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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJTU3A

Product : Nise gel 1%, 20 g
(Ipoayxr: Haii3™, ress ans HapysxHoro npumeHenus 1%, 20 r

Mfg. License No. /

Market / Prinok : Russia / Poccus

Batch No. / . V250996 Batch Quantity / . 57000.000 units /
Cepusn Ne i Pasmep cepun * 57000.000 exuHuUL
Analytical Repovrt No./ . 040003230816 Date of Analysis / . 26.12.2025
AHaanTudecknii oruyer No JlaTa ananusa

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

JlaTa npousBoacTBa Toxen go

HMaenTudurauns

HPLC / BOXKX

IIpousBogCcTBEHHAS : MNB/05/263 MA number: / Homep PY  : JII1-Ne(001198)-(PI™-RU)

auneHsus Ne

Analysis performed according ND No / Anaans nposeaen no H 'L Na: J1T1-Ne(001198)-(PT-RU)-050525

Ne Test / Iloka3zaTeb Result / PezyasTaTsl ‘ Specification / Hopma '

i Appearance/Onuc;Hue (Clear a 7}710:11(»gcnnu:< light
Clear homogenous light yellow gel, free fromycllow to yellow gel, free from
particulate matter / OauopoanbIit npo3paunsiit reeparticulate matter / Omnopoanuii npospaunsii reis ot
CBETIO-KENTOrO LBETA, CBOGOIHBIN OT MOCTOPOHHHUXCBCTIO-KETONO 10 JKEATOI0  UBCTA,  CBODOANLIE  OT)
HaCTHIL NOCTOPOHHHX YACTHIL

2 [dentification / The retention time of the main peak in the [The retention time of the main peak in the chromatogram|

chromatogram of test solution should corresponds
to the retention time of the main peak in the
chromatogram of nimesulide reference standard
solution / BpeMst yiep/KHBaHUs: OCHOBHOT'O TIHKA Ha
Xpomarorpamme HCIEBITYEMOTO pactsopa
COOTBETCTBYET BPEMEHH YIEPKUBAHUA OCHOBHOIO
MMKa Ha XpOMaTOrpaMMe PacTBOpa CTaHIAPTHOTO

of test solution should correspond to the retention time of]|
the main peak in the chromatogram of nimesulide reference
standard solution (section Assay). / Bpems ynepxkusauus
OCHOBHOTO IMKA HA XPOMATOTPAMME HCIBITYEMOIO|
pacTBopa IOKHO COOTBETCTBOBATH BPCMCHH
yIEpKUBAHWs OCHOBHOTO IIMKa HAa XpOMarorpamme
pacTBOpa CTaHIapTHOro ofpasua HuMmecynHna (pasgen

obpasua HUMecyHaa «KonuuecTBEHHOE ONpesencHre)

3 Weight of package contents / 208/20T \According to the requirements. Not less than 207g /B |

Macca coaepARHMOr0 YNaKOBKH 77_? COOTBETCTBHM ¢ TpeboBanusimMu. He menee 20r |
4 pH 4.6t06.0/0T14,6 106,0

5.l
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [lpoaykT coorsercryer Tpebosanusm HJT axmwyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[NoarorosneHo: ) [Tposepeno: ITpoeepeno (AOK): ||Omobpeno: ObecnieueHue kayecTBa/OTBETCTBEHHOE THLIO:
Pravesh Rana " / Pardeep Kumar Amit Kumar 8 . Q UNI L KUM )Q{Z
# - P Y

Date / Date / Date/ Date / 26-)2-0025
Hara: 26.12.2025 Jara: 26.12.2025 Hara: 26.12.2025 Jlara:
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Nise gel 1%, 20 g

Ipoayxr: Haiiz®, renr ans Hapyxuoro npumenenus 1%, 20 r

Market / Peinox : Russia / Poceust

Batch No. / . V250996 Batch Quantity / . 57000.000 units /

Cepus Ne : Pasmep cepun " 57000.000 epnanL
Analytical Repovrt No./ . 040003230816 Date of Analysis / . 26.12.2025
AmuannTnecknii oryer Ne Hata ananusa - -
Date of M anufacture / . 12/2025 Date of Expiry / 11/2028

JaTa npoH3BoAcTBA Togen o

Mfg. License No. /

IlpousBoacTBeHHAas : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
annensus Ne

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

§

Related substances /PoacTBeHHbIe NpHMecH

| 1) Impurity A / Tlpumecs A

Not detected / He obHapyxeHa

l)ﬁot more than 0.2 % / ue 6onee 0,2 %

2) Impurity B / [1pumecs B

Below LOD (LOD =0.01 %) /
Huxe npenena obuapyxenus (I10 = 0.01 %)

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

3) Not more than 0.2 % / ve 6osce 0,2 %

3) Impurity C/ Hpumecs C Not detected / He o6HapyxeHa
4) Impurity D / ITpumecs D Not detected / He obHapyxeHa 4) Not more than 0.2 % / e 6onee 0,2 %
5) Impurity E / Ilpumecs E Not detected / He ofHapyxeHa 5) Not more than 0.2 % / He 6onee 0,2 %
6) Impurity F / [Tpumecs F 6) Not more than 0.2 % / ne Gonee 0,2 %
Not detected / e oGHapyskeHa
7) Highest Unknown Impurity / 7) Not more than 0.2 % / e 6onee 0,2 %
Enunnvnas
HEHAEHTUULHPOBaHHAs Below LOQ (LOQ = 0.1 %) / Hmxke npeuena
PHMECL wosuectnernoro onpenenenus (11KO = 0.1 %)

Remarks : The Product confirms to ND/
Ipumeyanue: [poaykT cooTBeTcTBYeT TpeboBaHuam HJY

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

% }-—H,_‘__‘

Prepared by / Checked by / |Checked by (AQA) /
[ToaroToBneHo: ) ||FIpoeepeno: [poeepeno (AOK):
Pravesh Rana 2 Pardeep Kumar Amit Kumar

=l —

Approved by: Quality Assurance/Authorized person /
Onodpeno: Ofecnevenne kauecTa/OTBETCTBEHHOE JIHLIO:

LU L Ku~
L

Date /
Tara: 26.12.2025

Date /
Hata: 26.12.2025

Date /

Hara: 26.12.2025

Date /
Jlara:

26102
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Dr. Reddy's Laboratories Ltd.
rormulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A

Product : Nise gel 1%, 20 g

Ipoaykr: Haiiz¥, rens nis HapyxHoro npumenenus 1%, 20 r

Market / Prinok : Russia / Poccns

Batch No. / . V250996 Batch Quantity / . 57000.000 units /

Cepus Ne : Pasmep cepun ' 57000.000 eguumLL
Analytical Repoyrt No./ . 040003230816 Date of Analysis / . 26.12.2025
Axanutudeckuii oryer Ne Jara ananusa N o

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

Jarta npou3BoacTea ~ |lopgenpo

Mfg. License No. /

IIpousBoacTBEHHAR : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT'-RU)
TnueH3us Ne

Analysis performed according ND No / Auanns nposeacn nmo H/ Ne: JITI-Ne(001198)-(PT'-RU)-050525

. _

| Below LOQ / Huxe npepmena KOJUYECTBEHHOTO
8) Total impurities / OTIpEEICHUS
Cymma npumeceit 8) Not more than 1.5 % / He 6onee 1,5 %

6 Microbial contamination* / MukpoGuosorndeckast uncrora*®
Total acrobic microbial count /
O611ee KOTUYECTBO Less than 10 CFU/g / Not more than 10> CFU/g /
KU3HECTIOCOBHBIX a9pOBHBIX Menee 10 KOE/r He 6oinee 10> KOE/r
MUKPOOPTaHH3MOB
Total combined yeasts/molds count / Less than 10 CFU/g / Not more than 10' CFU/g /
O6lLLee YHCIO JPONOKEBBIX H Menee 10 KOE/r He 6onee 10" KOE/r
IJIeCHEBBIX rprGoB
Pseudomonas aeruginosa Absent in 1 g/ OrcyrerByerB 1 1 Absentin 1 g/ OtrcytctBue B 1 1
Staphylococeus uurens Absent in | g/ OtcyterByerB | r Absentin 1 g/ Oteyroisue s 11

7 |Assay / Koauuecrsennoe - - [9.0to 11.0 mg of C13H12N20sS (nimesulide) per 1 g of
onpeaeneHHe 10.08 mg / 10,08 mr the product /

|OT 9,0 mo 11,0 mr C13Hi12N205S (vumecynmum) B 1 ¢

Remarks : The Product confirms to ND/

[pumenanue: [lponykr coorsercrayer Tpedosanuam HJL

Conclusion : APPROVED /
Jaxkmiouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
|ITonrorosneno: o Iposepeno: ITposepeno (AOK): ||Onobpeno: Obecnieyenne kauecTBa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana J Pardeep Kumar Amit KUT ar QUM KumAg

] I\ g
Date / Date / Date / Date / 2612 <ors—
Jara: 26.12.2025 Jara: 26.12.2025 Jlara: 26.12.2025 Hara:

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
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Dr.Reddy’s €3¢

CERTIFICATE OF A

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

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

NALYSIS

CEPTUDUKAT AHANU3A

Product : Nise gel 1%, 20 g
Ilpoayr: Haiiz, rens ans Hapyxsoro npumedenus 1%, 20 r

Market / Poidox : Russia / Poccus

Batch No. / . V250996 Batch Quantity / . 57000.000 units /

Cepusi Ne ) Pa3zmep cepun © 57000.000 epmHuL

Analytical Repourt No./ . 040003230816 Date of Analysis / . 26.12.2025

AHanurHdeckHii otyer Ne. JaTa ananuza - -
Date of M anufacture / . 12/2025 Date of Expiry / 11/2028

JaTa npoM3BoacTBa T'ogen go

Mfg. License No. /

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

Juuensus Ne

Analysis performed according ND No / Ananus nposeaen no HJ1 Ne: JITI-Ne(001198)-(PI'-RU)-050525

Packz;ge / YnakoBka

tamper-evident membrane. 1

[To 20 r B TyOy U3 JJaMHHUPOBAHHOIO

MHCTpYKUMEH 1o

BKJTAJBIIIIEM ).

HPUMCHEHHIO

absent in the in-house certificate of analysis./

20 g in a laminated aluminum tube equipped with
tube and patient
information leaflet (package insert) in a carton. /

cHabkeHHYI0O MeMOpaHOit 171 KOHTpPONA MEpBOro
sekpeiTua. [lo 1 TyGe B mauky KapTOHHYIO ©

npenapara

2() g in a laminated aluminum tube equipped with tamper-
evident membrane. 1 tube and patient information leaflet
(package insert) in a carton. /

[To 20 r B Tyby H3 JaMMHYMPOBAHHOTO AJFOMMHMS,
lcHabmennyio  MemMb6paHOM JUII  KOHTpOJsS MEPBOTO
|ncxpl,rrlm. Mo 1 Ty6e B madyky KapTOHHYIO C HHCTPYKUHEH
10 MPUMEHEHHUIO (JIUCTKOM-BKIIAABIIEM).

ATIOMMHYA,

(nucTkom-

* Performed by the manufacturer ;Teﬁodica]ly at release (with an interval of one test per 20 batches or at least once a year). The test may be

* TIpoBOAUTCS IIPOM3IBORUTENEM [IPH BBHIMLYCKE MEPHOJUYECKU (C HHTEPBAIOM B OJIHO MCMbITaHKe Ha 20 cepwit i He MeHee | pasa B rox).

IMokasarens MoxeT 6bITH He BIUTIOYEH B cepTH(HUKAT aHam3a QUPMBEIL,

API name / Haumenosauue ADC:

Nimesulide / Humecynun

INN / MHH:

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu npouisonutens APC:

MS-1A-243031-M1

FP Manufacturer APl Batch number /
Homep cepnu cyocranumnn npoussoaurens LJIdM:

FERAO00717

Remarks : The Product confirms to ND/
pumeuanne: [IponykT coorBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
Jaxawuenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IToAroToBNEHO: [Tposepeno: IIporepeno (AOK):
Pravesh Rana Pardeep Kumar Amit Kumar A

S~

A
L

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHue kauectBa/OTBETCTBEHHOE JTHLIO:

Lo Kuwpil

_<w

Date /

Date / Date /

Jara: 26.12.2025 JlaTta: 26.12.2025 Jara: 26.12.2025

Date /
JHara:

S6-12+<02rS

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJTTU3A

Product : Nise gel 1%, 20 g
Mponyrr: Haiiz”, rens jng napyscsoro npumenchus 1%, 20 T

Market / Punok : Russia / Poccus

Batch No. / . V250996 Batch Quantity / . 57000.000 units /

Cepus No ) Pasmep cepuu * 57000.000 eauHuLl

Analytical Repovrt No./ . 040003230816 Date of Analysis / . 26.12.2025

ARaauTndeckuii order Ne Harta ananuza |
Date of M anufacture / . 12/2025 Date of Expiry / 11/2028

Jata npoH3BoacTBA TI'open go

Mfg. License No. /

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

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
India (license No MNB/05/263. / TTpoussoacTBeHHOE noapasiencune-6, Buj,
Kxons, Hanarapx Poyn, bannu, Jucrpuxr Conaun, X.I1., 173205, Unaus
(JInuensus Ne MNB/05/263).

Name, address, authorization No for =~ FP manufacturing
site / Control site / Release site /
HaumenoBauue, aapec 4 HOMep JIMUEH3UH ILTOWAAKH,

ocyllecTBIAI0 el

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 thc 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», /

3akiodeHue 0 cooTBeTcTBHN: «Hacrosumm s nogTRepkaalo, YTO NPUBEACHHAS BhIEe HH(OPMALIUS SBIISICTCS JOCTOBEPHO M TOUHOM. DTa cepHs
TPOAYKUMH NPOU3BEeHa (BKJIIOYAs YIAKOBKY (MapKUPOBKY) M KOHTPOJIb Ka4eCTBa) Ha BBILICYKa3aHHON [IPOU3BOACTBCHHOM MIomanKke (IIoankax) B
HOTHOM COOTBETCTBUH ¢ Tpebopanusmu [Ipasun Hamnexaieit npousBoACTBEHHON NMpakTHkk EBpa3nilckoro 3KOHOMHYECKOro C0103a U TpeGOBaHHAMHU
KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPEACTB, @ TAKKE B COOTBETCTBUH CO CHELUHUGMKALUSIMY, COIEPKAIUMHUCA B PErUCTPALMOHHOM JOChE CTPaHbI-
MMIIOPTEpA. 3allMcy 110 NIPOM3BOACTBY, YNaKOBKE M aHANM3y IPOBEPEHBI, W YCTAHOBIEHO HMX COOTBETCTBUC TpedoBaHusM [IpaBun Hamiexawen
MPOH3BOICTBEHHOM NpakTHKK EBpa3uiickoro 5KOHOMHYECKOTO COMO3a».

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kayectsa/OTBETCTBEHHOE JIULIO:

QUL Ky™mAR_
<)

DEAANK

Remarks : The Product confirms to ND/

pumeuanue: Ilponykt cooTBeTcTByeT TpebGoBauusm HJJ

Checked by / Checked by (AQA) /
[Tporepeno: Mposepeno (AOK):
Pardeep Kumar Amit Kumar %

[ A"
P - ') -
Date / Date /

Jara: 26.12.2025 Jarta: 26.12.2025

Prepared by /
IToaroroenexo: A
Pravesh Rana

Date /
Jlara:

Date /
JlaTa: 26.12.2025

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: L85195AP1984PLCO04507
www.drreddys.com



