'Dr.Reddy’s ":'7

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
Hpoaykr: Pa3o® (paGenpason), TabieTkH, TOKPBITHIE KUIIEYHOPACTBOPUMOI 060710uKOi#, 20 MT

Market / Peinox

: Russia / Poccus

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

Cepus Ne & C2n005a7 Pa3zmep cepumn * 1500000 tab

Analytical Repourt No./ . 890001899005 Date of Analysis / . 30/07/2026
AHanuTHYecKnii oTueT No JlaTa aHaau3a

Date of Manufacture / © 22/05/2026 Date of Expiry / . 30/04/2028

JlaTa npou3BoAcTBA TI'open no

Mfg. License No. /

IMpon3BoacTBeHHAST ¢ 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JHLEeH3uA No

Analysis performed according to ND No.: / Auaauns npoeeaen no HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224
Artworks of primary package approved: / MakeTs! nepBruHO#N ynakoBku yreepxaensi: 13.02.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOIT ynTaKkoBKH yTBepkaenst: 13.02.2024

PL approved: / JIB yreep:kaen: 10.02.2025
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Neo Test / IToxaszatean

Result / Pe3yabTaThl

Specification / Hopma

1 | Appearance / Onucanne

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrsble, IBOSKOBBIMYKJIBIE
TabneTky, HOKPBITBIE  000JIOUKOH
CBETJIO-KEJITOTO I[BeTa ¢ MapKHPOBKOM
kpacHoro uBseta «RB20» Ha opaHoit
cTopore. Ha nmonepeyHom paspese sapo
Oenoro 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. / Kpyrnsle,
JIBOSIKOBBITTYKJIbIE ~ TAONETKH, MOKPBITHIE
000JI04KOU OT CBETIO-XKENTOrO A0 HKEITOro
BeTa C MapKHUPOBKON KpacHOro LBeTa
«RB20» wHa opHoOlt crtopoHe. Ha
MOTIEPEYHOM pa3pe3e AApo OT Oenoro Jo
nouTu 6enoro 1BeTa,

2 | Identification /

HPLC / BO)XXX

Nnentudukxanus

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 yznepxuBaHus
OCHOBHOTO TMHKa Ha XpoMaTorpamme
UCTIBITYEMOTO PAcTBOPa COOTBETCTBYET
BPEMEHU  YAEPXKHBaHUS  OCHOBHOIO
nWka Ha XpoMaTorpaMMme pacTBOpa
CTaHJapTHOTO obpazua pabenpazona
HaTpusl.

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). / BpeMms ynep:xuBaHHs OCHOBHOTO
NHKa Ha XPOMATOrPaMME€ HCHbITYEMOTO
pacTBopa  AOJDKHO  COOTBETCTBOBATDH
BpPEMEHH YAEPKUBAHUS OCHOBHOI'O MHUKA Ha
XpoMaTorpaMMe pacTBOpa CTaHAapPTHOrO
obpa3ia pabemnpasona Hatpus (pazgen
«KonuyecTBeHHOE ONpeaencHue).

3 | Average weight of tablets/
Cpennss macca TabJ/1eToK

206.80 mg /206,80 mr

212.68 mg + 5 % (202.05 to 223.31 mg) /
212,68 mr £ 5 % (ot 202,05 mr no 223,31
MT)

Jlara:

4 | Dissolution / PacTBopenue Unit-1/Eaununa-1 2% In 0.1 M hydrochloric acid solution — not
Unit-2/EquHuya-2 1% more than 10 % of CisH2N303:SNa
Unit-3/Enqununa-3 3% (Rabeprazole sodium) label claim in 2 h. / B
Unit-4/Equnnua-4 20 0,1 M pacTBOpe XJIOPOBOAOPOAHON KUCIOTBI

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

Ipumeyanue: Iponykr cooTBeTcTBYeT Tpeboranusam HJI 3akmouenne: OJJOBPEHO

Prepared by / Checked by / gﬁecked by (AQA)/ | Approved by: Quality Assurance/Authorized person /

[MoaroroeneHo; ﬂpW ﬂposepw OmnobpeHo: ObecneueHue Kaqec;;g_(})TBeTCTBeHHoe JIULIO:

Date / » vk | Date/ ; , Date / e Date / —on —oL(

6‘ (07 w® Hara: ) }WQ" Jara: 3"_07 v JlaTa: 3100




Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
T poayxr: Pazo® (pabenpason), TabNeTKH, MOKPLITHIE KHIIEYHOPACTBOPUMO# 0605104K0MH, 20 MP

Market / Poinok : Russia / Poccus

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

Cepus Ne 2 C2605567 Pa3zmep cepnu © 1500000 Tab

Analytical Repovrt No./ . 890001899005 Date of Analysis / . 30/07/2026
AnaauTnyeckuii oTuer No JaTta aHasinza

Date of Manufacture / . 22/05/2026 Date of Expiry / . 30/04/2028

JlaTa npon3BoacTBa T'oxen no

Mfg. License No. /

IIpousBoacTBEHHAN : 59/RR/AP/97/F/IR MA number: / Homep PV : JII-Ne(004603)-(PI'-RU)

JIHLEeH3Ha No

Analysis performed according to ND No.: / Anasaus nposeaen no HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224
Artworks of primary package approved: / Makers! nepeu4Ho#i ynakoBku yreep:aeust: 13.02.2024
Artworks of secondary package approved: / Makerbl BTOpu4HO#1 ynakoBKkH yTeepxaeHbi: 13.02.2024

PL approved: / JIB yreep:xaen: 10.02.2025

Page2 of 5/ Ctp. 2 u3 5

Unit-5/E qununa-5 1% — He OGomnee 10% oOT HOMUHAILHOTO
Unit-6/E nunuia-6 3% copepxanus CisHxN303SNa (pabenpazon
Average / Cpend. 3Hauenue: 2% HaTpuUs) uepes 2 4.

Unit-1/Egunuua-1 89% In buffer solution pH 8.0 — not less than 75
Unit-2/Epunnna-2 88% % (Q) of CisHyN303SNa (Rabeprazole
Unit-3/Eaunuua-3 83% sodium) label claim in 60 min. / B 6ycdepHom
Unit-4/Ennauna-4 83% pactsope pH 8,0 — ne menee 75 % (Q) or
Unit-5/Equnuua-5 849, HOMHUHAIILHOIO coJepKaHusl
Unit-6/Enunuua-6 839%, CisH20N303SNa (pabenpazon HaTpus) depes

Average / CpenH. 3HaueHue: 85%

60 MHH.

5 | Impurities / IIpumecu

Rabeprazole N-oxide /
Pa6emnpazona N-okcua

Rabeprazole Sulfone /
PaGenpazona cynshox

Rabeprazole Methoxy analog /
Pabenpazona MeTokcu ananor

Rabeprazole Chloro analog /
Pabenpazona xnopo aranor

Rabeprazole Sulphide /
Pabenpazona cyneopun

Rabeprazole Related compound
A / Pabenpazona pOJCTBEHHAS
npuMecs A

Rabeprazole Related compound
C / Pabenpasoiia poacTBEHHAS

Not detected / He obHapy)eHa

0.10% /0,10 %
Not detected / He oGHapyxeHa

Not detected / He obHapyeHa

Below LOQ (LOQ = 0.027 %) / Huxe
npenena KoJIu4ecTBeHHOrO
onpenenenus (ITKO = 0,027%)

Below LOD (LOD = 0.019%) / Huxe
npezaena obuapyxenus (ITO = 0,019 %)

Not detected / He 0OHapykeHa

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 6ounee 0,5 %

NMT 0.5 % / He 6oinee 0,5 %

NMT 0.5 % / He 6ouee 0,5 %

NMT 0.5 % / He 60iee 0,5 %

npumechk C
Remarks : The Product confirms to ND/ | Conclusion : APPROVED /
IMpumeuanne: [Tpoayxr cooteercTByeT Tpebosaymmm HJI 3akuouenne: OJJOBPEHO
Prepared by / Checked by / ;fﬁecked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ﬂonromsﬂe%% [Mpoe ? ITposepero (AOKY. ~| OnobpeHo: ObecneueHue Ka‘{eCTg‘fETBeTCTBeHHOC JMLO:
Date / s b | Date/51 ¢ pDate / Date / —=O
—— 2|-0T-2o I -’ F)2E Tara: \-8/-9%0| o 31 -89 ¢
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Dr. Reddy S ‘,o CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIU3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
Hpoaykr: Pa3o® (paGenpazon), TabneTky, NOKPLITHIE KMLIEYHOPACTBOPUMO# 0607104KOH, 20 Mr

Market / Peinok : Russia / Poccust

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

Cepun Ne % C2608567 Pa3zmep cepun * 1500000 Ta6

Analytical Repourt No./ . 890001899005 Date of Analysis / . 30/07/2026
AvanuTnvyeckuii oryer Ne Harta ananu3za

Date of Manufacture / « 22/05/2026 Date of Expiry / . 30/04/2028

JlaTa npousBoacTBa Topen o

Mfg. License No. /

IpounssoacTeeHHan : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
auneHsus Ne

Analysis performed according to ND No.: / Ananau3 nposeaen no H/I Ne: JITI-Ne(004603)-(PI'-RU)-130224
Artworks of primary package approved: / MakeTrsbl nepBHYHOH yNakoBKH yTBepxaens: 13.02.2024
Artworks of secondary package approved: / MakeTsl BTOPpUYHOHR ynaKkoBKH yTBepskaensl; 13.02.2024

PL approved: / JIB yreepxkaen: 10.02.2025
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NMT 0.5 %/ He 6onee 0,5 %

Specified Impurity at about
RRT 1.37 (Mass m/z=310
Imidazole) / TIpumecs npu 0.02% / 0.02 %
RRT 1,37 (Macca m/z=310 ’
HMHAA3001)

Specified Impurity at RRT 1.51
(Mass m/z=458 Benzo
imidazole adduct) / ITpumecs
npu RRT 1,51 (macca m/z=458
6eH3MMKIa3051a aIayKT)

NMT 0.5 % / He 6omee 0,5 %

Not detected / He 0OHapyxeHa

Maximum unknown individual NMT 0.2 %/ He 6omnee 0,2 %
Ity By Below BDL (BDL= 0.1 %) / Hmxe

i e S nopora peructpauuu (ITP 0,1 %)

npuMech

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

Isopropanol — NMT 2621 pg per tablet /
Uzonponanon — He Oonee 2621 MKT Ha

6 |Residual Solvents /

OcTaTouHbIe OPraHHYecKHE 1512 g pertablety D15 vie Fa

TabneTky

PACTBOPHTEIH TabneTKy
7 |Uniformity of dosage units / Acceptance value (AV) should be
OnHOpOAHOCTH 43/43 NMT 15.0. / Tlokazarens NpUEMIIEMOCTH
JO3MPOBAHHBIX €{HHHIL (AV) nomxkeH 6biTh He 6onee 15,0.
8 | Microbiological purity/ MuxkpoGuosornueckasi 44cToTa
——— - 3 : 3
7)0’];[);116?11;2220 glcz)rg:;il( count Less than 10 CFU/g/ NMT 10° CFU/g /He 6onee 10° KOE/r
b Menee 10 KOE/r
MHKPOOPraHU3MOB
b) Total combined yeasts and NMT 10* CFU/g / He 6onee 10° KOE/r
mould count / Ob1iee yncno Less than 10 CFU/g /
JPOAOKEBBIX U IIIECHEBBIX Meunee 10 KOE/r
rpuboB
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykr cootBercTByeT TpebGoBaHysyv HJI 3axkmouenne: OJOBPEHO

Prepared by / g Checked by //&@ﬁfﬁcked by (AQA)/ | Approved by: Quality Assurance/Authorized person /

TMoarorosneHg: HPOW "rrpoaepw_ OnobpeHo: Obecneuenne kauecTsa/ OTBETCTREHHOE JTULIO:

Date / . Date/ , >Date / Date / o
Jara: &[(0']-—7/07/(" Jara: gl—@r?ﬁﬁf,ﬂam: A-H]-0% Jara: L




Dr.Reddy’s €%

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
IpoayxT: Pa3o® (pabenpason), TabIeTKH, TOKPLITHE KHIIEYHOPACTBOPUMOIE 06omouko#, 20 Mr

Market / PuiHOK : Russia / Poccus

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

Cepus Ne % 200956 Pasmep cepnn * 1500000 Tab

Analytical Repo“rt No./ - 890001899005 Date of Analysis / . 30/07/2026
AHanuTHYecKHii oTHeT Ne JlaTa anann3a

Date of Manufacture / . 22/05/2026 Date of Expiry / . 30/04/2028

Jata npoussoacrea T'oaen g0

Mfg. License No. /

IlpousBoacTBEHHAN : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
Juuensus Ne

Analysis performed according to ND No.: / Ananns nposeaer no HJ[ Ne: JITI-Ne(004603)-(PI'-RU)-130224
Artworks of primary package approved: / MakeTsl mepBu4HO#i YNAKOBKH yTBepxaeHbl: 13.02.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO# ynakoBkn yreepaaensl: 13.02.2024

PL approved: / JIB yreepxnen: 10.02.2025

Paged4 of S/ Crp.4u3 5

¢) E.coli

Absentin 1 g/
OrcyrctByeT B 1 T

Shall be absentin 1 g/ OtcyrctBue B 1 1

Assay / KonudecTBeHHOE
onpeneneHue

19.5 mg/ 19,5 mr

18.0 to 22.0mg of Ci1sHoN303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /
Or 18,0 MIr oo 22,0 mr CisHzN303SNa
(pabenpazon Harpus) (oT 90 mo 110 % ot
HOMMHAJILHOTO CO/IEPKAHUS) B TaOJETKE.

10 |Package appearance /

Onucanue YIIaKOBKH

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / Ilo 15
Tabnerok B 6nuctepe u3 (TIBX/AJI/TIA)
¢oneru / amomunaueBol ¢onsra. Ilo 2
Omucrepa  BMecTE € JIMCTKOM-
BKJIa/IbIIIIEM B MAYKy KAPTOHHYIO.

15 tablets in a (PVC/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters with a package
insert in a carton. / ITo 15 Tabnerox B
omiucrepe u3z (I[IBX/AJI/TIA) ¢onbru /
amroMuHMeBoit  doneru. Ilo 1 wumum 2
6JcTepa BMECTE C JIMCTKOM-BKJIAJBIIIEM B
nayky KapTOHHYIO.

11 |Labeling / MapxupoBka

Complies / CooTBeTCTBYET

In accordance with section 1.3.2 of Module
1 of the registration dossier. / B
COOTBETCTBUHU C pazgenom 1.3.2 monynsa 1
PErUCTPALHOHHOIO I0ChE.

12 |Storage conditions / YcnoBus

XpaHeHus

At temperature not higher than 25 °C. / Ilpu Temnepatype He Bbiwie 25 °C.

13 |Shelf-life (storage period) /

Cpox roaHocTH (CpoK

XpaHeHHN)

2 years. / 2 roga.

API name / HaumenoBaune APC:

Rabeprazole sodium / PaGenpason HaTpust

INN / MHH:

Rabeprazole / Pabenpason

API manufacturer batch number /

Homep cepun npoussoautens ADC:

ACSH002995 & ACSH003013

Homep cepuu cy6cTannun
npouzoauteisi I'JID:

FP Manufacturer API Batch number /

FCTA00285 & FCTA00476

Remarks : The Product confirms to ND/

Ilpumeuanue: [TponyKT COOTBETCTBYET Tpe6OBa!jM.flM HJ

Jakmiouenne:

Conclusion : APPROVED /

OJOBPEHO

Prepared by /
T"Ionro-rosnem}é/

Checked by / @f

ecked by (AQA)/

ﬂposepw

Approved by: Quality Assurance/Authorized person /
Ono6Gpeno: Obecrieuenue kauectsa/OTBETCTBEHHOE JIULIO:

Date /
ﬂ:Tz: 5\*01 i 7/07/’6

JHara:

Date /“g }99?%

Date /
Jlara:

Date/
U521

Hara:

311\




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

‘Dr.Reddy’s ":‘.

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
TpoaykT: Pa3o® (pabenpason), TabaeTkH, TOKPHITHIE KMIIEYHOPACTBOPMMO# 060710UKOH, 20 MT

Market / PoiHok : Russia / Poccus

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

Cepusi Ne 1 C2002567 Pasmep cepuu * 1500000 Ta6

Analytical Repovrt No./ . 890001899005 Date of Analysis / . 30/07/2026
AnanuTnyeckuii otyet Ne JlaTa ananu3a

Date of Manufacture / . 22/05/2026 Date of Expiry / . 30/04/2028

JlaTa npousBoacTBa TI'ogen no

Mfg. License No. /

I pon3BoacTBEHHAN ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHUEeH3uA Ne

Analysis performed according to ND No.: / Ananus nposesen no HJI Ne: JIIT-Ne(004603)-(PT'-RU)-130224
Artworks of primary package approved: / MakeTs! nepBuuHoO#i ynakoBku yrsepxaenni: 13.02.2024
Artworks of secondary package approved: / MakeTbl BTOpMYHOI1 ynakoBKH yTBep:kaennl: 13.02.2024

PL approved: / JIB yrBep:xaen: 10.02.2025
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Dr. Reddy’s Laboratories Limited,
Chemical Technical Operations, Unit - III, Plot No. 116, Sri Venkateswara
Co-operative Industrial Estate,
IDA Bollaram, Jinnaram Mandal, Sangareddy District - 502 325, Telangana,

API Manufactured by, address &
country / IlpousBogurens ADC, agpec
U CTpaHa: '

India /
H-p Pennu’c Jlaboparopuc Jlumuten,
[ToppazneneHue XuMUKO-TeXHONOrn4Yeckux onepauuit -IIl, ygactox No
116, KoonepaTiBHO-NPOMBIIIIEHHBI KOMITIEKC
[Ipu Benxarecsapa, UJJA bBonnapawm, /pxunnapam Maunpnan, Canrapennu Ju
ctpukt — 502325, Tenanrana, MHaus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumenoBanmue, aipec 1 HoMep
JIMIEH3HH IUIOLIAAKH,
ocyuiecTasiiouiei
MPON3BOACTBO/KOHTPOJIb
KavyecTBa/Bbinyck I'JI®

Dr. Reddy’s Laboratories Ltd., FTO Unit 3, Survey No. 41, 42 part, 45 part &
46 part, Bachupally (Village), Bachupally (Mandal), Medchal - Malkajgiri
(Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

H-p Pennu’c Jlaboparopuc JItx., IIpousBoacTBeHHOE HOApa3zaeneHue-3,
yuactky Ne 41, yacth 42, yactb 45 u yactb 46, bauynammu (Bunnamk),
bauynamnmu (Maugan), Menuan-Mankamkrupu (Juct.), wrrar Tenanrana,
Wnpus (JIuuensus Ne 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». /

3akmoueHune 0 cooTBeTcTBHM: «HacTOSIINM 5 MOATBEPK1at0, YTO NPUBECHHAS BBIILE MH(POPMAILUs ABJSETCS AOCTOBEPHOM
¥ TOYHOH. DTa cepust NPOAYKLUH Npou3BeaeHa (BKIIFOUYas yakoBKy (MapKHpOBKY) U KOHTPOJIb KauecTBa) Ha BbILEyKa3aHHOH
NPOM3BOJCTBCHHON IIomWaske (Miollagkax) B TOJTHOM COOTBETCTBHH C TpeboBaHusMu [lpaBun Haajexauiei
NpOU3BOACTBEHHON NMpakTuku EBpasuiickoro sxoHoMuueckoro corwsa (No. GMP/EAEU/RU/01293-2024 ot 20 mas 2024) u
TpeGOBaHUAMH KOHTPOJIsSI KAUECTBA JIEKAPCTBEHHBIX CPEACTB, & TAK)KE B COOTBETCTBUM CO CeMDUKALIMIMHU, COAEPKALIUMUCS
B PETHCTPALMOHHOM AOChE CTPAaHbI-MMIOpTepa. 3anucy N0 NPOU3BOACTBY, YNAKOBKE U aHAJIM3Y MPOBEPEHBI, U YCTAHOBJIEHO
MX cooTBeTCTBHE TpeboranusamM [IpaBui Hagexameil nporu3BOACTBEHHOH MPaKTHKH EBpa3uiickoro 3KkOHOMHUYECKOTO COHO3a.

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO
Approved by: Quality Assurance/Authorized person /

Remarks : The Product confirms to ND/

IIpumeuanne: ITpoaykr cooTBeTcTBYET TpeboBapysiM HJI
ﬁlecked by (AQA)/

Prepared by / Checked by / _ ¢4
ﬂonromsne% HW ITpoeepeno . Onobpeno: ObecneueHne kauecTsa/QTBETCTBEHHOE JIULIO:
Date / k| Date/ ZDate / Date / :
~0L0 £ %1~
JlaTa: &\ 0‘1 ,[[a‘ra:*? I%W& [ara: z{ 67 Jlata: * ik ’C






