBepeno: Rama Kant

s

Approved by: Manager/Executive /
OpnobpeHo: Menenxep / Pykooaurens
Amit Kumar \

{f\/_/
o

Reprint Date /
Hara: 11.08.2025

Reprint Date/
Hara: 11.08.2025

Reprint Date /
Jara: 11.08.2025

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: i85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Nise gel 1%, 50 g —— — il
Mpoayser: Haiis™, rens ana vapysxuoro npumenenus 1%, 50 r
Market / Pbinok : Russia / Poccua
Batch No. / TG " [Batch Quantity/ " 17137.00 units / o g
|Cepust Ne : Pasvep cepun © 17137.00 egunuL ==
Analytical Rep(irt No./ . 040003027738 Date of Analysis / . 11.08.2025
AuaauTudyeckuii oTuer Ne JlaTa aHaJsu3a
Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2028
|MaTa npon3ssoacTea Topen go |
{Mfg. License No. / |
IIpou3BoaCTBEHHAN : MNB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PT"-RU)
auuen3un No
Analysis performed according ND No / Auaqus nposeaen no H /A Ne: JIII-Ne(001198)-(PI'-RU)-050525 |
3 |Weight of package contents | -According to the requireme?ts. Not less than
/ Macca coaepaamoro | 50 g/50r 50 g/ B coorBercTBUM ¢ TpeboBaHusMi, He
| |ymakoBkH _ ‘MeHee 50 r ) |
4 pH 5.7 i4.6to 6.0/0T 4,6 10 6,0 '
!5 1Related substances /PogcTBeHHbIe NpUMecH !
1) Impurity A/TIpumecs A |Not detected / ve obHapyxena 1) Not more than 0.2 % / ne 6onee 0,2 %
Not detected / He 0OHapyxeHa 2) Not more than 0.2 %/ ne Gonee 0,2 %

| |
2) Impurity B / [Tpumecs B i

3) Impurity C/IIpumecs C  |Below LOQ (LOQ= 0.04 %)/ Huxke 3) Not more than 0.2 % / He Gonee 0,2 %
peneja KOJMYECTBCHHOTO OIpe ACJICHHA
(TTIKO=0.04 %)

i

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: [IpoayxT cooTBeTcTBYeT TpeboBaHusM HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
TlomroTosneno: Shivani IlpoBepeHo: Rama Kant Opobpeno: Menemxep / PykoBonurens
/ U: Amit Kumar "

y P ez
Reprint Date / Reprint Date / Reprint Date/ '
Hara: 11.08.2025 IMara: 11.08.2025 Jlata: 11.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +91 40 4900 2900, Fax: +91 40 4500 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €¢

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

Vili Khol, Naizzarh Road, Baddi,
Disi:. Soiam, FlP., 173 205, INDIA
Tzli+9 156100 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJTIU3A

JlTroduct - Nie gel 1%, 50 g

Mponyxr: Haiiz®, rens ayis HapyxkHoro npumenenus 1%, 50 r

anuensusa Ne

Market / Phinox : Russia / Poccug
Batch No./ p— "~ [Batch Quantity/ _ 17137.00 units/
Cepust Ne i Pasmep cepuu - " 17137.00 eannuu
- Tvtical R 4 :
Analytical epovrt No./ . 040003027738 Date of Analysis / . 11.08.2025
AHaguTHY EeCKHI oTyeT Ne JlaTa aHaJIM3a
Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2028
Jlata npou3soacTBa T'ogen po e B
Mfg, License No./
IlpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)

Analysis performed according ND No / Anaans nposenen no HJINe: JIII-Ne(001198)-(PT'-RU)-050525

| 4) Impurity D/ [Tpumecs D

Below LOD (LOD = 0.02 %)/ Hixe
npenena obHapyxeunns (I10 = 0.02 %)

"4) Not more than 0.2 % / ne 6onee 0,2 % |

5) Impurity E / Ilpumeck E

6) Impurity F / ITpumecs F

Not detected / He 0OHapyeHa

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

Not detected / e 06HapysKeHa

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

7) Highest Unknown
Impurity / EqpHusHas
HEMJEHTHDHNIMPOBAHHAS
IpUMECH

Below LOQ (LOQ= 0.1 %) / Hixe

(TIKO = 0.1 %)

(Ip€acyia KOJMUYECTBEHHOI O OMNnpe AeJICHUA

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

Remarks: The Product confirms to ND/
Il pumeuanme: IIpoaykT cooTseTcTBYET TpeboaHusM HJJ

Conclusion: APPROVED /
3akmwouenne: O JIOBPEHO

Prepared by /
Nonrorosnexo: Shivani

b7

/

Checked by/
[Tposepeno: Rama Kant

%

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBogurens
Amit Kumar

j’\//”

Reprint Date /
Hara: 11.08.2025

Reprint Date/
Jlata: 11.08.2025

Reprint Date/

Jara: 11.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Qf..".

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

Vili. IKhol, Naizgarh Road, Baddi,
Distt. Soian, HP., 173 205, INDIA
Tel : +91 98156 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAIIU3A

Product : Nise gel 1%, 50 g

Mpoayxr: Haiiz™, rens nis napysxuoro npumenenus 1%, 50 r

JlaTra npoH3soacTBa

|Togen o

Market / Poiiok ¢ Russia / Poccus

Batch No./ . V250616 Batch Quantity / . 17137.00 units/ o 7
Cepua Ne ) B Pasmep cepun © 17137.00 eanuuu N A
Analytical Repovrt No./ . 040003027738 IDate of Analysis / 11.08.2025

AHajquTH4Y€cKUH oTyeT Ne Jara ananuza

Date of Manufacture/ . 07/2025 {Date of Expiry / . 06/2028

Mfg. License No./
ITpoussoacTreHHas
nnuensus Ne

: MNB/05/263

MA number: / Homep PY

+ JITI-Ne(001198)-(PT-RU)

Analvsis performed according ND No / Adamis npoBegen nio H /I Ne: JITI-Ne(001198)-(PI'-RU)-050525

8) Total impurities/_
Cymma npumeceii

Below LOQ / Huxe npenena
(OJIYEC TBEHHOT O OTpee/ICHNU

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

6  Microbial contamination* / MUKpoGHOI0Or HYECKAS YHCTOTA®

Total aerobic microbial count
|/ Oblee KOMHUECTBO
PKU3HECTTOCOBHBIX a3pOOHBIX
IMHKPOOPraHH3MOB

Total combined yeasts/molds
count / O6lee yucno
[IPOMOKEBBIX H [HIECHEBBIX
rpuboB

NA

NA

Not more than 10* CFU/g/
He 6onee 10* KOE/r

Not more than 10" CFU/g/
He Gonee 10" KOE/r

Remarks: The Product confirms to ND/
IIpumeuanne: ITpoayxt cootBercTBYeT TpeboBaHusm HJJ

Conclusion: APPROVED /
3axkmouenue: OJOBPEHO

Prepared by /
HoariorosneHo: Shivani

AT

Checked by/
ITposepeno: Rama Kant

Bt

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

Amit Kumar .
o
i

Reprint Date /

Hata: 11.08.2025

Reprint Date /
Hara: 11.08.2025

Reprint Date/

Jara: 11.08.2025

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: L85195A4P1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product : Nise gel 1%, 50 g =
\Mpoaykr: Hais™, rens ana HapyxHoro npumenenus 1%, 50 r il
Market / Pbliox : Russia/ Poccus
Batch No. / e Batch Quantity/ _ 17137.00 units / - F
Cepusa No : ) Pasmep cepun " 17137.00 e auunu
Analytical Repourt No./ . 040003027738 Date of Analysis / . 11.08.2025
AHAJTMTHYECKHIT oTueT Ne Hara anaansa
!Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2028
| Mlata npom3soacTBa Topen no
|Mfg. License No./
|Hp0u330ncmeunaﬂ : MNB/05/263 MA number: / Homep PY @ JII1-Ne(001198)-(PT'-RU)
JuueH3ust Ne

Analysis performed according ND No / Anamus nposegen no HJ Ne: JII-Ne(001198)-(PI'-RU)-050525

Pseudomonas aeruginosa NA Absent in 1 g/OtcytcTBueB 1 r

Staphylococcus aureus _ NA Absent in 1 g/ Orcyretsue 81 r
9.0 to 11.0 mg of C;3H2N20sS (nimesulide)

7 Assay/KosmnecTBeHnoe |
omnpe/ieleHHe | per 1 g of the product /
’ 1929 mes! 1920 oy Ot 9,0 mo 11,0 mr C13H;2N2OsS (HuMecy i)
B 1 r npenaparta
8  |Package / Ynakoska 50 g in a laminated aluminum tube 50 g in a laminated aluminum tube equipped |
| | cquipped with tamper-evident membrane. with tamper-evident membrane. 1 tube and
' | 1 tube and patient information leaflet patient information leaflet (package insert) in a
(package insert) in a carton./ carton. /
Mo 50 r B Ty0y w3 namunmnposanHoro [lo 50 r B TyOdy U3 JIaMHHUPOBAHHOTO
{a11IoMHHKS, cHaOXeHHYI0 MeMOpaHOH 171 antoMUHHS, CHabxeHHylo MeMOpaHOH nns |
[KoHTpoIts nepBoro BekpbiTHA. 1o 1 Tybe B koHTposaa mepBoro Bekpeltus. Ilo 1 TyGe B
Nayky KapTOHHYIO C MHCTPYKUHEeH no Mauky KapTOHHYO C HMHCTPYKUHEH no

, NPIME HEHHIO (JICTKOM-BKJIA/IBILIEM). MPHMEHEHHIO (NCTKOM-BKAGblLIEM).
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanuam HJT 3akmouenue: ONTOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
Yloarorosneno: Shivani INposepeno: Rama Kant OpobpeHo: Menemkep / PykoBonutens

/g )/ d_}j\ Amit Kumar A
/ !lll."ll'k //‘
Reprint Date / Reprint Date / Reprint Date /
Harta: 11.08.2025 [ara: 11.08.2025 Hara: 11.08.2025

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:L85155AP1584PLC004507
www.drreddys.com




Dr.Reddy’s ‘fo.“

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

Vill. Khol, Naiagarh Road, Baddi,
Disi: Solan, H P, 173 205, INDIA
fei. +9i 96158 36001-02

www.drredays.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHATIU3A

"Product : Nise gel 1%,50 g
Npoaykr: H aii* rens mana Hapy»xHoro npumenenus 1%, 50 r

Mfg. License No./
TlpousBoacraeHHas
Juuensna Ne

: MNB/05/263

'MA number: / Homep PY

Analysis performed according ND No / Auasus npo;en_eu no H I Ne: JIH-N_'(OO_II98)-(PF-RTJ)-0_50525

+ JITI-Ne(001198)-(PT"-R U)

Market / Pbliok : Russia / Poccusn
Batch No. / y—— Batch Quantity/ _ 17137.00 units/ o |
Cepust No ) Pa3mep cepuu * 17137.00 eaunun -
-l R ; =
Analytical epovrt No./ . 040003027738 Date of Analysis / . 11.08.2025
AnajguTHdecknii otyer Ne JlaTa anannza
|Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2028
|aTa npomM3BoacTBa Togen mo

* 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./

* IIpoBOAUTCS MPOM3BOAUTENIEM NPU BLITYCKE NMEPHOMHUECKH (C MHTEPBAJIOM B OJHO McnbiTaHue Ha 20 cepuit Win ve Mewee |

pa3za B ron). [NokasaTenb MOXeT ObITh He BKIIIOUEH B cepTHGUKAT aHaNW3a GUPMEI.

API name / HaumenoBanue ADC:

Nimesulide / Humecy nu

INN /MHH:

Nimesulide / Humecynng

API manufacturer batch number /

FP Manufacturer API Batch number /
Homep cepun cy6cTanuuu npouspogureis I'JID:

MS-1A-243031-M1

FERAO00717

API Manufactured by & country/
Hponspogurens ADPC, cTpana:

Mangalam Drugs and Organics Ltd., India /
Masnranam Jpar3s sug Opranuke JIta., Haaus

Remarks: The Product confirms to ND/
IIpumeuanme: [Ipogykt coorsercTByeT TpeboBanusm HJJ

Conclusion: APPROVED /
3akmiouenne: OJJOBPEHO

Prepared by / Checked by/
Toarorosaeno: Shivani

)}'9/

IIpoBepeno: Rama Kant

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBogurens
Amit Kumar

5\

Reprint Date/
Hara: 11.08.2025

Reprint Date /
Jara: 11.08.2025

Reprint Date/

Hata: 11.08.2025

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: .85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ‘3.'.

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

Vili. hol, Naiegarh Road, Baddi,
Disti.. Solan, Hi%, 173 205, INDIA
Tei;+3 194153 36001-02
www.drrecays..com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A

Product : Nise gel 1%, 50 g = =
Hpoayxr: Haii¥, rens ams wapysHoro npumenenus 1%, 50 r

Market / Phinok ¢ Russia / Poccua

Batch No. / S — 'Batch Quantity / ~ 17137.00 units/

Cepust Ne : |Pasmep cepun * 17137.00 eannsy
Analytical Repovrt No./ . 040003027738 Date of Analysis / 11.08.2025
AHanuTHYCCKMI 0THeT Ne P FO |JlaTa aHagm3a

IDate of Manufacture/ . 07/2025 !Date of Expiry/ . 06/2028

ara npoxisogcTsa = Earenjo

|Mfg. License No. / :
| TIpousBoacTBeHHAs : MINB/05/263 : JITI-Ne(001198)-(PT'-RU)

'MA number: / Homep PY
{anuensus N |

[A_nal_ysis performed according ND No / Auanis npoencn no H/ Ne: JITI-Ne(001198)-(PI-R U)-050525

Solan (HP) 173205, India (License No MNB/05/263) /
IIpousBoacTBeHHOE MoApa3AeneHne-6, Bunnamk Kxons,
Hanarapx Poya, bagmu, Conan Juctpukt, X.I1. 173205, Ungus
(JIuueH3ust No MNB/05/263)

| Name, address, authorization No for FP

| manufacturing site/ Control site/ Release site/
HaumenoBaHue, agpec H HOMep JIHLIEH3UN
IJIOLIAAKH, OCYUIeCTBJIAIOm e

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

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 and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dessier 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»./

3akuioueHne 0 cooTBeTcTBHH: «HacTosmumM § MOATBEPXAAI0, YTO MpHBEAEHHAsA BhILIe HHPOPMALUA SBJAETCA JOCTOBEPHOH M TOUHOM.
Ota cepya MPOAYKHHH MpoM3BeacHa (BKJIOYAS YMAKOBKY (MAPKHPOBKY) M KOHTPOJb Ka4ecTBa) HA BBILICYKA3AHHOM MMPOU3BOACTBEHHOMN
nnowazke (MIomaaKax) B OAHOM COOTBETCTBUM ¢ TpeboBanuamu [lpasun Haiutexaliedl MPOU3BOACTBEHHOM NpakThky EBpasuiickoro
IKOHOMMYECKOT'O COK3a M TPEGOBAHUAMH KOHTPOJISI KAYECTBa JIEKAPCTBEHHBIX CPEICTB, @ TaKXKe B COOTBETCTBHMM €O CreLUHUKALIUIMHY,
COAEPXKALUIMMUCS B PETHCTPALMOHHOM HOCHE CTPAHBLI-MMIIOPTEpA. 3allMCH 0 IPOM3BOACTBY, YIAKOBKE W AHANM3Y [IPOBEPEHBI, M
YCTAHOBNCHO MX COOTBeTCTBHE Tpebomanuam [IpaBun Haanexamed MpOW3BOACTBEHHOW NpakTWKU EBpa3sHiickKoro »KOHOMHYECKOro
COKRAN,

Remarks: The Product confirms to ND/
Ilpumeuanue: [IpogykT cooTBeTcTBYET TpebopaHusam H]J

Conclusion: APPROVED /
3akaodenne: O JIOBPEHO

Prepared by / Checked by/
Tonrorosnexo: Shivani [MpoBeperno: Rama Kant

T b

Approved by: Manager/Executive /
Onobpeno: Mesemxkep / PykoBomutens
Amit Kumar

A=

/ —

N

Reprint Date /
Hata: 11.08.2025

Reprint Date/
Tlata: 11.08.2025

Reprint Date/
Jata: 11.08.2025

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: L85195A4P1984PLCO04507
www.drreddys.com
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