“Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
Npoaykr: Pazo® (pabenpaszon), TabneTkH, MOKPHITHIE KMIIEUHOPACTBOPUMOH 0605104KOi, 20 MP

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /

Cepust Ne RECZE0RAE Pazmep cepuu * 1500000 Ta6

Analytical Repoﬁrt No./ . 890001899004 Date of Analysis / . 30/07/2026
AHaauTHYECKHH oTYeT Ne JlaTa aHanu3a

Date of Manufacture / . 20/04/2026 Date of Expiry / . 31/03/2028

JlaTa npou3BoACTBa T'ogen no

Mfg. License No. /

IIponsBoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHueH3nsa Ne

Analysis performed according to ND No.: / Anasus nposexen nmo HJ{ Ne: JITI-Ne(004603)-(PT'-RU)-130224
Artworks of primary package approved: / MakeTs! nepBu4HO# ynakoBku yreepxaensbi: 13.02.2024
Artworks of secondary package approved: / MakeTbl BTOpN4HO#N ynakoBKH yTBepxkaeHbi: 13.02.2024

PL approved: / JIB yreepzaen: 10.02.2025
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Ne

Test / IToxkasaTesnb

Result / Pe3yabTaThl

Specification / Hopma

1

Appearance / Onucanune

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrnsie, NBOSKOBBIIYKIIBIS
TabJeTKH, TIOKPbITHIE obonoukoit
CBETJIO-XKENTOro IBeTa ¢ MapKUPOBKOH
kpacHoro useta «RB20» Ha onHOHU
cropoHe. Ha momnepe4yHoM paspese sapo
Genoro 1BeTa.

Round, biconvex, light-yellow to yellow
coated tablets imprinted “RB20” with red
ink on one side. White to off-white tablet
core on cross-section. / Kpyriusie,
JIBOSIKOBBIIYKJIbIE  TAONETKH, TMOKPBITHIE
060JI0UKOH OT CBETJIO-XKENTOr0 A0 XKEITOrO
I[BETa C MapKHPOBKOH KpacHOro IBeTa
«RB20» Ha opmHoit cropoHe. Ha
MOTMIEPEYHOM paspesze sapo oT 6eynoro ao
mouTH 6enoro LBera.

Identification /

HPLC / BOXX

Npentudurxanus

The retention time of major peak in the
chromatogram  of test  solution
corresponds to the retention time of
major peak in the chromatogram of
Rabeprazole sodium reference standard
solution. / Bpems ynaepxuBaHus
OCHOBHOrO MMHKa Ha XpoMarorpamme
HCIBITYEMOrO pacTBOpa COOTBETCTBYET
BpPEMEHH  YAEP)KWBaHHS  OCHOBHOIO
n¥Ka Ha XpomaTorpamMme pacTsopa
cTaHmapTHoro obpasua pabenpasona
HaTpus.

The retention time of major peak in the
chromatogram of test solution should
correspond to the retention time of major
peak in the chromatogram of Rabeprazole
sodium reference standard solution (section
Assay). / BpeMmsi ynep>XuBaHusi OCHOBHOT'O
MUKAa Ha XpOMAaTorpaMMme HCMBITYEMOro
pacTBOopa  JODKHO  COOTBETCTBOBATh
BpEMEHH YIep>KUBaHUsI OCHOBHOI'O MKKa Ha
XpoMaTorpaMMe pPAacTBOpa CTaHJAapTHOTO
obpasua pabenpazona HaTpust (paszen
«KonniecTBeHHOE ONpeeNeHue»).

Average weight of tablets/
Cpeansisi Macea TabJeToK

208.32 mg /208,32 mr

212.68 mg £ 5 % (202.05 to 223.31 mg) /
212,68 mr = 5 % (ot 202,05 mr oo 223,31
M)

Dissolution / PacTtBopenue

Unit-1/Enuanna-1 3%

Unit-2/Equauna-2 1%

Unit-3/Ennauua-3 3%

Unit-4/Enuauua-4 2%

In 0.1 M hydrochloric acid solution — not
more than 10 % of C;sH20N303SNa
(Rabeprazole sodium) label claim in 2 h. / B
0,1 M pactBOpe XJIOPOBOJOPOAHON KUCIIOTEI

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT coorBercTByeT TpeboBaumsam HJI

3akJoueHne:

Conclusion : APPROVED /

OJOBPEHO

Prepared hy /

Honrorosne%’r-

Checked hy / HChecked hy (AQA) /

Approved by: Quality Assurance/Authorized person /
Opobpeno: Obecneyenure kauecTsa/OTBETCTBEHHOE NHLIO:

S/"

Date / 3 (- O,‘('wpb

Jara:

Daté?,

J_'[aTa.e’

Date /
JlaTa:

Z' ,—,7 ,..‘)m/é

3190\

, 59 v ~Date /
: 286 Jara:



Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
Tpoaykr: Paso® (pabenpazon), TabNeTKH, NOKPHITEIE KMIIEYHOPACTBOPHMON 0605704KO0M, 20 MT

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 1500000 tab /

Cepus Ne + €2609565 Pasmep cepun " 1500000 Tab

Analytical Repovrt No./ . 890001899004 Date of Analysis / . 30/07/2026
AHaJInTHUYECKHiT oTUeT Ne JlaTa ananmn3a

Date of Manufacture / . 20/04/2026 Date of Expiry / . 31/03/2028

Jara npoussoacrsa T'ogen no

Mfg. License No. /

IpousBoaCTBEeHHAN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuueH3ua Ne

Analysis performed according to ND No.: / Anaan3s nposeaen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224
Artworks of primary package approved: / Makers nepeH4YHOH yNakoBKH yTBepkaeHbl: 13.02.2024
Artworks of secondary package approved: / MakeTsl BTOpH4HO# ynakoBku yreepsxaenni: 13.02.2024

PL approved: / JIB yreepaxaen: 10.02.2025

Page2 of 5/ Ctp.2 m3 5

Unit-5/Eauanna-5 3% — He Oonee 10% OT HOMHHANBHOTO
Unit-6/Enununa-6 3% copepxanus CisHoN303SNa (pabenpazon
Average / CpefiH. 3Hauenue: 3% HATpHs) yepes 2 4.

Unit-1/Enuanna-1 87% In buffer solution pH 8.0 — not less than 75
Unit-2/Eauanna-2 88% % (Q) of CisHN303SNa (Rabeprazole
Unit-3/Equunua-3 83% sodium) label claim in 60 min. / B 6ydepHom
Tt HE zpmmna 4 88% __|pactsope pH 8,0 — ne metee 75 % (Q) ot
Unit-5/Equanna-5 86% HOMHUHAJIBHOTO coziepKaHmns
Unit-6/Equnuua-6 85% CisH20N303SNa (pabenpaszon HaTpysl) uepe3

Average / CpenH. 3Hauenue: 86%

60 MuH.

5 | Impurities / [Ipumecn

Rabeprazole N-oxide /
PaGenpazona N-oxcun

Rabeprazole Sulfone /
Pabemnpazosna cynshoH

Rabeprazole Methoxy analog /
|Pabenpazona METOKCH aHaIor

Rabeprazole Chloro analog /
Pabenpazona xnopo asajnor

Rabeprazole Sulphide /
Pa6enpazona cynbun

Rabeprazole Related compound
A / Pabenpazona poJCTBEHHAs
npuMech A \

Rabeprazole Related compound
C / Pabenpasoa poAcTBEeHHAs!
npumecsk C

Not detected / He oGHapyxeHa

0.09% /0,09 %
Not detected / He 0OHapyxeHa

Not detected / He obHapyKeHA

Below LOQ (LOQ = 0.027 %) / Huxe
npejena KOJIH4eCTBEHHOTO
onpenenerus (ITIKO = 0,027 %)

Below LOQ (LOQ = 0.058 %) / Huxe
npenena KOJMYeCTBEHHOTO
onpenenenus (ITIKO = 0,058 %)

Not detected / He ob6HapyxeHa

NMT 0.5 % / He 6o1ee 0,5 %

NMT 0.5 % / He 60ee 0,5 %

NMT 0.5 % / He 6onee 0,5 %

NMT 0.5 % / He 6onee 0,5 %

NMT 0.5 %/ He 6onee 0,5 %

NMT 0.5 % / He 6o1ee 0,5 %

NMT 0.5 % / He 6omnee 0,5 %

Remarks : The Product confirms to ND/

IIpumeuanne: Ilponykt cooTBeTcTBYeT Tpeborauuam HJI

Conclusion : APPROVED /
3axmouenme: OJOBPEHO

Prepared by /
!'[onro-ronn%

Checked by > €hecked by (AQA) /
HM’WOBWW

Approved by: Quality Assurance/Authorized person /
“Opo6peno: Obecnieuenue kauecTsa/OTBETCTBEHHOE JTHLIO:

S)‘/

Date /
IIZTZ: 3107 (-;,D?/»@

Jara:

Date / 2}09—202 yDate /

Date /
Jlara:

:),( q?-—m

3140 —ong

:,[laTa:
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Dr.Red dY,S ‘.0. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
Ipoaykrt: Pazo® (pabenpason), TaGNeTkH, NOKPBIThIE KHILEYHOPACTBOPHMOH 06010uKO#t, 20 MP

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 1500000 tab /

Cepus Ne 2N Pasmep cepuu * 1500000 Ta6

Analytical Repovrt No./ . 890001899004 Date of Analysis / . 30/07/2026
AHaJIHTHYECKHH oT4eT Ne JlaTa ananu3za

Date of Manufacture / . 20/04/2026 Date of Expiry / . 31/03/2028

JlaTta npousBoacTBa TI'open go

Mfg. License No. /

[IpousBoACTBEHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-N2(004603)-(PI'-RU)
JHeH3us No

Analysis performed according to ND No.: / Ananus nposeaen no H Ne: JITI-Ne(004603)-(PT-RU)-130224
Artworks of primary package approved: / Makers! mepBH4HOI ynakosku yreepsxaensl: 13.02.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOH ynakoBKH yTBepxaens: 13.02.2024

PL approved: / JIB yreepxaen: 10.02.2025

Page3 of S/Crp.3m3 5
NMT 0.5 % / He 6onee 0,5 %

Specified Impurity at about
RRT 1.37 (Mass m/z=310 0.01%/0,01 %
Imidazole) / TTpumecs npu
RRT 1,37 (macca m/z=310
UMHA3011)

Specified Impurity at RRT 1.51
(Mass m/z=458 Benzo Not detected / He oGHapysxeHa
imidazole adduct) / [Tpumecsb
npu RRT 1,51 (Macca m/z=458
GeH3MMHa3011a aAyKT)
Maximum unknown individual NMT 0.2 % / He 6onee 0,2 %

impurity / EQuHIHAS Below BDL (BDL= 0.1 %) / Hibke

HeMAEHTHULMPOBAHHAT nopora peructpauuu (ITP 0,1 %)
NpUMeCh

Total impurities / Cymma NMT 2.0 % / He 6onee 2,0 %
npumecei 0.1%/0,1%

NMT 0.5 %/ He 6omnee 0,5 %

Isopropanol — NMT 2621 pg per tablet /

6 |Residual Solvents /
Hzonponanon — He Oonee 2621 MKr Ha

OcTaToYHbIe OpraHNYeCKHe e e ] s

TabyeTky

PacTBOPUTEIH TabeTKy
7 |Uniformity of dosage units / Acceptance value (AV) should be
OpHopoaHoCTh 42/4,2 NMT 15.0. / Ilokazarenb NpHEMIEMOCTH
J03HPOBAHHBIX €IHHMI (AV) nomxked ObITh He 6onee 15,0.
8 | Microbiological purity/ MukpoGnosiorngeckast YMcToTA
— : 3 3
7)02(1);1:;;22? guggz,il( count Less than 10 CFU/g / NMT 10° CFU/g /He 60aee 10° KOE/r
P Menee 10 KOE/r
MHKPOOPraHU3MOB
b) Total combined yeasts and NMT 10*> CFU/g / He 6onee 10> KOE/r
mould count / O61iee uncno Less than 10 CFU/g/
JIPONOKEBBIX U TJIECHEBBIX Menee 10 KOE/r
rpuboB
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: ITpoaykr cooTsercTByeT Tpebosappsam HJI 3axmouenne: OJJOBPEHO
Prepared by / - Checked by / “Eitécked by (AQA) / | Approved by: Quality Assurance/Authorized person /

HOAFOTOBHCH% ﬂpW Iposepen A;Aj’% Ono6peno: O6ecneyenne kauecTBa/OTBETCTBEHHOE JIULO!
g

' f
EZ;Z:/ 2l-01 ,7,07/6 Lol /3 )‘090,@ 2 éﬁ::u/ a\ .-,)'7 ._:yp")/ré Date/ B Ake MEan UAF N

Jlara: JlaTa:




Dr.Reddy’s Q!-'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
IIpoaykT: Pa30® (pabenpazon), TabneTkH, MOKPBITBIE KHIIEYHOPACTBOPUMOL 060104K0H, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / i Batch Quantity / . 1500000 tab /

Cepun Ne b (2609563 Pa3mep cepuu * 1500000 Ta6

Analytical Repovrt No./ . 890001899004 Date of Analysis / . 30/07/2026
AHagauTuyecknii oTyer Ne Jara ananusa

Date of Manufacture / . 20/04/2026 Date of Expiry / . 31/03/2028

JlaTa npou3BoACTBa Toaen no

Mfg. License No. /

IIpounsBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JIHUEH3Uus Ne

Analysis performed according to ND No.: / Anaaus nposeaen nmo HJ Ne: JITI-Ne(004603)-(PT-RU)-130224
Artworks of primary package approved: / MakeTbl epBUYHOIf ynakoBku yTBepxkaensni: 13.02.2024
Artworks of secondary package approved: / Makersl BTOpu4HOIi ynakoBku yreepaxaensi: 13.02.2024

PL approved: / JIB yreepaaen: 10.02.2025

Page4 of 5/Crp.4u35

¢) E.coli

Absentin 1 g/
OtcyTcTByeTB 1 T

Shall be absentin 1 g/ OrcyTctBue B 11

Assay / KosmuecTBeHHO€
onpejaenesne

19.5 mg/ 19,5 mr

18.0 to 22.0 mg of CigHxN303:SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /
Or 18,0 Mr 1o 22,0 Mr C18H20N303SN3
(pabenpazon Hatpus) (ot 90 mo 110 % ot
HOMMHAIBLHOTO COZIepkaHus) B TabyeTke.

10

Package appearance /
Onucanue ynakoBKH

15 tablets in a (PVC/AI/PA) foil| 15 tablets in a (PVC/AL/PA) foil /aluminum
/aluminum foil blister. 2 blisters with a| foil blister. 1 or 2 blisters with a package
package insert in a carton. / ITo 15|insert in a carton. / Ilo 15 Ttabnetox B
tabnerok B 6nuctepe u3z (IIBX/AJI/IIA)| 6nucrepe w3z (IIBX/AJI/TTA) donbrn /
donbru / anromuuueBoit doneru. Ilo 2| amomunueBoin ¢onmsrun. Ilo 1 umu 2
onuctepa  BMecTe € JIMCTKOM-| OIMCTepa BMECTE C JUCTKOM-BKJIAABIILIEM B

BKJIAABILICM B MMa4YKy KaAPTOHHYIO.

nayKy KapTOHHYIO.

XpaHeHHus

11 |Labeling / MapkupoBKa Complies / CooTBETCTBYET In accordance with section 1.3.2 of Module
1 of the registration dossier. / B
COOTBETCTBUM C pazzenoMm 1.3.2 moayns 1
PErucCTpaliOHHOTO AOChE.

12 (Storage conditions / Ycnosust | At temperature not higher than 25 °C. / IIpu Temnepatype He Bbile 25 °C.

13

Shelf-life (storage period) /
Cpoxk rogHocTH (CpoK

2 years. / 2 roza.

IHpumeuanne: [IponykT cooTBeTcTByET Tpebopapuam HJT 3akaoueHHe

XpaHeHHsn)
API name / Hanmenoanne A®C: Rabeprazole sodium / Pabenpa3son HaTpus
INN / MHH: Rabeprazole / Pabenpazon
API manufacturer batch number / ACSH002985
Howmep cepun npoussogurtensi APC:
FP Manufacturer API Batch number /
Howmep cepuu cy6cTannnu FCTA00284
nponssoautens I'JID:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

: OJOBPEHO

Prepared by / Checked by
]'Ionromsnev%/ [pon CPSHY 5
—

gheckcd by (AQA)/ | Approved by:

Quality Assurance/Authorized person /

ﬂpoaepeno/(AD #~"|"Onobpeno: Obecneyenue kauecTsa/OTBETCTBEHHOE JHLIO:

b

Date /
Jara: 3[(

Hara;

o,,’w% Datc\?]da.fz()&;{)ate/ 3“_3.7:% Date /

Hara: Jlara:
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Dr.Red dy S Q ) CERTIFICATE OF ANALYSIS
: CEPTU®UKAT AHAJIM3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
IMpoaykt: Pa3o® (pabenpazon), TabNETKH, HOKPHITHIE KHLIIEYHOPACTBOPHMO#T 060104k, 20 Mr

Market / PoiHox : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /

Cepus Ne : 209567 Pa3mep cepuu * 1500000 Ta6

Analytical Repovrt No./ . 890001899004 Date of Analysis / . 30/07/2026
AHaguTndeckuii oTuer Ne Jara anannza

Date of Manufacture / . 20/04/2026 Date of Expiry / . 31/03/2028

JaTa npon3BoAcTBa Togen no

Mfg. License No. /

IpousBoacTBeHHAN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI-RU)
JINLeH3HsT No

Analysis performed according to ND No.: / Ananns nposeaen no H/ Ne: JIII-Ne(004603)-(PI'-RU)-130224
Artworks of primary package approved: / Makers! nepBH4HO#N ynakoBkHu yTBep:kaenni: 13.02.2024
Artworks of secondary package approved: / MakeTbl BTOpM4YHOii ynakoBky yTBepkaeHbr: 13.02.2024

PL approved: / JIB yreepxaeun: 10.02.2025
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Dr. Reddy’s Laboratories Limited,
Chemical Technical Operations, Unit - ITI, Plot No. 116, Sri Venkateswara
Co-operative Industrial Estate,

API Manufactuzed by, address & IDA Bollaram, Jinnaram Mandal, iellgigaa;‘eddy District - 502 325, Telangana,

country / Ilponzsogutens ADC, aapec
H CTpaHa:

H-p Pennu'c Jlabopatopuc Jlumuren,
[ToapazaeneHue XUMHUKO-TEXHOJIOrMYeCKuX onepauuii -II1, yuactok No
116, KoonepaTiBHO-NIpOMBILITIEHHBIH KOMIUIEKC
IIpu Benkarecrapa, UJIA Bonnapam, [xuaHapam Margan, Canrapeanu u
ctpukT — 502325, Tenanrana, Mugus
Name, address, authorization No for Dr. Reddy’s Laboratories Ltd., FTO Unit 3, Survey No. 41, 42 part, 45 part &

FP manufacturing site / Control site / 46 part, Bachupally (Village), Bachupally (Mandal), Medchal - Malkajgiri
Release site / (Dist.), Telangana , India

HaunmenoBaHue, agpec H HOMep (License No 59/RR/AP/97/F/R)

JINUEH3HH IUIOIAIKH, H-p Pepnu’c Jlaboparopuc JItn., [IponsBoacTBEHHOE NOApasacnenye-3,
OCYLUECTRBJsIIOM el yuactku Ne 41, uacth 42, 4acTs 45 u yacts 46, bauynannu (Bunnamk),
IpOM3BOACTBO/KOHTPOJIb Bauynannu (Manaan), Meauan-Mankamkrupu ([uct.), wrat Tenanrasa,
KavyecTBa/Boinyck I'JI®D Wnpus (JIuuensus No 59/RR/AP/97/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 (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) 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». /

3aknrouenne o coorBeTcTBHM: «HacTOSIIUM s MOATBEPXKAI0, UTO IPUBEACHHAS BbILe HH(QOPMaLUs SBJSAETCSA JOCTOBEPHOH
1 TOYHOM. DTa Cepust MPOAYKIMH POU3BeaeHa (BKIIOUas yrakoBkKy (MapKHPOBKY) U KOHTPOJIb KaUeCTBA) Ha BBILLEYKA3aHHON
NPOU3BOACTBEHHON IUiomaake (MJIOMaAKax) B TMMOMHOM COOTBETCTBUM ¢ TpeboaHusMu IIpasun Haznexameh
NPOK3BOCTBEHHOM MpakTky EBpasuiickoro skoHomuueckoro corosa (No. GMP/EAEU/RU/01293-2024 ot 20 masa 2024) u
TpeGOBaHUSIMY KOHTPOJIS Ka4eCTBa JICKAPCTBEHHBIX CPEACTB, a TAIOKe B COOTBETCTBUHU €O CrielM(HKALKAMHU, COAEPKALIUMHUCH
B PETHCTPAIIMOHHOM JIOChE CTPAHBI-UMIOPTEPA. 3aKUCH MO MPOU3BOACTBY, YIaKOBKE U aHANN3y NPOBEPEHBI, U YCTAHOBIEHO
WX COOTBETCTBUE TpeOoBanusAM [TpaBun Haanexanlei npoU3BOACTBEHHOH NpakTUKK EBpa3uiickoro 3kOHOMUYECKOTO COI03a».

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

N pumeuanue: [Ipoaykt cooTBeTcTBYET TpebOoBaHumM HJT 3axmouenne: OJOBPEHO

Prepared by / ) Checked by / ﬁcd@d by (AQA) /. | Approved by; Quality Assurance/Authorized person /

I'Ionromaneu%/ HW pOBW Onobpeno: ObecrieueHue Kaqegzzl{gmercmem-[oe JIMUO:
QRL

Date / oL, | Date/ g).00-20) (Patel/ Date / A —

Hara: Bl-07-29 Jata: 3 _09 Jara: 3l B -2 Jlata: 31 ok




