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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
IMponykr: Lerpuu® tabnerku, NOKPhIThIE TWIeHOUHOH 060104Koif, 10 Mr
Market / Peinok : Russia / Poccus
Batch No. / . B2502752 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pasmep cepun
Analytical Repo:'t No./ . 2002FP25002310 Date of Analysis / 30-09-2025
AHaJMTHYECKHIT oT4eT Ne Jara aHanmn3a
Date of Manufacture / . 08-09-2025 Date of Expiry / 31-08-2028
JIaTa npou3BoACTBA Togen no
Mfg. License No. / MA ber: /
TIpou3BoACTBEHHAs : 63/RR/AP/96/F/R Rtk JIT-Ne(005456)-(PT-RU)
Homep PY

Juuen3us Ne
Analysis performed according ND: / Ananus nposener no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapKkHpoBKa M MaKeThl YTBepaaenbl: 17.02.2025

Result / Pe3yabTaTtel

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyriisie JDBOSKOBBIYKIIBIE TaONIETKH,
MOKPBITEIE  TUIEHOYHOH — 00ONOYKOH
Oeoro mm@eTa, ¢ PHCKOM Ha OIHOK
croporne. Ha momepeuHoMm paspese —
simpo Genoro ngera.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyrabie HBOAKOBHINYKIIbIE TaONETKH,
MOKpEITEE IUIEHOUHOM o6omoukoi 6emoro
WIK MO9TH ARTIOTN TTRETA, ¢ PUCKNH HA OTHON
cTopoHe. Ha momepedsoM paspese AmpO OT
6esoro 1o mouTH 6€10TOo IBETA.

Ne Test / [lokasaTesnnb
1 Description / Onucanne
2 7 [Identification /

NnenTudurkanus

HPLC / BOXX

The retention time of the main peak in the;
chromatogram of test solution comply]
with the retention time of the main peak|
in the chromatogram of Cetirizine
Hydrochloride reference
solution. /

Bpemst ynep:xiBaHHI OCHOBHOTO TIHMKa Ha|
XpOMATOrpamMMe HCIEITYEMOro pacTBopa

standardjreference standard solution (section "Assay").

The retention time of the main peak in the]
chromatogram of test solution should comply}
with the retention time of the main peak in the|
chromatogram of Cetirizine Hydrochloride;

BpeMﬂ YIOCPXKHUBAHKA OCHOBHOTO IIMKa Ha

OCHOBHOI'O IIMKa Ha XpoMaTorpaMm
HCTUPU3UH

COOTBETCTBYET BpPEMCHH ynepmymaﬂmg/nepxcpmamm

CTaHIApTHOTO pacTBOpa
TUIPOXJIOpUIA.

XpOMarorpaMMe  HCILITYEMOTO  pacTBOpa
NOJDKHO COOTBETCTBOBATh BPEMEHH
OCHOBHOTO HKa H
XpoMaTorpaMMeé  CTaHIapTHOIO pacmopi
[IETHPH3UHA THAPOXJIOpUAA (pasnmen

«KoIMuecTBEHHOE OTpeIeTICHHEY ).

Remarks : The Product confirms to ND/

IMpumeyanue: [Tpoaykr coorsercTByeT TpeboBanuaM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[ToarotroeneHo:
Y. Venkateswara Rao -

Quality contrgl- Team
Member ﬁd,

Checked by / [IposepeHo:
D. Latha - Quality control-
Team Member

Checked by (AQA) /
I[Tpoeepeno (AOK):
V. Prashanth - Quality

vis

Assurance- Team Member

Wy

Approved by: Quality
Assurance/Authorized person /
Ono6peno: ObecnedcHue
kayecTBa/OTBETCTBEHHOE JIULIO:

G. Shivaji- Quality Assurance- Team
Member e

Date //Iata: 30-09-2025

Date /[lara: 30-09-2025

1
Date /Mata: 30-09-2025

Date /[Tara: 30-09-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Iponykr: LletpuH® TabneTku, MOKpbIThIE IIIEHOUHOM 000104K0#H, 10 MT

Market / PeiHoK : Russia / Poccus

Batch No. / . B2502752 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Paszmep cepuu

Analytical Repo:‘t No. / . 2002FP25002310 Date of Analysis / 30-09-2025

AHanHTHYeCKHi oTueT Ne JlaTa ananusa

Date of Manufacture / . 08-09-2025 Date of Expiry / 31-08-2028

JlaTa npou3BOACTEA I"ogen 1o

Mifg. License No. / MA number: /

IMpousBoACTBEHHAS : 63/RR/AP/96/F/R . JITI-Ne(005456)~(PT"-RU)
Homep PY

JuueHsus Ne

Analysis performed according ND: / Ananu3s nposenen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeThl yTBepskaeHbl: 17.02.2025

UV- spectrophotometry /
V@- cnekTpodoToMeTpus

Complies / CoOTBETCTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
solution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same
wavelengths with an allowed variation of +2
nm. / Y®-creKTpbl NOTJIOLIEHUA HCTILITYEMOTO
pacTBopa W CTAHJWAPTHOTO  PACTROPA
LETHPU3MHA THApOXIIopHaa B obnactu ot 200
no 400 HM IOMKHBI HMETH MAaKCHMYME
MOTJIOIIEHHA TIpU ONHOH M TOH Xe JUIMHE
BOJIHBI C IOTTYCTUMBIM OTKJIOHEHHEM + 2 HM.

3 'Water content /
Coaep:kaHue BOABI

3.4%/3,4%

Not more than 8.0% /
He 6omnee 8,0 %

100%, 103%, 101%, 104%, 103%,

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTD J03HPOBAHHBIX 71/7.1 than 15.0 / Tlokazarens npuemieMocTd (AV)
eTHHHI] ’ nomxeH 6uiTh He Oonee 15,0.

5 Dissolution / PacTBopeHue Not less than 80% (Q) of the labeled amount

of C1H2sCINO5-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMMHTLHOTO COIEPIKAHHUA

103%.

C21H25CIN2O3-2HCI (netnpusuHa

THTHAPOXIIOpHA) yepes 30 MUH.
Remarks : The Product confirms to ND/ [Conclusion : APPROVED /
Ipumeuanne: [Tponykr cooTBeTcTBYET TpebopanuaM H] 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Ilposepeno:  ||Checked by (AQA) / Approved by: Quality
[ToaroToBneHo: D. Latha - Quality control- ||IIpoeepexo (AOK): Assurance/Authorized person /
Y. Venkateswara Rao - Team Member V. Prashanth - Quality Onobpeno: ObecneueHme
Quality contro]- Team Assurance- Team Member kayecTBa/OTBETCTBEHHOE JIHIIO:
Member . L@,- G. Shivaji- Quality Assurance- Team

\M‘bp Member
Ir x T

Date /JTara: 30-09-2025 Date /[lata: 30-09-2025 Date /Jata: 30-09-2025 Date /[arta: 30-09-2025




br. Reddy'’s Q':‘

CEPTU®UKAT AHAJIM3A

CERTIFICATE OF ANALYSIS

Product: Cetrine film coated tablets, 10 mg
Mpoanykt: Letpuu® TabneTky, NOKPHIThIE IIEHOUHOM 060/104K0#, 10 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . B2502752 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pasmep cepun ]

Analytical Report No./ . 2002FP25002310 Date of Analysis / 30-09-2025

ApanurHyeckuii oTyer Ne JlaTa anannsa ]

Date of Manufacture / . 08-09-2025 Date of Expiry / 31-08-2028

JlaTa npou3BOACTBA Topen o

Mfg. License No. / ]

IIpoussoacTBenHas : 63/RR/AP/96/F/R DA DO : - JII-Ne(005456)-(PT'-RU)
Homep PY

JIHLEeH3HA Ne

Analysis performed according ND: / Aranus nposegen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapKupoBK2a H MaKeTbl yTBepsKkienbl: 17.02.2025

6 Impurities / IIpumecn

Impurity A /
[Tpumeck A
Impurity B /
[Ipnmvecs B
[mpurity € /
[Tpumecs C
[mpurity D /
[Ipumecs D
Impurity E /
[Ipmmecs E
Impurity F /
[Ipymecs F

Not detected / He obnapyxeHna

Less than LOQ (LOQ = 0.010%) / Hixe
Mpelesia ¥OITHHAr TREHHNTO NTIPATETEHAS
(ITIKO = 0,010%)

Not detected / He oOHapyxena

Not detected / He o6HapyxeHa

0.04%/0,04%

INot more than 0.2 % / e 6onee 0,2 %
INot more than 0.2 % / se 6o1nee 0,2 %
INot more than 0.2 % / He 6o1nee 0,2 %
INot more than 0.2 % / He 6onee 0,2 %
INot more than 0.2 % / He Gonee 0,2 %

Not more than 0.2 % / e 6omee 0,2 %

/Any individual unidentified
impurity / Jltobas e qMuHA4YHAsA
HeuIeHTU()UIMPOBaHHAS MPUMECh

Not detected / He o6HapykeHa

Total impurities /
Cymma IpuMeceit

0.07% /0,07%

0.2%/0,2%

Not more than 0.2 %/
ue 6onee 0,2 %

Not more than 2.0% /
He 6omee 2,0%

Remarks : The Product confirms to ND/
Ipumeuanue: [IpogykT cooTBETCTBYET TpeGoBaHmaM HJJ

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by / Checked by / TTposepeno:  ||Checked by (AQA) / Approved by: Quality

[ToaroroeneHo: D. Latha - Quality control- [|[Ipoeepeno (AOK): Assurance/Authorized person /

Y. Venkateswara Rao - Team Member V. Prashanth - Quality Opo6peno: ObecnieueHne

Quality controf Team Assurance- Team Member kauecTsa/OTBETCTBEHHOE JIULO:

Member @ Lé£/ G. Shivaji- Quality Assurance- Team
LA Member Z_%l_,

Date /IOata: 30-09-2025 Date /Tata: 30-09-2025 Date /[lata: 30-09-2025 Date /[Tata: 30-09-2025




br. Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Lletpun® TabneTkH, NOKpsIThe IWICHOYHOM 000M0uKOo#, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . B2502752 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repo:‘t No./ . 2002FP25002310 Date of Analysis / 30-09-2025

AHaJHTHYECKHIT 0THeT No JlaTa aHain3a

Date of Manufacture / . 08-09-2025 Date of Expiry / 31-08-2028

JlaTa npou3BoOACTBA Tonen no

Mfg. License No. / MA ber: /

ITpOH3BOACTBEHHAS : 63/RR/AP/96/F/R e JITI-Ne(005456)-(PT-RU)
Homep PY

auuensus Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa U MakeThl yTBepaaenbl: 17.02.2025

7 Assay / KonuuecTBeHHOE
onpeaeieHHUE

991 mg/9,91 mr
99.1%/99,1%

Not less than 9.0 mg and not more than
11.0 mg C;1H,5CIN2O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 mr 10
11,0 mMr C2;H,5CIN203-2HCI (eTnpusrza
ruapoxaopun) B Tabnetke (ot 90,0 % mo
110,0 % OT HOMHHATIEHOTO COMIEPXKaHMs).

8 Subdivision of tablets /
JlesieHne TabJIeTOK

»

Complies / COOTBETCTBYET

The tablets comply with the test, if not more
than 1 individual mass is outside the limits of
85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
Ta61eTKH COOTBETCTBYIOT TpeOOBaHMAM, ECITH
He Oosee 1 eAMHUYHAsA Macca OTKIIOHACTCA 3a
npenenst 85%-115% ot cpenHedl MaccHl.
TabneTkd He COOTBETCTBYIOT TPEOOBAHHUAM,
ecnu Gonee ueM | HHAMBHAyaIbHAsA Macca
OTKJIOHAETCA OT STHX MPENEIOB UM, €CIH 1
HHAMBHAYalbHAs Macca OTKIOHAETCA 33
npezenst 75%-125% ot cpeaHeii Macchl.

9 Microbiological purity* /
Mukpo6uoJsiornyeckas
qucroTa®

a) Total aerobic microbial count /
Ob11ee 9ucIo adpoOHBIX
MHKPOOPTaHHU3MOB

Not Applicable

INot more than 1000 CFU/g /
He Gonee 1000 KOE/r

Remarks : The Product confirms to ND/

INpumeuanue: [lponykr cooTBeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToaroToBIEHO:
Y. Venkateswara Rao -

Quality control- Team
Member é

Checked by / IIpoBepeno:
D. Latha - Quality control-
Team Member

By

Checked by (AQA) /
IMposepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

D

Approved by: Quality
Assurance/Authorized person /
Opnobpeno: O6ecneyeHne
KauecTBa/OTBETCTBEHHOE JIHLO!

G. Shivaji- Quality Assurance- Team
Member ¢~

Date /JTata: 30-09-2025

Date /Jara: 30-09-2025 —|

!
Date /[lata: 30-09-2025

Date /JTata: 30-09-2025




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3IA

‘ ' ®o
Dr.Reddy’s €3¢

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Lerpun® tabneTky, NMOKphIThIE INIEHOYHOM 06004k, 10 Mr

Market / PriHoOK : Russia / Poccus

Batch No. / . B2502752 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3mep cepuu

Analytical Repourt No./ . 2002FP25002310 Date of Analysis / 30-09-2025

AHaJHTHYECKMid oT4yeT Ne Jara ananuza

Date of Manufacture / . 08-09-2025 Date of Expiry / 31-08-2028

JlaTa npoH3BOACTBA Tonen g0

Mfg. License No. / MA numbers: /

TIpou3BoACTBEHHAS : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PT-RU)
Homep PY

JuneH3nsa Ne

Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa U MaKeThl yTBep:kieHbl: 17.02.2025

b) Total combined yeasts and
mould count / O6inee gucio
POXCKEBBIX U IUIECHEBEIX TPHOOB

c) E. coli

Not Applicable

Not Applicable

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OtcyTcTBHEB 1 T

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 TabneTok B
[MBX/IIABX//amoMIHHAEBOM OIHCTEDE.
[To 3 6nuctepa BMeCTe € TUCTKOM-
BKJIaJIbIIIeM YIIaKOBaHbI B IAUKY

KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 blisters and patient information leaflet in
a carton. /

[To 10 TabieToK B
[IBX/TIJIBX//amomuuuesoM 6muctepe. I1o 2

unu 3 6IIucTepa BMECTE C THCTKOM-
BK/a/IbIIIEM YIAKOBAHEI B NIa9Ky KapTOHHYIO.

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent
from the Company's certificate of analysis. / TIpoBomMTCS IPOU3BOAMTEIEM TIPH BBIITYCKE TIEPUONMIECKH: MUl Kaxnoi 20-0i cepuu
uny He MeHee 1 pasa B rog. Iokasarens MOXeT GbITh He BKtOYeH B CepTudukaT aHamu3a GUpMBI.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Ilpumeuanne: Ipoaykt cooTBeTcTBYET TpebGoaHuam HJT

Prepared by / Checked by / IIposepeno:  ||Checked by (AQA) / Approved by: Quality
IoxaroroeneHo: D. Latha - Quality control- ||IIposepeno (AOK): Assurance/Authorized person /
Y. Venkateswara Rao - Team Member V. Prashanth - Quality Ono6peno: ObecneueHue
Quality contro]- Team Assurance- Team Member kadgecTBa/OTBETCTBEHHOE JIUIIO:
Member A L—,%i/ G. Shivaji- Quality Assurance- Team

| M'I/O Member &

\

Date /JTata: 30-09-2025 Date /Mara: 30-09-2025 Date /Jlata: 30-09-2025 Date /dara: 30-09-2025




. ) . .
’ °e® CERTIFICATE OF ANALYSIS
Dr.Red dy S ‘«' CEPTHONKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: LleTpra® TabieTkH, HOKPHITHIE IUIEHOYHOH 06010uKk0i, 10 Mr

Market / PeiHok : Russia / Poccns

Batch No. / . B2502752 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepuu

Analytical Repo“rt No./ . 2002FP25002310 Date of Analysis / 30-09-2025

AHAJIHTHYCCKHI 0TUeT Ne Jata anainsa

Date of Manufacture / . 08-09-2025 Date of Expiry / 31-08-2028

JlaTa npoH3BOACTBA Togel no

Mfg. License No. / MA ber: /

IIponsBoacTBeRHAsE : 63/RR/AP/96/F/R A JII-Ne(005456)~(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThl yTBepxKaeHbl: 17.02.2025

API name / HanmenoBanue APC:

Cetirizine dihydrochloride / LleTnpr3naa AUTrHAPOXIIOPUL

INN/MHH:

Cetirizine / IleTupus3nH

API manufacturer batch number /
Homep cepun npouspoautens ADC:

BT00-25030, BT00-25031

FP Manufacturer API Batch number /
Homep cepuu cydcTanuuu npoussoautens LJId:

FBSA00168, FBSA00169

API Manufactured by & country /
Hponseoanrens ADC, crpaHa:

Glochom Industries Private Limited, India /
I'noxem Munactpuec IIpaisur Jlumuren, Muaus

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

HaunMmeHoBaHuMe, afApec, THNEH3HA I
IIponssoacTBeHHas miowajaka / Ilnomaaka KoHTpOIA
kauecrra / Ilnomaaka Beimycka

Formulation Tech Ops — 11, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / [Ipou3BoacTBeHHOE NoapazaeneHue-11,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 n 83, bauynaniu
Bwinamk, bauynannu Maspan, Memggan ManakaJXrapu
Huctpukt — 500090, mrar Tenanrana, Muaus (JInuensusa Ne
63/RR/AP/96/F/R).

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».
3akmiouenune 0 cooTBercTBuM: «HacToAIUM s IIOOTBEPIKAAl0, YTO IPUBEICHHAS BHIME MH(GOPMAIMA ABIACTCA JOCTOBEPHON U
TOYHOH, DTa ¢epus NPOMYKIMHM NPOM3BENCHa (BKIOYas YNMAaKOBKY (MapKHUPOBKY) H KOHTpOJb Kaue€CTBAa) Ha BBHILICYKA3aHHOK
HPOM3BOACTBEHHOM MUIomanke (TIomankax) B MOJHOM COOTBETCTBHH ¢ TpeOoBaHHAMH [IpaBun Hajnexaniel Npou3BOACTBEHHOM
npakThKHd EBpa3uiickoro 3KOHOMHMYECKOTO COHO3a M TpeGOBAHMAMM KOHTPOJS KauyeCTBa JIEKADCTBEHHBIX CPEACTB, a TaKkKe B
COOTBETCTBHH CO CIEMPHUKALMIMHE, COAEPIKAIIUMUC B PETHCTPAIIMOHHOM J0ChE CTPaHbI-HMIIOpTEpa. 3allkCH O IPOU3BOJICTRY,
YIAKOBKE M aHANH3y MPOBEPEHBI, H YCTAHOBIEHO HMX COOTBETCTBME TpeGOBaHMsM IIpaBIUl HajleXamieil IPOM3BOACTBEHHOM

NIpaKTHKHA EBp&HﬁCKOFO SKOHOMHYECKOTO COHO3a».

Remarks : The Product confirms to ND/
IMpumeuanue: ITpoaykr cootBeTcTBYyeT TpebopaHmsM HJI

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Checked by / IIposepeno:
D. Latha - Quality control-
Team Member

Ay

Prepared by /
[ToaroToBnieHo:
Y. Venkateswara Rao -

Quality contro}- Team
Member

Checked by (AQA) /
ITpoeepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

u)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieueHne
kauecTea/OTBETCTBEHHOE JIULIO:

G. Shivaji- Quality Assurance- Team
Member .C

Date /Jlata: 30-09-2025

Date /JTata: 30-09-2025

T !
Date /[ara: 30-09-2025 Date /JTata: 30-09-2025




