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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpece (keToponak) TabneTkH, MCTIEPrHpYeMBI€E B NI0JIOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2400406 Batch Quantity /

Cepust Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / 1 29.03.2024
AHAJIUTHYECCKHH oTHeT Ne Jara ananuza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
dara npoHssoacrea Tonen no

Analysis performed according ND / Auanus nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmencane Nel or
27.12.2021, mamenenne Ne2 or 11.11.2022)

Pagel of 8 /Crp. 113 8

No

No Test/ Iloxa3zaTennb

Results / Pesynsratet

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|* debossed on one
side. / Kpyrmsle, mrockue
TabneTku c¢ ackoii, ceerno-
XENTOro LBETa C TPaBMPOBKOH
«l» Ha OZTHOM cTOpOHe.

Light yellow round flat beveled tablets
.with ||'||
Kpyrnsie, nnockue tabneTky ¢ hackoi,
CBETJIO-XKENTOTO L[BETA C TPaBHPOBKOM
«l» Ha OTHOI CTOpOHE.

debossed on one side. /

2 Identification / ITognuHHOCTE

Ketorolac / Kemoponax

a) ByUv/
Y @-cnexrpodoToMeTpus

Complies / CooTBeTCTBYET

ketorolac

UV spectra of the test solution and
tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekrpsl
MOTJIOLEHUs UCTIBITYEMOTO PacTBOpa H
pacTBopa  CTaHOapTHOro  obpasua
KeTOpOJiaka TPOMETAMWHZ  JOJIXKHEI
MMeTb MaKCHMYMBI IDH ONHOM 1 TOM Xe
JULMHE BOJIHEI (& 2 HM).

Remarks: The Product conforms to ND/
ITprmeuanne: [ponykr coorsercTRyet Tpeboranusm HIT

Conclusion: APPRUOVED /
3axawuenne: OJIOBPEHO

Prepared by /

Ilonroroeineno: Nitin Sharma

>

N

Checked by /

IIpoeepeno: Sagféh Kumar
Maurya b -

Approved by: Managgr/Executive /

Onobpeno: Menemkgp / Pykopoaurens
Abhishek Chauhan /P

Reprint Date /
Hara: 29.03.2024

~

Reprint Date /
Jara: 29.03.2024

L T

Reprint Date /
JlaTa: 29.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoayxt: Keropon® Dkenpece (ketoponak) Tabnerky, Aucneprupyemple B nosnocty pra, 10 Mr

Batch No / : V2400406 Batch Quantity / : 3600000 tab /
Cepus Ne ‘ O6beM cepuH 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
AHaTMTHYECKH 0THeT Ne JlaTta ananunza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JjlaTa npou3BojCcTBA Toapen no

Analysis performed according ND / Anann3 nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot
27.12.2021, uamenenue Ne2 or 11.11.2022)

Page2 of 8 /C1p. 2 u3 8

No

Test / [Toxa3aTean
No

Results / Peaynbratsl

Specification / Hopma

b) By HPLC/B3XX

Complies / CooTBeTCTBYET

The retention time of the main peak on
the chromatogram of lesl solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpems  y#AepKUBaHUA
OCHOBHOIO IIHKa Ha XpoMaTorpamMme
HCIBITYEMOF0  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpPEMEHU
YOEPKUBAHUS OCHOBHOrO TIMKa Ha

XpoMaTorpamme
CTaHAAPTHOTO
TpOMeTaMHHa
«Konu4ecTBEHHOE OTIPEEICHHE).

oGpasua

Remarks: The Product conforms to ND/
Ilpumeuanne: Ipoaykr coorsercrryeT TpeboBanusm HIT

Conclusion: APPROVED /
3axawyenne: OJOBPEHO

Prepared by /
IToarorogneno: Nitin Sharma

Checked by /
Ipoeepeno: Santpsh Kumar
Maurya &5

aa—

Approved by: Managér/Executive /
OnobpeHo: Menemxkgp / Pykosogurens
Abhishek Chauhan 7

sl
>
Reprint Date /

Jara: 29.03.2024

Reprint Date /
Hara: 29.03.2024

Reprint Date /
Hara: 29.03.2024

pactBopa
KETOpOJIaKa
(pazzen
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayxT: Keropon™ Skenpece (keroponak) Tabinerks, AMCTIePrHpyeMeie B IIOJIOCTH pTa, 10 mr

Batch No/ 1 V2400406 Batch Quantity / : 3600000 tab /
|Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
AganuTHYecKHit oTyer Ne Jara anaju3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JiaTa npoM3BOACTBA Toaen no

Analysis performed according ND / Anaiuz nposenen no HJI:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenue Nel or
27.12.2021, n3menenne No2 ot 11.11.2022)

Page3 of 8/ Crp.3 u3 8

;io Test / [lokazare/b Results / Pe3ynbTaThbl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / bulylhydroxyanisole and 3-
IMoanuHHOCTH butylhydroxyanisole peaks on the
OYTHACHAPOKCHAHRN30JI 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 yHOepXHUBaHHUS
OUKOB  2-OYTWITMAPOKCHAHH30da K
3-6yTHITMAPOKCHAHH30T1a Ha
XpoMaTorpamme UCIBITYEMOrO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YIepXHUBaHUS MUKOB
2-0YTHITHIPOKCHAHU30TIA 51
3-0yTUNTHEPOKCHAHU30Ma Ha
XpoMaTorpammMe pacTeopa
CTaHAapTIIOTO obpasua
OYTHNTHAPOKCHAHN30.1a (pazzen
«Copepxanue

Oy THIITHAPOKCUAHU30IAY).

macca

4 Average weight / Cpenusist

71.1mg/71.1 Mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot 67,2 Mr a0 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
IIpumeyanwne: Ilpoaykt coorBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Jara: 29.03.2024

Jara: 29.03.2024

Prepared by / Checked by / Approved by: Managery/Executive /
Ioaroroenedo: Nitin Sharma | IIporepeno: Santosh Kumai Onobpeno: Menemxey / Pykopoaurens
/ Maurya N Abhishek Chauhan

T)(‘. ,
Reprint Date / Reprint Date / Reprint Date / '

Hara: 25.03.2024

Zeoanterad Uifice: 8-

Falo 440 140 39460 2

>langana, Indin
SN




@
Dr.Reddy’s ‘,’.’

CERTIFICATE OF ANALYSIS

Laboratories Ltd.
Unit-8
t Road, dadg,

73 205, INDIA

Dr Reddy's

N

01-02

CEPTHO®UKAT AHAJIN3A

A GTr Gy UOT

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Skenpece (keToponak) tabnerku, AMCNEPrupyeMeIc B TOIOCTH pra, 10 mr

Batch No / : V2400406 Batch Quantity / : 3600000 tab /
Cepns Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
AnanuTHYecKH i oTyer No JaTa ananuza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa mpoM3BoACTBA Topen ao

Analysis performed according ND / Ananns nposenen no HJI:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, uzmenenne N2 or 11.11.2022)

Page4 of 8/Crp. 4 m3 8

Ipumeuanue: Ilpoaykr cooTBeTcTBYeT Tpebosanuam HJL

Jaxnwgenne: OJJOEPEHO

}:Ibo Test / IokasaTenb Results / PesynbTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OJHOPOZHOCTH MACChI 2/20 tablels - not more than £ 20 % /

18/20 Tabnerok — He Gomee * 10 %
2/20 Tabnetok — He 6onee £ 20 %

5 Disintegration time / 00 min 24 sec / 00 muH 24 cex Not more than 3 min/ He 6o1ee 3 Mun
PacnagaemocTh

6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 105% Not less than 75% (Q) of

! CsH1sNO3*C4H 1 NO;3 (ketorolac
Unit-2 / Tabn-2 106% tromethamine) in 15 min / He menee
Unit-3 / Ta6-3 104% 5% (Q  CisHisNO3*CsH1NOs

] (keTopofiaka  TPOMETaMHMH)  4e€pe3
Unit-4 / Tabn-4 104% 1S no
Unit-5 / Tabn-5 104%

Unit-6 / Tabn-6 104%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JIHCIIepCHOCTh 710 pm sieve is formed. / O6pazyercs
OTHOPONHAs CYCNEH3UA, NPOXOAAILAA
CKBO3b CHUTO C pa3MepoM OTBEPCTHH
710 MKM.
Remarks: The Product conforms to ND/ Conclusion; APPROVED /

Prepared by /
IToarorosneno: Nitin Sgarma

Checked by /
[Tporepeno: Santosh Kumar

Maurya [g{_f:/ )

Approved by: Manager,
OnobpeHo: Meremxep J/PykopoapTein
Abhishek Chauhan

xecutive /

Reprint Date /
Jara: 29.03.2024

Reprint Date /
Hara: 29.03.2024

Reprint Date /
Hata: 29.03.2024
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CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratories tid.

L 175 205, INEtA
04102

CEPTUOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Kertopon™ Sxcnpecc (ketoponak) tabnerku, IUCIIEPrHpyEMbIe B MOJIOCTH PTa, 10 mMr

Batch No/ : V2400406 Batch Quantity / : 3600000 tab /
Cepus Ne Obbem cepuu 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
AmanurHiecknii oTyer Ne HMara apajiM3a

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
IaTa DpoOM3BOACTBA Togen no

Analysis performed according ND / Ananus npesenen mo HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHeHHE Nel or

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page Sof 8/ Ctp. Su3 8

8 Related impurities / PoacTBeHHble TPUMeECH

1-ruapoxcHananor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Huxe npcaena obHapyxenus ([10 =

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

KeToposaxa 0.0010%)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHanor KeToponaKa 0.07%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€UHMY Hast
HenAeHTU)UIUpPOBaHHAas 0.01 %
HpUMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMMa nmpuMeceit

9 Water / Boaa 25% Not more than 7.0% w/w /

He 6omnee 7,0 %

10 Residual solvents by GC/ OcTtaTo4Hble OpraHHYeCKHE PACTEOPUTETH

Isopropy! alcohol /
H3zonponadon

13 pg/tab /

13 MKT B TablieTKE

Not more than 350 pg/tab /
He 6onee 350 mkr B TabneTke

Remarks: The Product conforms to WD/
Ipumeuanne: IIpoaykt cootBeTcTByeT Tpe6oBanuam HJI

Cunclusion: APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
IMoaroroeneno: Nitin Sharma

Checked by /

ITposepeHo: Santosh Kumar
Maurya

Approved by: ManagerfExecutive /
Ono6peHo: Meneukep// Pykogoautess
Abhishck Chauhan

il
Reprint Date/

Hara: 29.03.2024

Reprint Date /
Jara: 29.03.2024

Reprint Date/
Hara: 29.03.2024

Pl

W.C

ngai, India

PLECOARDY

readdye com
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CERTIFICATE OF ANALYSIS

Y Unit=6
Road, Gade

CEPTHOHKAT AHAJTM3A

=l 7 e A
W, TR GOV RS

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tipoxykr: Keropon™ Sxenpecc (ketoponak) TabneTku, AMcreprupyemsie B MoioCTy pTa, 10 Mr

Batch No/ : V2400406 Batch Quantity / : 3600000 tab /
Cepns Ne OoneM cepan 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
AnandTHYECKHH 0TyeT Ne aTa aHAJM3A

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JiaTa MpoH3BOACTBA Togen po

Analysis performed according ND / Ananus nposeaen mo H:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11.11.2022 / usmenenue Nel or

27.12.2021, mameneune Ne2 ot 11.11.2022)

Page 6 of 8/ C1p. 6 u3 8

11 | Microbial enumeration tests / Mukpobnosoruueckas yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obee qucno He 6osiee 1000 KOE/r
a3p06HBIX MUKPO-
OpraHu3mMoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1uee He 6omnee 100 KOE/T
YHCIIO APOHOKEBBIX U
nnecHeBbIX rPH60B
¢} Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTBue B 1 1
12 | Uniformity of dosage units / 5.1 Acceptance value (AV) not more than

OaHOpOAHOCTL
[03UpPOBAHUSA

15.0 / HpuemouHoe 3HaueHHE (AV) He
6omnee 15,0.

13 Assay / KonndecrBennoe
onpeaeieHue

10.2 mg/ 10.2mr
(102.0 %)

From 90mg to 11.0mg of
C15sH13NO3*C4H 1 NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
g0 11,0Mr  CisHpaNO3*C4H 1NOs
(xetoponaxa TpomeramuH) (ot 90,0 @0
110,0 % OT 3aABNEHHOTO KOJM4ECTRA) B
TabneTke

14 | Butylhydroxyanisole
content / Coaepixanue
Oy THNTHAPOKCHAHA30/1a

0.1000 mg/tab /
0.1000 Mr B TabneTke

Not less than 0.042 mg/tab /
He menee 0,042 mr B Tabnetke

Remarks: The Product conforins (o ND/

IIpnmedanue; IIpoaykT cooTreTcTBYET TpeboBaHusaM HJT

Conclusion: APPROVED /
3amnouenne: OJOBPEHO

Prepared by / Checked by /

TTonrororneno: Nitin S)hanna [IporepeHo: Sat%(ﬂm

Maurya

Approved by: Managej/Executive /
Onobpeno: Menemkep / Pyxoppantenns
Abhishek Chauhan

Reprint Date / Reprint Date /
Hara: 29.03.2024 Hara: 29.03.2024

Reprint Date /
Jara: 29.03.2024

ama, lndia
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

drreddys.cem

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
N g
Ipomykr: Keropon™ Dkenpece (xeToponak) TabneTky, AHCeprupyeMble B oaocTy pra, 10 Mr

Batch No/ : V2400406 Batch Quantity / : 3600000 tab /
Cepsus No O6bem cepln 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
Ananurnyeckuii oryer Ne Jara ananmia

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa NPOH3BOJACTBA Topen no

Analysis performed according ND / Ananus nposenen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel or

27.12.2021, u3menenne No2 ot 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8

15 | Package/ ¥YnakoBka

(PA/AL/PE

NPHUMEHEHUIO B
KapTOHHY1O.

10 tablets in a blister of | 10 tabletsin a blister of (PA/AL/PE with

with | desiccantyHDPE) 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 | Tabnerok B 6muctepe u3 (ITA/AJITIS ¢
pack. / Tlo 10 Tabnerox B | BraronmormoTutenem/IIOBIT) donbra //
6muctepe w3 (MMA/AJV/TID ¢ | ([13/AJ]) donsru. ITo 1 wn 2 6ancTepa
Bnaronornotrutenem/TISBII) C HWHCTpYKLMER IO INPUMEHEHUIO B
donbra // (II3/AJT) dossru. [To | nauxy KapTOHHYIO.

2 6nucTepa ¢ WHCTpYKUHMeH Mo

navky

16 | Labeling / MapkunpoBka

According to ND / B coorseTcTBuH ¢ H]T

XpaHenue

17 | Storage conditions /

Below 25 °C. / TIpu Temnepatype He Bbitie 25 °C.

18 | Shelf life / Cpox rogHocTH

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.

* IIpu BhINycKe JIEKAPCTBEHHOr0 NpenapaTa KOHTPO/Ib KayecTBa no nokasaremo «MuKpobnoaoruyeckas
YUCTOTA» NPOBOAUTCH JJIA Kaxaol 20-0ii cepuu, Win AJs O4HOI CePHN B rofl, B 3aBHCHMOCTH OT TOIO, YTO
HACTYNUT PaHblie.

Remarks: The Product conforms to ND/
[Mpumeuanue: IIpOAYKT COOTBETCTRYET TpeGOBanIM HI

Conclusion: APPROVED /
3akarwvenne: OJOBPEHO

Prepared by /

TToprorosnexo: Nitin Sharma

5%

- Checked by /
[Iporepeno: Santosh Kumar | Onobpeno: Menemiep/f Pyko OQHUTEN:

Maurya @L ]

Approved by: Manager{Executive /

Abhishek Chauhan

Reprint Date /
JHata: 29.03.2024

Reprint Date /
Jara: 29.03.2024

Reprint Date /
Hara: 29.03.2024

aana, adiz
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Eormulation Unit-6

CEPTHDHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxt: Keropon” Dkenpece (keToponak) Tabnerkn, Aucrieprupyemble B N0N0CTH pTd, 10 Mr

Batch No / : V2400406 Batch Quantity / : 3600000 tab /
Cepus Ne Q0BeM cepuH 3600000 Tab
Analytical Report No / : 040002470313 Date of Analysis / : 29.03.2024
ApanurHyeckHi oTueT No JaTa aHajinza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npoM3BoacCTBa i onen no

Analysis performed according ND / Ananus nposefen mo H/L:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page8 of 8/Cip.8n3 8

API name / Haumeuosauue ADOC:

Ketorolac tromethamine / KeToponaka
TPOMETAMHH

INN / MHH:

Ketorolac / Keroponak

AP] manufacturer batch number /
Homep cepun npoussoaurens AQC:

ABQHO006728

FP Manufacturer API Batch number /

Homep cepnn cyGeranuun nponssoautens [JID:

FEQA00571

API Manufactured by & country /
Mpoussogutens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J1-p Pemmu'c Jlabopatopuc Jita., Muaus

TIpumeuanue: IIpoaykT cooTB

Remarks: The Product conforms to ND/

eTcTBYyeT TpeboBanusm HI

Conclusion: APPROVED /
3axmouenue: OJJOBPENO

Prepared by /
ITonroroeneno: Nitin Sharma

(y

Checked by /
ITposepero: Santosh Kumar
Maurya

",'-"'

Approved by: Manager/Exgcutive /
Onobpeno: Menemxep / Pyrosonnifess
Abhishek Chauhan

Reprint Date /
Hara: 29.03.2024

Reprint Date /
Hara: 29.03.2024

Reprint Date /
Jara: 29.03.2024

ddyes com




