Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

. F o T T B [N PP
i Reddy's Laboratories Lid

viion Unit-6

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpecc (keToponak) TabieTkH, AMcneprupyemble B Mojioctu pra, 10 mr

Batch No / : V2400006 Batch Quantity / : 3600000 tab /
Cep#is Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001712150 Date of Analysis / : 16.01.2024
AHaJIUTHYECKHH oTueT N2 JaTa ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara npousBoacraa I'onen no

Analysis performed according ND / Ananus nposeaen nmo H/I:
JIN-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, nzmenenne Ne2 ot 11.11.2022)

Page 1 0f 8/ Crp.1 u3 8

No

Test / [lokazaTeanb
No

Results / Pe3ynprathl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrusle, ruockue
tabneTku ¢ ¢ackoii, cero-
XKENTOro LiBeTa C IPaBUPOBKOMN
«I» Ha OZHOM CTOpOHE.

Light yellow round flat beveled tablets
with "' debossed on one side. /
Kpyrnsle, ninockue TabieTku ¢ packoii,
CBETJIO-KENTOrO liBeTa ¢ IPaBUPOBKOI
«l» Ha OIHOM CTOPOHE.

2 Identification / ITognuuHOCTD

Ketorolac / Kemoponaxk

a) Byuv/
Y®-cnekrpodoTroMeTpus

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
MIOTJIOWIEHHS HCIIBITYEMOTO PacTBopa U
pacTBopa  craHmapTHoro  obpasia
KeTopoJliaka TPOMETaMHHA  JOJDKHBI
HMETh MAKCUMYMEI IIPU OTHOM U TOM ke
JUTUHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeyvanue: [1pogyKT COOTBETCTBYET Tpe6013am/1;q(j7 HJ{

Conclusion: APPROVED /
3akaryenue: OJJOBPEHO

Jara: 16.01.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankit IIposepeno: Pravesh Rana Ono6peno: Menemxep / PykoBoaurens
ﬂ Amit Kumar <
e —
Reprint Date / Reprint Date / Reprint Date /

Hara: 16.01.2024

Jata: 16.01.2024
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Dr.Reddy’s Qf’:‘

Or. Reddy's Laberatories Lid

Formulation Unit-6

Vill. Khal, Malagarh Road, Badd,
te, Solan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS e S
CEPTUOPUKAT AHAJIM3A e

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoAyxr: Keropon” Dkcnpece (keToposak) TabieTKH, AMCTIeprupyeMble B OJIOCTH pTa, 10 mr

Batch No / : V2400006 Batch Quantity / : 3600000 tab /
Cepmn Ne O6bem cepuu 3600000 tab
Analytical Report No / : 890001712150 Date of Analysis / : 16.01.2024
AnaJinTHYeckHii oTyeT No JaTa ananusa

Date of Manufacture / : 12/2023 Date of Expiry / ¢ 1172025
JaTta nponsBoacrea I'ogen no

Analysis performed according ND / Ananu3 nposegen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHenue Nel ot

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 2 of 8 /Ctp. 2 u3 8

No

Test / Iloka3aTenb
Ne

Results / Pe3ynpTathl

Specification / Hopma

b) By HPLC / BXKX

Complies / CooTBeTCTBYET

The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the

chromatogram of ketorolac
tromethamine standard solution (Assay
section). / BpeMsa yaepxuBaHHSA
OCHOBHOTO MHKa Ha XpoMaTorpaMMe
WCIIBITYEMOTO ~ pacTBopa  AOJDKHO
COOTBETCTBOBATH BpEeMEHH
YIOEPXKUBAHUS OCHOBHOTO THKAa Ha
XpoMarorpamMmme pacTBopa
CTaHAApTHOTO 0Opa3ua KeTopojaka
TpoMeTaMHHa (pazmen

«KonmuecTBeHHOE onpe}:(eneﬂne»).

Remarks: The Product conforms to ND/
ITpumeuanue: [lponykr cooTBETCTBYET Tpe60BaHI/I}IN{HH

Conclusion: APPROVED /
3akmouenne: OIOBPEHO

Prepared by /
IMoarotosneno: Ankit [A

Checked by /
IIpoBepeno: Prave

s%fRana

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauresib
Amit Kumar

s (eTarocd
Replatared

el

P 101 A0 1000 2008, Taxg 18112 1

IR} -3

// S—
Reprint Date / Reprint Date / Reprint Date /
Hara: 16.01.2024 Jara: 16.01.2024 Jara: 16.01.2024
GCifice: 8-2-337, Read Ne. 3, Banjora Hills, Hyderabad - 200034, Teiargana, ldia
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Dr.Reddy’s Q':‘

173 205, INE A

CERTIFICATE OF ANALYSIS : R
CEPTUOUKAT AHAJINU3A PR e ™
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykt: Ketopon® Dkernpece (keToposak) TabneTKH, AUCIEprupyeMbIe B I0JI0CTH pra, 10 mr
BatchNo / : V2400006 Batch Quantity / : 3600000 tab /
Cepsa Ne O0nem cepun 3600000 Tab
Analytical Report No / + 890001712150 Date of Analysis / : 16.01.2024
AnaJinTuyeckuii oryer Ne JlaTa anaausza
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JlaTa npoussoacrea TI'opgen no
Analysis performed according ND / Ananns nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel ot
27.12.2021, uamenenne No2 or 11.11.2022)
Page3 of 8 /Crp. 3 m3 8
1}? Test / IToxazaTens Results / Pe3ynbraTsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaTMHHOCTD butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHU301 chromatogram of the test solution
should correspond by the retention times
to 2-butylhydroxyanisole and  3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content”
section). / BpeMeHa yaepXHBaHUA
NMKOB  2-OYTHITMOPOKCUAHU30MIA U
3-0yTHIHAPOKCHAHH30N1a Ha
XpOMaTOrpamMmMe HCTIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATbh
BpEMEHAM  yIepKHBaHUA [TUKOB
2-6yTWIruAPOKCHAHU30JIa u
3-6yTWITHAPOKCHAHHU30Ia Ha
XpoMaTorpamme pacTBopa
CTAHIAPTHOTO obpasia
OYTUNTHIPOKCHAHHU30J1a (pazmen
«ConepxaHue
OYTHATHAPOKCHAHH30J1a»).
4 Average weight / Cpeansis 68.3 mg/ 68.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 mr 10 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [TpoayKT COOTBETCTBYET TpeGOBaHI/IﬂMﬁlZ[ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / i Approved by: Manager/Executive /
IMoaroTtosneno: Ankit [MTpoBepeHo: Pravesh Rana Onobpeno: Menemxep / PykoBoauTesib
& Amit Kumar D ;
Reprint Date / Reprint Date / Reprint Date/
Jara: 16.01.2024 Jlata: 16.01.2024 Hara: 16.01.2024




Dr.Reddy’s ":'.

/il Kol Na

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon®™ Dkenpece (KETOpOJIak) TabIeTky, AUCNeprupyeMble B nonocTi pra, 10 mr

Batch No / : V2400006 Batch Quantity / : 3600000 tab /
Cepua Ne Obnem cepuu 3600000 Tab
Analytical Report No / : 890001712150 Date of Analysis / : 16.01.2024
AHaJMTHYEeCKHH oTyeT No JlaTa apaauza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Harta npon3Boacrea T'onen no

Analysis performed according ND / Ananus nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmeHenne Nel ot
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 4 of 8 /C1p. 4 13 8

i.g Test / ITokazaTenb Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OAaHOPOAHOCTBL Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He OGomee + 10 %
2/20 tabietok — He 6onee = 20 %
5 Disintegration time / 00 min 32 sec / 00 muH 32 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemocth
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
. C1sH13sNO3*C4H [ NO3 (ketorolac
Unit-2 / Ta6n-2 99% tromethamine) in 15 min / He menHee
Unit-3 / Ta6n-3 99% 75% (Q  CisHisNO3*C4Hi1NO;s
) . (keToposiaka ~ TPOMETaMUH)  4YeEpe3
Unit-4 / Tabn-4 99% 15 MHH
Unit-5 / Tabn-5 98%
Unit-6 / Tab1n-6 98%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
HducnepcHocThb 710 pm sieve is formed. / O6pa3syerca
OJIHOPOMHAs CYCHEH3MA, MPOXOAAIas
CKBO3b CHTO C pasMepoM OTBEPCTUil
710 MKM.

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

IMpumevanue: TIpoayKT COOTBETCTBYET TDGGOBaHHﬂﬂI HJQ 3axmoyenne: OJJOGPEHO

Prepared by / Checked by / g Approved by: Manager/Executive /

Ioarotosneno: Ankit ﬂ [TpoepeHo: Pravesh Rana Onobpeno: Menemxep / Pykosoaureb

' Amit Kumar
N
A"‘/
Reprint Date / Reprint Date / Reprint Date /
Jlarta: 16.01.2024 JlaTa: 16.01.2024 Jlata: 16.01.2024




Dr.Reddy’s ‘;‘:'.

CERTIFICATE OF ANALYSIS -

CEPTUO®UKAT AHAJIN3A

y's Lakerateries Lig

wilation Unit-6
who!, Nalagarh Road, Baddi,

B, 5373 205, INDHA

J1-02

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpecc (keTopoiak) TabNeTKH, JUCTIeprupyeMple B OJI0CTH pTa, 10 Mr

Batch No / : V2400006 Batch Quantity / : 3600000 tab /
Cepua Ne O6bem cepHn 3600000 Tab
Analytical Report No / : 890001712150 Date of Analysis / : 16.01.2024
AnaJinTHyeckuii oryer Ne JlaTa aHajn3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JaTa nponssoacTsa T'open no

Analysis performed according ND / Ananu3s nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel or

27.12.2021, namenenue Ne2 or 11.11.2022)

Page S of 8/ Crp. S u3 8

8 Related impurities / PoacTBeHHbIe NpUMecH

ketorolac 1-hydroxy analog /
1-ruapoKcHaHanor

Below LOD (LOD = 0.0010 %) /
Hmxe npenena o6Hapysxenus (I10 =

Not more than 0.5 % / He 6onee 0,5 %

KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.06 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHanor KeTopoJaka
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAs
HeUAeHTUGUIIMPOBaHHAS
MpUMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMma nipumeceit
9 Water / Bona 22 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTtaTouHble OPraHuYecKne pacTBOpPUTEH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab /
NzonponaHon 6 MKT B TabJeTke He Gosiee 350 Mkr B TabaeTke
Remarks: The Product conforms to ND/ A Conclusion: APPROVED /
Ipumeuanue: IIpoyKT CoOTBETCTBYET TpeGosanmsp HJJ 3axkmouenne: OJJOBPEHO
Prepared by / Checked by / X Approved by: Manager/Executive /
IToarorosnero: Ankit IMpoepeHo: Pravesh Rana Onobpeno: Menemxep / PykoBoauresb
v Amit Kumar N
o A@’ \/
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.01.2024 Jara: 16.01.2024 Jara: 16.01.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS A, HECHD 2000

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykr: Ketopon® Dkcnpece (keToposiak) TabNeTKy, AUCTIEPTUpyeEMbIe B TIONOCTH pTa, 10 Mr

Batch No / : V2400006 Batch Quantity / : 3600000 tab /
Cepsn Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001712150 Date of Analysis / : 16.01.2024
AHaJluTHYecKHi oTyeT Ne Jara ananusa

Date of Manufacture / : 12/2023 Date of Expiry / ¢ 11/2025
Jata nponsBoacraa I'onen o

Analysis performed according ND / Ananun3 nposegen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, usmenenne No2 ot 11.11.2022)

Page 6 of 8/ Cp. 6 u3 8

11 | Microbial enumeration tests / Muxpo6uosoruyeckas Yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee Yyncio He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6omee 100 KOE/r
YHUCIIO IPOXKIKEBBIX U
TUTECHEBbBIX MPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytrctBHE B 1 T
12 Uniformity of dosage units / 6.1 Acceptance value (AV) not more than
OaHOpoOAHOCTD 15.0 / llpuemounoe 35a4eHue (AV) He
[03UpPOBAHUSA 6onee 15,0.
13 Assay / KonuuecTBeHHOE 10.1 mg/ 10.1 Mr From 90mg to 11.0mg of
onpeaesieHne (100.9 %) C1sH13sNO3*CsH 1 1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pie} 1 1,0 Mr C15H[3NO3'C4H11NO3
(xetoponaka TpoMmeramuH) (ot 90,0 mo
110,0 % OT 3aBIEHHOTO KOJHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0949 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0949 mr B TabneTke He menee 0,042 Mr B TabneTke
Oy THIATHAPOKCHAHH30J1a

Remarks: The Product conforms to ND/

[pnmeuanue: T1poayKT COOTBETCTBYET TpeGOBaHmﬂu HJI

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / ) Approved by: Manager/Executive /
TMoarorosneno: Ankit IIposepeno: Pravesh Rana Onobpeno: Menemxkep / PykoBoauresns
/ Amit Kumar A
P
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.01.2024 Hata: 16.01.2024 Hara: 16.01.2024




atories 144,

y Unit-H

Dr.Reddy’s “:‘

wrh Road, Baddi,

igst, Sol 173205, INDIA

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykt: Ketopon™ Dkenpecc (keToposiak) TabneTky, AUCEPIrHPYEMBIE B TIOJIOCTH pTa, 10 Mr

BatchNo / : V2400006 Batch Quantity / : 3600000 tab /
Cep#s Ne O6bem cepun 3600000 tab
Analytical Report No / : 890001712150 Date of Analysis / : 16.01.2024
AHaJInTHYeCKHI oT4eT Ne JlaTa anaaunsa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jdara nponssoacTrea I'ogen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel ot

27.12.2021, u3menenne Ne2 or 11.11.2022)

Page 7 of 8/ Ctp. 7 u3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnetok B 6nuctepe u3 (ITA/AJVIIO ¢
pack. / Tlo 10 Ta6nerox B | Braromorsotutenem/I15BII) ¢oneru //
omucrepe u3  (ITA/AJU/IID ¢ | (TID/AJT) donsru. ITo 1w 2 6nucTepa
piaronorjioturenem/I19BIT) C UHCTPYKLHEH M0 TPUMEHEHHIO B
doneru // (IT3/AJT) doneru. [To | nadyky KapTOHHYIO.
2 6aMcTepa ¢ MHCTPYKUHMEH 1o

MPUMEHEHUIO B HauKy
KapTOHHYIO.

16 | Labeling / MapkupoBska According to ND / B cootBeTcTBuu ¢ HJ

17 | Storage conditions/ Below 25 °C. / IIpu Temneparype He Bbie 25 °C.

XpaHeHHne

18 | Shelf life / Cpok roauoctu 2 years / 2 rona

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for
each 20th batch, or for one batch in a year whichever is earlier.

* [Ipu BbINYCKe JIEKAPCTBEHHOr0 NpenapaTa KOHTPoJIb Ka4ecTBa 10 nokasareno «Mukpobuonornyeckast
YUCTOTA» NPOBOAMTCS JJIsL KasKIo¥ 20-0if cepHH, HIIM /ISl OHOI CEpHM B IO, B 3aBUCHMOCTH OT TOr0, YTO
HACTYNHT paHbLUe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanne: IIpoyKT COOTBETCTRYET Tpe60BaHI/IHrQ HJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / B Approved by: Manager/Executive /
IMoarotorneHo: Ankit & I[IpoeepeHo: Pravésh Rana Onobpeno: Meunemxep / PykoBoaurens
Amit Kumar o

e —
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.01.2024 Jata: 16.01.2024 Jara: 16.01.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

51, Nalagarh Road, Baddi,
dan, H.R, 173 205, INDIA

168 56001-02

CEPTUDPUKAT AHAJIM3A

folvs.coi

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoAykr: Keropon™ Dkcnpece (keToporntak) TabneTku, IMCHEprHpyeMble B MOJIOCTH pTa, 10 Mr

BatchNo / : V2400006 Batch Quantity / : 3600000 tab /
Cepsin Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001712150 Date of Analysis / : 16.01.2024
AnaJinrTudeckuii oruet Ne JlaTa anaamsa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTa npon3BoacTBa I'oxen 1o

27.12.2021, uzmenenue Ne2 ot 11.11.2022)

Analysis performed according ND / Anann3s nposeaen nmo HJ/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

Page 8 of 8 / C1p. 8 3 8

APIname / HaumenoBanue A®C:

Ketorolac tromethamine / Ketoposaka
TpOMETaM}H

INN/MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoautens ADC:

ABQHO006728, ABQH006486

FP Manufacturer API Batch number /
Homep cepuu cy6eTanuuu npoussoautens I'JIP:

FEQA00571, FEQA00574

API Manufactured by & country /
Ipouzsoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pemnv'c JIabopatopuc Jita., Muaus

Remarks: The Product conforms to ND/

ITpumeuanue: IlpoaykT COOTBETCTBYET Tpe6OBaHmrﬂ HI

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / B Checked by / 3 Approved by: Manager/Executive /
[MoaroTosneno: Ankit A IMpoeepeno: Pravesh Rana Ono6peHo: Menemxep / PykoBoaurens
/ Amit Kumar
, N
RS
Reprint Date / Reprint Date / Reprint Date / !
Hara: 16.01.2024 Jlarta: 16.01.2024 Harta: 16.01.2024
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