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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

[Product : Razo ', enteric-coated tablets, 20 mg

’Bponylﬂ: Pa3o®, radnericn, nokpsrrsie Kiille4qHopacTBopHMoii oboaoukoit, 20 Mr

Market / Poinox : Russia / Poccus

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

Cepus No eEENEEoH Pasmep cepun * 1500000 1a6

Analytical Report No. / . Date of Analysis /

A mRHTHecicall oraor b : 890001843527 i ——— 1 23/10/2025

Date of Manufacture / . Date of Expiry / .

hiie EGBbECma : 18/08/2025 Tonen:z6 ¢ 31/07/2027

Mfg. License No. /

[IponsBoncreennan : 59/RR/AP/97/F/R MA number: / Homep PY : JII-N2(004603)-(PT-RU)
Junensvn Ne

Analysis performed according ND No / Anaan3s nposegen no HJI No: JITT-Na(004603)~(PT'-RU)-130224

Pagelof5/Crp.1u35

Ne Test / Moka3zarens

Result / PesyabraTni

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. / Kpyriible, ABOSKOBBITIYKIIbIe
TabeTKH, NOKPEITEIE 060104KO
CBETJIO-XKENTOFO LBETA C MAPKUPOBKOIH

KpacHoro upeta «RB20» Ha oaHoIM
cropoxe. Ha nonepeunom paspese supo
6esoro 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. /
Kpyribie, OBOAKOBLITYKIIBIE TabeTKH. HOKPRIThIE
000/I0YKOH OT CBETIIO-XKENTOrO 10 KENTOro 1peta
€ MapKUPOBKOH KpacHoro upeta «RB20» Ha oauHoi
cropone. Ha noniepeunom paspese anpo or 6enoro

O nouTH 6esoro LBeTa.

2 | Identification By HPLC /
Naentnduxaunsa BIKX

Complies as prescribed /
CootserctByer TpeGoBaHHAM

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). / Bpems
YOEPXHBAHHA OCHOBHOTO MHKA Ha
XPOMAaTOrpaMme HCIIBITYEMOTO PacTBOPa JOJIKHO
COOTBETCTBOBATh BPEMEHH ydEepKUBaHUSA
OCHOBHOTO MHKA Ha XPOMAaTorpamMme pacTBopa
craHaapTHOro obpasua pabenpasona HaTpus
(pasnen «KomgectBeHHOe onpeneneHuey).

3 | Average weight /
Cpennsig macca

208.48 mg / 208,48 mr

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

Remarks : The Product confirms to ND/
ITpumeuanne: [Tponykr cootBeTcTBYeT TpeGoBanusam HJT

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

i '
Prepared by / , &I Checked by / Approved by: Manager/Executive /
IMoarorosneno: [Ipoaepe@ p Onobpeno: Menemxep / PykoBoaurens
[/ -
Date / 2.2~(O~)025 | Date/ | Date/ A3 DN\ 9%y
Hara: JaTa: 923 ~(n~2024 | Hara:
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
[Tpoaykr: Paso”, rabnetku, moxpsiteie KHLIEHHOPACTROPUMOH 0605104Kk0if, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
WE2 o

Cepun Ne S1285] Pazmep cepun " 1500000 Ta6

Analytical Report No. / . Date of Analysis / X

AHaJuTHYeCKHIT oT4eT Ne 890001848527 JlaTa apanuza & 201102025

Date of Manufacture / . Date of Expiry /

e wpsivBaAcTES : 18/08/2025 Toxen fio : 31/07/2027

Mfg. License No. /
ITpoussoacTBennasn
auuensna Ne

: 59/RR/AP/97/F/R

MA number: / Homep PY :

JIII-Ne(004603)-(PT-RU)

Analysis performed according ND No / Anaaus nposesen no HJI Ne: JII-Ne(004603)-(PT-RU)-130224

Page2 of 5/Crp.2 w3 5

4

Dissolution / PacrBopeuue

In 0.1 M hydrochloric acid solution — not more than

10 % of C1sHz0N303SNa (Rabeprazole sodium) label

claim in 2 h / B 01 M pacTtsope

XJIOPHUCTOBOAOPOJAHOM KUCIIOTEI — He Gonee 10 % oT

Unit-1/Enurnna-1 7 %
Unit-2/Eannnna-2 9%
Unit-3/Equnauna-3 5%
Unit-4/Epnnuua-4 4%
Unit-5/Ennaua-5 4%
Unit-6/Eunnua-6 7 %

Average / Cpesn. 3Hauense: 6 %

HOMHHAJILHOTO conepXaHus Ci3H20N30:8Na
(pabenpazon Hatpus) yepes 2 .

Unit-1/Enuuna-1 85 %
Unit-2/Ennruua-2 86 %
Unit-3/Enquanua-3 85 %
Unit-4/Enuanua-4 82 %
Unit-5/Egunnua-5 81 %
Unit-6/Eananna-6 85%

Average / Cpenn. 3Hauenne: 84 %

In buffer solution pH 8.0 — not less than 75 % Q) of]
CisH20N303SNa  (Rabeprazole sodium) label claim
in 60 min. / B 6ydeprom pacteope pH 8,0 — He Menee
75% (Q) or HoMHHamBHOrO COJEPIKaHHS
CisH20N303SNa (pabenpaszon natpus) uepes 60 mun.

Related Substances /
PoncTBennnie nmpumecu

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/ Pabenpazona
cyns¢oH

Rabeprazole Methoxy analog/
Pa6emnpazosna MeTOKCH aHaor

Rabeprazole Chloro analog/
Pabenpazona xsopo aHanor

Rabeprazole Sulphide/
Pa6enpasosa cyiabhun

Rabeprazole Related compound A/
Pa6emnpasona poAcTBeHHas

npumecs A

Not detected / He obHapyxeHa

0.09% / 0,09%
0.06% / 0,06%
Not detected / He oGuapyxeHa

0.04%/ 0,04%

Below LOD (LOD = 0.019 %) / Huxe
npenena obnapyxenus (I10 = 0,019 %)

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Remarks : The Product confirms to ND/
IIpumeuanue: IpoaykT cooTBercTBYeT TpeGoBanusM HJJ

Conclusion : APPROVED /
3axiawuenue: OJOBPEHO

1 Checked by /

Approved by: Manager/Executive /

HpoBep@ ,.__/ Onobpeno: Menemxep / PykoBonuTeib
Date / ~0 ~ 2025 | Date/ - Date / AI 0 -xo
Ilata 23 IlaTta: 23~ (0-2024 | Dara:




Dr.Reddy’s “&.‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
(M poaykr: Pa3o”, Tabnerkn, nokpeiteie kumey HOpacTBopuMoii oboaoukoii, 20 Mr

Market / Poinok

: Russia / Poccus

AHaJUTHYECKHIT oTUeT Ne

Jlata ananusa

Batch No. / . C2512857 Batch Quantity / . 1500000 tab /
Cepua Ne ) Pasmep cepnn * 1500000 ta6
Analytical Report No. / . 890001843527 Date of Analysis / . 23/10/2025

Jauiensng Ne

Date of Manufacture / . Date of Expiry /

Jlata npowssonersa : 18/08/2025 Tonen 1o : 31/07/2027

Mfg. License No. /

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

Analysis performed according ND No / Auanus nposenen mo HJl No: JIII- b(004603)-(PT-RU)-130224

Page3 of 5/Crp.3m3 5

—

Rabeprazole Related compound C/
Pa6enpazona poacreennas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ilpumecs npu RRT
1,37 (macca m/z=310 ummnazon)

Specified Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / TIpumecs npu
RRT 1,51 (macca m/z=458
6eH3uMHaa30Na anIyKT)

Individual unidentified impurity /
Enunuuuas
HeuIeHTUHLIMpOBaHHAs TIPHMECE

Not detected / ve o6HapyxeHa

Not detected / He o6Hapykena

Not detected / He o6Hapyena

Below BDL (BDL= 0.1 %) / Huxe
nopora peructpauuu (ITP 0,1 %)

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.2 % / He 6onee 0,2 %

Total impurities / Cymma
rnpumecei

0.2%/0,2%

Not more than 2.0 % / He 6onee 2,0 %

Residual Solvents content /
OcraTouHble OpraHuyecKne
PACTBOPHTENN

1450 pg/tab / 1450 mkr Ha Tabnerky

Isopropanol — not more than 2621 pg per tablet /
Hzonponanon — He Gonee 2621 Mxr Ha TabneTKy

Uniformity of dosage units /
ORHOPOAHOCTH 103HPOBAHHBIX
eHHHI

|

4.1/4,1

Acceptance value (AV) should be not more than
15.0. / Tlokasarenr npuemnemoctd (AV) nosmxeH
65rTh He Hostee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanue: ITpoaykr coorsercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axurovyenue: OJJOBPEHO

s, |
Prepared by / 25 | Checked by/ . Approved by: Manager/Executive /
Tloarorosneso: % I poaeperm il Onobpeno: Menemxkep / PykoBoauTens
Date / ~O~025 Date / 'Date/ AZpN N
JaTa: 2370 Jata: 2A— (0 - 2024 | Hara:
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s.. @ee CERTIFICATE OF ANALYSIS
Dr.Reddy’s ‘.’ CEPTH®UKAT AHATH3A

[Product : Razo”, enteric-coated tablets, 20 mg —‘
poaykT: Paso", TadneTku, nokperrsie KHIIeHHOpacTBOpHMOIT 060s04Koii, 20 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne el Paimep cepun " 1500000 Ta6

Analytical Repo“rt No./ © 890001843527 Date of Analysis / - 23/10/2025
AHanurnueckuii oTyet Ne Jlata aHasusa

Da.te of Manufacture / . 18/08/2025 Date of Expiry / . 31/07/2027

Hara nponssojcrea T'ogen oo

Mifg. License No. /

IpoussoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHIEH3Hn Ne
{Analysis performed according ND No / Auanus nposenen mo HJT Ne: JITI-Ne(004603)-(PT-RU)-130224

Paged4 of 5/Crp.4u3 5

'8 Microbiological purity*/ Mukpo6uoioruueckas uncrora* —‘

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /

Ob1ee uncnio aspobHbIx Menee 10 KOE/r He 6onee 1000 KOE/r

MHKPOOPTaHHU3MOB

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /

mould count / O6mee uucno Menee 10 KOE/r He 6onee 100 KOE/r

JPONIKEBBIX U TUIECHEBBIX TPHEOB

c) E.coli Absentin 1g/ Shall be absent in 1g /

OtcyrctByer B Ir JloIKHEI OTCYTCTBOBATH B 1 1
9 |Assay / KonnuecrBeHnoe 193 mg/ 19,3 mr 18.0 to 22.0 mg of CigH2N303SNa (Rabeprazole

onpeneneHne sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr mo 22,0 mr C1gH20N303SNa
(pabenpazon Hatpus) (ot 90 g0 110 % ot
HOMHHAJIEHOTO CONEpKaHMs) B TableTke.

10 |Packaging / Ynakoska 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil
/aluminum foil blister. 2 blisters with a | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / ITo 15 carton. / Ilo 15 Tabnetok B 6micTepe wus
Tabietok B 6amctepe u3 (TIBX/AJI/ITA) | (TIBX/AJI/TIA) donsru / amomunuesoii gonsra. Ilo
doneru / amomunuesoit Goneru, 2 1 unu 2 6aMcTepa BMECTE ¢ IMCTKOM-BKJIABIILIEM B
6IHCTEpa BMECTE C JIMCTKOM- HayKy KapTOHHYIO.

BIJIAZIBIIIEM B MAYKY KapPTOHHYIO

Rabeprazole sodium / Pa6enpaszon HaTpus

API name / Haumenosanue ADC:
Rabeprazole / Pabenpason

INN /MHH:

API manufacturer batch number / ACSH000846 & ACSH000793
Howmep cepun npounssoantens ADC:

FP Manufacturer API Batch number /
Homep cepnu cyGcTaHUMH
npoussoaunTtesi I'JIP:

FCSA00513 & FCSA00514

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

IIpumeuanne: [Ipoaykrt cooTBeTcTBYeT TpeboBanusiM H/J 3axmouenne: OJOBPEHO

Prepared by / ot A Checked i Approved by: Manager/Executive /

['Io_rlfro'rna.ncrlor 7 22 IIposepgn § /\9 Onobpeno: Menemxep / PykoBoautens
woromeng (7027 Tpwvnfoef 1N~ B

Date / 22>~ % | Date/ i Date / LS ST

Hara: (O~222 Hara: 23~ ~ 2002¢ Jara:
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Product : Razo”, enteric-coated tablets, 20 mg

Mpoaywr: Pazo®, rabnerku. nokperrsie KHLIeuyHOpacTBOpUMOil obomoukoii, 20 mr

Market / Poinok : Russia / Poccus

Batch No. / . C2512857 Batch Quantity / . 1500000 tab /
Cepun No ) Pasmep cepun " 1500000 a6
Analytical Repovrt No./ . 890001843527 Date of Analysis / . 23/10/2025
AHasnTHyecknii oTyer Ne JlaTa ananusa

Date of Manufacture / . 18/08/2025 Date of Expiry / . 31/07/2027
Marta nponssoacrsa T'ogen xo

Mfg. License No. /

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

{Analysis performed according ND No / Anaaus nposenen mo H/T Ne: JII-Ne(004603)-(PT-RU)-130224

PageSof S/Crp.5u35

Dr. Reddy's Laboratories Ltd., India
H-p Penny’c Jla6opatopuc JIta., Uunus.

API Manufactured by & country /
ITpouspoantens A®C, crpana:

Naime, address, authorization No for

FP manufacturing site / Control site /
Release site /

HanmenoBaHne, aapec 1 HOMep JHLEH3HA
TJTOLALKH, OCYILUECTBISIOMm el
NPOU3BOACTEO/KOHTPOIL
kasecTea/Brinyek NJID /

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)

TlpousroacTeenHOE Moapasaenenue - 3, yuactku Ne 41, yacts 42, yacte 45 H yacts
46, bauynannu (Bunnamk), Bauynananu (Marnar), Meauan Mankamicripu (uct.),
wrat Tenanrana, Muuna (Jlnuenzug 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.

3akmodenne o cooTBeTCTBHH: «HacTOSIMM 5 MONTBEPXKAAI0, UTO NPUBEJEHHAs BbIE HHYOPMALMS SBIAETCA HOCTOBEPHOH M TOUHOIA.
Jra cepust NPOAYKUMH Mpou3BefeHa (BKIIOYAA YTAKOBKY (MapKMPOBKY) H KOHTPOJIb KauecTBa) Ha BBIIEYKA3AHHOM [POH3BOACTBEHHON
niowmanke (MIOWAnKax) B MOJHOM COOTBETCTBHM ¢ TpeGoBaHMaMH [IpaBun Hazexalueil NPOM3BOICTBEHHO MPAKTHKH EBpazuiickoro
akoHoMuueckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHsIMH KOHTPOJS KAa4eCTBA JIEKAPCTBEHHBIX
CPE/CTB, a TAKKE B COOTBETCTBUU CO CHELU(DHKALMAMH, COAEPHAIMMHC B PErMCTPALMOHHOM JOChE CTPAHBI-UMIIOPTEpa. 3amHCH 110
MPOU3BOACTBY, YAKOBKE M aHAJIN3y NPOBEPEHDI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeOoBaHusIM [IpaBuit Hamexalneit MpOH3BOACTBEHHOM
npakTHk EBpazniickoro 3KOHOMHYECKOTO COI03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TponykT coorBeTcTBYET TpeboBanusam HJJ 3axaouenue: OJJOBPEHO

Ll ﬂ i
Prepared by / “| Checked by / Approved by: Manager/Executive /
IMozmroTosnen ﬂpoaepﬁff\'z\l ) OnoGpeno: Menemkep / Pykosoaurens

et )T e——

Date / ~C> -2 026| Date/ Date / A 40—~ sPy
Jara: 25 Jara: 23A -~ (o - 2024 Hara:




