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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: HetpuH® TabneTkH, NOKPLIThIE INIEHOYHOH 000104KOMH, 10 MT

Market / Peinox : Russia / Poccns

Batch No. / . B2503100 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepun

Analytical Repo:-t No./ . 2002FP25002506 Date of Analysis / 31-10-2025

AHaJanTHYeCKH oTYeT No Jara aHanu3a

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

JlaTa npou3BOACTBA Togen 1o

Mfg. License No. / MA ber: /

IIpouseoacTBeHHAs : 63/RR/AP/96/F/R numoer: JIII-Ne(005456)-(PT-RU)
Homep PY

JHUeH3Hs Ne

Analysis performed according ND: / Auanus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkHpoBKa U MaKeThI yreepaaenbl: 17.02.2025

Result / PesyanTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyriele ABOSKOBBIIYKIbIE TaOIETKH,
HOKpPEITEIE  IUIEHOYHOH  0607109KOM
6emoro mBera, ¢ PHCKOH Ha OJHOM
cropore. Ha momepeunoM paspese —
smpo Genoro npera.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyrisie JBOSAKOBBIIYKIbIE TaOJIETKH,
MOKPEITEE IUIEHOYHOM obomoukoit Gesoro
HITH MoYTH OEJIoro BeTa, ¢ PHCKOM Ha OJHOH
cropore. Ha monepeuHoM paspese sIpo OT
Gesoro 7o mogTH O€I0TO HBETA.

No Test / IlokazaTenan
1 Description / Onucanue
2 Identification /
NaeHTHOHKALNSA
HPLC / B2XX

IThe retention time of the main peak in the
chromatogram of test solution comply|
with the retention time of the main peak|
in the chromatogram of Cetirizine

Hydrochloride reference standardlreference standard solution (section "Assay").
solution. / BpeMsa ymepKUBaHHA OCHOBHOTO IMKA Hal
BpeMs ynep>KuBaHHsI OCHOBHOTO IIUKA HAXPOMAaTOIpaMME  MCILITYEMOTO  PacTBopa
XpOMATorpamMMe HCIEITYEMOTO PacTBOPAIOIKHO COOTBETCTBOBATh BpeMeHH|
COOTBETCTBYET BPEMEHM YIEPKUBAHUSAYICPKHMBAHHA OCHOBHOTO IIHKa Ha
OCHOBHOIO IIMKa HAa XpOMAaTOrpaMMeXpoMaTorpaMMme  CTaHJApTHOTO  pacTBOpA
CTAHAAPTHOTO pacTBopa LETHPH3UHALIETHPU3HHA THOPOXJIOpUAA (paznen
rHAPOXJIOpHAA. «KONUM9eCTBEHHOE ONPEIEICHIEY).

The retention time of the main peak in the
chromatogram of test solution should comply|
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride

Remarks : The Product confirms to ND/

Ipumeuanne: ITpoxykT cooTBeTcTBYET TpeOoBanuam HJI

Conclusion : APPROVED /
3axsrouenne: OJOBPEHO

Prepared by / Checked by / [Tposepeno:  ||Checked by (AQA) /
ITonrotorneHo: A. Susmitha- Quality I[Mposepeno (AOK):

D. Latha - Quality control- |fcontrol- Team Member V. Prashanth - Quality
Team Member Assurance- Team Member

g

Approved by: Quality
Assurance/Authorized person /
Onobpeno: OdecriedeHHE
kauecTBa/OTBETCTBEHHOE JIULIO:

G. Shivaji- Quality Assurance- Team
Member el

\ R‘Lp

Date /Mara: [q oL

Date /[lata:

2o~ 2024 7

Date /[Tarta: 3\‘ g u

Date/I[aTa:g.]f,fD; T
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Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS

CEPTHOHNKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Letpun® TabneTky, NOKPHITHIE INICHOYHOH 0060104K0H, 10 MT

Market / PoiHOK : Russia / Poccus

Batch No. / . B2503100 Batch Quantity / 955 KG /955 KT

Cepusi Ne Pa3mep cepun

Analytical Repo“rt No./ . 2002FP25002506 Date of Analysis / 31-10-2025

AHaJINTHYECKHUIi oTyeT Ne Jara ananausa

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

Jlara npou3BOACTBA Tonen 10

Mfg. License No. / MA number: /

IIpouseoacTBeHHAsN : 63/RR/AP/96/F/R umber: JIII-Ne(005456)-(PT-RU)
Homep PY

JHueHsus Ne

Analysis performed according ND: / Ananu3 nposeaex no HJ: JIII-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKa M MaKkeTbl yTBepaensl: 17.02.2025

UV- spectrophotometry /
Y ®- cnexrpodoromerpus

Complies / CooTBETCTBYET

The UV-spectrum of the test solution and the;
Cetirizine Hydrochloride reference standard
solution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same|
wavelengths with an allowed variation of +2
nm. / Y ®-creXTphl MOTTOMIEHHA UCIHITYEMOT0|
pacTBOpa W  CTaHJapTHOTO  PacTBOpA
LETHPU3HHA THAPOXJIOpHAa B obmactu oT 200
mo 400 HM JODKHBIL HMMETH MaKCHMYMEI
MOCJIOLIEHHA TPH ONHOM U TOM e IIHHE|
BOJIHEI ¢ JOITYCTAMBIM OTKIIOHEHHEM % 2 HM.

3 Water content / Not more than 8.0% /
'Conepakanne BOIbI 3.1%/3.1% He 6omnee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more|
OIHOPOAHOCTS A03MPOBAHHBIX 76/7.6 than 15.0 / IToka3arens npuemieMocTd (AV)
eMHHIL ’ noswker GbiTh He Gosee 15,0.

5 Dissolution / PacTBopeHHne Not less than 80% (Q) of the labeled amount

101%, 100%, 101%, 97%, 100%, 102%.

of C1H25CIN,O5-2HC1 (cetirizine
dihydrochloride) after 30 min. / He MeHee
80 % (Q) OT HOMUHAINBHOTO COAEPKAHUA
ClezsclNzO:; -2HCI1 (ue'rprpmm-la
IUTHApOXTOpHA) Yepes3 30 MUH.

Remarks : The Product confirms to ND/

Hpumeuanne: Ipoaykr coorBercTByeT TpeboranuaM HJL

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

|

Prepared by /
IToaroTorneHo:

D. Latha - Quality control-
Team Member

.

Checked by / ITposepeHo:
A. Susmitha- Quality
control- Team Member

@

Checked by (AQA) /
Ipoeepeno (AOK):
V. Prashanth - Quality

)

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecnieuenue
kauecTea/OTBETCTBEHHOE JIULIO:

G. Shivaji- Quality Assurance- Team
Member (

Date /JTata: ¢ —{°~204"|

Date /Ilata: 2/ P/O"QODA/_

Date /Jlata: q|-ip -10 W

Date /Jlara:

LD~ 2w
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Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Iponyxt: Ierpun® Tabnetky, MOKPbIThIE IIEHOUHOH 060104K0#, 10 Mr

Market / PbiHOK : Russia / Poccus

Batch No. / . B2503100 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP25002506 Date of Analysis / 31-10-2025

AHaquTHYecKHii oTyeT Ne JlaTa aHaJn3a

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

Jara npoH3BoOJCTBA T'ogeH no

Mfg. License No. / MA number: /

IIpon3BoACTBEHHASA : 63/RR/AP/96/F/R : JIII-Ne(005456)~(PT'-RU)
Homep PY

JiHueH3Hs Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka i MaKeThl yTBepaaeHbl: 17.02.2025

6 Impurities / Ilpamecu

Impurity A /
[Tprmech A
Impurity B /
[Tprveck B
Impurity C /
[Tpumecs C
Impurity D /
[Mpumecs D
[mpurity E /
[Ipumecs E
Impurity F /
[Tprmecs F

|Any individual unidentified
impurity / JIro6as emuHIIHAs
HeMIeHTHOHIMPOBaHHAsA IPUMECh

Total impurities /
CymMa nipumeceii

(Not detected / He o6HapyxeHa

npeacia KOJIHI€CTBEHHOTO ONPCHCIICHNA
(TTKO = 0,010%)

Not detected / He o6HapykeHa
INot detected / He oOnapyxkeHa
0.03%/0,03%

INot detected / He o6HapyxeHa

0.08% /0,08%

0.1%/0,1%

Not more than 0.2 % / e 6ojtee 0,2 %
Less than LOQ (LOQ = 0.010%) / Huxe [Not more than 0.2 % / me 6onee 0,2 %
Not more than 0.2 % / me 6oxee 0,2 %
Not more than 0.2 % / ve 6o1ee 0,2 %
Not more than 0.2 % / ne 6o1ee 0,2 %
INot more than 0.2 % / ue 6o1ee 0,2 %

INot more than 0.2 % /
He 6omee 0,2 %

INot more than 2.0% /
He Gonee 2,0%

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykr coorBeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
ITonroToBneHo:

D. Latha - Quality control-
Team Member

Zp

Checked by / IIpoeepeHo:
A. Susmitha- Quality
control- Team Member

QR

Checked by (AQA) /
ITposepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

o

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneucHUe
kayecTea/OTBETCTBEHHOE JIHIIO:

G. Shivaji- Quality Assurance- Team
Member '(_%“j_

Date /Jlata: q —t ot ||Date /dara:

et~ 20 Mf"Date /HMara: /(0/'”'“‘

Date /[Tata: U= 2ou




Dr.Reddy’s ‘?..'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Mponykr: Letpuu® TabneTkH, MOKPhIThIe INIEHOHOM 0607109K0#, 10 MI

Market / PBIHOK : Russia / Poccus

Batch No. / . B2503100 Batch Quantity / 955 KG /955 KT

Cepust Ne Pa3smep cepuH

Analytical Report No. / . 2002FP25002506 Date of Analysis / 31-10-2025

AHaNUTHYECKHIi 0oTdeT Ne JlaTa anajinza

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

JlaTa npoH3BOACTRA T'ogen no

Mfg. License No. / MA ber: /

TIpou3BOACTBEHHAN : 63/RR/AP/96/F/R B JII-Ne(005456)-(PT-RU)
Homep PY

JHueH3na Ne

Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkHpoBKa 1 MaKeThbl YTBepaenbi: 17.02.2025

7 Assay / KonndecTBensoe
onpeaecHUE

9.92 mg /9,92 mr
99.2% /99,2%

INot less than 9.0 mg and not more than
11.0 mg C21H,5CIN2O3-2HC1 (cetirizine
dihydrochloride) in tablet (between 90,0 %
fand 110,0 % of label claim). / Ot 9,0 Mr 10
11,0 Mr C21HzsCIN,03-2HCI (ueTvpususa
muruapoxsopun) B Tabnerke (ot 90,0 % no
110,0 % OT HOMMHAIEHOTO CONSPKAHI).

8 Subdivision of tablets /
Jesienue TabaeTox

Complies / COOTBETCTBYET

The tablets comply with the test, if not more
than 1 mdividual mass is outside the limits of
85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTkH COOTBETCTBYIOT TPEOOBAHUAM, €CITH
He 6onee 1 eMMHUYHAST Macca OTKJIOHAETCS 32
npenenst 85%-115% or cpenHeit Macchl.
'TaGneTkH He COOTBETCTBYIOT TPeOOBAHMAM,
ecnu 6onee ueM | HHIMBULyaIbHAs Macca
OTKJIOHAETCA OT ITHX IPE/IeNIOB WM, eCliu 1
WHIMBKAYyaIBHAsA Macca OTKIOHIETCS 32
npenenst 75%-125% oT cpeiHel Macchl.

9 Microbiological purity* /
Muxkpobuojiornyeckast
yucrora*

ia) Total aerobic microbial count /
O01mee g¥cio adpoOHBIX
MHKpPOOPraHH3MOB

Not Applicable

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Remarks : The Product confirms to ND/

Ipumeuanue: Mpoaykt cooteercTBYeT TpebosanuaM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[ToAroToBNEHO:

D. Latha - Quality control-
Team Member

Zp

Checked by / IIpoepeHoO:
A. Susmitha- Quality
control- Team Member

o -

Checked by (AQA) /
ITpoeepeno (AOK):
V. Prashanth - Quality

\,ﬁ'ﬁ-‘p

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieyeHUe
kauecTsa/OTBETCTBEHHOE JIUIIO:

G. Shivaji- Quality Assurance- Team
Member ‘C-l%‘ﬁ_

Date /flata: { | ~ts— oo

[Date /Hata: 2/~ 5020~

Date /)IaTa: 1'- "{O/W

Date /llata: % 44 oy




Dr.Reddy’s Q?‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIV3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Lletpus® TabneTkH, NOKPHIThIE IEHOYHOH 060J104KO0#H, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . B2503100 Batch Quantity / 955 KG /955 KI"

Cepus Ne Pazmep cepun

Analytical Repo“rt Neo. / . 2002FP25002506 Date of Analysis / 31-10-2025

AHannTudecknii oTyeT No Hara ananuza

Date of Manufacture / . 16-10-2025 Date of Expiry / 30-09-2028

Jara npon3BOACTBa Tomen go

Mfg. License No. / MA number: /

IIpou3BoACTBeHHAA : 63/RR/AP/96/F/R : JII-Ne(005456)-(PT-RU)
Homep PY

JAneH3Ha Ne

Analysis performed according ND: / Ananus nposeaes o HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapKHpPOBKa M MaKeThbl yTBepuuienbi: 17.02.2025

b) Total combined yeasts and
mould count / O6mee Tucio
INPOKOKEBBIX M INIECHEBBIX TPHOOB

c) E. coli

Not Applicable

Not Applicable

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OtcyTcTBHEB 1 T

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 TabieTok B
[BX/TIIBX//amoMunuenoM 6nucTepe
ITo 2 GiMcTepa BMeCTe € TUCTKOM-
BKJIaAbILIEM YIIAKOBAHLI B MUKy

KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 blisters and patient information leaflet in
a carton. /

Mo 10 TafmeTox R

[MBX/TIIBX//amomuunenom 6muctepe. Ilo 2
win 3 OucTepa BMECTE € JIMCTKOM-
BIJIaJIbIIIEM YIIAKOBAHBI B [IAYKY KapTOHHYIO.

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent
from the Company's certificate of analysis. / [TpoBoauTCs IPOM3BOAUTEIIEM IIPH BHIITYCKE HEPHOMMECKH: V1A Kax ol 20-0i cepuu

WK He MeHee 1 pasa B rox. Ilokasarens MOXeT GBITE He BKIIOYEH B CepTHQHKAT aHAM3a QUPMEL

Remarks : The Product confirms to ND/

IIpumeyanne: IIpogykT cOOTRETCTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
[TogroroBneHo:
D. Latha - Quality control-

Team Membe:;_gtﬁ/q

Checked by / TIpoepeHo:
A. Susmitha- Quality
control- Team Member

X

Checked by (AQA)/
[Tposepeno (AOK):
V. Prashanth - Quality

)

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecniedeHune
kauecTBa/OTBETCTBEHHOE JIHIIO:

G. Shivaji- Quality Assurance- Team

Member {

Date /I[aTaZ'S‘ o1

Date /JlaTa:

31020 X

Date /ata: 1\ _wb

Date /ara: g.},_f D~ oL




@
’ q-O CERTIFICATE OF ANALYSIS
Dr. ReddY S Ne CEPTHOHMKAT AHAJTA3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxt: LHetpua® TabneTKH, HOKPHITHE IUICHOUHOM 060104K0H, 10 MI

Market / PoiHOK : Russia / Poccud

Batch No. / . B2503100 Batch Quantity / . 955KG/ 955 KT

Cepust Ne Pa3smep cepuu

Analytical Repovrt No./ . 2002FP25002506 Date of Analysis / . 31-10-2025

AHajiuTHYecKHii oTyeT No JlaTa anaan3za

Date of Manufacture / . 16-10-2025 Date of Expiry / . 30-09-2028

JlaTa npou3BoACTBA T'onen no

Mfg. License No. / MA number: /

TIpoH3BOACTBeHHAS : 63/RR/AP/96/F/R S :  JIII-Ne(005456)~(PT-RU)
Homep PY

JIHueH3usa Ne

Analysis performed according ND: / Anaiu3s nposener no HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapKupoBKa U MaKeThl yTBep:kIeHb1: 17.02.2025

API name / HaumeHoBanue ADC: Cetirizine dihydrochloride / LleTHpu3HHa IUTHAPOXJIOPUL,

INN / MHH: Cetirizine / leTupAsue

API manufacturer batch number / BT00-25041, BT00-25039

Homep cepun npoussoautens APC:

FP Manufacturer API Batch number / FBSA00206, FBSA00205

Homep cepun cyocTaHnnn npoussoautesns I'JID:

API Manufactured by & country / Glochem Industries Private Limited, India /

IMpousogutear, ADC, crpana: I'noxem Munactpuec Ilpatisut Jlnmuren, Manus

Name, address, authorization No for FP manufacturing Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,

site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HaumeHoBaHHe, agpec, JIULEH3HA A5 Malkajgiri Distrist — 500090, Telangana State, India (license No

IpoussoacTBeHHas naomagka / Ilnomanka KOHTpoOJIS 63/RR/AP/96/F/R). / IIpousBoacTBeHHOE moapasaenenue-11,

kadecTa / Ilnomaaka BeImycka Vuacrku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bagynannu

Butamk, bauynamnu Mannan, Memdan ManakaXTHpH
JTuctpukt — 500090, mtar Tenanrana, Mpaua (Jlunensus Ne
63/RR/AP/96/F/R).

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
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».

3aKiIl04eHHe 0 COOTBETCTBHH: «HaCTOAIMM 5 TOATBEPXK A0, YTO MPUBELEHHAs BbIIe HHQOpMAIHA ABJIAETCA JAOCTOBEPHOH 1
TOUHOi. DTa cepus MpOAyKUMH NPOWM3BeleHa (BKIIOYas YNAKOBKYy (MapKHPOBKY) M KOHTpOJb KaueCTBa) Ha BBIIIEYKa3aHHOM
IPOU3BOICTBEHHON IUTomake (IUIOIAKaXx) B IOJIHOM COOTBETCTBHH ¢ TpeGoBaHmaMY IIpaBmi Ha/yexameli pOH3BOICTBEHHOMH
npakTuk EBpasuiickoro 5KOHOMHYECKOr0 €0I03a K TpeOOBaHMAMH KOHTPOJS KayeCTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B
COOTBETCTBHH CO CIEUU(PUKAIAMY, CONEPH ANMUMUCA B PETHCTPAIIIOHHOM JOChE CTPAHBI-UMIIOPTEPA. 3alKCH 10 IPOU3BOAICTRY,
YIIAaKOBKE ¥ aHANM3y NPOBEPEHBI, M YCTAHOBIEHO MX COOTBeTCTBHME TpeGoBammaM IIpaBuwi Hajnexalled HpOW3BOJICTBEHHOM
npakThky EBpa3uiickoro 3KOHOMHIECKOT0 COr03a».

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

Ipumeuanue: [Ipoaykr cooTBeTcTBYeT TpedopaHsiM HT 3axmouenne: OJJOBPEHO

Prepared by / Checked by / ITposepeno:  [[Checked by (AQA) / Approved by: Quality

[ToaroToBneHo: A. Susmitha- Quality ITpoeepexo (AOK): Assurance/Authorized person /

D. Latha - Quality control- ||control- Team Member V. Prashanth - Quality Onobpeno: ObecrieueHue

Team Member Assurance- Team Member KauecTBa/OTBETCTBEHHOE JIMITO:
& \ G. Shivaji- Quality Assurance- Team

\DLL{:J Member T A
Date /Jata: {1t 9~ oY([Date /ara: 211D~ 20 ZL(_ Date /lata: |~ ,"NR/‘ Date /flata: 24D~ Loy




