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Dr.Reddy’s q;'

CERTIFICATE OF ANALYSIS |

CEPTHDUKAT AHAJIM3A

Pagelof7/Crp. 1u37

Product: Omez DSR, modified-release capsules, 20 mg+30 mg /
Hpoaykr: Omes® JICP, kancy.ibl ¢ MoquMUHPOBAHHBIM BbICBOGOKAEHHEM, 20 Mr+30 mr

Batch No.: / Cepus Ne: B2103029

Batch Quantity: / O6bem mapTuu: 1020000 NO

2002FP21001808

A.R. No.: / Ananuraueckuii oruer No;

Date of Analysis: / laTa ananuza: 04-09-2021

Mfg. date: / Jlata nponssoactrea: 08/2021

Exp. date: / Cpok roanoctu: 07/2024

Analysis performed according ND / Ananu3 nposepen nmo HJI: JIT1-003998-301220

S.No/

Ne Test / Tecr

Result / PesyabTaT

Specification / Cnennduxauus

1 Description /Onucanue

‘1> size hard gelatin capsule with
clear transparent cap and body having
“Y” and “DR.REDDY'S” printed in
black ink on the cap and “OMEZ-
DSR?” printed in red ink on the body
of capsule containing white and
brown spherical pellets. /

TBepaple XenaTHHOBBIE MPO3payuHbIe
OecrBeTHble Kamcyibsl pa3mepa 1 c
MapKHPOBKO YEepHOTO 1BeTa

« Y DR REDDY’S» wa
KpbILLEYKe KarCylbl U MapKUPOBKOMH
kpacHoro nBera «OMEZ-DSR» Ha
kopnyce Kamcynbl. CoupepxuMoe
Kancyna:  cepuyeckHe — IEJUIETH
0eJoro ¥ KOpMYHEBOT'O LIBETA.

‘1’ size hard gelatin capsule with clear
transparent cap and body having i
and “DR.REDDY'S” printed in black ink
on the cap and “OMEZ-DSR” printed
in red ink on the body of capsule
containing white to grayish-white and
brown to yellowish brown spherical
pellets. /

Teepapie JKEJNATHHOBBIE MNPO3pPAYHBIC
OecuBeTHBIE Kamncynbl pa3sMmepa 1 ¢
MapKHPOBKOH YEpPHOTo BETA

« 7Y DR.REDDY’S» na KpBIIeUuKe
Kancyjibl H MapKHPOBKOH KpacHOro
usera «OMEZ-DSR» Ha xopmyce
KaTCyIIbL. Conepxumoe Karmcyir:
chepuueckre nemaersl oT 6enoro 10
cepoBaTo-0€1oro M 0T KOPHYHEBOTO A0
JKEJITOBATO-KOPUYHEBOIO 1[BETA.

Remarks : The Product confirms to ND/
Hpumeuanue: [TponykT cooTBeTcTBYET TpeboBanusM HJ{

Opinion ;: APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[MoaroroeneHo: IIpoBepeHo: Onobpeno: Menemxep / PykoBomurenn
A8

Print Date: 06-09-2021 Print Date: 06-09-2021 Print Date: 06-09-2021

Hara: Hara: Hara:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 49002999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com



Dr.Reddy’s Q’:'

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page2 of 7/Crp.2 n3 7

Product: Omez DSR, modified-release capsules, 20 mg+30 mg /
Ilpogykr: Omes® ICP, kancynl ¢ MOAN(HIHPOBAHALIM BbicBoOoxAeHHeM, 20 Mr+30 Mr
Batch No.: / Cepus Ne: B2103029 Batch Quantity: / O6sem napran: 1020000 NO
A.R. No.: / Anajqurnueckuii order No: Date of Analysis: / lata anannza: 04-09-2021
2002FP21001808
Mfg. date: / lata npou3sBoacTea: 08/2021 Exp. date: / Cpok rognoctn: 07/2024
Analysis performed according ND / Anasms nposegen no HJI; JIT1-003998-301220
S’;{f / Test / Tect Result / PesyabTaT Specification / Cnennduxanust
2 | Identification / The retention times of the main peaks | The retention times of the main peaks
IognuHHOCTH in the chromatogram of the sample | in the chromatogram of the sample
Omeprazole and preparation correspond to retention | preparation should comply with
Domperidone (By times of  Omeprazole and | retention times of Omeprazole and
HPLC)/Owmenpazonu | Domperidone  peaks in  the | Domperidone peaks in the
Tlomnepunon (BXKX) | chromatogram of the standard | chromatogram  of the  standard
preparation under | preparation under assay. / Bpemena
assay.[l/UBpemeHa  ynep:KuBaHWs | YAEPXKHBAHUA OCHOBHBIX ITMKOB Ha
OCHOBHBIX [THMKOB Ha XpOMATOTpaMMeE | XpOMaTorpaMmme HCOBITYEMOTO
WCIBITYEMOTO pacTBOpa | pacTBOpa MJO/DKHBI COOTBETCTBOBAaTh
COOTBETCTBYIOT BpeMeHaM | BpeMeHaM  YAEp)KHBaHHMs  ITHKOB
yIEpKMBaHUs TMMKOB OMENpa3ona W | OMempasona MW JOMIEpHAOHA Ha
JIOMIIEpPHAOHA Ha XpOMAarorpamMe | XpoMarorpamme CTaHJapTHOTO
CTaHJapTHOro  pacrteopa  (paszen | pacTsopa (pasmen «KonndecTBeHHOE
«KonuyecTBEHHOE OMPEACIEHUEN). ompeneIeHUe»).
3 | Average weight of the 368.27 mg/ 368,27 mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpeausis 369,0 mr = 10 % (ot 332,1 mo 405,9
Macca coJepKHMOro MT)
KancyJ
4 Water / Boga 1.2% w/w / 1,2% Not more than 4.0 % w/w / He 6onee
4,0 %
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanue: [TpoaykT coorseTcTByeT TpeboBanuam HJI 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITojroroBneHO: ? | IIporepeHo: OmobpeHo: Menemxkep / PykoBoaurens
Print Date: 06-09-2021 Print Date: 06-09-2021 Print Date: 06-09-2021
Hara: Hara: Hara:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page3 of 7/Crp.3u3 7

Product: Omez DSR, modified-release capsules, 20 mg+30 mg /
Iponykt: Omes® JICP, kancybi ¢ MoaAH(GHIHPOBAHHBIM BbicBOOOMAEHHEM, 20 Mr+30 mr

Batch No.: / Cepus Ne: B2103029

Batch Quantity: / O6bem naptun: 1020000 NO

A.R. No.: / Ananurudecknii order Ne:
2002FP21001808

Date of Analysis: / laTa anaaunsa: 04-09-2021

Mfg. date: / laTa nponssoactsa: 08/2021

Exp. date: / Cpok roasocrn: 07/2024

Analysis performed according ND / Anaan3 nposeaen no HJI: JIT1-003998-301220

S.No/
Ne

Test / Tecr

Result / Pe3yabTaT

Specification / Cneunduxamus

5 Dissolution / PacTBopenue

a) Omeprazole / OMenpason

i. Acid stage (0.1N HCI)/
B 0,1 M pactBope
XJIOPUCTOBOLOPOAHOM
KHCJIOTBI

ii. Buffer stage (pH 6.8
phosphate buffer) /
B 6ydepe pH 6,8

1%, 3%, 1%, 8%, 6%, 4%

93%, 92%, 92%,
93%, 89%, 91%

Not more than 15% of the labeled amount
of Omeprazole (Ci7H1sN30s8S) is released
after 2 hours. / He 6onee 15 % ot

(aKTHYECKOro COAEPKAHUS OMETIpa3ona
(C17H19N303S) uepes 2 u.

Not less than 70% (Q) of the labeled
amount of Omeprazole (C7H1sN30sS) is
dissolved in 30 minutes / He menee 70 %
(Q) OT HOMMHAJIBHOT'O COAEPKAHMS
omemnpazona (C17H19N303S) uepes 30 Mun.

b) Domperidone /
Hommepunon
i. 1*hour/uyepes 1 u
ii. 4™ hour/ yepes 4 u

iii. 8" hour/ uepe3 8 u

iv. 12 hour/ uepes 12 4

24%, 25%, 25%, 24%,
25%, 24%

47%, 49%, 50%, 48%,
50%, 49%

66%, 68%, 67%, 68%,
70%, 67%

78%, 79%, 77%, 79%,
81%, 79%

In 0.IN HC1/B 0,1 M pacrBope
XJIOPUCTOBOZIOPOJHOW KUCHOTHI:

between 15 % and 40 % / ot 15 % no 40
%
between 30 % and 70 % / ot 30 % no 70
%
between 55 % and 95 % / ot 55 % 10 95
%

not less than 70 % / He menee 70 %

of the labeled amount of Domperidone
(C22H24CIN5sQO;) / OT HOMMHANBHOTO
COAepKaHUs AOMIIEpUAOHA
(C22H24CINsOz)

Remarks : The Product confirms to ND/

IIpumeuanne: [Tpoaykt coorBeTcTBYET Tpebosanusm HJT

Opinion : APPROVED
3akmouenne: OIOBPEHO

Jara: Hara:

Prepared by / Checked by / Approved by: Manager/Executive /

HoarorosneHo: t IIpoBepeHo: Ono6peno: Menemxkep / PykoBoauTens
& & vy

Print Date: 06-09-2021 Print Date: 06-09-2021 Print Date: 06-09-2021

Jlara:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Surve.y No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com



Dr.Reddy’s Q%.'.

‘ CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Paged4of 7/Crp. 4 u3 7

Product: Omez DSR, modified-release capsules, 20 mg+30 mg /
Ilpogyxr: Omes® ICP, kancyanl ¢ MoguduuupoBanibIM BhicBoGokIeHHeM, 20 Mr+30 mr

Batch No.: / Cepus Ne: B2103029

Batch Quantity: / O6bem napruu: 1020000 NO

2002FP21001808

A.R. No.: / Asanurudecksii oruer No:

Date of Analysis: / laTa anaan3a: 04-09-2021

Mfg. date: / lara npousBoacTBa: 08/2021

Exp. date: / Cpox rognocru: 07/2024

Analysis performed according ND / Anasin3 nposeaen mo HJI: JIT1-003998-301220

S.No/

No Test/ Tect

Result / PesyabTaT

Specification / Cnennduxauus

6 | Related substances / PojicTBenHbIC IPHMECH

A. Omeprazole / Omenpazoaa:
Impurity 1 / mpumecs 1

Impurity 2 / npumMecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecsh S

Domperidone / Jomnepudona:
Impurity A / npuMecs A

Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Highest individual unknown
impurity / JIrobast eqxuHH4HAs
HEeHACHTH(HULHPOBaHHAS

NpUMECh

Total impurities /
Cymma npumeceii

Less than LOQ (LOQ =
0.010%)
Not detected / He oBHapyxeHa

Less than LOQ (LOQ =
0.013%)
Not detected / He obHapykeHa

Less than LOQ (LOQ =
0.010%)

0.02% / 0,02%
Not detected / ne oGHapyxeHa

Less than LOQ (LOQ =
0.012%)

0.08%/0,08%

Not detected / He obHapyxeHa

Not detected / He o6HapyxeHa

0.1%/0,1%

NAc.)t more than 0.50 % / He 6outee 0,50
0,
got more than 0.50 % / He 6onee 0,50
I?ot more than 0.50 % / He 6omee 0,50
0,
§0t more than 0.50 % / He 6oxee 0,50
§0t more than 0.50 % / He 6onee 0,50
(]

})\lot more than 0.50 % / He 6onee 0,50

z?ot more than 0.50 % / He 6onee 0,50

§Ot more than 0.50 % / He 6oxnee 0,50

§0t more than 0.50 % / He 6onee 0,50

§0t more than 0.50 % / He 6onee 0,50

§ot more than 0.20 % / He 6oxee 0,20
0

Not more than 2.5 % / He 6onee 2,5 %

Remarks : The Product confirms to ND/
Ipumeyanne: [Ipoaykt coorercTByeT TpebGoBaHusm HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Jara:

Hara:

Prepared by / Checked by / Approved by: Manager/Executive /

IToarotoBneHo: t' [IpoBepeHo: Onobpeno: Menemxkep / PykoBoaurens
B ~ g A M

Print Date: 06-09-2021 Print Date: 06-09-2021 Print Date: 06-09-2021

Hara:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Te!l : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com




Dr.Reddy’s ‘,’:‘.'

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

PageS5Sof 7/ Crp.5u3 7

Product: Omez DSR, modified-release capsules, 20 mg+30 mg /
Mpoayict: Omes® JICP, kaneyist ¢ MOARPHITPOBAHHBIM BLICBOGOKICHIEM, 20 mr+30 mr

Batch No.: / Cepns Ne: B2103029 Batch Quantity: / O6bem napruu: 1020000 NO
A.R. No.: / Ananntnyeckuii oT4er Ne: Date of Analysis: / aTa ananam3sa: 04-09-2021
2002FP21001808
Mfg. date: / Jlara nponssoactsa: 08/2021 Exp. date: / Cpox roanocru: 07/2024
Analysis performed according ND / Anasiuz nposepen mo HJIL: JII1-003998-301220
S’JI;{:) / Test/ TecT Result / PesyabTaT Specification / Cnenndpuxanms
7 | Residual solvents/ OcTaTo4yHbIe OPraHHYEeCKHE PACTBOPHTEIH
a) Methanol / 7 ug per capsule a) Not more than 1107 pg per capsule /
Mertanon He 6onee 1107 MKT Ha Kancyy
b) Methylene chloride / juaLdeieeiodie b) Not more than 221 ug per capsule /

obHapyKeHa

MeTtunenxiaopun He 6onee 221 MKr Ha kancymny

8 |Microbial limits / MukpoGuoJjornyeckas YHCTOTa

a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 1000 CFU/g/
count / Ob11iee 4uciIo Memnee 10 KOE/r He 6onee 1000 KOE/r
aspoOHBIX
MHUKPOOPraHu3MOB

b) Total combined yeasts and Less than 10 CFU/g/ b) Not more than 100 CFU/g/
mould count / O61ee Menee 10 KOE/r He Gonee 100 KOE/r

YHCIIO APOXKIKEBEIX U
JIECHEBBIX TpUOOB

¢) E. coli Absentin 1 g/ ¢) Shall be absentin 1g/
OtcyrctByer B 1 T OtcyrctBUE B 1 T

9 | Uniformity of dosage units / OpnopojsocTs A03HPOBAHNS

A. Omeprazole / Omenpazon 8.2 A. The acceptance value (AV) should be
less than or equal to 15.0 / IToka3arenn
npuemneMoctd (AV) aomkeH OBITh He

6osnee 15,0.
B. Domperidone / 4.8 B. The acceptance value (AV) should be
JoMnepuioH less than or equal to 15.0 / [Toxazatens
npuemineMocti (AV) a0omkeH ObITh HE
oonee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeyanne: [IpoayKT COOTBETCTBYET TPEOOBAHHAM HI Zaxmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosneno: Q P _ IIposepeHo: Onobpeno: Menenxep / PykoBoauresb
dﬁ""“‘ g e o\' Vo
Print Date: 06-09-2021 Print Date: 06-09-2021 Print Date: 06-09-2021
Jara: Jlara: JlaTa:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN ; L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICA’II‘E OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 6 0of 7/ Crp. 6 u3 7

Product: Omez DSR, modified-release capsules, 20 mg+30 mg /
Ipoayxr: Omes® JICP, kancyJinl ¢ MOAMGHIHPOBAHHLIM BbicBoGoxaennem, 20 mr+30 mr

Batch No.: / Cepusi Ne;: B2103029

Batch Quantity: / O6sem naptun: 1020000 NO el

2002FP21001808

A.R. No.: / Ananurnyecknii oruert Ne:

Date of Analysis: / JaTta anaan3a: 04-09-2021

Mfg. date: / lata npon3soacrsa: 08/2021

Exp. date: / Cpok rognoctn: 07/2024

Analysis performed according ND / Anaau3 nposegen no HJI: JI[1-003998-301220

S.No/

Ne Test / Tect

10 | Assay / KoanuecTBeHHOe ompe/eieHue

A. Omeprazole /
Owmenpazon

B. Domperidone /
JomnepuoH

Result / Pe3yabTaT Specification / Cneunduxanust
19.95 mg/ 19,95 mr A. Not less than 18.0 mg and not more
(998 %/99,8%) than to 22.0 mg of Ci7H;sN3OsS

(Omeprazole) (90.0 to 110.0 % of
label claim) per capsule / Ot
18,0 M J0 22,0 Mr C17H19N303S
(omenpazon) B kancyie (ot 90,0 no
110,0 % oT HOMHMHAJIBHOT'O

COZIEPXaHHUS).
30.40 mg /30,40 mr B. Not less than 27.0 mg and not more
(101.3 %/ 101,3%) than 33.0mg of CxnHiCINsO;

(Domperidone) per capsule (90.0 to
110.0 % of label claim) / Ot
27,0 Mr go 33,0 Mr CypH»4CINsO,
(momriepunoH) B kancyne (ot 90,0
no 110,0% or HOMMHaIBHOTO
COZlepXKaHusl).

Remarks : The Product confirms to ND/

Opinion : APPROVED

&

ITpumeuanne: [Iponykt cootBeTcTBYeT TpeGoBanuaM HJT 3axmouenue: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIposepeHno: OnoGpeHo: Menemxep / PykoBoautens

& -).\P)-"“"‘

Print Date: 06-09-2021 Print Date: 06-09-2021 Print Date: 06-09-2021
Jara: Nara:

Jlata:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Page 7of 7/Crp. 7Tuz 7

Product: Omez DSR, modified-release capsules, 20 mg+30 mg /
Mpoxykr: Omes® JICP, kancy b ¢ MOAH(HIHPOBAHHBIM BbICBOOOKIeHHEM, 20 Mr+30 Mr
Batch No.: / Cepust Ne: B2103029 Batch Quantity: / O6sem napTan: 1020000 NO
A.R. No.: / Auanutuyeckuii order No: Date of Analysis: / ara ananm3a: 04-09-2021
2002FP21001808
Mfg. date: / JaTa npon3soacrsa: 08/2021 Exp. date: / Cpok rogaoctu: 07/2024
Analysis performed according ND / Anaau3 nposenen no HJ: JIT1-003998-301220
11 | Package / YnakoBka 10 capsules in a (PA/AI/PVC)|10 capsules in a (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters | foil/aluminum foil blister. 1, 3, 8, 10
and patient information leaflet in a | blisters and patient information leaflet
carton. / ITo 10 xancyn B Gnuctepe | in a carton. / 1o 10 xancyn B Gnuctepe
w3 (IJA/AJVTIBX) doneru /| w3 (ITA/AJITIBX)  domerm  /
amoMuaneroil  Qonsru. Ilo 3 | amomunuesoil ¢omneru. Ilo 1, 3, 8, 10
OnucTepa BMeCTe C HHCTpyKuHeil | 61McTepoB BMECTE ¢ MHCTPYKUMEH 1o
0 NPUMEHEHHIO B  MAauKy | IPUMEHEHHUIO B IaUYKy KapPTOHHYIO.
KapTOHHYIO.
12 | Labeling / MapkupoBka | According to ND /B coorserctuu ¢ H
13 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Bbiue 25 °C.
XpaHnenue
14 | Shelf life / Cpok 3 years / 3 rona
FOXHOCTH

Remarks : The Product confirms to ND/
IIpumeyanne: ITpoaykr coorBeTcTBYeT TpeboBaHusm HJI

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by /

[ToaroroBieHO: (yé',ﬁ

Checked by /
IpoBepeno:

X

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoautens

yual.@- “J ==

Print Date: 06-09-2021
Hara:

Print Date: 06-09-2021
Jara:

Print Date: 06-09-2021
Hara:
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