Dr.Reddy’s %‘g@

Product: Ketorol Express (kelogbbrg) Oﬁiﬁis_intcgrating Tablets 10 Iﬁg

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJTU3A

Hpoavkr: Keropon™ Dxenpecc (keToposax) TabAeTkH, AMCNEPrHpyeMbie B N0.i0CTH pTa, 10 mr

\Batch No/
|Cepsia N
Analytical Report No /

'Date of Manufacture /
| JlaTa npou3BoaCTBA

£ 0520

: V2400861

. 040002535967

|Batch Quantity /
QObenm cepul

: 3600000 tab /
3600000 a6

Date of Analysis /
__|/laTa ananu3za

+ 29.05.2024

24

Date of Expiry/
\}“(men o

. 04/2026

"Analysis performed according ND /

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 1 1112022

Ananus ﬁ'poseueu no H:

No | .
;{.ﬂ | Yest / [lokazaTens Results / PesynbTarhl
1 ‘ Description / Onucauue Light vellow round flat beveled
{ : tablets with "|" debossed on one
side. / Kpyrneie, mIOCKHe
Tabsnerku ¢ (ackoll, CBETIO-
| AKENTOr0 LBeTa € iPaBHPOBKON
| ! «l» Ha 0JIHOIt CTOpPOHE.
| [ s e
2 i Identification / [ToAMHHHOCTS

| Ketorolac / Kemopoiar

"a) ByUv/
V@-cnexTpohoTOMETPHA

-
|
|

Specification / Hopma

Page1of8/Crp. 1138
|

]_Tght yellow round flat beveled tablets

Il

with debossed on one side. f
Kpyrasle, nnockxe T1abneTky ¢ Qackoi,
CBETI0-XKENTOTO LBETA C PABUPOBKOI
«l» Ha 0ZHOW CTOpOHE.

et

C_om';jiics / COOTBETCTBYET

li Remarks: The Product conforms to ND/

Tpirvieyannce: [IPOAYKT COOTBCTCTBYCT TPEOOBAHNAM H/T
Checked by / '
[MpoeepeHo: Pardeep Kumar

Prepared by /
[MoaroToeneHo: Santosh
Kumar Maurya

[ Conclusion: APPROVED /-
! 3akmouenne: OJOBPEHO

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTph
TOTJIOLIEHHA HCMLITYEMOTO PACTBOPA K
pacTeBopa  cramgaptHore  ofpasia
KeTOpoJiaka TPOMETaMHHA  [OJKHEI
HMETH MAKCHMYMBI IPH OXHOH H TOH X
JUTHHE BONHEL (£ 2 HM).

Approved by: I\-Ianager.-’Executi\?;./ o
Onobpeno: Menempxep / Pyiosorie ih
Manoj Kumar p

#

Vgt

Reprint Date/
| Jata: 29.05.2024

Reprint Date/
Hara: 29.Q_5.202¢?

Reprint Date /
Jara: 29.05.2024




Dr.Reddy’s Q%@

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIASA

Ploduct K_etcro] I:XpISS“ (ketorolac) Oraliy Dlsmtcglatmg Tablets 10 mg

Batch No / 1 V2400861 | Batch Quanmy/ : 36000“0 tab/
‘Cepus Ne — - _J..(M'.P_‘_’ L _.3600000Tab
r\nal\tlcal Report No / : 040002535967 Date of Analysis/ . 20.05.2024
'AHaguTHIecKni otyer Ne IlaTa anaausa ) o
Date of Manufacture / : 0572024 |Date of Expiry / : 04/2026

Jata npon3BoacTBa 'I"o,aen 20

 Analysis pe:""fox-med according ND / Ananus upose,zeu no H,II
,JIII—004929 -011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 - -

Page20f8/Cp. 23 8

;;ﬂ Test / [Toxa3zaTens I Results / PesyniraThl t Specification / Hopma
| b) By HPLC /B3OXX i Complies / COOTBETCTBYET ' The retention time of the main peak on !
| ) ’ ‘ the chromatogram of test solution
i should correspond to that on the
I chromatogram of ketorolac
i tromethamine standard solution (Assay
section). / DBpema yaepxuBaHus
OCHOBHOMO [IHKAZ Ha XpoMmarorpamme
‘ MCTIBITYEMOIO  PacTBOpa  AOJIIKHO
' COOTBETCTBOBATE BPCMEHH
VACPKHBAHMA OCHOBHOTO [HKA  Ha
XpoMaTorpamme pacTBopa
crapzaptioro  ofpaiua  KeToposnaka
TpoMeTaMHuHa (pasnen
) «KOMHYECTBCHHOE OMNpeCicHIe)).
; .
| Remarks: The Product conforms to ND/ | Conclusion: APPROVED / '1
Tlpumeuanue: TIpoaykr cOOTBETCTBYCT tpebosanvam HIL | 3awmoyenne: OJJOBPEHO
Prepared by / "Checked by / Approved by; Manager/Executive /
IMoarotosneno: Santosh, Ipoeepeno: Pardeep Kumar | Onobpeno: Menejukep / Py koo nitens
Kumar Maurya L2 wal NianOJ Kumar y :;. o g
' Reprint Date / Reprint Date / Reprint Date /
Mara: 29.05.2024 ;__,[Eira 29, Ob 2024 Mara: 29.05.2024 ]
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUGHKAT AHAJIU3A

élza—duct_Ketorol L‘xpresgfketorolat) Orally Disintugra_ting_ﬂblcm 10 mg

TIpoaykr: Ketopoa™ Dkcenpecc (keToponak) TabneTky, AMCIIEpI MpyeMbIc B TIOJOCTH pTa. 10 Mr

Batch No / : V2400861

Cepug Ne S
;Anahtlcal Report No / : 040002535967

| AnasnTHYecKHi 0TueT Ne S
|Date of Manufacture / : 0572024

| Xata npon3sBoacTRa

Batch Quantity /
OGwem cepun
Date of Analysis/
Jara apaausa ‘
Date of Expiry/
Tomen a0

Xna-h—sis performed accerding ND / Ananns nposeaen no H/L:

3600000 Tab
1 29.05.2024

© 042026

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

DYTHATHAPOKCHAHH3ON

I ;0 Test / Moka3zaTeib ! Results / PesynbTaTsl

‘ 3 Identification - Camﬁh%esil CDOTBeTCTT;yeT
Butylhydroxyanisole /

l TTonanHHOCTE

‘ﬁAverage weight / Cﬁeml-; 69.5mg/ 69.5 Mr

Macca

w\SOfS/F.Jx_

E Specification / Hopma

: 3600000 tab/

u3 8

;. |

3

i The retention times  of
butylhydroxyanisole and
butylhydroxyanisole peaks on the
chromatogram of the test solution

should correspond by the retention times

and
on

to  2-butylhydroxyanisole
butylhydroxyanisole peaks

3-

the

chromatogram of butylhydroxyaniscle

standard

" ("Butylhydroxyanisole
section).
NHKOB  2-OYTHIATHAPOKCHAHH30IA
3-6yTHITHIPOKCHAHH3ONA

solution
content”
/ BpemeHa yaepXHBAHHA

H
Ha

XpeMaTorpamMme HCTTEITYEMOTO
pacTBOpa -A0MKHbl COOTBETCTBOBATD
BpeMEeHaM yIAepKIBalMA IHKOB
2-0yTHUATHAPOKCHAHU30J1a H
3-6yTHArUNPOKCHAHH30NA Ha
XpoMartorpamme pacTBoOpa

' craHpapTHoOro ofpasua
OYTHITMANCKCHAHU30AA (pasnen

«Copepxanue
6):'1')1}]]“1'1;!}30?\'6}{&}{}{50]18.:).

Remarks: The Product conforms to ND/
| [Tprmeuanne: [IponykT coorsercTyer Tpeboanuam HJ

Conclusion: APPROVED /
3armwodenne: OJJOBPEHO

Checked by /

| Prepared by ¢ 1
[lpoBepeto: Pardeep Kumar

Moarotoracue: Sintosh
| Noumar Maurya
|,

Approved by: Manager/Executive / )
Opnobpero: Menexep / Py koko et
Manoj Kumar - - ‘=\.. -

67.2 mgto 72.8 me (70.0 mg + ﬁﬁ%}. !
OT167,2Mrno 72,8 mMr (70,0 Mr= 4,0 % i

Reprint Date /
| Dlara: 20052024

: R.-prinﬁa{e/
_Mara: 29.05.2024

| Hara: 29.05.2024

Reprint Date/
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CERTIFICATE OF ANALYS

IS

CEPTUOHKAT AHAJIU3A

Product: Ketorol Express (kctoroléc) Orally Dlsinteérﬁg Tablets 10 mg

TTpoayxr: Keroposi™ Dxkenpece (keToponak)
: V2400861

‘Batch No /

Cepua Ne
Analytical Report No/
AMATHTHYECKHH 0TUeT No
Date of Manufacture /
;,Z[am NPOH3BOACTBA

: 040002535967

L 052024

i

JLC T R, b

iFoneu 10

Amlys:s performed according ND / Anamus nposeueﬁ no H:

|JIH 004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

No
‘ 4 Test / TTokasaTenb
Ne
: Uniformity of weight /
| OaHOPOAHOCTL MACChI
1
i
| O S —
b5 Dlsmtegration time /
Pacnapaemocrts
6 Dissolution / PacTeopenue
7 Fineness of Dispersion/
‘ JucnepenocTs

Results / Pe3ynbTatTsl '
N

Complles / CooTBeTCTBYET [
|

0(} mm 17 sec / 00 Mun 17 cek

Unit-1/ Ta6x-1 101%
Unit-2 / Tabn-2 102%
| Unit-3/ Taba-3 101%
Unit-4 / Taba-4 102%
Unit-5 7 Tabn-5 102%
101%

Unit-6 / Tabn-6

Batch Quantlty /

~ O6bew cepuH _
Date of Analysis/
Jara anamuza_
| Date of Expiry /

B NIOJOCTH piu. 1O Mr

. 3600000 tab /
3600000 Tab

. 29.05.2024

. 04/2026

P1u40f8/(rp 4u38

Specification / Hopma

18/20 tabicts - not more than £ 10 %
2/20 tablets - not more than £ 20 %% /
18/20 Tabnetox — He Oomee = 10 9%

2/20 Tabnetok — He Oonee £+ 20 %%

Not more than 3 min / He 6onee 3 MuH

“Not less than 75% (Q) ©of
CisHisNQO1=CsH1NO3 (ketorolac

tromethaming) in 15 min / He menee

75 % (Q) CesHlsNOJ‘Ce;H[]NO}
(xeToponaka  TpOMETaMMH)  uepes
15 mMuu

Complics / CooteTcTBYET

- A uniform suspension passing through a
710 pm sieve is formed. / OBpasyercs
| ONHOPOAHAs CYCTICH3UE, MPOXOIALUES
| CKBO3b CHTO ¢ Da3MepoM OTHepCTHil |
| 710 MKM.

Remarks: The Product conforms

Tlpumeuanne: [Tpoaykr cootscreTrycT TpeGopanuam HJT

to ND/

Conclusion: A.PPROVED /
Jakawuenne: OJJOBPEHO

Prepared hy ¢
i TTogreToBaeHo: Santosh
Kumar Maurya

| Reprint Date
|_/lata: 29.05.2024

' Reprint Date /

Checked hy 3
Mpesepero: Pardeep Kumar

Approved hy Manaeer/Fxerntive /
Onobpeno: Menempiep / Py korn:yiess
Manoj Kumar

Hara: 29.05.2024

Reprint Date /
Hara: 29.05;2024__




Dr.Reddy’s Q?F‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

: Product: Ketorol Express (ketorolac) Orally Disintf-:-gr;tin_ng—ablms 10 mg
TIpoaykt: Keropon” Dkenpece (keTopoax) TalIeTKH, AMCHEprupyesble & 11010¢TH pra, 10 Mr -

‘Batch No / : V2400861 Batch Quantity / : 2600000 tab /
‘Cepus No ~OOvbemcepud 3600000 tab |
‘Analytical Report No/ 1 040002535967  Dateof Analysis /1 29.05.2024
AnajuTHyeckuii oruer Ne o }ﬂaTa aHaaHza N
Date of Manufacture / : 05/2024 |Date of Etp;ry : 04/2026

JlaTa IpOH3BOACTEA ‘Fonen 110 I

‘ Analysis performed according ND / Anamms ﬂpOBEILEH o HJL:
|JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50f8/Cip. 5n3 8

i Related impurities / PogeTeennbie npumecH

|
‘ 1 ketorolac 1 hydroxy analog/ 5 Bclow LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %
;A 1-rugpoKcHaHaior Huwe npenena KONHUECTIEHHOO
& KeTOpoaKa ‘ onpeaenenus ([IKO = 0.0032 %)
| ketorolac 1-keto analog/ ; Not more than 0.8 %/ He Gostec 0,8 %
l 1-keToaHallor KEToponaKka 0.05% i
i S NS :.__ S S S
! Any unidentified impurity / i Not more than 0.5 %/ He 6onee 0,5 %
eAHHWYHas
HeHIeHTHPHLHMPOBAHHAS 0.01 %
I"l.pHMCCh |
! Total impuritics / o 01% " Not more than 1.0 % / He Gonee 1,0 % |
} CymMa npumeceit

9 | Water / Bona : 3.0% Not more than 7.0% w/w /
‘ ; He 6ozee 7,0 %

i 10 Residual solvents by GC/ OcTaTo4HbIC OPTaHHYECKHE PACTBOPHTEAN

Isopropyl alcohol / E S pgltab / o | “Not more than 350 ug/tab /
| Hzonpouanon 5 Mkr B TabneTke ' lie Gonee 350 mxr B TabneTke
. | i 2 . . -
Remarks: The Product conforms to ND/ o Conclusion: APPROVED / ]
[Tpumensanne: Mponykr coorsercTeyer Tpedosanusy HJT 3akmwuennc: OJOEPEHO
Prepared by / Checked by / Approved by: M anagerr’Executive /
' Tlogroresneno: Santosh [Iposeperio: Pardeep Kumar | Opobpeno: Menemkep / Pyvioromricis
Kumar Maurya Mano; Kumar 4 il
1 A
Reprmt Date/ i P}:mpz‘im Date / Repri-f—l—t_ Date / o
| Jlera: 29.05.2024 Jlata: 29.052024 | jlama: 20.05.2024
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Dr.Reddy’s !;;p"

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Product: Kctorol Exprcss?kclofo]ac“}”Orélly Disintcgrﬁing Tablets 10 mg
TIpoaykT: Keropon” Dreinpece (Ketoposak) Tabierky, AMCNeprupyemele B nosi0CTH pTa, 10 mr

Batch No / 1 V2400861 ‘Batch
Cepus Ne

| Analytical Report No /

: 040002535967

Date of Manufacture /
|/laTa npoH3BOACTBA

: 05/2024

'O6nem cepln

Date of Analysis/
Jdata anaaunsa o o |
Date of Expiry / : 04/2026 1
‘Tonen oo

+ 3600000 tab /
3600000 Tab

1 29.05.2024

Quantity /

{Analysis performed according ND / Ananus nposexen no HJI:

11

I a) Total Aerobic Microbial
Count / OBumee uucno
23p00HLIX MUKPO-
Oprani3MoB

NA

RIS
_ Page6of8/Cip. 6138

° Microbial enumeration tests / MuxpoGronorndyeckan uHerora™®

| Not more than 1000 CFU/g /
He 6osnee 1000 KOE/T

b) Total Combined Yeast “NA
and moulds count / Obuiee
YHCI0 APOXOKEBBIX H

niecHeBbiX rprboB

_c) Escherichia Coli

12 | Uniformity of dosage units /
OanopoaHoCTL
A03NPOBAHNA

Not more than 100 MCFU/g /
He 6osee 100 KOE/r

Shell be absent in 1 gra;m/
OtcytctBue B 1 1

Acceptance value (AV) not more than
15.0 / TTpuemounoe 3sHaueHue (AV) ne

13 Tssayi KonuyecrseHHoe mEm}w. 10.0MmT

i onpegencHue (100.1 95)
|
14 | Butylhydroxyanisole i 0.0860 mg/tab / )
content / Copepwanue | 0.0860 nr B TabaeTke
GYTHATHAPOKCHAHH3IONA 1

0onee 15,0, ;
From 90mg to 11.0mg of |
CisH, 3NO_§'C4H] INO; (kCEOI’DlaC

tromcthamine) (from 90.0 to 110.0 %6 of
the labcl claim) per a tablet / OT 9,0 Mmr
pate] li,\} MI C‘sH;_‘;NO}'C;;HuNO}
(xeToporaka tpoxeramMut) (ot 90,0 a0
110,0 %% 0T 3aSBIECHHOTO KOJTHYCCTEA) B
TabneTxe

Not less than 0.042 mg!tab”;fm o
" He mence 0,042 vir B TabneTke

Remarks: The Product conforms to ND/
. [Tpumcyanue: TTpojlyKT COOTBETCTBYCT TpeOOBAHUSAM HT

Conclusion: APPROVED /
3akmwucnne: OJOBPEHO

Prepared by / “heckex

‘Checked by /
TloaroToeneno: Santosh [Mpoeepeno: Pardeep Kumar
Kumar Maurya =

Reprinut Date /

! Reprint Date /
| Hara: 29.05.2024

| Hora: 29.05.2024

Approved by: Manager/Exccutive /
OnoBpeno: MeHemrep / Py OB THTC 1

Manoj Kumar 3 |
Ny axfiind

R S

Repr'int_D—athT
Hara: 29.05.2024
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Dr.Reddy'’s Q

Product: Ketorol Express (ketom'l‘.‘m)go_r;ﬁy Disime:grating Tablets 10 g
MpoavkT: Ketopon™ Dkenpece (keToponak) TabneTky, AMCOEPrHPYeMEIC B NOJOCTH PTa, 10 Mr

BatchNo / 1 V2400861 |Batch Quantity / : 3600000 tab/
Cepuig Ne ) : ___Obvemcepun 3600000 Tab
Analytical Report No/ : 040002535967 Date of Analysis / : 29.05.2024
AnafiTHueckui oraer No U_[na aHan@aa -
Date of Manufacture / : 0572024 'Date of Expiry /i 04/2026 :
Jara [POH3BOACTEA Feneﬂ A0

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIHM3A

? —_—
ﬁnal}sm pertormed according ND / Ana.iu3 nposejen no H,]I

| JINI-004929-011119 (amend Nel from 27.12,2021, amend Ne2 from 11112022 )

15 Ecliage / Ynakoeka

Labeling / Mapxupoaxa‘

10 tablets in am,};listcr of

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. . 2 Dlisters with patient
information leaflet in a carton
pack. / Tlo 10 TabneTok B
6micrepe n3  (IMA/AJUVIID ¢
rnaronoraoTHTenem/TISBIT)
doneru // (IT3/AT]) donbru. Tlo
2 GnucTepa ¢ MHCTPYKLHMEH Mo
NPHMEHEHHIO B [auKy
KapTOHHYIO.

According;o ND /B coorserctui ¢ HL

i—nlb
i

17 Storage conditions /
i Xpanenue

f

18  Shelf life / Cpok FOHOCTH

Below 25 °C./ l‘fpu TeMmepatype He ssite 25 °C, '

2 years/ 2 roga

* At product release the quahty control as per the parameter « Microbial enumeration tests» is performed for

each 20th batch, or for one batch in a year whichever is carlier.
* [Ipy BLIYCKE JIEKAPCTBEUHOI0 NPeNapaTa KOHTPO/b Ka4ecTBa N0 MOKA3ATEMI0 «MuxpoGuojsoruyeckas
YHCTOT2» APOBOAHTCS AJst Kamnoi 20-0ii cepHuy, 11 115 0AHOJT CEPHH B O, B 3aBHCHMOCTH OT TOr0, 4T0

HACTYMHT paHbLIC.

Remarks: The Product conforms to ND/
ITpumedanue: ITpoaykT COOTBETC’I‘B}CT Tpebosanusm Hi

Page 70f8/f1p 7u38

 10tabletsina bhste; of (PA/AL/PE with
desiccanV/HDPE) foil /7 (PE/AL) foil. 1

|
i

or 2 blisters with patient information |

leaflet in a carton pack. / Ilo 10
tabnetok B Grucrepe w3 (ITA/ATUIID ¢
snaronornotitenem/TIDBIT) donbru //
(TI2/AT) doasru. [To 1 wiK 2 daucTepa
¢ HHCTpYKUHET [0 TNPUMEHEHHHK) B
na4xKy KapTOHH}”}O.

'Cozciusian: APi;}ibV_ED /
Zakmwuenne: OJJOBPEHO

! Prepared by /

Il omeRile Y Santosh
| bounar Maunva .
i |

| Checked by /
Hposepcno Pardeep Kumar

Approved by: Manager/Executive /
QOunobpeHo: Menenxep / Pykoeoaitie
Manej Kumar \

-}{l{z—l’

iy e

' Reprint Date /
| ,'__[J‘, 29 05.2024

Reprint Date /
| Jara: 20.05.2024

Reprint Date /
Jlara: 29.05.2024
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Dr.Reddy’s %@“

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

"Product: Ketorol Express (ketorolac) Orally DisinEag:raﬁn'g Tablets 10 mg

Batch No / : V2400861 ‘Batch Quantity / : 3600000 tab /
Cepust Ne __ AU, \Obben cepyn 3600000 rab
Analytical Report No / : 040002535807 Date of Analysis / 1 29.05.2024
AuaJHrHyYecKdii oTyer Ne o Jdara agannza

Date of Manufacture / : 05/2024 |Date of Expiry / ¢ 04/2026
!,[{am NpoH3BOJCTBA ‘Foaen J10

EAnaIysi_s pel-'-foifmed according ND / Anasuz nposeaen 1o HJ:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

B Page 8 of 8/ Cip. 8 w3 8
Ketorolac tromethamine / Ketoponaka

i API name / Hanmenosanne ADC:

i __ TPOMETaMMH o
LIELN/MHH: _ o L o Ketorolac / Ketoponak
API manufacturer batch number / ; ‘ ;
Homep cepun npoussonuteas AGC: o el ] AHRHODZ630 _ _ ’
FP Manufacturer API Batch number /
: Homep cepuu cyGeranuun nponssoaurens ILIM: o FE_I_{_AOOIQ'? o o !
- API Manufactured by & country / Dr, Reddy's Laboratories Ltd., India /
" Opouspoautens AMC, cTpana: ‘ H-p Pepni'c Jlaboparopuc JItn., Hugus
[ Remarks: The Product conforms to ND/ o Conclusion: APPROVED / '
[Npumeuanne: TlpoayxT coorsereTnyer TpetoranisM H [ 3axnwuenne: OJJOFPEHO !
Prepared by / Checked by / Approved by: Manager Executive /
ITonroroeneno: Santosh Ilposepcro’ Pardecp Kumar | Opobpeno: MeHemxep / Pyvkonogitelin |
Kumar Maurya - 1 'Manoj Kumar ¥ e}
f t ¢ I
! Reprint Date / Reprint Date / Reprint Date /
Hata: 29.05.2024 JaTa: 29.05.2024 Hara: 29.05.2024 -




