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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Formulation Unit-6
Vill. Khol, Maiagarh Road, Baddi,
Solan, HL.P, 173 205, INDIA

155 56001-02

dys.cam

Product ; Nise gel 1%, 50 g
Hpoayicr: Haiiz®, rens wis napysuoro npumenenns 1%, 50 r

Market / Punok : Russia / Poccus

Batch No. / . V250998 Batch Quantity / . 23000.0 units /
Cepus Ne ) Pa3mep cepun ' 23000.0eanHun
Analytical Repourt No./ . 040003232928 Date of Analysis / . 23.12.2025
AHannTudeckni orueT No Jara anaamsa

Date of M anufacture / . 12/2025 Date of Expiry / . 11/2028

Hata npou3BoAcTBA lopen go

Mfg. License No. /
IIpousBoacTBeHHas

: MNB/05/263 |MA number: / Homep PY

: JIT-Ne(001198)-(PT-RU)

aunedsua Ne

Analysis performed according ND No / Anaanus nposeaen no 1/ Ne: JITI-Ne(001198)-(PT'-RU)-050525

Ne :Test / Iloka3arennb Result / PesyabTaTsl Specification/ Hopma
1 Appearance / Onucanue Clear homogenous light yellow gel, free fromClear homogenous light
particulate matter / Onsoponusii npospaunsiityellow — to  yellow  gel, free from

MOCTOPOHHUX YACTHL

refab CBETIO-AKENTOro 1Bera, ¢BOOOAHBINA orFarticulate matter / QIHOPOIHEIF MPO3pauHbIi ek

PT CBETHNO-KENTOrO 10 KEITOro Ueera, CBOOOAHBIH
OT NMOCTOPOHHUX YaCTHL

Identification /
Upentnpuxauus

HPLC / BOXX

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

The retention time of the main peak in the
‘chromatogram of test solution should correspond to
the rctention time of the main peak in the
chromatogram of nimesulide reference standard

reference standard solution / Bpems solution (section Assay). / Bpemsa ymepixnsaxis
Y AepXKUBAHUS OCHOBHOTO MMKa  Ha |OCHOBHOTO MHKa Ha XpOMATOrpaMMe HCIbITYEMOro
XpoMaTOrpaMMeE  MCIBITYEMOIrO  pacTBOpa pacTBOpa JO/UKHO COOTBETCTEOBATE BPEMCHM|
COOTBETCTBYET ~ BPEMEHH  YNEPXKHBAHWA YNEPKHUBARNA OCHOBHOTO [HKA HA XpOMATOTpamMue
|[OCHOBHOTO ~ MNHMKa Ha  XpOMarorpaMMe pacTeopa craHaapTHoro obpasua  Humecymaa
pacTBopa CTaHAapPTHOTO obpasua (paznen «KonnuecTBEHHOE OTIpeneeHHE»)
HUMeCYyuJa ’

3  'Weight of package contents / }According to the requirements. Not less than 50 g
|Macca coaepmumoro 50g/50r 1(B CcOOTBETCTBUH C TpeboBaHusamu. He menee 50
lynaKoBKu - r S

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

IIpumeuanue: [Iponykr coorsercTByeT TpeboraHuaM HJL 3axouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[ToaroroeneHo: IIpoBepeHo: ‘ IIposepeno (AOK): Ounobpeno: Obecneuenue kadectra/OTBETCTBEHHOE JIHLIO:
Shagun g\ﬂ/ Pravesh Rana ’ / Amit Kum;; N SU ML KVM AZ_

| & e [¥ ~ <)

Date / Date / Date / Date / 2% ) L0

Jara: 23.12.2025 Jara: 23.12.2025 Jara: 23.12.2025 JlaTa:

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: LR5195AP1984PLCO04507
www.drraddys.com




Dr.Reddy’s “:’O

Dr Redcdy’s Laboratories Ltd.
Formulation Unit-6
Vit Kho!, Naiogarh Road, Baddi,

Distt. Soian, H.F,, 173 205, INDIA
& 5 55001-02
drreddys.com
CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
Product : Nise gel 1%, 50 g
Ilpoaywr: Haiiz®, rens anis HapyxHoro npumerenus 1%, 50 r
Market / Prinok : Russia / Poccust
Batch No. / . V250998 Batch Quantity / . 23000.0 units /
Cepus Ne ) Pa3mep cepun © 23000.0eaunun
Analytical Repourt No. / . 040003232928 Date of Analysis / . 23.12.2025
AHanurHdecknii oryer No JaTta aHanu3za
Date of M anufacture / . 12/2025 Date of Expiry / . 11/2028
JaTa npom3BoacTBa T"omen 10

Mfg. License No. /

Auuensusa Ne

IIpouspoacrBennasn : MNB/05/263

MA number: / Homep PY  : JII1-Ne(001198)-(PT-RU)

Analysis performed according ND No / Anaans nposeaen no H/1 Ne: JITI-Ne(001198)-(PI'-RU)-050525

4 |pH |

5.2 4.6106.0/ 0T 4,6 10 6,0

5

Related substances /PoacTBeHHbIe MPpHMeECH

1) Impurity A / IIpumecs A

Not detected / He 06Hapy~,KeHa 1) Not more than 0.2 % / ne 6onee 0,2 %

2) Impurity B / lpumecs B

Hrmxe npenena o6HapysxeHus (I10O = 0.01 %)

Below LOD (LOD = 0.01 %) / ‘
2) Not more than 0.2 % / ne 6onee 0,2 %

3) Impurity C / ITpumecs C

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

Impurity D / IIpumecs D

Not detected / He 0OHapyskeHa 4) Not more than 0.2 % / ne 6onee 0,2 %

Not detected / He oGHapyxena 5) Not more than 0.2 % / ue 6onee 0,2 %

Impurity F / ITpumecs F

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

)

5) Impurity E / TIpumecs E
)
)

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

7) Hi kn I i
y g:f;i’;ﬂ oWnImpUrtly | pejow LOQ (LOQ =0.1 %) / Hinke npeena
u euﬁeHTn dHLHUPOBAHHAS osMuecTBeHEOIO oupegeineaus (ITKO = 0.1%)
NIpUMECh

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: INpoaykt cooTBeTcTBYeT TpeboBaHuam HJI 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
[Moarorosaeno: ITpoBepeHo: ” [Mposepeno (AOK): Onobpeno: Obecneuenne kauectra/OTBETCTBEHHOE JTHLIO:
Shagun Pravesh Rana ' Amit Kumar Lu=1e

EW bl \ ¢ Ku™AR_

~ A/’ o < .‘\)\

Date / Date / Date / Date / M Iy e 11 5.
Hara: 23.12.2025 Hara: 23.12.2025 Hara: 23.12.2025 Hara:

Registared Office: 8-2-327, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drreddys.com

CIN: LR5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

il Khol, Maizgarh Road, Baddi,

Distt. Sofan, K2, 173 205, INDIA
31 98166 56001-02

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise gel 1%, 50 g

Ipoaykr: Haitz®, rens mns HapyxHoro npumenedus 1%, 50 r

Market / Prinok : Russia / Pocens

Batch No. / . V250008 Batch Quantity / . 23000.0 units /
Cepus Ne ) Pa3zmep cepun " 23000.0easmun
Analytical Repovrt No./ . 040003232928 Date of Analysis / . 23.12.2025
AHasuTHUEeCKHIT oTdeT No JlaTa aHaau3a

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

Jdata npovsBoacTea T'ogen go

Mfg. License No. /
IIpousroacrBeHHast
JHueH3ua Ne

: MNB/05/263

MA number: / Homep PY

: JIIT-Ne(001198)-(PT-RU)

Analysis performed according ND No / Anaans nposeaen no HJ Ne: JITI-Ne(001198)-(PI'-RU)-050525

CyMMa npumMeceit

8) Total impurities /

Below LOQ / Huxe npezena
KOJUYECTBEHHOTO OMNpeaeIeHHUS

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

6 Microbial contamination* / Mu

Kpo6uoJsiornyeckas yucrora*

Total aerobic microbial count /
O611ee KOMHYECTBO
YKHU3HECTIOCOOHBIX a3pOOHBIX

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

Stnphyiacoccus aureus

NA
MUKPOOPraHU3MOB
Total combined yeasts/molds NA Not more than 10' CFU/g /
count / O61Lee YHCIIO He 6onee 10! KOE/r
IIPOMOKEBBIX H IJIECHEBBIX
rpu6oB
Pseudomonas aeruginosa Absent in 1 g/ OtcyrctBue B 1 1

NA

R ‘NA Absent in 1 g/ Orcyrctome b 1 r

Remarks : The Product

confirms to ND/

Iipumeuanue: Ilpoaykt cooTBeTcTBYET Tpebopanuam HJT

Conclusion : APPROVED /
3aknouenne: OJJOBPEHO

||Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[MonrorosneHo: _— Mposepeno: J [Mposepeno (AOK): Onobpeno: ObecneyeHue kauecTBa/OTBETCTBEHHOE JTHLIO!
Shagu}))l_/d"%/" Pravesh Rana * / Amit Kumar \ &U"" L YN™MAY
& z\"’ - —qu
Date / Date / Date / Date / 2110 S
Jara: 23.12.2025 [|1dara: 23.12.2025 Jara: 23.12.2025 Jara:

Registared 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: L85195AP1S84PLCO04507
www.drreddys.com



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

Qe
Dr- Reddy,s ‘... Wil Khol, r«!aiegarh Road, Baddi,

Distr, Solan, H.F, 173 205, INDIA

gl » 499 (BB 55001-02

www drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A
Product : Nise gel 1%, 50 g o
| Hpoaykr: Haiiz®, rens ans napyskroro npumenenus 1%, 50
Market / Phinok : Russia / Poccus
Batch No. / . V250998 Batch Quantity / . 23000.0 units /
Cepus Ne ’ Pazmep cepun © 23000.0eanuunu
Analytical Repourt No./ . 040003232928 Date of Analysis / . 23.12.2025
AxanuTudeckuii oTuer Ne JlaTa aHanu3a
Date of M anufacture / . 122025 Date of Expiry / . 11/2028
JlaTa npou3BoacTBa Togen a0
Mfg. License No. /
IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PT-RU)
Javnensus Ne
Analysis performed according ND No / Auaans nposegen no [ Ne: JITI-Ne(001198)-(PI'-RU)-050525 - [
I7 !ASSﬁY7KOJ‘lH'IeCT;3eHH(;8  9.0t011.0 mg of Ci3H2N20s5S (ni;nesulide) per
onpemelneHne 1 g of the product /
] 10.28 mg /10.28 mr }OT 9.0 no 11,0 mr Ci3H2N-OsS (Humecynun) B 1
- T ipenapaTa -

8 Package / YnakoBka 50 g in a laminated aluminum tube equipped (SO i i Toinated. sl fibs equimped with

l . P
with tamper-evident membrane. 1 tube and“amper-evident menibrare, 1 ibe mnd potien

atient information leaflet (package insert) ina |, _ . . .
(F:)a rton. / (p & ) information leaflet (package insert) in a carton. / 1
= Mo 50 r B TYOY M3 TaMHHHUPOBAHHOTO ANIOMUHUSA,
[lo 50 r B TyO0y u3 NaMHHHPOBAHHOIO | o
g - cHalKkeHHY0 MeMOpaHOH 1A KOHTPOIS MepBoro

ANIOMMHNSA, CcHaOXeHHYl0 MeMOpaHO# ans
BekpeiTHa. [lo 1 Tybe B mauky KapTOHHYIO C

KOHTpOMst mepBoro Bekpeiths. Ilo 1 Tybe B

& HHCTpYKIEll [0  NPUMEHEHHIO  (JIMCTKOM-
Mayky KapTOHHYI® C HHCTPYKLUMEH 1o

BKJIA/1LITIEM),
MPUMEHEHHIO (SIMCTKOM-BKJIAABILIIEM ).

* 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./
* TIpoBOANTCS IPOM3BONUTENIEM [P BBITYCKE MEPUOIHYECKH (C HHTEPBAJIOM B OHO McnbiTaHue Ha 20 cepHit uiau He meHee 1

pasa B rog). [TokazaTesb MOXeT OBITh HE BKIIIOUEH B CEpTUGHKAT aHaMU3a GUPMEL

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpnmeuanme: IIpoaykr cootBercTByeT TpedopaHusam HJI 3akniouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[ToarororneHo: [TpoeepeHo: P Ipoeepeno (AOK): Onobpeno: Obecneuenne kavecTra/OTBETCTBEHHOE JHLO!
Shagug)\’)/ Pravesh Rana ’E Amit Kumar . (&U L Kum A(L
/ | o A

/ 7 ]\—" . /-<_‘J
Date / Date / Date/ | Date / 94 L20)C
Hara: 23.12.2025 Jara: 23.12.2025 Jara: 23.12.2025 Hara:

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: L85195AP1884PLCO0A507
www.drreddys.com



Dr.Reddy’s €3¢

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

Viti. Khol, Nalagarh Road, Baddi,
Diste Soian, MR, 173 205, INDIA
& CRI6H 56001-02

GEreday s el

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Nise gel 1%, 50 g
Mpogywcr: Hans™, rens ais napyssoro npumenerna 1%, 50 r

Market / Prinok : Russia / Poccus

Batch No. / . V250998 Batch Quantity / . 23000.0 units /

Cepus Ne ) Pazmep cepuu © 23000.0egunnn
Analytical Repovrt No./ . 040003232928 Date of Analysis / . 23.12.2025
AHaIUTHYECKHIT oTYeT Ne Jara ananuza

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JdaTta npou3BoacTBa T'ogen no

Mfg. License No. /

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

auuenzust Ne

L

Analysis performed according ND No / Auaaus nposeacn no HJ Ne: JIH-NQ(OOI198)—(PF-RfJ)-0§0525

API name / Haume

HoBaHue ADC:

Nimesulide / Humecynug

INN / MHH:

Nimesulide / Humecyig

API manufacturer

batch number /

Howmep cepun npoussoautens ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Homep cepuu cy6cTtannuu npouspoaurens ['JID:

FERA00717

API Manufactured by & country /
IIpouzBoautenr APC, cTpana:

Mangalam Drugs and Organics Ltd., India /

Mauranam Hpars sua Opranukce JIta., Uaaus

Name, address, authorization No for
manufacturing site / Control site / Release site /
HanmeHoBaHHe, aipec H HOMEP JIHIEH3WH

IUIOIAAKH, OCYLIeCTBISIONIei

FP

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan
(HP) 173205, India (license No MNB/05/263). /
IIpoussoacTBeHHOE NoapasaeneHue-6, Bumi. Kxonb, Hanarapx
Poyn, bapau, Auctpukt Conan, X.I1., 173205, Uanus (JInuexsust

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 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». /

Remarks : The Product

confirms to ND/

[Mpumeuanue: [ponykr cooreercTByeT Tpedopanuam HJ|

Conclusion : APPROVED /
3axniouenne: O/IOBPEHO

Prepared by /
MNMoproroeneHo:

Shagun =

Checked by /
[Tposepeno:
Pravesh Rana /

A
P

Checked by (AQA) /
IMposepeno (AOK):
Amit Kumar

N2

Approved by: Quality Assurance/Authorized person /
OnoGpeno: Obecneuenue kayectBa/OTBETCTBEHHOE JIHIO!

Auste KUwanc
S

Date /
ara: 23.12.2025

Date /
Hara: 23.12.2025

Date /

Hara: 23.12.2025

Date /
Jara:

23422008

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP19&4PLC004507

www.drreddys.com



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

. @S
DI'. Reddy S ‘... Vil Khol, Naizzarh Road, Baddi,

Diste. Solan, H.F, 173 205, INDIA

Tel - +84 OR1AE BE00T-02
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Product : Nise gel 1%, 50 g
| Mpoayrr: Haiiz", rens ana napysioro npumenenns 1%, 50 r
Market / PuiHok : Russia / Poccust
Batch No. / . V250998 Batch Quantity / . 23000.0 units /
Cepus Ne ) Paszmep cepun " 23000.0eauuni
Analytical Repourt No./ . 040003232928 Date of Analysis / . 23122025
AnajqnTudeckui oTuet Ne Jarta aHanuza
Date of M anufacture / . 12/2025 Date of Expiry / . 11/2028
JaTa npom3BoACTBA Iogen go
Mfg. License No. /
IponssoacreeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
Jguuensusi No ,
[Analysis performed according ND No / Anaans nposedct no H/ Ne: JITI-Ne(001198)-(PT'-RU)-050525

3akyoueHne 0 cooTBeTCTBUH: «HacToAMM A MOATBEPHKAAID, UTO NPUBEASHHAS Bbllle HHbOPMALIHS ABJISETCA JOCTOBEPHON M TOYHOH.
Ota cepusl NPOIYKUUH MpoU3BeeHa (BKIOYAs YITaKOBKY (MapKMPOBKY) H KOHTPONIL Ka4eCTBa) Ha BhILIEYKa3aHHON MPOU3BOACTBEHHOMH
rowaake (iolaakax) B MOJHOM COOTBETCTBUM ¢ TpeboBaHusMH IpaBui Hagnexxalueil MpOU3BOACTBEHHON NpakTHku Espasuiickoro
IKOHOMHUECKOTO COK3a U TPeOOBAaHUAMH KOHTPOJIS KayecTBa JICKAPCTBEHHBIX CPENCTB, @ TAKXKE B COOTBETCTBHU CO CHELIMPHUKALIUAMH,
CONEPKALUMHUCST B PETHCTPALMOHHOM [0CBE CTPAHBI-MMIIOpTEpa. 3amucH 1o MPOM3BOJACTBY, YMAKOBKE W aHANHM3y IPOBEPEHBI, U
YCTAHOBNEGHO HMX COOTBeTCTBHE TpeboBaHHAM I[IpaBun HajiekameHd NPOM3BOACTBEHHOM MpakTHKH EBpa3sHHCKOro 3KOHOMHUYECKOTO

COrO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Nponykr coorsetcreyeT Tpedopannam HJI 3axnioyenune: OJJOBPEHO H
Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
[ToaroroBneHo: [Iposepeno: i [poeepeno (AOK): Onobpeno: Obecneuenne kauectBa/OTBETCTBEHHOE JIULIO:
& H ! i

Shaguy Pravesh Rana j Amit Kumm;\r/ \ Lurte KUV"' A(L\

c"" Ve i‘ N\ ra _,_.<VN\
Date / Date / Date / Date / 9341 A0S |
Hara: 23.12.2025 Hara: 23.12.2025 Hara: 23.12.2025 JlaTa:

Registared 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: LR5195AP 1984 PLCO0A507
www.drreddys.com





