Dr.Reddy’s Q‘:‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIN3A

Product : Nise®, topical gel 1%
IMpoaykr: Hait3®, rens ans Hapy>kHoro npumenenus 1%

Market / Poinok : Russia / Poccust

Batch No. / . V260352 Batch Quantity / . 23333.0 units /

Cepun Ne ) Pa3zmep cepun " 23333.0egunun
Analytical Repovrt No./ . 040003397477 Date of Analysns/ . 23.05.2026
AnanuTuyeckuii oryer Ne Jlara ananusa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2029

JlaTa npon3BoJcTBa Toaen g0

Mfg. License No. /

IpouspoacTeeHnas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JHuen3us Ne

Analysis performed according to ND No / Ananns nposeaen no HJI Ne: JITI-Ne(001198)-(PI'-RU)-050525
Artworks of primary package approved: / MakeTb! nepBU4HOIi ynakoBku yTBep:kaensi: 02.10.2023
Artworks of secondary package approved: / MakeTb! BTOpHYHOil yNaKoBKH yTBepaxaeHbl: 02.10.2023

PL approved: / JIB yreepxaen: 29.03.2023

[ Ne Test / [ToxazaTenn Resuit / PesyabTaTh! Specification / Hopma
1 Appearance / Onucanue Clear homogenous light
Clear homogenous light yellow gel, free fromyellow to yellow gel, free from
particulate matter / OgHOpOAHBIN Npo3payHsiitparticulate matter / OMHOPOAHEBIM NPO3paUHbIH refb
refib  CBETJIO-XKEJITOrO LBETa, CBOOOAHBI OTOT CBETJIO-XKENTOrO M0 XKEJNTOrO LIBETA, CBOOOMHBIMH
MOCTOPOHHUX YACTHIL OT NOCTOPOHHUX YACTHLL
2 [[dentification / The retention time of the main peak in the The retention time of the main peak in the
UxenTndukauus chromatogram of test solution should chromatogram of test solution should correspond to
corresponds to the retention time of the main the retention time of the main peak in the
HPLC / BOXX peak in the chromatogram of nimesulide chromatogram of nimesulide reference standard
reference  standard solution / Bpems solution (section Assay). / Bpems ypepxupaHus
YIEp>KMBAHMA ~ OCHOBHOTO  THKA  Ha OCHOBHOrO MHKA HA XpOMAarorpaMMe HCILITYEMOro
XpOMaTorpaMMe  HCIIBITYEMOrO  pacTBOpa pacTBOpa  JOJ/DKHO  COOTBETCTBOBATH  BPEMEHH
COOTBETCTBYET  BPEMEHH  YNCPXKMBAHHS Y/EpP/KHBAHUS OCHOBHOIO NMHKA Ha XPOMATOrpamMMe
OCHOBHOrO  NUKa HAa  XpOMATorpaMMe pacTBOpa CTaHJapTHOro o6paszua HUMECYIMAa
pacTBopa CTaHAAPTHOTO obpasua (paszen «KonnyecTBEHHOE ONpeeIcHHEY)
HUMeCYIHuaa
3  |Weight of package contents / According to the requirements. Not less than 20 g /
Macca cogepxRuMoOro 51g/S5lr 50g/100g./
YIAKOBKH B cootBeTcTBUM ¢ TpebopaHusasmMu. He menee 20 r/
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTCTBYET Tpeboranusm HJL 3axkmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[MoxnrorosneHo: Pravesh | Ilposepeno: Pardeep | IlpoeepeHo (AOK): Onobpeno; Obecneyenue kayecrsa/OTBETCTREHHOE JTULIO;
Rana Kumar Amit Kumar ' *\o) wm
= S| N (I (.
Date / Date / Date/ ' Date / ! Wbﬂ’,:)/@
Hata: 23.05.2026 JHara: 23.05.2026 Jara: 23.05.2026 Jara: >
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATTU3A

Product : Nise®, topical gel 1%

Ipoaykr: Haiiz®, rens s Hapy»KHOTo npumeHeHus 1%

Market / Poinok : Russia / Poccus

Batch No. / . V260352 Batch Quantity / g 23333.0 units /

Cepusa Ne Pazmep cepun 23333.0eanHuny
Analytical Reponrt No./ . 040003397477 Date of Analysis / . 23.05.2026
AHAJTHTHYCCKHIT OTHEeT N Jlara anann3za

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2029

JlaTa npou3soacTsa I'open o

Mfg. License No. /

IIpousBoacTBeHHAas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT-RU)
JueH3ug Ne

Analysis performed according to ND No / Auanns nposexen no HJ Ne: JITI-Ne(001198)-(PI'-RU)-050525
Artworks of primary package approved: / MakeTbl nepBHYHoii ynakoBkH yTeepxaenni: 02.10.2023
Artworks of secondary package approved: / Makerbl BTOpUYHOIi yNakoBKM yTBepxIeHbl: 02.10.2023
PL approved: / JIB yrsepxaen: 29.03.2023

50r/100r.

pH

5.6

4.6t06.0/014,6 no 6,0

Related substances / PoacTtBen

Hble NPHMecH

impurity / EnuHnuHas
HEeHIEHTH(QULPOBaHHASA
npUMech

Below LOQ (LOQ = 0.1 %) / Huwxe npenena
r(cmuqecmeuuoro onpenenenys (IHKO = 0,1%)

1)  Impurity A / IIpumecs Not detected / He oGHapyseHa 1) Not more than 0.2 % / "e 6osee 0,2 %
2) Impurity B / TIpumecs Not detected / He 0GHapyseHa 2) Not more than 0.2 % / ue Gonee 0,2 %
(;i) Impurity C / Ilpumecs Nigt distected ¢ i oBimpyaens 3) Not more than 0.2 % / ve 6onee 0,2 %
4D) Impurity D / ITpumecs T —— 4) Not more than 0.2 % / ve 6onee 0,2 %
5) Impurity E / [Tpumecs E Not detected / He obHapyseHa 5) Not more than 0.2 % / ve 6onee 0,2 %
6) Impurity F/ [Tpumecs F Not detected / He oGHapyseHa 6) Not more than 0.2 % / ne Gonee 0,2 %
7} Individual unidentified 7) Not more than 0.2 % / e 6onee 0,2 %

Remarks : The Product confirms to ND/
Mpumeuanne: INponykr coorsercrayer Tpebosanuam HJL

Conclusion : APPROVED /
3awxmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
INoarorosneHo: Pravesh | IIposepeno: Pardeep | Tlporepeno (AOK): Opobpeno: Obecnevenue Kgqemna/OTaercmeHHoe JIMLLO:
Rana Kumar Amit Kumar ¢ 0a) fcormm
cﬂb v—/\ ’ M}DD €
D)
- { = ‘K-? J)" AVL
Date / Date / Date / Date / | %/'S Y
Jara: 23.05.2026 Jlara: 23.05.2026 Jara: 23.05.2026 Jara: 7
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHATIN3A

Product : Nise®, topical gel 1%
Ipoaykr: Haiiz®, rens ans Hapy»xsoro npuMeHeHus 1%

Market / Poinox : Russia / Poccust

Batch No. / . V260352 Batch Quantity / : 23333.0 units /

Cepus Ne Pa3mep cepuu 23333.0equHun
Analytical Repovrt No./ . 040003397477 Date of Analysis / . 23.05.2026
AHanuTHYeCKNii oTyeT No JlaTa ananu3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2029

JlaTa npousBoacTBa T'oaen g0

Mfg. License No. /

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

Analysis performed according to ND No / Avanus nposeaex no H/1 Ne: JIIT-Ne(001198)-(PI'-RU)-050525
Artworks of primary package approved: / Makers! nepBrHuHoi ynakosku yreepaxaenst: 02.10.2023
Artworks of secondary package approved: / MakeTbl BTOpH4HOii ynakoBkH yTBepaxkaennt: 02.10.2023
PL approved: / JIB yrBepxknen: 29.03.2023

8) Total impurities /

Cymma ripumeceit Below LOQ / Huxe npenaena KOMMYeCTBEHHOTO

OnpeneneHs 8) Not more than 1.5 % / He Gonee 1,5 %

Microbial contamination* / Mukxpo6unosioruieckasi 4ucTora®

Total viable aerobic count /
O011ee KONMHYECTBO

PKM3HECTIOCOOHBIX adpoOHBIX
MHUKPOOPTaHH3MOB

Less than 10 CFU/g/
Meree 10 KOE/r

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

'Total combined yeasts/molds
count / O6wee 4ucIo
POMOKEBBIX U TUIECHEBBIX

Less than 10 CFU/g /
Menee 10 KOE/r

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

rpu6oB

Pseudomonas aeruginosa Absent in 1 g/ Otcyrcteie B 1 r

Absent in 1 g/ OtcytctByerB 1 1

Staphylococcus aureus Absent in 1 g/ OrcyrcrByer s 1 r Absent in 1 g/ Orcytereue B 1 1

7  |Assay / KoanuecTBenHoe 9.0 to 11.0 mg of C13H;2N20sS (nimesulide) per 1

ofpeaeaeHue g of the product /
10:12mg 10,12 mr ;OT 9,0 no 11,0 mr C3H)2N>0sS (Humecyama) B 1 r
a nipenapara
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Nponykt coorBeTcTByeT TpeboBanuaM HJL 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarorosneno: Pravesh | Ilpoeepeno: Pardeep | Ilposepeno (AOK): @) eHo: Obecnieuenre kauectBa/OTBETCTBEHHOE JIULIO:
Rana @/ Kumar Amit Kumar " 20 04 (Coradwn
~= L
- RN *)

Date / Date / Date / Date / ' VY47 R
Jara: 23.05.2026 Hara: 23.05.2026 Hara: 23.05.2026 Hara: £
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Dr.Reddy’s ":’.

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.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A

Product : Nise®, topical gel 1%

N poaykr: Haiiz®, rens ang Hapys>xHoro npumeHeHus 1%

Market / PoiHok : Russia / Poccus

Batch No. / . V260352 Batch Quantity / . 23333.0 units /

Cepus Ne ' Pa3mep cepun * 23333.0eannun
Analytical Repo“rt No./ . 040003397477 Date of Analysis / . 23.05.2026
AHasuTHYeCKHUI oTyeT Ne JlaTta ananu3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2029

JaTa npousBoacTBa TI'oxen no

Mfg. License No. /

[IpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001198)-(PT-RU)
JTuneH3usa Ne

Analysis performed according to ND No / Anasnu3 nposeaen no HJ1 Ne: JIII-Ne(001198)-(PT'-RU)-050525
Artworks of primary package approved: / MakeTbl mepBH4HOH ynakoBKH yTBepxaensi: 02.10.2023
Artworks of secondary package approved: / MakeTbl BTOpH4YHOH ynakoBKH yTBepaxkaensl: 02,10.2023
PL approved: / JIB yrBepaxaen: 29.03.2023

8 Package / YnakoBka

50 g in a laminated aluminum tube equipped
with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a
carton. / TTo 50 r B Ty6y M3 JaMHHHPOBAHHOTO
anmoMHHHA, CcHabGXeHHYl0 MeMOpaHoW Juis
KOHTpoJisi repBoro BckpeiTHa. ITo 1 Tybe B
na4yky KapTOHHYFO C MWHCTPyKUHEeH Mo
MpUMEHEHHIO (JINCTKOM-BKJIAZBILIEM).

20 g, 50 g or 100 g in a laminated aluminum tube
equipped with tamper-evident membrane. 1 tube and
a patient information leaflet (package insert) in a
carton. / Ilo 20 r, 50 r wau 100 r B TYyOGy u3
UIAMUHHPOBAHHOTO  aJIOMHHUA,  CHAa0XXEHHYIO
MeMOpaHO#H U1 KOHTPOJIS nepBOro BekpuiTus. I1o 1
TyOGe B Mayky KapTOHHYIO C WHCTPYKLUMEH [0
NPUMEHEHHIO (JINCTKOM-BKJIA/IBIIIIEM ).

0 Labeling / Mapkuposka

Complies / CoorBercTByeT

See Module 1, section 1.3.2 of registration dossier. /
Hudopmaums npusenexa B pazgene 1.3.2 monyins 1
perucTpaLHoHHOr0 10Che,

10 |Storage/ XpaHeHue

3aMOpaKHBaTh.

At temperature not higher than 25 °C. Do not freeze. / Ilpu Temneparype He Bblie 25 °C. He

11 | Shelf-life (storage period) /

CpoK rogHocTH (XpaHeHHs)

3 ropa. / 3 years.

* 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./
* TIpOBOAMTCS MPOU3BOJUTEIIEM TIPU BBIITYCKE MEPHOAHUECKH (C HHTEPBAJIOM B OfHO HcIbITaHHe Ha 20 cepHit Mmn He MeHee 1
pasza B roj). [okaszatess MOXKeT OBITH He BKJIIOYEH B cepTH(MKAT aHaM3a (pUpMBL.

Remarks : The Product confirms to ND/
Ipumeyanue: ITpoaykr cooTBeTcTBYET Tpeboanuam HJT

Conclusion : APPROVED /
3axnwuyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[MoarotosneHo: Pravesh | [IposepeHo: Pardeep | Ilpoeepeno (AOK): (0] '5€HOZ Ob6ecneyenue kayecTBa/OTBETCTBEHHOE JIMLIO:
Rana Kumar Amit Kumar ¢ 145004 (C_O’\Aj""‘
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Ci'{- '/\/ N /
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Date / Date / Date / Date / ( Yué(éq/o
JHara: 23.05.2026 Jara: 23.05.2026 Jlara: 23.05.2026 Jara: i
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTNU3A

Product : Nise®, topical gel 1%
ITpoaykT: Haiiz®, rens ans Hapy>kHoro npuMeHeHus 1%

Market / Prinok : Russia / Poccust

Batch No./ . V260352 Batch Quantity / . 23333.0 units /

Cepusi Ne : Pa3zmep cepuu " 23333.0eauuun
Analytical Repovrt No./ . 040003397477 Date of Analysis / . 23.05.2026
AHaauTHYECKHIH oTYeT No Jarta ananusa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2029

JlaTta npousBoacTBa T'oxen go

Mfg. License No. /

IlponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JI[T-Ne(001198)-(PT-RU)
auneHzus Ne

PL approved: / JIB yrBepixaen: 29.03.2023

Analysis performed according to ND No / Ananus nposexen no H/I Ne: JITI-Ne(001198)-(PI'-RU)-050525
Artworks of primary package approved: / MakeTbl NepBH4YHOI ynakoBkH yTBepsxaennl: 02.10.2023
Artworks of secondary package approved: / MakeTsl BTOpHYHO# yIakoBKH yTBepaxaeHbl: 02.10.2023

API name / HaumenoBanue AD®C:

Nimesulide / Humecynun

INN / MHH:

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepnu npoussoauteas ADC:

MS-1A-243032-M1

FP Manufacturer API Batch number /
Homep cepun cy6eranuuu npoussoaurenst IJId:

FERA00718

API Manufactured by, address & country /
IIponssoaurens A®C, agpec u cTpana:

Mangalam Drugs and Organics Ltd., Unit-1, 1A Plant, Plot No. 187,
G.I.D.C,, 2nd Phase, Vapi, 396 195 Gujarat, India /

Mauranam Jlparc aug Opranuke JITa.
ITpouzeoacTBeHHOE noapasaeneHue 1, 1A 3aBon, Yuactok No 187,
Koprnopaliust npoMbIIIeHHOrO pa3BUTHA wWTaTa Iy mkapar, daza 11, Bany,
396 195, I'ynokapar, Huaus

Name, address, authorization No for FP manufacturing
site / Control site / Release site /

HaumeHoBaHue, ajipec, THUEH3US 1JIs1
IponssoacTBenHas nuowaaka / [Lnomaaka KOHTPoOJs
kavecTBa / [liomanka Bolnycka

Dr. Reddy’s Laboratories Ltd., Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan (HP) 173205, India (license No MNB/05/263). /
H-p Peanwn’c Jlaboparopuc Jita., [IponsBoacTeeHHoOe nioapasaesieHue-6,
Bunn. Kxons, Hanarapx Poyn, Bagnu, uctpukt Conan, X.I1., 173205,
WMupus (JInuenszus Noe 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 (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) and requirements to the medicinal quality and

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanme: [Iponykr cootBercTByeT Tpebosanuam HJT 3akawuenune: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMonrorosneHo: Pravesh | TIposepeno: Pardeep | Ilposepeno (AOK): OpnoGpeno: Obecneyerue kayecTsa/OTBETCTBEHHOE JIULIO:
Rana Kumar Amit Kumar /é‘_“rg_@_) \CoAGA~
/\ ‘ < )vD_D P

= il AL oS A
Date / Date / Date / Date / { \ >
Jara: 23.05.2026 Jata: 23.05.2026 Hara: 23.05.2026 Jara: -
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A

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.com

Product : Nise®, topical gel 1%
Ipoayxt: Haita®, rens ang Hapysxuoro npumenenns 1%

Market / PeiHok : Russia/ Poccus

Batch No. / . V260352 Batch Quantity / . 23333.0 units /

Cepusa Ne ) Pazmep cepun " 23333.0eanuny
Analytical RepOj't No./ . 040003397477 Date of Analysis / . 23.05.2026
AnHanuTHyecKkHii oTueT Ne JlaTa ananu3za

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2029

JlaTa npouM3BojCTBA Toxen 1o

Mfg. License No. /

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

Analysis performed according to ND No / Ananu3s nposeaen no H/ Ne: JITI-Ne(001198)-(PI'-RU)-050525
Artworks of primary package approved: / Makersl nepBu4HOil yNnakoBKH yTBepxaens:: 02.10.2023
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YNaKOBKH yTBepxkaeHbl: 02.10.2023
PL approved: / JIB yrsepxaen: 29.03.2023

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».

3ak/i04eHHe 0 cooTBeTcTBUH: «HacToAlMM g MOATBEPXKAIO0, YTO NPUBEAEHHAs BbILIe HHPOPMALM ABJIACTCS JOCTOBEPHON H TOYHOIL.
DTa cepus MPOLYKLMH Mpou3BencHa (BKIIOYAas YNakOBKY (MapKHpPOBKY) M KOHTPOJib KA4eCTBA) Ha BblICYKa3aHHOH NPOH3BOACTBEHHOM
momaake (MIOLaaKax) B MOJHOM COOTBETCTBMM ¢ TpebosaHMaMHU IlpaBun Haanexalueil Npou3BONCTBEHHON mpakTuku EBpazuiickoro
3KoHOMuUueckoro coro3a (Ne GMP/EAEU/RU/02329-2025 or 19 centsabps 2025 r.) u TpeboBaHUAMH KOHTPOJISA KAuecTBa JIEKAPCTBEHHBIX
CPEJICTB, & TAKXKe B COOTBETCTBHU CO CreUMUKALMAMU, COACPHKAIUMMUCST B PErHCTPALIHIOHHOM JOChE CTPAaHbI-UMIIOpTEpa. 3anucH Mo
NPOU3BOJICTBY, YIIAKOBKE M aHAIM3Y POBEPEHBI, M YCTAHOBJICHO UX COOTBETCTBUE TpeboBaHuaM [IpaBun Hapnexale nporH3BOACTBEHHON
npaxkTukk EBpazuiickoro SKOHOMUUYECKOTO CO03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoayxr cooreercrpyer Tpebosannam HJL 3akawyenne: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
Toarotosaeno: Pravesh | Iposepeno: Pardeep | Ilpoeepeno (AOK): O}qﬁ eHo: Obecnievuenne kayecTsa/OTBETCTBEHHOE JIULIO:
Rana Kumar Amit Kumar t0 g0 IQMB'V"‘
j\ % | },3) /

= ﬁ'\ ) AS - 2
Date / Date / Date/ Date / ( Ve n?
Jara: 23.05.2026 Jlara: 23.05.2026 Jlara: 23.05.2026 Hara: ’
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