'Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
MponyxT: Pazo® (pabenpazon), TabNeTKH, HOKpPLITHIE KHIIEYHOpacTBopumMoit obonoukoit, 20 Mr

Market / Peinok : Russia / Poccus

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

Cepus Ne | C2GIRIN Pa3mep cepun * 1500000 Tab

Analytical Repourt No./ . 890001899003 Date of Analysis / . 30/07/2026
AHanuTnyecKHii oTuer Ne JlaTa anaiuza

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

JkaTa npousBoacTBa I'ozen go

Mfg. License No. /

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

Analysis performed according to ND No.: / Ananuz nposeaen no HJI Ne: JITT-Ne(004603)-(PT-RU)-130224
Artworks of primary package approved: / MakeTb!l NepBHYHONH ynakoBkH yTBepxkaeHbr: 13.02.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH ynakoBkH yTeepaxaensi: 13.02.2024

PL approved: / JIB yreepaxaen: 10.02.2025

Page 1 of 5/Crp. 135

Ne Test / Iloka3zaTeanb

Result / Pe3yabTaTsl

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrnble, ABOSKOBBINYKJIbiE
TabneTky, NOKPBITHIE obonoukoit
CBETJIO-XKENTOrO 1[BeTa C MapKHPOBKOH
kpacHoro uBera <«RB20» Ha ogpHOMH
cropore. Ha nomepeunoM paspese SApo
6enoro usera.

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. / Kpyrisle,
JIBOSIKOBBINTYKJIBIE ~ TAOJIETKH, TOKPbITHIE
000JI0YKOM OT CBETIIO-3KENTOTO 10 KEITOTO
UBeTa C MapKMPOBKOHW KpacHOro LBeTa
«RB20» Ha opmHoii cropoHe. Ha
[ONEPEYHOM paspese sApo OT 6enoro 1o
nout# Genoro Ipera.

2 | Identification /

HPLC / BOXX

Npentnduxanus

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. / Bpemss  yJepxuBaHHI
OCHOBHOTO IHKa Ha XpomarorpaMmme
UCMBITYEMOTO PACTBOPa COOTBETCTBYET
BpPEMEHH  YAEpXKHBaHUS OCHOBHOIO
nyka Ha XpoMarorpaMMe pacTBOpa
cTaHpapTHoro obpasua pa0enpasona
HATpPHS.

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 yaep:KUBaHUS OCHOBHOTO
OMKa Ha XpOMAaTorpaMme HCIBITYeMOTro
pacTBopa  JOJDKHO  COOTBETCTBOBATh
BpPEMEHH YAEPKHBaHUsI OCHOBHOI'O MHKA Ha
XpoMaTorpaMMe pacTBOpa CTaHJAPTHOIO
obpasna pabenpazona Hatpus (pazzen
«KonnuecTBEHHOE ONPENENICHUER).

3 | Average weight of tablets/

212.68 mg + 5 % (202.05 to 223.31 mg) /

Cpennssi macca Tab1eTOK 212.86 mg /212,86 mr 212,68 mr £ 5 % (ot 202,05 mr go 223,31
MT)
4 | Dissolution / PacTBopenne Unit-1/Equnnna-1 2% In 0.1 M hydrochloric acid solution — not
Unit-2/Enunnua-2 2% more than 10 % of Ci;sHN3O3SNa
Unit-3/Eaunuya-3 3% (Rabeprazole sodium) label claim in 2 h. / B
Unit-4/Eaqunnua-4 2% 0,1 M pacTBOpe XJIOPOBOJOPOJHOMN KHCIIOTHI

Remarks : The Product confirms to ND/
N pumeuanue: [poaykr coorsercrayer Tpedosapnam HI 3akio4eHHe:

Conclusion : APPROVED /

OJOBPEHO

Prepared by /
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I ;
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hecked by (AQA) / | Approved by: Quality Assurance/Authorized person /
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
MpoayxT: Pazo® (pabenpaszon), TabneTky, MOKPBITLHIE KUILEYHOPACTBOPUMOI 0605104K0i#, 20 MT

Market / Pbisox : Russia / Poccus

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

Cepus Ne HC2R08I0 Pasmep cepuu 1500000 ta6

Analytical Repo“rt No./ . 890001899003 Date of Analysis / . 30/07/2026
AHanuTndecKkuit otuer No JlaTa ananusa

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

JlaTa npou3BoAcTBa T'ogen oo

Mfg. License No. /

IlpousBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT"-RU)
JInUeH3usA Ne

Analysis performed according to ND No.: / Ananus nposeaen no HJ Ne: JIII-Ne(004603)-(PT-RU)-130224
Artworks of primary package approved: / Makers! nepBH4YHOI ynakoBku yTBepxaenni: 13.02.2024
Artworks of secondary package approved: / Makerbl BTopH4Hoii ynakosku yreepxgensi: 13.02.2024

PL approved: / JIB yreepxaen: 10.02.2025
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— He Oonee 10% oOT HOMHHANBHOTO
cozepxxanust CigHaoN3O3SNa (paGernpason
HaTpus) uepes 2 4.

Unit-5/Eqnuunua-5 2%
Unit-6/E pnunna-6 2%
Average / CpeaH. 3Hauenue: 2%
Unit-1/Egunuua-1 84%
Unit-2/Epnuunia-2 85%
Unit-3/Enunnua-3 86%
Unit-4/Ennunia-4 81%
Unit-5/Epunuua-5 85%
Unit-6/E nnauia-6 86%

Average / CpenH. 3HaueHue: 85%

In buffer solution pH 8.0 — not less than 75
% (Q) of CisHyN30:SNa (Rabeprazole
sodium) label claim in 60 min. / B 6ydepuom
pactBope pH 8,0 — ne menee 75 % (Q) ot
HOMMHAJILHOTO coepKaHusl
Ci13H20N303SNa (pabenpazon HaTpust) uepe3
60 MuH.

S | Impurities / IIpumecu

Rabeprazole N-oxide /
Pabemnpazona N-okcuz

Rabeprazole Sulfone /
Pabenpazona cynsdon

Rabeprazole Methoxy analog /
PaGenpazona METOKCH aHaor

Rabeprazole Chloro analog /
Pabenpazona xjopo aHanor

Rabeprazole Sulphide /
Pa6emnpazona cynbsdus

npuMecs A

Rabeprazole Related compound
A / Pabenpazona pOACTBEHHAs

npumecs C

Rabeprazole Related compound
C / Pabenpazona poAcTBeHHAs

Not detected / He 0OHapyxeHa

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

Not detected / He oOHapyeHa

Below LOQ (LOQ = 0.027 %) / Huxe
npejena KOJHYeCTBEHHOrO
onpenenenus (ITKO = 0,027%)

Below LOD (LOD = 0.019%) / Huxe
npenena obHapyxeHus (ITO = 0,019 %)

Not detected / He oOHapyxeHa

NMT 0.5 % / He 6omnee 0,5 %

NMT 0.5 % / He 6onee 0,5 %

NMT 0.5 % / He 6osee 0,5 %

NMT 0.5 % / He 6onee 0,5 %

NMT 0.5 % / He 6oiee 0,5 %

NMT 0.5 % / He 6onee 0,5 %

NMT 0.5 % / He 601nee 0,5 %

Remarks : The Product confirms to ND/
[Ipumeuanne: IIpoaykT cooTBeTcTRYET TpeboanusM HJJ

Conclusion : APPROVED /
3akiwuenne: OJJOBPEHO

Prepared by /
l']onromaneuq&

Checked by / :‘Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
Ilp nPOBepw "Ono6peno: ObecneyeHue kauectBa/OTBETCTBEHHOE JIHLIO:
s—

Date / 3'(07, ),07/6

Jlara:

JlaTa:

2 ST IAGE o)

JlaTa:

3) UV =Neyp
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| Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
I ponyxr: Pazo® (pabenpasoin), TabneTky, MOKPLIThIE KUIIEUHOPACTBOPUMO# 060s0uKoi, 20 Mr

Market / Puinox : Russia / Poceus

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

Cepus Ne C2aUa3el Pazmep cepun © 1500000 Tab

Analytical Repovrt No./ . 890001899003 Date of Analysis / . 30/07/2026
AHaNUTHYECKHIT oTueT Ne JlaTa aHaju3sa

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

JlaTa npom3BoAcTBa I'ogen no

Mfg. License No. /

Ipon3BoacTBEHHAN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
auueH3us Ne

Analysis performed according to ND No.: / Anaaus nposeaen nmo HJ Ne: JIIT-Ne(004603)-(PT-RU)-130224
Artworks of primary package approved: / MakeTsl nepBHYHOH yNaKoBKH yTBepsaeHbl: 13.02.2024
Artworks of secondary package approved: / MakeThl BTOpUYHOIi ynakoBkH yTeepixaenni: 13.02.2024

PL approved: / JIB yreep:xaen: 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) / HpI/IMeCB pu 0.02% / 0’02 %
RRT 1,37 (Macca m/z=310
UMHIa30.1)

Specified Impurity at RRT 1.51
(Mass m/z=458 Benzo
imidazole adduct) / TTpumecs
npu RRT 1,51 (macca m/z=458
OeH3uMHua30na ainyKT)

NMT 0.5 % / He 6o5ee 0,5 %

Not detected / He obHapyxeHa

Maximum unknown individual NMT 0.2 %/ He 6onee 0,2 %
impurity / EquEWHas Below BDL (BDL~ 0.1 %) / Hixke
g L nopora peructpauuu (I1P 0,1 %)
puMech
Total impurities / Cymma NMT 2.0 % / He 6oinee 2,0 %
npumeceit 0.1%/0,1%
6 |Residual Solvents / 1205 g per tablet / 1205 vxr ra Isopropanol — NMT 2621 pg per tablet /
OcTaTouHbIe OPraHHYeCKHe Wzonponanon — He 6Gonee 2621 Mkr Ha
TabneTky
PACTBOPHUTENH - TabNEeTKy
7 |Uniformity of dosage units / Acceptance  value (AV) should be
OaHopogHOCTH 8.1/8,1 NMT 15.0. / Ilokazaresnp NpUEMIEMOCTH
JI03HPOBAHHBIX eTHHHUL (AV) nomxen 6pITh He Oonee 15,0.
8 | Microbiological purity/ Muxpo6uonoruieckast Y4ucToTa
. . - 3 3
7)()’20%1:::;(;21; glfg:i count Less than 10 CFUlg / NMT 10° CFU/g /He 6onee 10° KOE/r
-5 P Menee 10 KOE/r
MHKPOOPraHH3MOB
b) Total combined yeasts and NMT 10° CFU/g / He 6onee 10* KOE/r
mould count / O61ee uucio Less than 10 CFU/g/
JPOMOKEBBIX U MJIECHEBbIX Menee 10 KOE/r
rprboB
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Tpogyxr cootBercTByeT Tpeborapmam HJL . 3akmouenue: OJJOBPEHO
Prepared by / Checked by / ﬁccked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
Honro'rOBnaﬂﬂﬁ HDOW 1ponWﬂ’“ Ono6peno: OGecnieuenne kayectBa/OTBETCTBEHHOE JIMLIO:
5
Date / b | Date/ | ~0.o)Date/ Date /
JlaTa: 5 [«07~—w JHara: g}- CB ‘ZGQD,ﬂaTa: ’3]’67;3’“% Jara: 3149 '_‘U\'C




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
IIpoaykr: Pa3(7)® (pabenpason), TabNeTKH, MOKPLITEIE KHIIIEYHOPACTBOPUMOH 060s10uKOH, 20 Mr

Market / Poinok : Russia / Poccust

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

Cepus Ne 5 £2606360 Pa3zmep cepun * 1500000 tab

Analytical Repourt No./ . 890001899003 Date of Analysis / . 30/07/2026
AHanuTHYecKuil oTueT No JlaTa ananmu3a

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

JlaTa npou3BoACTBA T'onen no

Mfg. License No. /

IpouzBoacTBeHHASs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
auneH3sus Ne

Analysis performed according to ND No.: / Ananu3 nposeaen mo HJI Ne: JITT-Ne(004603)-(PT-RU)-130224
Artworks of primary package approved: / MakeTbl nepBU4HOI ynakoBKH yTBepxaeHbl: 13.02.2024
Artworks of secondary package approved: / Maxkersl BTOpuuHo0ii ynakoBku yTeepxaenni: 13.02.2024

PL approved: / JIB yreepskaen: 10.02.2025
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c) E.coli

Absentin 1 g/
OtcytctByerB 1 T

Shall be absentin 1 g/ OrcyTcTBUue B 1 1

Assay / KosquyecTBeHHOE
onpejeeHne

19.4 mg/ 19,4 mr

180 to 22.0mg of Ci;sHN30;SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /
Or 18,0mMr mo 22,0 mr C;sHy0N3O3SNa
(pabernpazon Harpusa) (ot 90 go 110 % ot
HOMHHANLHOTO COJIEpKaHuUs) B TaOJIETKE.

10

Package appearance /
Onucanye ynakoBKd

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / Ilo 15
tabnerok B Onucrepe uz ([IBX/AJI/TTIA)
donapru / anroMuHueBoit doneru. Ilo 2
6nictepa  BMeCTe C  JIUCTKOM-
BKJIAJIBIIIEM 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. / Ilo 15 Tabnerokx B
6mucrepe w3 (IIBX/AJI/TTIA) donbru /
amoMuHueBoit ¢oneru. [lo 1 wumm 2
OMcTepa BMECTE C JIMCTKOM-BKJIA/IBILIIEM B
nayKy KapTOHHYIO.

XpaHeHHsI

11 |Labeling / MapkupoBka Complies / CooTBeTCTBYET In accordance with section 1.3.2 of Module
1 of the registration dossier. / B
cooTBeTCTBUU ¢ pazgenoM 1.3.2 moayng 1
PErnCTPaLHOHHOTO JOCHE.

12 |Storage conditions / YcaoBus | At temperature not higher than 25 °C. / IIpu Temnepatype He Bbitue 25 °C.

13

Shelf-life (storage period) /
Cpox rogHocTH (CpoK
XpaHeHus1)

2 years. / 2 rona.

API name / HanmenoBanue ADPC:

Rabeprazole sodium / Pabenpasos HaTpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponssoauress ADC:

ACSHO003001 & ACSH002985

FP Manufacturer API Batch number /
Homep cepumn cy0cTaHnmuu
nponszsoautens I'JID:

FCTA00283 & FCTA00284

Remarks : The Product confirms to ND/
Ipumeuanne: ITpoayKT cooTBeTCTRYET TpedoBaguam HJT

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

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

ﬂonromaneu% npw’ﬁpoaepe W Ono6peno: ObecneueHune kayectBa/OTBETCTBEHHOE JIMLIO:
= (2= S —

Date / Date / pate / Date /

Jara: 6‘/01'2’0% Jara: 3 ’{)}25‘ g:"ra: N ’07'41’0’4 Jara: 319V
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| Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg
Mpoayxr: Pa3o® (paGenpason), TaGNeTkH, NOKPBITEIE KUIIIEYHOPACTBOPUMO#H 0601104KO#, 20 MP

Market / Puinox : Russia / Poceus

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

Cepus Ne ? HEEGHE00 Pasmep cepun 1500000 ta6

Analytical Repo“rt No./ . 890001899003 Date of Analysis / . 30/07/2026
AHaNUTHYECKHI oTueT Ne JlaTa ananusa

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

JlaTa npou3BoACTBA I'onen o

Mfg. License No. /

Ilpon3BoacTBeHHAsA ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuueH3us Ne

Analysis performed according to ND No.: / Anasnu3 nposeaen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224
Artworks of primary package approved: / Makersl nepBHYHOiIi ynaxoBKku yTeepxaenbi: 13.02.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHO# yNnakoBKH yTBepskaennl: 13.02.2024

PL approved: / JIB yreepxaen: 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,

API Mimfastured by, adilicess & IDA Bollaram, Jinnaram Mandal, iell(lllia/reddy District - 502 325, Telangana,

country / Ilpouzsogurenn APC, agpec
H cTpaHa:

H-p Pennu’c Jlabopatopuc JlumuTen,
Ilompaznenenue XMMHKO-TEXHOJIOrnueckux onepauuit -Ifl, yyacrox Ne
116, KoonepaTHBHO-TPOMBILLIIEHHBIH KOMILIEKC
1lIpu Benkatecsapa, UJIA bonnapam, xxunnapam Mauaan, Canrapeanu Tu
crpukt — 502325, Tenaurana, Ungus

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

HanmeHoBaHue, azpec 1 HOMep (License No 59/RR/AP/97/F/R)

JIMIEH3UH TUIOIAIKH, H-p Pennn’c Jlabopatopuc JItx., [IpousBoacTeeHHOE OApazeneHne-3,
ocyulecTBJIsIIOLIeH yuactku Ne 41, yacth 42, yacts 45 u 4actb 46, bauynamnmu (Bunnamk),
NPOU3BOACTBO/KOHTPOJIb bauynamm (Manpan), Menuan-Mankamxrupu (Jucr.), wrar Tenanraa,
kayecTBa/Bbinyck I'JID HNupus (JIuuensust 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». /

3ak/a04eHne 0 cOOTBETCTBHH: «HacTOAIIMM s TOATBEPXK A0, YTO NPHBEACHHAS BbIlIe HH(OpMALHS SABISIETCS. JOCTOBEPHOH
¥ TOYHOM. DTa cepusi NPOAYKLMH Npou3BeaeHa (BKOYas ynakoBKy (MApKHPOBKY) U KOHTPOJIb KQUECTBa) Ha BhILIEYKa3aHHOM
TIPOM3BOJICTBEHHOM TUIOmlaAke (TJIOWaAKaXx) B TMOJHOM COOTBETCTBUM C TpeboBanusmu [lpaBun Haanexauen
IPOW3BOJICTBEHHOM NpakThky EBpasuiickoro skoHomuveckoro corosa (No. GMP/EAEU/RU/01293-2024 ot 20 mas 2024) u
TpeGOBaHHSIMU KOHTPOJISI Ka4eCTBA JIEKaPCTBEHHBIX CPEJICTB, a TAKXKeE B COOTBETCTBHHU CO CrielnDUKALMSAMH, COAEPKALLIUMHUCS
B PErHCTPAllMOHHOM JIOCHE CTPAHBI-MMIIOPTEPa. 3aMKCH MO MPOU3BOICTBY, YIIAKOBKE H aHAIN3Y MPOBEPEHBI, U YCTAHOBJIEHO
UX COOTBETCTBUE TpeboBauusaM [IpaBun Haaexalieil MpoU3BOACTBEHHOI TpakTHKH EBpazniickoro 3kOHOMHUUYECKOro COI03a.

a

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanne: IIpoaykT cooTBeTcTBYET TpeboBgrapaM HJJ 3akmouenne: OJJOBPEHO
hecked by (AQA)/ | Approved by: Quality Assurance/Authorized person /

Prepared by / Checked by / - ﬁ]
nonrorosneH%/ Ipo 22l ITposepe Onobpeno: Obecneuenune kayecta/ OTBETCTBEHHOE JHULIO:

Date / Date / po)nDate/ Date / 7
Hara: 31-0'1 026 ﬂa'l‘aig/ﬁ'@ Méﬂﬂa: W-2D%| nara: s ale i ¥




