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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

Page 1 of 8/ Ctp. 1 u3 8

Product Novigan, film-coated tablets

IIpoaykr Hoeurau®, TabneTky, HOKpLIThIE INIEHOYHOH 060J1049K0H

Batch No / Cepus Ne Batch Quantity / + 12,00,000 tablets /
O6bem cepun 12.00,000 TabneTok

Analytical Report No / : 890001701893 Date of Analysis / : 27.11.2023

AunanuTnyeckuii oryer Ne Jara anaan3a

Date of Manufacture / : 11/2023 Date of Expiry / : 1072028

JlaTa npoH3BOJACTBA I'onen g0 (BKI)

Analysis performed according to ND / Ananus nposeaen no HJL: T1 N0OO3 846-020222

Ne Test / Iloxa3aTenb

Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanune

White round biconvex film-coated

tablets debossed with NOVIGAN
on one side. On a cross section
white core. / Kpyrnele
JIBOSIKOBBIITYKITBIE TabneTKH,
HOKPLITHIE [IEHOYHOH 060JIOUKOH
6enmoro UBeTa, C THCHEHHEM
NOVIGAN Ha oxHoti cropoue. Ha
nonepe4yHoM paspese sapo 6enoro

LBETA.

White round biconvex film-coated tablets
debossed with NOVIGAN on one side.
On a cross section white to off-white core.
/ Kpyrable OBOSKOBBITYK/blE TabneTKH,
MOKPHITbIE  MJICHOYHOM 060104KOM
6enoro npera, ¢ TicHenueM NOVIGAN
Ha opHoi cropone. Ha mnonepedyHoM
paspese saapo oT 6enoro 0 Moyt 6eoro
LIBETA.

2 Identification / IMMogiuHHOCTE

2a Ibuprofen / U6ynpoden

Complies as prescribed /
COOTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to the retention time of the
main peak on the chromatogram of
ibuprofen standard solution (section

Assay). / Bpems  ynepXuBaHUA
OCHOBHOTO TMHKa Ha XpoMaTrorpamme
HCMBITYEMOrO pactBopa JIOJDKHO

COOTBETCTBOBATH BPEMEHH YICP>KUBAHUSA
OCHOBHOrO IMHMKa Ha XpOMaTorpamme
pactBopa CTaHAAPTHOTO obpasia
ubynpodena (pazgen «KonuaecTBEHHOS
OTIPEACNEHHED).

Remarks : The Product confirms to ND /
Tpumeuanue: IIponykr cooTBeTcTBYeET TpeboBannam HIL

Conclusion : APPROVED /
3axniouenne: OJJOBPEHO

Hara: 27.11.2023

Hara: 27.11,2023

Prepared by / Ankit Checked by / Santosh Kumar Maurya | Approved by: Manager / Executive / Manoj Kumar
IloaroToBneHo: IlpoBepeHo: g\_; Onobpeno: Menemxep / PykoBoauTens

~ el
Reprint Date / Reprint Date / Reprint Date /

Hata: 27.11.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Page2 of 8/ CTp. 2 13 8
Product : Novigan, film-coated tablets
IlpoaykT Hoswuran®, TabeTKH, NOKPHITHIE MICHOYHOM 060I0YKO#
Batch No / Cepusa Ne 1 V2302312 Batch Quantity / : 12,00,000 tablets /
O6bem cepiii 12,00,000 Tabnerok
Analytical Report No / : 890001701893 Date of Analysis / : 27.11.2023
AHanuTH4YecKHii oTyeTr Ne JlaTa aHanu3a
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2028
JiaTa npou3BoICTBA T'ogen a0 (BK)
Analysis performed according to ND / Ananus nposesen no HJI: [T N008846-020222

No Test / Iloka3zaTean Result / PesyabsTaThi Specification / Hopma

2b Pitofenone hydrochloride and Complies as prescribed / The retention times of the main peaks in
fenpiverinium bromide / CooTBeTcTBYyET the chromatogram of test solution should
IMurodeHona ruapoxIOpua 1 correspond to the retention times of
¢deHnuBepuHus 6pomMuz pitofenone hydrochloride and

fenpiverinium bromide peaks on the
chromatogram of standard solution
(section Assay) / BpemeHa ynep>kKuBaHus
OCHOBHEIX TIHKOB Ha XPOMATOrpamme

Macca TabJeTKHu

HCITBITYEMOrO pactBopa JIOJDKHBI
COOTBETCTBOBATh BpEMeHaM
YAEp>KUBAHUSL OCHOBHBIX [HKOB
nutodeHoHa THAPOXJIOpHIA 7
¢ennuBepuHUs 6pomuna Ha
XpOMaTOTpaMMe CTaHIApTHOr0 pacTBopa
(pazmen «KonuuecTseHHOE
OnpeENeHUE)

3 Average weight / Cpeaunss 570.7 mg/ 570.7 mr 570.0 mg + 3 % (552.9 mg to 587.1 mg) /

570,0 mr £+ 3 % (ot 552,9 mr no 587,1 mr)

Remarks : The Product confirms to ND /

Conclusion : APPROVED /

IIpumeuanne: Ipoaykt coorBercTByeT TpebopaHmsim HIT 3akmouenne: OJJOGPEHO
Prepared by / Ankit Checked by / Santosh Kumar Maurya | Approved by: Manager / Executive / Manoj Kumar
[MoxrorosneHo: IMposepero:

g\, Omnobpeno: Menemxep / Pykoeoaurens
— gl

Reprint Date / Reprint Date /

Reprint Date /

Harta: 27.11.2023 Jara: 27.11.2023 Jarta: 27.11.2023
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJ3A
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product Novigan, film-coated tablets
Ipoaykr Hopuran®, TaGHeTKN, MOKPHITHIE IEHOYHOH 060J10uKOM
Batch No / Cepusa Ne 1 V2302312 Batch Quantity / : 12,00,000 tablets /
O6bem cepHn 12.00,000 Tabnerox
Analytical Report No / : 890001701893 Date of Analysis / : 27.11.2023
AnanuTHyeckuii oruer Ne Hara anajansa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2028
JlaTa npon3BOACTBA Togen go (BK)
Analysis performed according to ND / Auanus nposeien 1o H/I: 1 N008846-020222
Ne Test / ITokazaTeanb Result / Pe3yabTathl Specification / Hopma
4 Disintegration / 02 min 46 sec / 02 Mun 46 cek Not more than 30 min / He 6onee 30 MuH
PacnagaemocTb
5 Dissolution / Pacreopenue
a) Ibuprofen / U6ynpoden 98 %, 100 %, 99 %, 102 %, 98 %, | Not less than 70 % (Q) of labeled amount
99 % of ibuprofen (Ci3His02) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMHHANBHOTC cozlepxanus ubyrnpodbena
(C13H1302) 1OMKHO pacTBOPUTECS 3d
30 muH.
b) Pitofenone hydrochloride / 93 %, 95 %, 96 %, 100 %, 91 %, Not less than 75 % (Q) of the labeled
TurodeHoHa THAPOXTIOPHL 93 % amount of pitofenone hydrochloride
(C22H25N04'HC1) dissolved in
30 minutes. / He wmenee 75% (Q) ot
HOMMHAJILHOTO COAEPIKAaHUA MUTOGEHOH
ruapoxsopuaa (C22HasNO4-HCl) nomkuo
pacTBOpHTHCS 32 30 MUH.
6 Related substances / PoacTBeHnble NpUMecH
Any single impurity / 0.03 % Not more than 0.3 % /
Jlrobas enyHUYHAs IPUMECH He 6onee 0,3 %
Total impurities / 0.03% Not more than 0.7 % /
CyMmMma npumecei He 6onee 0,7 %
7} Microbial limits / MuxpoGuojoruieckas 1Mcrora
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Tpumeuanne: [IPONYKT COOTBETCTBYET tpeGosatuam HJT 3axmouenue: QJJOBPEHO
Prepared by / Ankit Checked by / Santosh Kumar Maurya Approved by: Manager / Executive / Manoj Kumar
IloaroTosneHo: ITporepeHo: Onobpeno: Menemxep / PykoBoauTens
. - gt
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.11.2023 Jara: 27.11.2023 Jlara: 27.11.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page 4 of 8/ CTp. 4 u3 8
Product : Novigan, film-coated tablets
Hpoxykr Houran®, Tabnetku, NOKPhITHIE MICHOYHOH 060I0UKO#H
Batch No / Cepust Ne 1 V2302312 Batch Quantity / : 12,00,000 tablets /
O61bem cepun 12,00,000 TabneTok
Analytical Report No / : 890001701893 Date of Analysis / : 27.11.2023
AHamHuTHYecKHil oTyeT No JlaTa ananu3sa
Date of Manufacture / : 1172023 Date of Expiry / : 10/2028
JlaTa NpoH3BOACTBA I'oaen po (BxI)
Analysis performed according to ND / Ananns nposeaex o HJI: T1N008846-020222

a3p0o6HBIX MUKPOOPraHU3MOB

Ne Test / IlokazaTean Result / Pe3yabTaThl Specification / Hopma
a) Total aerobic microbial Less than 100 CFU/g / Not more than 1000 CFU/g /
count / O6iee yucIo Menee 100 KOE/r He 6onee 1000 KOE/r

b) Total combined yeasts and Less than 50 CFU/g / Not more than 100 CFU/g /
mould count / O61ee yncno Menee 50 KOE/r He Gonee 100 KOE/r
JPOXOKEBBIX W MJIECHEBBIX
rpu6oB
¢) E. coli Absentin 1g/ Shall be absent in 1g/
OtcyTcTByeT B 1T JIOJKHBI OTCYTCTBOBaThH B 1 T
8 Uniformity of dosage units of / OaHopoaHoCTbL 103HPOBaAHUSA
Ibuprofen / Acceptance value (AV) should be not
Hbynpoden more than 15.0. / Iokasarens

npuemiieMocTd (AV) goykeH ObITh He
6onee 15,0

Pitofenone hydrochloride /
[MurodeHoHa ruapoXIOpUa

Acceptance value (AV) should be not
more than 15.0. / [TokazaTens
nipueMieMocTr (AV) nosmkeH 6bITh He
6osee 15,0

Fenpiverinium bromide /
DeHnuBepuHUs SpomMuL

Acceptance value (AV) should be not
more than 15.0. / [Tokazarens
npuemiiemoctd (AV) noykeH ObITh He
6onee 15,0

Remarks : The Product confirms to ND /

Ilpumeuanne: ITponykrt cooTBercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3axkaiouenue: OJOBPEHO

Prepared by / Ankit Checked by / Santosh Kumar Maurya | Approved by: Manager / Executive / Manoj Kumar
[ToproroeneHo: & IIposepeHo: @:/: Onobpeno: Menemxep / Pykosoanrens z
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.11.2023 Jarta: 27.11.2023 Jara: 27.11.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJM3A
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Page 5of 8/ Ctp. Su3 8

Product . Novigan, film-coated tablets

ITpoayxt Hoenran®, TaGleTK, TOKPLITEIE (IEHOUHOH 060/10UKOH

Batch No / Cepus Ne 1 V2302312 Batch Quantity / :+ 12,00,000 tablets /
O0bemM cepuu 12,00,000 TabneTok

Analytical Report No / : 890001701893 Date of Analysis / : 27.11.2023

AHaguTHYeCKHi oTueT Ne JlaTa ananusa

Date of Manufacture / : 11/2023 Date of Expiry / + 10/2028

JlaTa npoH3BOACTBA

Toaeu g0 (BKJ)

Analysis performed according to ND / Ananu3 npoBeieH no

HJ: T1 N008846-020222

Ne Test / Iloka3zaTeanb

Result / Pe3yasTaTh!

Specification / Hopma

9 Assay / KoayuecTBeHHOe OTpeaeienie

Ibuprofen / K6ynpoden

406.4 mg / 406.4 mr

From 384.0 to 416.0 mg of Ci3Hi30»
(ibuprofen) per tablet. /

Or 384,0 10 416,0 mr Ci3HisO2
(ubynpoden) B TabneTke.

Pitofenone hydrochloride /
ITutodeHoHa THAPOXIOPHI

5.043 mg/ 5.043 mr

From 4.5 to 5.5 mg of Ca»HasNOy-HCI
(pitofenone hydrochloride) per tablet. /
Or 4,5 no 5,5wMr CanHasNO4-HCI
(nutodeHona TMIPOXJIOpPHA) B TaONETKE.

Fenpiverinium bromide /
dennuBepuHUs OPOMHUL

0.1023 mg/ 0.1023 mr

From 0.09 to 0.11 mg of C22HBrN.O
(fenpiverinium bromide) per tablet.
Or 0,09 10 0,11 Mr CaaH29BrN2O
(pennuBepunms GpOMHL) B TabneTke.

Remarks : The Product confirms to ND /

Ipumeuasnue: [IpoayKT COOTBETCTRYET TpeGosanuam HIL

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Ankit Checked by / Santosh Kumar Maurya
[ToAroTOBAEHO: ﬂ/ IposepeHo: @/

e

Approved by: Manager / Executive / Manoj Kumar
Ono6peno: Mexemiep / PykoBoauTeb

e

Reprint Date / Reprint Date /
Hara: 27.11.2023 Jara: 27.11.2023

Reprint Date /
JHara: 27.11.2023
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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Jara nponsBoicTsa

Product Novigan, film-coated tablets

IMpoaykr Hosuran®, Tabaerku, NOKpbITLIE NJIEHOYHOH 060710uKOH

Batch No / Cepusi Ne 1 V2302312 Batch Quantity / + 12,00,000 tablets /
O6bem cepuu 12.00,000 tabnetok

Analytical Report No / 1 890001701893 Date of Analysis / : 27.11.2023

AHa/muTHYecKuii oTyeT Ne Jata ananusa

Date of Manufacture / 1 11/2023 Date of Expiry / : 1072028

IoaeH ao (BK)

Analysis performed according to ND / Ananus nposeen no HJI; TTN008846-020222

Ne Test / IlokazaTean Result / PezyabTaThbl Specification / Hopma

10 Package / YnakoBka 10 tablets in a aluminum foil | 10tablets in a polyvinyl chloride
laminated with oriented polyamide | film/aluminum foil blister or in a aluminum
and polyvinyl chloride / aluminum | foil laminated with oriented polyamide and
foil blister. 2 blisters and patient | polyvinyl chloride / aluminum foil blister.
information leaflet in a carton pack. | 1 or 2 blisters and patient information
/ Tlo 10 Ta6nerok B Guucrep u3 | leaflet in a carton pack. / ITo 10 Tabnetok B
ATFOMHHHEBOH donery, | 6nucTep U3 MONMBUHUIXIOPHAHOM ILIEHKK
JIAMHHHPOBAaHHOMN / amoMuHKMEBOM QOIBIM WK B OIiHCTEp U3
OpPMEHTHPOBAHHEIM MOJMAMUIOM M | ATIOMMHUEBOH (ONBTH, JTaMMHUPOBAHHOM
MOJIMBUHUIIXTIOPHIOM / | OpUEHTHPOBAHHBIM NOJIMaMUIOM %y
ATFOMUHHUEBOM doNbru. | MONMBHHUIXIOPHIOM/AIOMMHHEBOH
ITo 2 6nucrepa ¢ uHcTpykumed no | goneru. ITo 1 wmu 2 Gancrepa ¢
TIIPHMEHEHHIO B MauKy KapTOHHYIO. | MHCTPYKIMEH 10 NPUMEHEHHIO B MAYKy

KapTOHHYIO.

11 Labeling / MapkupoBka Complies as  prescribed / | According to ND/
CootBeTcTByeT TpeOOBaHUAM B coorserctBuu ¢ HJI

12 Storage conditions / At temperature below 25°C / I1pu Temnieparype He Bbuue 25 °C.

XpaHeHnue
13 Shelf life / Cpox roqnoctu 5 years /5 net

Remarks : The Product confirms to ND /
Npumeuaune: [Ipoaykr cooTBETCTBYET Tpeboranusam HJL

Conclusion : APPROVED /
3akarouenne: OJIOGPEHO

Prepared by / Ankit Checked by / Santosh Kumar Maurya | Approved by: Manager / Executive / Manoj Kumar
TloarorosneHo: [IpoepeHno: ‘ Onobpeno: MeHemxkep / PykoBoauTens
£ o
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.11.2023 Jlara: 27.11.2023 Hara: 27.11.2023




Dr.Reddy’s ‘,‘:"

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Page 70f 8/ CTp. Tu3 8
Product : Novigan, film-coated tablets
IIpoaykr Hopuran®, tabneTku, DOKpHIThIE MIEHOUYHOM 060J104KOH
Batch No / Cepust Ne 1 V2302312 Batch Quantity / + 12,00,000 tablets /
O6bem cepuu 12,00,000 Tabneroxk
Analytical Report No / :+ 890001701893 Date of Analysis / : 27.11.2023
AHanuTHYECKMii 0T4eT Ne JlaTa avanu3a
Date of Manufacture / : 11/2023 Date of Expiry / 1 10/2028
JlaTa npousBoacTBa I'oaen po (BKx)

Analysis performed according to ND / Anann3 nposeaen no HJI: ITN008846-020222

Homep cepuu cy6cTanumy npouspoautens I'JID:

API name (INN) / naumenoBanue A®C (MHH): Ibuprofen / U6ynpoden
API manufacturer batch number / PIBM230357
Homep cepuun npoussoaurens ADC:

FP Manufacturer API Batch number / FEQA00451

API Manufactured by & country /
Hpouspoaurtess ADPC, crpana:

Solara Active Pharma Sciences Limited, India /
Conapa Dxtus ®apma CaiieHcus Jlumuren, Mamaus

API name / HaumeHoBanne ADC:

Pitofenone /I[TutodeHoH

Homep cepuun cy6eTanuuy npouspoauress IJID:

INN / MHH: [TurodeHoHa rUAPOXIOPUA
API manufacturer batch number / PE/375

Homep cepun nponspoauteas A®C:

FP Manufacturer API Batch number / FENA04837

API Manufactured by & country /
IIpoussoaurens A®C, cTrpaHa:

R.L. Fine Chem Pvt. Ltd., India /
P. J1. daiin Kewm I1eT. JiTa., UHAHA

API name (INN) / HaumenoBanue A@C (MHH):

Fenpiverinium bromide /@ennuBepuHus 6poMua

API manufacturer batch number /
Homep cepun npouspoautens A®C:

FA/207

Remarks : The Product confirms to ND /

Ipumeuanwne: [Ipoaykt coorsercTByeT Tpeboanuam HJT

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

IToarorosneuo:

IIpoeepeHo: @

e

Onobpeno: Menemkep / PykoBoauTens
Loiliid,

Prepared by / Ankit ﬂ Checked by / Santosh Kumar Maurya | Approved by: Manager / Executive / Manoj Kumar

Reprint Date /
Hara: 27.11.2023

Reprint Date /
Hara: 27.11.2023

Reprint Date /
Jara: 27.11.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Page 8 of 8/ Ctp. 8u3 8

Product : Novigan, film-coated tablets
IpoaykT Hosuran®, Tab1eTky, OKPBITHIE MIEHOYHOH 0601049KOM
Batch No / Cepusi Ne 1 V2302312 Batch Quantity / + 12,00,000 tablets /

_ O61em cepuu 12,00,000 TabieTok
Analytical Report No / : 890001701893 Date of Analysis / : 27.11.2023
AnanuTnyecknid oryet Ne JlaTa aHaausa
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2028
JlaTa npoM3BOACTBA T'ogen no (BK)

Analysis performed according to ND / Anaau3 nposenes no HJI: IT N008846-020222

FP Manufacturer API Batch number /
Homep cepuu cy6eTanuuu npoussoautens [JI®:

FENRO01207

API Manufactured by & country /
IIpoussoanress APC, crpana:

R.L. Fine Chem Pvt. Ltd., India /
P. JI. ®aitu Kem ITst. JITa., UHpus

Remarks : The Product confirms to ND /
Ipumeuanne: [Tpoxykr cootBercTByeT Tpedopanusam HJT

Conclusion : APPROVED /
3axuawyenne: OJJOGPEHO

Prepared by / Ankit Checked by / Santosh Kumar Maurya

IToaroroBneHo: IlpoBepeHo: m
&

Approved by: Manager / Executive / Manoj Kumar
OnobpeHo: Menemxep / PyKoBozuTenbs J

A

Reprint Date / Reprint Date /
Hara: 27.11.2023 Jara: 27.11.2023

Reprint Date /
Hara: 27.11.2023
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