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2158166 56001-02

(KETOPOJIaK) pacTBOp AN BHYTPUBEHHOTO U BHYTPUMBbILIEUHOTO BBeAeHHs, 30 mMr/mn

. 454545 ampules /
454545 amnyn

AHaJnHTHYECKHI oTyeT Ne

* 890001849974

CEPTUDPHUKAT AHAJIU3A
[ Product: / Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpogyxkr: Keropon®
Batch No / . Batch Quantity /
Cepus Ne el - O6bem cepun
Analytical Report No / . 890001845679, Date of Analysis /

JlaTa ananuza

: 25.11.2025

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2027

JlaTta ripou3BoacCTBa T'open go

Mifg. License No. /

Ipoussoxcrsennas : MNB/05/263 MA. number: / : JITT-Ne(008888)-(PT-RU)
JguueH3ust Ne Homep PY

'Analysis performed according ND / Ananu3 nposenen mo HJL: JITT-Ne(008888)-(PI'-RU)-170225

Pagel of 6/ Cip. 1 u3 6

Y@-cnekmpogpomomempus *

and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at
322 £ 2 nm. / Y®-cnexkTpsl NOTIONIEHNS
HCTIBITYEMOrO  pacTBopa M pacTBopa
cTaHjapTHoro  oOpa3na  KeTopojaka
TpomeramuHa B obnactd oT 200 o 400 Hm
AMEIT MAaKCUMYMbl IOIJIOLIEHUS [IPU
32242 uMm.

No Test / [NokazaTean Results / Pe3yabTaTbl Specification / Hopma
1 Description / Onucanne Clear colorless solution. / TTpospaunsiit | Clear colorless to slightly yellow color
GecLBeTHLIN pacTBOp. solution. / [Ipo3pauHsblii pactBOp OT
GeCUBETHOTO JO CBETIO-XKENTOrO BETa.
2 Identification* / Unentudnrkauus*
2a | HPLC*/BOXKX* The retention time of the main peak in the | The retention time of the main peak in the
chromatogram of test solution corresponds | chromatogram of test solution should
to the main peak in the chromatogram of | correspond to the main peak in the
standard solution. / Bpems ynepxupanust | chromatogram of standard solution (Assay
OCHOBHOIO TNHMKa Ha XpoMaTorpamme | section). /  Bpems  ynepxuBaHus
UCTILITYEMOrO  pacTBOpa COOTBETCTBYET | OCHOBHOIO IiMKa HAa XpOMAaTorpaMme
BpeMEHH YIEpXUBAHUA OCHOBHOTO NMHUKA | HUCHBITYEMOTO pacrBopa JOJDKHO
Ha Xpomarorpamme CTaHJApTHOTO | COOTBETCTBOBATb BPEMEHHU YIEPKUBAHUA
pacTBopa. OCHOBHOIO IIMKa Ha XpoMaTorpamme
CTaHJAPTHOIO pacTBopa (pa3men
«KOJMYECTBEHHOE ONIPEAEICHHEY).
2b | UV-spectrophotometry™ / UV absorption spectra of the test solution | UV absorption spectra of the test solution

and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm should have absorption
maxima at 322 + 2 nm. / Y®-crexTpsl
MOIMOIIEHUs] UCIBLITYEMOTO pacTBopa M
pactBopa CTAHAAPTHOTO obpasia
KeTopollaka TPOMETaMHHa B OOJIaCTH OT
200 pmo 400 HM OOMXKHBL HMETh
MaKCHUMYMbI [OTTIONIEHHST TpY 32242 HM.

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoayxr cooTBeTcTBYeT TpeboanusaM H/I

Conclusion : APPROVED /
3akmiouenne: OAOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonrotoBaeHo: Vishal Ipoeepeno: Pravesh [TposepeHo (AOK): person / Opo6peHo: ObecrieueHue
Sharma ) Rana y Amit Kumar kauecTBa/OTBETCFBEHHOS JNLO:
I.-"". " 'I/y {' I /\“/ Q b_; ]
.’;r = ‘i "/ . ;( / m 7 b
Date / Date / Date / Date / ASTl Loy
Hara: 25.11.2025 Hara: 25.11.2025 Hara: 25.11.2025 Hara: 7

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Produtct : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Ilpogykr: Ketopon™ (keroponak) pacTBop /i BHYTPUBEHHOTO H BHYTPUMBbILIEYHOr0 BBeeHus, 30 mr/mn
Batch No / . V250861 Batch Quantity / _ 454545 ampules /
Cepus Ne ) O6nem cepun " 454545 amnyn
Analytical Report No / . 890001845679, Date of Analysis / . 95112025
AHaaTndeckHii oTyeT No * 890001849974 JaTa aHa/IH3A CUT

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2027

Jdata 1IpoH3BOACTBA I'ogen xo

Mfg. License No. /

Hpon3soxcTaennas : MNB/05/263 S0 gt : JITI-Ne(008888)~(PI-RU)
auneHsns Ne Homep PY

Analysis performed according ND / Auanunz nposeaen mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225
Page20f6/Crp.2u3 6

Ne Test / Iloka3zaTennb Results / PesyabTaTsl Specification / Hopma

3 Clarity / Ilpo3pa4yHocTh The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of  reference | exceed opalescence of reference
suspension I. / OnanecueHuusi nmpenapata | suspension I. / Onanecuesuus npenapara
He MpeBbILIaeT ONanecUeHUHO CYCNEH3UH | He JOJIKHA MPEBLIATEL ONANle CUEHLHIO
cpaBHeHus 1. CYCMeH3HH cpaBHeHUs L.

4 Color / llpeTHOCTH 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
ITornomieHue 10KHO ObITH He Gosiee 0,20
npu aauHe BoJHBI 430 HM.

5 pH 73 From 6.9 t07.9./0T16,9 no 7,9.
6 Particulate matter / MexaHu4ecKHe BKIHUYEHHUS
6a | Visible particles / Complies / COOTBETCTBYET Should be absent. /

Bunumele 4acTHLBI JIOIDKHBI OTCYTCTBOBATD.

6b | Invisible particles /
HeBuaUMble YaCTULIBL:

i. Particles> 10 pm/ 259 not more than 6000 per ampoule; /
YacTuu pazmMepom > He Oonee 6000 Ha aMmmyny;
10 MxM

i1. particles > 25 pum/ I not more than 600 per ampoule. /
4acTUIl pa3MepoM > He 6onee 600 Ha ammyny.
25 MKM

7 Impurities / Ilpumecn

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: IIpoaykT cooTseTcTBYET TpeboBanmsim HJI 3aknwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotosneno: Vishal [Tposepeno: Pravesh [Tposepeno (AOK): person / Opo6peno; ObecrnieyeHne
Sharma /) Rana Amit Kumar & kauecTsa/OTBETCTBEHHOC JIULIO:
\" / ') A —_ .

___‘.l‘_' W # ,." * —l ¢
Date / Date / Date / Date / )/b )0 1%
Hara: 25.11.2025 Jlara: 25.11.2025 Harta: 25.11.2025 Hara:
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Prodt-lqc;-: /

Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

AnantHdeckHi oTuyeT Ne

" 890001849974

JaTta ananusa

Tponykr: Ketopon® (KeToposak) pacTBOp Ulsi BHYTPMBEHHOrO W BHYTPUMbIIEYHOrO BBeAeHUs, 30 mr/mn
Batch No / . V250861 Batch Quantity / . 454545 ampules /
Cepusz Ne ) Oo0Bbem cepun " 454545 amnyn
Analytical Report No / . 890001845679, Date of Analysis /

: 25.11.2025

JauueHsusn Ne

Homep PY

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2027

Jdara 1IpoM3BOACTBa I'onen go

Mifg. License No. /

ITpoH3B0/ICTBEHHAs . MNB/05/263 MA number: / . JII1-Ne(008888)~(PT-RU)

Analysis performed according ND / Anaan3 nposenen nmo HJI: JITT-Ne(008888)-(PT'-RU)-170225

Page30f6/Crp.3 u3 6

H3BnexkaeMeblii 00bemM*

Ne Test / [Toka3arenn Results / PesyabTaThs Specification / Hopma
Impurity A / Ilpumecs A 0.13 % not more than 0.20 % / He 6osee 0,20 %;
Impurity B / [Tpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / He 6omnee 0,50 %;

npeneia o6Hapyxenus (I10 = 0.014 %)
Impurity C / I[Tpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6osiee 0,50 %;

npexena obHapyxerus (ITO = 0.010 %)
Impurity D / Ilpumecs D Not detected / He obHapyxeHa not more than 0.20 % / ne 6osee 0,20 %.
Individual unidentified Not more than 0.20 % / He 6onee 0,20 %.
impurity / EnumiiHas Below LOQ (LOQ = 0.050%) / Hivke
HeUAeHTHONUUPOBaHHAS
T npejesa KONHYeCTBEHHOTO OMpe eI IeHNUs

(ITKO =0.050%)

Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npumMeceit

8 Extractable volume* / 10.2ml/10.2 mn Not less than 10.0 ml (collectively

measured volume of 10 ampoules). /

He menee 10,0 mut (06beM, H3MEPEHHBIH
Ha OCHOBaHHY 00BEAUHEHHOTO
conepxxumoro 10 amrtyin).

9 Bacterial endotoxins /

<=0.725 EU/mg

Not more than 5.8 EU/mg of Ketorolac

BakTtepunajbHbie /<=0.725 E3/mMr Trometamol. / He o6onee 5,8 E3/Mr
HAOTOKCHHBI KETOPOIIAKY TPOMEIAMUHY.

10 | Sterility**/ Complies / COOTBETCTBYET Must be sterile. / JomxeH ObITb
CTepHIbHOCTB** CTEpUIILHBIM.

Remarks : The Product confirms to ND/

IMpumeuanne: [poaykT cooTeeTcTBYET TpebGosanusam HJT

Conclusion : APPROVED /
Jakarouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[MoxarotosneHo: Vishal I[Tposepeno: Pravesh [Iposepeno (AOK):
Sharma 7 Rana Amit Kumar A

Approved by: Quality Assurance/Authorized
person / Opobpeno: Obdecneuenue
Kaqec-rlsa:’OTBCTc(meﬁuoe JTULO:

i

Date /
Hara: 25.11.2025

Date /

Hata: 25.11.2025

Date /
Hara: 25.11.2025

Date /
Hara:

D/(J ~/[ ’ — 0 I,-]/
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Formulation Unit-6
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CEPTU®UKAT AHAJIM3A
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Mpoaykr: Ketopon™ (keToponak) pacTBop AJisi BHyTPHMBEHHOTO W BHYTpUMbIlIeUHOro BeeAeHus, 30 Mrimn
Batch No / . V250861 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6beM cepHn " 454545 amnyn
Analytical Report No / . 890001845679, Date of Analysis / . 2511.2025
AHanUTHYeCKHH oTueT No * 890001849974 JaTa aHajn3a T

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2027

Jdata MpoM3BOACTEA I'onen no

Mifg. License No. /

HpouseoxcTaennas : MNB/05/263 At A : JITI-Ne(008888)-(PT-RU)
JHeH3us Ne Homep PY

Analysis performed according ND / Anaan3 nposexen no HJI: JII1-No(008888)-(PT-RU)-170225

Page4 of 6/ Crp. 4 u3 6

YaKOBKH

glass ampoules. A cut ring and point in the
upper part of ampoule. A label is attached
to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blister in a carton pack. /

Ilo 1 mn B aMmynsl U3 CBETO3aIIUTHOIO
CTeKIIa TEMHO-KOPHUUYHEBOTO 1BETa KJlacca
I. B BepxHell 4yacTU aMIly/bl HAHECEHBI
KOJIBIIO M TOYKa s pa3noMa. Ha ammyy
HAKJIEMBAIOT 3TUKETKY.

Ne Test / IlokazaTesnb Results / Pe3yabTaThsl Specification / Hopma
11 | Assay/KosaudecTBeHHOE 29.56 mg / 29.56 mr From 27.0 mg to 33.0 mg of Ketorolac
onpeseneHne Trometamol per 1 mL. / Ot 27,0 mr o
33,0 Mr KeTOpONaKa TpoMeTaMona B 1 Mi1.
12 | Ethanol content / DTaHoa 1191%/11.91 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) 1o 13,10 % (06/00).
13 Packaging / Onucanue 1 mL in class I light-shielding dark amber | 1 mlL in class I light-shielding dark amber

glass ampoules.

A cut ring and point are in the upper part
of ampoule. A label is attached to
ampoule. 10 ampoules and a patient
information leaflet in a PVC/aluminum
blister.

1 blister in a carton pack; for in-patient
facilities: 2, 3, 5 blisters in a carton pack.
/

ITo 1 Mi B aMIy/bl U3 CBETO3ALIUTHOIO
CTeKJIa TEMHO-KOPHYHEBOTO LIBETa Kacca

Ilo 10 ammyn BMmecte ¢ JnucTkoM- | I. B BepxHed yacTH amirysibl HaHCCEHbI

knagpiiieM B [IBX/amomMHHHEBBIH | KOJBLO M TOUKa [UIA pasnoma. Ha ammyny

Oonuctep. Ilo 16nucrepy B Mauky | HaKJIEUBAiOT 3THKETKY.

K4PTOHHYK. I 10 amnyam BMeCTe C JIUCTKOM-
srtansiticm B [IDX/amoMuuncnLii
6nucrep. [lo 1 6nucrepy B Madky
KapTOHHYIO; 015 cmayuorapog: mo 2,3, 5
ONUCTEPOB B NaYKy KaPTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumetanune: IIpoaykTt cootBeTcTByeT TpeGoBanuam HJT 3axnwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMonrorosneno: Vishal  ||TIposepeno: Pravesh [Tposepeno (AOK): person / Onobpeno: Obecneuenne
Sharma 7 Rana Amit Kumar kayecTa/OTBEJETBEHHOE JIMLLIO:

/" | f -/_. \

g 2 J e

f‘"' i 1' s
Date / Date / Date / Date / 2 bl - wey~
Jara: 25.11.2025 JHara: 25.11.2025 Hara: 25.11.2025 Hara:
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_Pr_oa:& o/ Ketorol" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml -

| Hpoaykr: Kertopon® (keToponak) pacTBop Asist BHyTPMBEHHOIO ¥ BHYTPHUMBILIEUHOTO BBEACHHS, 30 mr/mn |
Batch No / . V250861 Batch Quantity / . 454545 ampules /
|Cepus Ne ) O6bem cepun 454545 amnyn
Analytical Report No / . 890001845679, Date of Analysis / . 9511.2025
AunanuTuuecknii oTuer Ne * 890001849974 JlaTa anaausa CT

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2027

Hara npou3zBoicTBa Togen go

Mfg. License No. /

IpouseoacTsennasn : MNB/05/263 MA number: /  JIT-Ne(008888)-(P'-RU)
aunen3us Ne Homep PY

Analysis performed according ND / Ananus nposegen mo HJL: JITT-Ne(008888)-(PT'-RU)-170225

PageSof 6/ Ctp. Suz 6
* Tests are not performed during the stability investigation. / * HcnbiTaHust He NPOBOJAAT B XO/€ UCCIICIOBAHNUS
cTaOUIIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [Ipu Brimycke npenapara
KOHTPOJIb KAYECTBA 110 MOKA3aTelto MPOBOANUTCS A Kax o 15-0if cepuu.

API name / HaumeHoBanue A®C: Ketorolac Trometamol / Ketoponaka TpoMeTamMoI

INN / MHH: ' Ketorolac / Ketoponax

API manufacturer batch number /

2KTM027052
Homep cepuu npousBogurtenss ADC: i
FP Manufacturer API Batch number /
Homep cepuu cybcTaHuun Npou3BoauTE/ IS FESA00323
I'JId:
API Manufactured by & country / Symed Labs Limited, India /
IIpouseoaurtens AD®C, crpana: Caiimen Jlabc Jlumuren, Muaus

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

HaumeHoBaHuUe, afpec, THUEH3US Qs
HMpouseoacreenHas niowaaxa / IInomangka
rconTpoJss ka'icerna / [lnowaaxa puimyckn

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
I-p Pennu’c JlaGoparopuc JIta., Uuaus, IlpousBoacTBeHHOE NoapasaeneHme-6,
Bwn. Kxons, Hanarapx Poya, Bagau, Juctpukt Conan, X.I1., 173205, Uuaus
(muensust Ne No 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 and requirements to the medicinal quality and with the specifications in the Marketing

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeyanue: IIponykT cooTBeTcTBYET TpeboBaHUIM HJJ 3aknarouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Monroroeneno: Vishal [Tpoeepeno: Pravesh [Tposepeno (AOK): person / Ogobpeno: ObecneueHue
Sharma / ) Rana { Amit Kumar [(HHECTBQJ"OTBGTCToeHHG&.‘. JIHLLO:
/ & 2 ]‘

f.”' \ o - }\__PJ vﬂ

.I ’ ot '-I ) 3 - _f./
Date / Date / Date / Date / % ) - Lt"l/(
Jara: 25.11.2025 Hata: 25.11.2025 Hata: 25.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, India
Tel: +51 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS Distt Sofen, HP., 173 205 INDIA
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CEPTUNOUKAT AHAJIU3A _

~ e www.drreddys.com -
Product: / Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoaykr: Ketopon™ (keToponak) pacTBOp JUis BHYTPHBCHHOTO H BHYTPHMBILIEHHOrO BBeAeHHs, 30 Mr/mn
Batch No / . V250861 Batch Quantity / . 454545 ampules /
|Cepug Ne ) O0Lem cepuu * 454545 amnya
Analytical Report No / . 890001845679, Date of Analysis / . 95 11.2025
AHanTHTHYECKHI oTueT Ne * 890001849974 JlaTta anainm3za Tt

Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027

Jata mpou3BoacTBa T'omen no

Mfg. License No. /

IponseoxcTaennas : MNB/05/263 A sumbers : JITI-Ne(008888)~(PT-RU)

annensus Ne Homep PY

Analysis performed according ND / Anasnns nposenen mo HJI: JITT-Ne(008888)-(PI"-RU)-170225

Page 6 of 6/ CTp. 6 M3 6
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». /

3akouenye o cooTBeTcTBUM: «HacTosmuM s MOATBEpXk a0, YTO NMPHBENCHHAs BbIIE MHPOPMALIMS ABJACTCSA NOCTOBEPHOH U
TOUHOM. DTa cepus NPOAYKLUMH NpOW3BeNeHa (BKIOYas YNAKOBKY (MapKHPOBKY) M KOHTPOJL Kad4ecTBa) Ha BblIlIeyKasaHHOM
IPOM3BOJCTEEHHOM Muomaake (II0IafKax) B MOJHOM COOTBETCTBMHU C TpeboBanuamHu [IpaBun Hapexalleil MPOM3BOACTBEHHOM
NpakTUKU EBpasuifckoro 3KOHOMUYECKOTO COK3a M TpeOOBaHMAMM KOHTPOJS KayecTBa JICKAPCTBCHHBIX CPEACTB, a Takke B
COOTBETCTBHH €O CreUU(UKAUMAMHE, COAEPKALLMMUCT B PETHCTPALIHOHHOM J0ChE CTPaHbl-MMIIOpTEpaA. 3anuCH 110 IPOM3BOACTBY,
YNaKkoBKE M aHANM3Y MPOBEPEHbI, M YCTAHOBIEHO WX COOTBeTCTBME TpeboBaHuAM IlpaBmn Hajanexauledi NPOW3BOACTBEHHOM
npaktuky EBpa3uifckoro 3kOHOMHYECKOTO COKO3aY.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanmam HJI 3axmogenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarotoBieHo: Vishal ITpoeepeno: Pravesh ITposepeno (AOK): person / Omobpeno: Obecneuenue
Sharma Rana _ ( Amit Kumia.r A kauecTsa/OTBETCTREHHOE HI{LIO;
.-'// ‘;'; N G L [}Lt
rf'; .} ~ ’ | ! /I/}
Date/ Date / Date / Date / i '
~ W
Mara: 25.11.2025 Hata: 25.11.2025 Hara: 25.11.2025 Hara: D/‘(" =1 V(
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