HEPHIIKCIYKFA
JAEPKABHA CJIVIKBA 3 .ﬂiKAPCBKIiiX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIM OBJACTI

npocniekT Banepis JloSaunoscexoro, 51, m. Kuts, 03110, Ten/daxc: (044 363-06-50
E-mail: dls.ko@dls.gov.ua,https:iwww.dls.eov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
po SKiCTH BRE3EHOr0 B YKpainy JiKapcLKoro 3aco0y
15.07.2022 Ne 20916/22/10
AJEPOH

(nathvenysanna nikapesxoro 38000y LN 3 peceTpauiitum TOCBIRUCHEAM)
TabueTky, BRpUTI 060J0HK010, I0 5 mr, o 10 Tabirerox y Guictepi; o 3 faicrepn B
Kaprounii Kopobui

{hopma surTyCiy, AO3YBAMHA, BMI ITAKYRANHS NiKApCEKOro 3aco6y)
Howmep peectpauiiinoro nocsimenns UA/5615/01/01 CTPOX mif peetrpauifinore nocsinuemas 01.01.2099
Cepis stixapeskoro sacoty Ne H211700 KinbkicTs BBesenoro nikapeskoro sacody 16658

Bupobuux Emkitop PapmachioTikanc JiTa., Ingis

{natixeuyBanng aupobHuKs AKAPCEROTO 30008y, xpaita OX0LREHES)

Breseno s Vxpainy Tosapucrio 3 ofmesren o BinoBizanbuicrio " Tena Yxpaiua",
iaenr. won:- 34770471

(nalinenynawna 1a Kog 3a ©PIIGY w0puanEe] ocobn 2o npisemme, im's, 1o 6arskosi
izmauol ocobs - rianpuc, 11 sicne UPORKBAHHY Ta peceTpatifinmi noMep o6aixonoi
RAPTKR reiaTHyka noaatkis abe copis ta somep HaCcHOpTa).

fIporokea siyansuore Kemrpomo six 01.06.2023 N 1249/13,

JiaboparopHmi auanis axoeTi AIKAPCBKOTD 3acofy 3ifCHeMI:

HeprxasHa HaykoBoO-goCTinHa nabopaTopis 3 KOHTPOIIO AKOCTI JUKEpELRUX 3ac06is Hepikasrol
YCTaHOBH "[HCTHTYT IPOMANCHKOTO 300POR's im. O, M. Mapacesa HAMH Vipaiun" (v Kuis,
By Ilonyapenxa 50)

(maitvenypansg Ta MicnesHAXOKCHY nabopatopii, mo npesend-naloparopuui ananis mocri)

Bucrosok 1010 axocri nikapeskore sacoby, supanuii naboparopicio iz 12.07.2022 No 989

-PesynsraTi naboparopaoro aHamizy gKocTi AikapebKore 3acoGy 3a fepeBipeRuMI 1o ka3iHKavy BIATTOBINAIOTS
BHMOTaM METOAIB KOHTPONIO sKkoCTi {ananiTuy HO-HOPMATHEHOT ToKy MenTanii).

38 PE3YNBTATAMM  HEPKEBHOrO KOHTPOMO  BCTAHOBIEHO; WO JKapchkHil 3acid  poeseno s Vikpaiuy 1
ACTPHMARHAM BHMOT 3aKOHOLABCTR OO 380CINEUEHHR AKOCTE MIKAPCLRIY 32c051n.
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CERTIFICATE OF BATCH RELEASE
CEPTUDIKAT 8MIIVCKY CEPIT

Name of product / Hazaa nponysrs
Astrength, dosage form, package size
and type / a03ypakHa, Alvapceua
$opma, po3mip Ta THA YIaKoBKK}

Aleron, coated tablets, 5 mg, Ne30 [10 tablets x 3 blisters] / Anepon,
Tabneriss, supuri obononkon, N5 mr, No30 {10 1abnevor x 3 Galcrepu)

Composition / Crnag
5 mrftabnetia.

Levocetirizine dibydrochioride 5 mg/tablet / lesousiy pu3sHy Ourigpoxnopuiiy

'.iéﬂ'éﬂufacttzrer! Bupobuuy

'Emcure Phatmaceuticals Ltd., india / Emuitop Papiachiotivanc /1T, Haia

A number / Homep PR UA/5615/01/01
‘Batch number / Homep cepil H211700
i Batch size / Poamip cepii 218672 packs/ynaioeox
Released gquantity / Bunywena sinskicrs | 21650 packs/ynarosox
-Date of manufacture / flata 122021
astpobHMLITRA L :
Expiry date / Qpuaaranii no 11.2023

Name and address of manufacturing site
'/ Hazea1a agpeca eupobHUuOT

Emcure Pharmaceuticals Ltd., India, Plot Ne P-1 and P-2, LT.B.T. Park, Phase-ll,
ML1.D.C,, Hinjawad}, Pune, Maharashtra, 411057, india / Emuitop

alrsHuul Papmaceotianc Ata., Inaia, Naor Ne P-1 1a P-2, {T.B.T. Mapx, ®aza -,
) M. D.C., Xingkasagl Tiyna, Maxapaistpa, 411057, lnain

MIA number / Homep BrpoGrisio? 25-PD/149

AlueHail

Tests / Tecru 1 Specifications / Cneundlixauif Results / Peaynbrém

1. Description {visually} / Onuc
{playanpho}
- asoonyial, Brpiti obonouxow, rragxi 3 obox
Gokie.

| White, round, bicenvéi, coated tabtéts, plain on '
both sides, / Kpyral Tabnerru, 6lnoro konbopy, .

Complies / Biinosigae

2. Identification (HPLC} / The retention time of the principal peak in the
inenTndikaus (BEPX)
correspond to that of the standard preparation.
/ HaC yTpUMaHHR [JA OCHOBHOTG HIKY Ha
XpomMatorpamt  BunpoBysanoro  posdMHY Ta
UCHOBHUIO  BIKY  Ha  XpOMaIolpaml  poaymHy
TOPIBHANHA NOBHHH CNIBNaJATH.

throratogram of assay preparation must

Complies / Bignosigae

3, Avérage weight / CepegHa
maca

75,8 mgftab £5% /768 mr/vab £ 5 %

75.8mg/tab / 75.8m1/1a6

:t' 10% of avera ge weigth / £ 10% B'ip, cepeHbol
macu

4, Weight variation /
Onnopigtict mack

| sioxunetHa =-3.1%

Minimurm deviation / Minlssansue

Maximum deviation / MakcumaneHe
pinxmnaeHHa =4+1.1%

5. Disintegration / Posnapanna | NMT 30 min, / He Slnswe 30 X, 8 min. / xa.

6. Assay [HPLC} / Hinbxicke 95% - 105% 103.9%

BHsHaveHs (BEPX) L _ _

7. Content.s@ita = For 10 tablets: AV £ 15,0, 1.102.8% ] 103.5% | 101.4% | 101.9%

Opvopntt, smoas HAV > 15,0, than accepted value (V) for 30 [102.2% | 102.0% | 59.3% | 101.4%
; tablets: | 101.0% | 10L.8% .

A, 25 Wy

Nan 10 rabnetor; AV 15,0,
FHAKWLD AY > 15,0, To BennumHE, WO

F nipuitsaaeTeca (AV) aan 30 TabaeToR:
AV 5 15,0 13 0,75 M £ Bygb-axui
iHavBinvanbuuit BraicT 5 1,25 M

WAY 15,0 and 0,75 M s individual uniformity £

Acceptance value / TipuiHaTie
dHaverHs = 2.9

NLT 75% {Q) after 45 min. f He menwe 75% {a}
yepes 43 X8,

99%

i e

98% 6%

Average / CepagHe =97%

Emcure Pharmaceuticals Limited

0OSD - Division

Plot No. : P-1-and P-2,1. T.- B. T Park - Phase H, M.LD.C., Hinjawadi, Pure - 441 057

_ Phone Nos. : + 91 20 - 39821300 Fax No. .+ 9120 - 39821444, 39821340
Registered Office : Emcure House, T-184, M.1.D.C., Bhosari, Pune - 411 026.
o Phone Nos, .+ 91 20 - 30610000, 27120084, Fax No/-91 20 - 30610111
E-mail : corporate@emcure.co.in., www.emcure.co.in, CIN 7U24231PN1981PLE024551

(India)




Fmecure CERTIFICATE OF BATCH RELEASE
CEPTUOIKAT BUNYCKY CEPI

g, 1mpuriﬂe§ 7 Dok

- p-chlorobenzidrilupiperzine / NMT 8,3% / ue Ginslue G;3% not detected / 1e anakigeHo
m-xnopbenayppuaninepasnt ' : '

- p-chlorobenzidrot / n— NMT 0,2% / ve Ginsire 0,2% 1 not detected / ne sHatineno
xnopbeHsuapon !

- pchlorobenzofen / n— “NMT 0,2% [ e Binbwe 6,2% | not detected / ne 3uaiigeHo
*AopheH3oPEHON _

- any unspecified impurity / NIT0,2% / e Biabwe §,2% below guantification imit / numue
ingvBiayaABHA HeRW3HAYEHE | . aaend KiNbRICHOTO BUSHAYEHHA
BOMILIKG .
- total impurities/ cyma - | NMT 0,8% / e Ginsiie 0,8% - below quantification fimit / muue
AOMILLOK L _ _ b rae] RinbKicHOTO BU3HEYEHHA

10, Chiral purlty (54 somer) / NMT 2,0% / e Ginvwe 2,0% 0.3%

XipankHa vucrora (S-isomep}

11. Microbloiogical quality (Ph,
L Eur2.6:12,2.6.131/

MikpoGioaoriyHa wicrora (Cep. ;
€.2.6.12, 2.6:13) NMT 1000 per 1 g/ He Binswe 10008 11 <100 perig /slr

STAMC NMT 100 per 1 g / He Ginsue 1008 1 1 <i00perig /slr
~<TYMC Presence hot allowed in 1 g / He ,ﬂpnycr'{aemm absentin g/ siacyrnglr
-Estherichia coli HansuicTbB 1T

The batch meets the requirements of MQC to MA Ne UA;’SSIS/Oiiﬁi / Cepia sigrosigac sumoram MKR Lo P Ne
UA/5615/01/01.

{ heréby certify that the above information is authentic and accurate, This bateh of product has been manufactured,
including packaging/labeling and quality control at the above mentioned site In full compliance with the

GMP reguirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
‘Inporting country. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP. / Jifteriviaa A 3aTBEPIKYIO, WO NAgeseHa smie indopmayin & gocToBipHow Ta TouHow. Us cepia npogyxTy
‘Gyna eupobiiera, BRAIONAIOUM NAKYBEHHA/MBDKYBAHHA T& KOHTPOAL AKOCT Ha3 BWUule BKAZaHiA AinbHKUE B MOBHIA
sianoeignocTi fo aumor GMP, (0 BCTaHOBARHE MiCLe8UM DEryARTORHUM OPraHOM, T2 crsumdiranilt Peecrpalifnoro
TocsiauenHs Kpaluu-imnopTapa, TpoTokom supobHWLTea, NAaKkyBalHA | asaniay ‘cepli BYAG POITAAHYTG U BU3HEHO
TAKMMY, 10 signosinaTs GMP.

Comptiied by / TiiaroTosneno: Checked by / Nepebipens: Approved by / 3atEepireHo:

Aparna Gaikwad @ Pradip Chavan f sanjoyAuti (AR

Qualified Person / Ynossosamea
Ocoba

16 12-201)

Date / flara: 16:10.007 Date / fara:

Emcure Pharmaceuticals Limited
o 0SD - Division
Plot No. 1 P-1 &fid P-2, 1. T.- B. T. Park - Phase i, M.LD.C., Hinjawadi, Pune - 411 057 {India}
Phone Nos. : + 912039821300 Fax No. : + 91 20 .- 39821444, 39821340
Registered Office : Emcure House, T-184, M.L.D.C., Bhosari, Pune - 411 (26,
Phone Nos. ; + 91-20.- 30610000, 27120084, Fax No. - 91-20 - 30810111
E-mail : corporate@emcure.co.in., www.emcdre.co.in, CIN | U24231PNASRIPLCDZ4254




JEPAIIKCITYIKBA YVKPATHH
AEPKABHA CJIYJKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUIBCBKIHI OBJACTI

npocniexT Banepis Jlo6anopebkoro, S1, M. Kuig, 03110, Ten/dare: (044) 363-06-50
‘ E-mail: dls.ko@dls.gov.ua, Koa CAPTIOY 37078774

BUCHOBOK
Npo #KiCTH BBe3eHOro B YKpainy aikapebKoro 3ac00y
03.03.2023 Ne 22051/23/10
AJEPOH

(nafimenypanua nikapcukoro 3aco6y 3rigHo 3 PeecTpailiifHuM 10CE JueHH M)
TableTkM, BKPHTI 060/0HK0I0, TI0 5 Mr mo 10 Tadierok y GaiicTepi; no 3 Gaicrepu B
' KapToHHii Kopobii

(Qropaa BUIYCKY, 103yBAKHS, BUJI TAKYBEHHS NKAPCLKOTO 3ac00Y)
Homep peecrpaniittoro nocsiruenus UA/5615/01/01 crpox aif peectpauifinoro mockinuenus 01.01.2099
Cepis nikapcekoro sacoGy Ne H220269 KinekicTs sBesenoro nikapcrkoro sacoby 20832

Bupobuuk Emkidop @apMacsiorikanc JITa., lunis

¥

(HaifiMeHyBaHNA BUPODHUKA TIKAPCLROTO 3acofy, Kpailia moxomxe )

Beeaeno B Ykpainy ToBapneTso 3 o6mekenoro gignoBizaneuicTio "TeBa Ykpaina',
inenr. kon: 34770471

(Haitmenysanaa Ta kox za EJPIIOY OpUIMIHOT ocofi a6o npissume, iM', 1o GaThxowi
disuunot ocodn - ninnpuemns, i Micue NPOKMBAHHA T4 PEECTPALINEA HOMep 00TixoBOT
KapTk [IATHHKA NOJATKIB abo cepis Ta HOMep macnopTa)

IIpotokos Bizyanenoro xontpomo sia 13.06.2022 N 1354/3,
Jlabopatopunit aHamiz akocTi NikapesKoro 3ac00y 3MiHCHEH HIA:

Hep:aBra HaykoBo-10caiAna naboparopis 3 KOHTPONIO AKOCTI MIKapeBLKHX 3acobis JlepxarHol
YCTaHOBH "[HCTUTYT TPOMAACEKOTO 310poB's iM. O.M. Mapseera HAMH Vipaiuu" (m.Knis,
Byl onynpenka 50)

(nafinenyBanug Ta Micniesnaxomxenns naGopaTopil. o nposea mabopaTopHMl auais AKOCTI)
BHCHOBOK 040 AKOCTI Nikapchkoro 2acofy, Bunanmii tadopatopicto six 12.07.2022 No 991

PesynoraTu nabopaTopHoro auanizy ko<t miKkapcexore 3acofy 3u NepeBipeHUMU TOKATHHEAMU Binnosinawre
BHMOTaM METO/LIB KOHTPOTO AKOCT (AHAMITY HO-HOPMATHEHOT AOKyMeHTariii).

33 pesynmeTaTaMM  IEPKABHOrQ KOHTpONIO BCTAHOBNCHO, O JiKapchKYl 3aci6 BReseHo B YKpainy 3
JOTPHMAHHAM snmor 38KOHONABCTRA WOA0 3abe3nedenHs AKOCTI JTIKapCEKUX 3ac06iE.
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Emcure

[ Name of product f Hassa npogykra

CERTIFICATE OF BATCH RELEASE
CEPTHUOIKAT BUNYCKY CEPIT

[ depret -

{strength, dosage form, package size
and type / go3ypanHa, Aikapceska
dopma, peamip ta Tn YNEKOBHM)

Aleron, coated tablets, 5 mg, Ne30 {10 tablets x 3 blisters) / Anepon,
TabneTuu, Brpurl obononkow, Ao 5 mr, N230 (10 Tabnerox x 3 Gnlcrepn)

Composition / Cxnap,

Levocetirizine dihydrochloride 5 mg/tablet / flevouernpranny Anrigpoxnopyiay

S mr/rabnetka

Manufacturer / BupoSauk Emcure Pharmaceutlcals Ltd., india / Emriiop dapmackioTikanc Ara,, iHgin
MA number / Homep PN UA/5615/01/01
Batch number / Hamep cepii H220269

Batch size / Poamip cepli 21029 packs/ynakosox

Released quantity / Bunyuiena KinbkicTs 20832 packs/ynakosok
Date of manufacture / Aata 02.2022

BUROBHUITEE

Expiry date / Hpupatmii go 01.2024

Name and address of manufacturing site
/ Haspara aAapeca pupobHUyoT

Emcure Pharmaceuticals Ltd., India, Plat N2 P-1 and P-2, LT.B.T. Park, Phase-ll,
M.I.D.C,, Hinjawadi, Pune, Mahara;htra, 411057, Indla / Emkiiop
Papmacolotikanc /g, lugin, Naot Ne P-11a P-2, LT.B.T, Flapk, $asa ~l,

AINbHAL
M.1.D.C., Xingmanagl, Nywa, Maxapawpa, 411057, lajn
MIA numbter / Homep supoBuuyoi 25-PD/149
nivenzli
Tests / Tectm Specifications / Cneyndlkaui Results / Pesynsratu

1. Descr]btfon (visually) / Onmc
(pi3yancko)

White, round, biconvex, coated tablets;, plain on
both sides. / Kpyrni Tabneruu, Ginoro KonAeopy,
Agoonyrnl, ekputl 06oncHKol, rnanxl 3 obox
Goxis. )

Compilles / Blanosigac

2. identification {HPLC) /
laenmdinauin (BEPX)

The retention time of the principal peak in the
chromatogram of assay preparation must
correspond to that of the standard preparation.
[ Yac yrpumanns aan OCHOBHOrO niky Ha
Xpomarorpami - eunpo6ypatore  poauuny Ta
OCHOBHOTC niky Ha xpomarorpaml po3uitHy
neplassHiA nosunHl caiBpagare.

Complies / Bianosigae

3. Average welght / Cepejgia
Maca

76,8 mg/tab +5% /76,8 mrfrab 15 %

74.5mg/tab / 74.5mr/Ta6

4, Weight variation /
Oawopiguicrs Mack

+ 10% of average welgth / + 10% gig cepeaHLol
macy

Minimum deviation / Minimansre
BifXMANeHHA = -4.4%

Maximum deviation / Makcumanbhe
BIAXWACHHA =+3.3%

5. Disintegration / Poanagarnn | NMT 30 min, / ve Ginbwe 30 xg. 11 min. / xs.
6. Assay (HPLC) / Kinuxicua 95% - 105% 100.2%
8uaHavenHn (REPX)
7. Content uniformity / For 10 tablets: AV < 15,0, 103.1% | 98.1% | 105.9% | 99.5%
OaHoplakles emicry if AV > 15,0, than accepted value (AV) for 30 103.6% | 101.1% | 106.1% | 102.2%
tablsts: 96.9% | 101.3%
AV<15.0and 0,75 M < indlvidual uniformity s
1,25 M/

Aaa 10 Tabnetox: AV < 15,0,

Arwe AV > 15,0, 1o HEAMYKHI, WO
npuiimaersea {(AV) ana 30 TabaeTok:
AV 515,013 0,75 M s Gyab-akuii
iHanBlayansuuit amicr £ 1,25 M

Acceptance value / Npuitnathe
3HayeHHR = 7.6

NLT 75% {Q} after 45 min. / He meHwe 75% [{o}}
Hepes 45 xa,

8, Dissolution / PoaunxeHna

98% 101%

100% 99%

Average / Cepegne =99%

Emcure Pharmaceuticals Limited
OSD - Division '

PlotNo. : P-1 and P-2,I. T. - B. T. Park - Phase 1

Phone Nos. : + 91 20 - 39821300 Fax No. : + 91 20 - 30821444, N, ;
Registered Office : Emcure House, T-184, M.L.D.C., Bhosari, Pune - R4

Phone Nos. : + 91 20 - 30610000, 271
E-mail :

VX an. o iy

corporate@emcure.co.in., www.emcure.co.in, CIN : U24231PN1981PLC024
éf} JACs Ael? Vi

I, M.I.D.C., Hinjawadi, Pd

20084, Fax No. : 91 20 - 30810777+




Emcure

CERTIFICATE OF BATCH RELEASE
CEPTU®IKAT BUNYCRY CEPIT

9. Impurities / fomiwkn

- p-chiorobenzidritupiperzine / NMT 0,3% / ve Glabwe 0,3% not detected / we sHaiaeno
n-xnaopGensnapuaninepaz vt

- p-chlorobenzidrol / n— NMT 0,2% / e Ginvwe 0,2% not detected / He 3HaliaeHo
xnopbeHauapon

- p-chlorebenzofen / n- NMT 0,2% / He Sinbue 0,2% not detected / He awaligeHo
xnopbeHaoheHoH

- any unspecified impurity / NMT 0,2% / He Ginbe 0,2% below quantification limit / Humue
IHaMBlgyanbHa HEBMIHAYEH] MEI KIALKICHOrO BU3HAYEHHA
AomitKa )

- total impurittes/ cyma NMT 0,8% / e Ginbwe 0,8% below quantification limit / Hrmue
LomMILIoK MeXi KiALRICHOTO BU3HaYeHHA

10. Chiral purity (S-isomer) / NMT 2,0% / ne Binbwe 2,0% 03%

XipaskHa uncrora (S-izomep)
11. Microbiologicat quality {Ph.
Eur. 2.6,12,2.6.13) /
MinpoGionoriuna wucroTa {Eap,
©. 2,612, 2.6.13} NMT 1000 per 1 g/ He 6iabwe 10008 1 r <100perlg /felr

~TAMC NMT 100 per 1 g/ He 6labwe 100611 <100perig falr

-TYMC Presence not allowed in 1 g/ He gonyckaetsca | absentin 1g/siacytmae ir
-Escherichia coli HasapHicTbB 1 r

The batch meets the requirements of MQC to MA No UA/5615/01/01 / Cepis 8lgnosigae sumoram MKA go P Ne
UA/5615/01/01.

} hereby certify that the above information Is authentic and accurate, This batch of praduct has heen manufactured,
including packaging/labeling and quality control at the above mentioned site In full compliance with the

GMP requirements of the local Regulatory Authority and with the speclfications in the Marketing Authorisation of the
impaorting country. The batch processing, packaging and analysis records were reviewed and found to be in compllance
with GMP, / Dificunim 3aTREPANKYIO, WO HaBeAeHa Bulye THPOPMALIR € AoCToBIpHOW Ta TouHOW, LiA cepla npogyxTy
Gyna BupobneHa, BKAIOYAIOUM NaKyBaHHA/MAPKYPAHHA T3 KOHTPOAL AKOCTI HA BUWE BKA3aHIH AlAbHWLI B nosHIH
BianostanocTi Ao BUMor GMP, Wo BcTaHosaexi micyepim perynaTopHUm opraHom, Ta cneyvdikaulil Peectpauiiiiioro
Noceiguenta kpaluu-imnoprepa. MNpoTokohw aupobHALTEa, RakyBaHHA | aHanisy cepli Gyio poO3rngRHYTO M BUIHAHO
TaKumMK, wo signosinalors GMP.

Compiled by / Niarorosacuo:

Anuradha Shingate %

Approved by / 3ateepaeHo:

Sanjay Autl ' d£

Qualified Person / YnosuosameHa
OcoBa

Checked by / Nepesipeno;

Pradip Chavan (?\

Date / pava: O V03° 1L

Date/flata: 4 I 06\ 02 Date / flata: O\ MO 2072

Emcure Pharmaceuticals Limited
OSD - Division
Plot No. : P-1 and P-2,I. T.-B. T. Park - Phase I, M.LLD.C., Hinjawadi, Pune - 411 057 {India)
Ph_one Nos. : + 91 20 - 39821300 Fax No. * + 91 20 - 39821444, 39821340
Registered Office : Emcure House, T-184, M.1.D.C., Bhosari, Pune - 411 026.
. Phone Nos. : + 91 20 - 30610000, 27120084, Fax No. : 91 20 - 30610111
E-mail : corporate@emcure.co.in., www.emcure.co.in, CIN : U24231PN1981PLC024251
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