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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHI3!

A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoayrr: Pa3o®, tadnerkn, nokpsirsie KHLIETHOPACTBOPIMOiT o6onoukoii, 20 mr

dara nponssoacrea

Market / Poinok : Russia/ Poccus

Batch No. / ) Batch Quantity / _ 1500000 tab /
Cepun Ne § C2ai098a ‘Pa3mep cepHm " 1500000 ta6
Analytical Repovrt No./ . 890001834175 Date of Analysis / . 31/08/2025
AHaTHTHYECKHIT 0TueT Ne JlaTa ananusa

Date of Manufacture / . 10/07/2025 Date of Expiry / . 30/06/2027

logen xo

Mfg. License No. /
INMpoussoacreennas
aunensus Ne

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

MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

Mna!ysis performed according ND No / Anaaus nposencs no FUT Ne: JITE-Ne(004603)-(PI-R1U)-130224

Pagel1of 5/ Crp. 1 w35

[ Ne Test / ITokazarean

Result / Pe3lelTaTbl |

Specification / Hopma

1 Apf)grance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriiele, ABOSAKOBBINYKITbIE
TabNETKH, MOKPBITbIE 060IOHKOI
CBETJIO-XKENTOrO LBETA C MAPKUPOBKOH
KpacHoro usera «RB20» Ha ognoit
cropone. Ha nmonepeuHom paspese sapo
6enoro ugera.

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. /
Kpyraete, aposikosbimyxisie TabneTku, nokpsitsie
060/104KOH OT CBETI0-KENTOrO 0 KENTOTO LBETA

€ MapKUpOBKOH KpacHoro ueera «RB20» Ha ogHoil
cropoxe. Ha nonepeunom paspeze sapo ot 6eoro
0 MOYTH 6enoro uBera.

2 | Identification By HPLC /
Hpentudpuxanna BIKX

Complies as prescribed /
CooTtBeTcTBYET TPEBOBAHUAM

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
YAEPKHUBAHHS OCHOBHOIO NMKa Ha
XpPOMATOrpaMMe UCTbITYEMOIO PAcTBOPA NOMKHO
COOTBETCTBOBATh BPEMEHH yIOEPIKUBAHHS
OCHOBHOTO THKa Ha XpOMaTorpamMMe pacTBOpa
cTanaapTHoro obpasua pabenpasona HaTpUs
(paznen «KoMuecTBEHHOE ONIpeIeseHHE).

Average weight /
Cpeansisi Macca

209.01 mg /209,01 mr

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

Remarks : The Product confirms to ND/
Ilpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

~ D i
Prepared by / Checked by / ~— pﬁ‘: Approved by: Manager/Executwe /
Ioarorosneno: & ITposepeno: Cg_lﬁ/ Onobpeno: Rl%i 1emrep LPykoBonnTens
&
Date / Date / OB ~2025 Date / : 9T
Jara: U ~08 -3 Hara: <1 JaTa: S\ B2
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. Dr.Red dY’S ‘;. CERTIFICATE OF ANALYSIS

CEPTHDIKAT AHAJTI3A
Product : Razo", enteric-coated tablets, 20 mg o

Mponyxr: Pazo®, rabnerku, nokpureie KHLIEYHOPACTBOPHMOH 000.10uK0ii, 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /
: C251 :
Cepust N = Pasmep cepun " 1500000 Ta6
Amnalytical Report No. / . Date of Analysis /
AHajquTHYeckuii oTueT Ne e JaTta ananusa & EllLOSIE0ES
Date of Manufacture / Date of Expiry /
. 2 :
P ——— : 10/07/2025 Fonen 10 1 30/06/2027
Mfg. License No. / B
MMpoussoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)
Aunensus Ne

Analysis performed according ND No / Ananus nposeacn no H.JL Ne: JIM-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Crp. 2 u3 5

| 4 [ Dissolution / PacTBopeHne | Unit-1/EanHnua-1 3% _ |In 0.1 M hydrochloric acid solution — not more than|
Unit-2/Ennnunua-2 1% 10 % of C1¢H20N303SNa (Rabeprazole sodium) label
Unit-3/EnnHnua-3 5% claim in 2 h. / B 01 M pacreope
Unit-4/Enunvua-4 2 9 XJIOPUCTOBOJOPOIHON KHCIOTBI — HE Gonee 10 % oT
B Unit-5/Ennnunua-5 39, HOMUHaJIILHOro coaepkaHus CisH>0N303SNa
Unit-6/Eqntmnia-6 6 % (pabenpaszon Hatpus) uepes 2 .
Average / Cpenn. 3navenue: 3 %
Unit-1/Eaunnua-1 | 78% ___|In buffer solution pH 8.0 — not less than 75 % (Q) of]
Unit-2/Ennnnua-2 81 % CisH20N3O3SNa  (Rabeprazole sodium) label claim
Unit-3/Exunnua-3 81 % in 60 min. / B 6ydeprom pactsope pH 8,0 — e menee
Unit-4/Eannmuia-4 82% |75% (Q) or HOMMHamLHOrO  comepiaHus
Unit-3/Eanpnua-S 84 %, CisH20N303SNa (paSenpaszon Hatpus) uepes 60 mun.
Unit-6/Eannuua-6 79 %
Unit-7/Ennnuua-7 ] 85 %
Unit-8/Enunnua-8 90 %
Unit-9/Emynnia-9 88 %
Unit-10/Eaunnna-10 | 90 %
Unit-11/Enmmua-11 92 %
Unit-12/Equnnua-12 | 839% |

Average / Cpenn. 3HauyeHne: 85 %

5 | Related Substances /
PoacTeeHHbIe MpUMecH

Rabeprazole N-oxide/ Not detected / He oGHapyskeHa Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona N-okcna

Rabeprazole Sulfone/ Pabenpazona 0.10%/0,10% Not more than 0.5 % / He Gonee 0,5 %
cynbhoH

Rabeprazole Methoxy analog/ 0.05%/0,05% Not more than 0.5 % / He 6onee 0,5 %

PaGenpasosia MeTokcu anasor

0 o
Rabeprazole Chioro analog/ Not detected / He o6HapyeHa Not more than 0.5 % / He 6onee 0,5 %

PaGenpasona xJ0po aHanor

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TponykT cooTBeTCTBYET Tpebopaunsam HJJ 3akaiouenne: OJOBPEHO

y.2)
Prepared by / Checked by / /f”"ﬁ Approved by: Manager/Executive /
[loaroroenexo: & [TpoBepeHo: . Onodpeno: Menenep / Pykosoanrens

€

Date / Date / 1o ~2o2Date/ | - :
Jlara: 2l -03 205 Jlara: ¢ ?I[_aTa: el
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

]?n)duct : Razo " | enteric-coated tablets,

20 mg

= ® .. s
Iponyxt: Pa3o®, raGnerki, mokphiThie KHIIEHHOpAacTBEOPHMOiT 060s104K0Il, 20 Mr

Hara npoussoacrea

Toaeu ao

Market / Poinok : Russia / Poccus

B‘:ltch No./ . 2510234 Batch Quantity / : 1500000 tab /
Cepus Ne Pasmep cepuin 1500000 Ta6
Analytical Report No. / . Date of Analysis /

AHaguTHYeCcKHit oTueT Ne AN MaTa awannsa : 31/08/2025

> -

Date of Manufacture / . 10/07/2025 Date of Expiry / . 30/06/2027

Mfg. License No. /
TlponsBoacTBeHHas
nHien3Hs Ne

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

MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

]

Analysis performed according ND No / Ananu3s nposesesn no 111 Ne: JHI-Ne(004603)-(PT-RU)-130224

Page3 of 5/Crp. 3 m35

=

Rabeprazole Sulphide/
Pa6enpasona cyabpun

Rabeprazole Related compound A/ |
Pabenpa3sona poncreeHHas
npumech A

Rabeprazole Related compound C/
Pabenpasona poacreenHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / TTpumecs npu RRT
1,37 (macca m/z=310 umugason)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / Ipumecs npu
RRT 1,51 (macca m/z=458
OeH3uMHIa300a aAayKT)

Individual unidentified impurity /
EnuHuuHas
HenaeHTU(HLIHPOBaHHAS NPUMEChH

0.03%/0,03%

Not detected / e oOuapyxena

Not more than 0.5 % / He Gonee 0,5_%_

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

Below LOD (LOD = 0.02 %) / Huwe
npeacna obHapysxkenus (110 = 0,02 %)

0.01%/0,01%

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

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

Not detected / He oGHapyeHa

Below BDL (BDL= 0.1 %) / Hike
nopora peructpauuu (TTP 0,1 %)

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

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

Total impurities / Cymma
npumecei

0.2%/0,2%

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

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam H/J

\’r_

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by / =f

IToxrorosnexo: & Hpomcpcngp : OnobpeHo: Menemwkep / PykoBonurensb
- il

Date / _ N Date / ~ O D O2LS Date/ - o3

Hara: 3t -0 -0 Hara: g ! 220 Hara: 2\ D8
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

[ﬁoduct : Razo”, enteric-coated tablets, 20 mg - l
IMpoayxT: Pazo”, tabaertin. nokpeirsie KHILEYHOPACTBOPUMOIT oBo1oMkoil, 20 Mr J|

Market / Prinox : Russia / Poccua

Batch No. / Batch Quantity / 1500000 tab / o ]
. : C25102 g

Cepust e ¢ N Pasmep cepun 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AHanuTHYECKHI 0TueT No j ESUDEED Jlata ananusa $ SR

Date of Manufacture / . Date of Expiry /

Jdara npoussogcrna ? 10i0kiz08s I'ogen xo g ESoR0er

Mfg. License No. / -

lpousBoacTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-No(004603)-(PT-RU)

JuueH3usi Ne _

Analysis performed according ND No / Ananns nposeien mo ML Ne: JITI-No(004603)-(PT'-RU)-130224

Paged of 5/Crp. 4 u3 5

6 |Residual Solvents content / 1060 pg/tab / 1060 mkr na Tabetky |Isopropanol — not more than 2621 ug per tablet /
OcTaToyHble OpranuyecKkue Hzonponanon — ne 6onee 2621 mkr Ha TabeTky
pacTBoOpHTE/H

7 |Uniformity of dosage units / 44/44 Acceptance value (AV) should be not more than
OaHOpOAHOCTL A03UPOBAHHBIX 15.0. / TokazaTens npuemneMoctd (AV) pomken
eHHHII ObIThH He 6ostee 15,0.

8 | Microbiological purity*/ MuxpoGuosornueckas yncrora* J
a) Total aerobic microbial count / Less than 10 CF_U/g/ | Not more than 1000 CFU/g/

Ob1ee yMcno a’3pobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r

MHKPOOPraHHU3MOB

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

mould count / O6iuee uucio Menee 10 KOE/r He 6onee 100 KOE/r

JIPONOKEBBIX M MIECHEBBIX rPUGOB

¢) E.coli Absent in 1g/ Shall be absent in 1g/ ]
Otcyrcreyer B 1 Jomxne! otcyTeTBoBate B 1 1

9 |Assay/ KonnuecrBennoe 19.8 mg/ 19,8 mr 18.0 to 22.0 mg of CisH20N303SNa (Rabeprazole

onpeaenenne sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr go 22,0 mr Ci3H20N303SNa
(pabenpason narpus) (ot 90 mo 110 % or
HOMHHAJIbHOTO COEp)KaHUs) B TabNeTKe.

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 witha | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / TTo 15 carton. / Tlo 15 rabnerox B Omucrepe u3
Tabnerok B 6urctepe u3 (TIBX/AJITIA) | (TIBX/AJI/TIA) bonsru / anomunuesoit gponbru. o
tdonbru / amomunnesoit Gonbru. 2 1 unm 2 6nucrepa BMECTe C JINCTKOM-BKIJIA/LIIIEM B
6yMcTEpa BMECTE C JTHCTKOM- Mavyky KapTOHHYIO.

BKJTAIbILIEM B MAYKY KAPTOHHYHO ‘

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTCcTBYET TpeboBanusm H/JJ

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Checked by / -"_| Approved by: Manager/Executive /
[MoarorosneHo: & T[Tposepeno Q‘,C";’/"’/ OnoGpeno: Meneukep / Pykosomirens
Date / Date / 2 e - Q<5 Date / . <
Jara: g/ -08 -0 25 Jara: @ 2/0 Jara: g l(Dg P
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Dr.Red dy S q p‘ CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
{P_roduct t Razo®, enteric-coated tablets, 20 mg h o ]
Tipoaywr: Paso®. TAOACTKH, NOKPLITHIE KHUIETHOPACTBOPUMOH 06ooukoii, 20 Mr
Market / Peinok : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab / -
) : C2510234 :
Cepiist Ne 023 Pasmep cepun © 1500000 Tab
Analytical Report No. / . Date of Analysis /
AHaTuTHYeCKHii oTUeT No e G AUODIEREIN S Jara aHaau3a § iSRS
Date of Manufacture / - Date of Expiry/
£ P —— : 10/07/2025 Fomex 10 1 30/06/2027
Mfg. License No. /
IMpouseoacreennas : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI’-RU)
Jnuensus Ne

[Analysis performed according ND No / Anamns nposeaen mo HJI Ne: JII-Ne(004603)-(PT-RU)-130224
PageSof 5/Crp.5u35

| API name / Haumenosanue A®C: Rabeprazole sodium / PaGenpazon warpna
INN/MHH: B - Rabeprazole / Pabenpazon
API fact t
e e ACSHO000134 & ACSHO000138

Homep cepun npoussoantenns ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGecTanumm FCSAQ0213 & FCSA00214

npoussoaurtesan I'Jid:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

ITpoussoantens A®PC, crpana: J-p Pennu’c JTaboparopuc JIta., Unans.

Name, address,'auth.orlzatlon ad for FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village)

FP manufacturing site / Control site / . = i ’

Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

HaumeHoBaHmne, agpec U HOMEP JIHIEH3HH
» AP ,p 1 [TpousBoacreeHHoe noapasaenaeHue - 3, yyactku Ne 41, yacte 42, yacTh 45 ¥ 4acTh
TUIOLIAAKH, OCYIEeCTBIsIIOUIeH p P 4 i i
’ 46, bavynamuiu (Buanamx), bauynannm (Mauaan), Meauan Mankamkrupu (JIuc.),

RBOMSRONICERD/KONTROTE wTat Tenaurana, Muausa (JInuenzus Ne 59/RR/AP/97/F/R)
KavecTBa/Bhinyck I'JID /

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».

3akJoueHne 0 COOTBETCTBUM: «HacToANM s MOATBEPk A0, YTO NPUBENCHHAS Bhille HHOpMaUMs SBIseTCA JOCTOBEPHOM M TOUHOM.
Orta cepus NpoayKUMK Npou3seaeHa (BKIOYas yNakoBKy (MapkupOBKY) W KOHTPONTb KAuecTBa) Ha BbILIEYKA3aHHOH TPOU3BOACTBEHHOM
njouanke (MioWAAKaxX) B MOJHOM COOTBETCTBUM C TpeGoBanuamu [NpaBui Hagnexkallel MpOM3BOACTBEHHOM nmpakTHki EBpasuiickoro
skoHoMuueckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeboBaHMSIMH KOHTPOJS KauyecTBa JICKAPCTBEHHBIX
CPEACTB, a TAKXKE B COOTBETCTBUM CO CNELUDUKALUIMH, CONSPIKALINMUCS B PErMCTPAUMOHHOM IOChE CTPaHbI-UMMOpTepa. 3anucH o
MPOU3BO/CTRY, YIAKOBKE M aHAJIM3Y MPOBEPEHBI, M YCTAHOBIEHO UX COOTBETCTBHE TpebGoBaHiaM [IpaBuil HaanexatueH NPOU3BOACTBEHHOM
MPAKTHKK EBpasniickoro SKOHOMHUYECKOro COr3ax.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusm H/I - 3akmiouenune: OJJOBPEHO

Prepared by / Checked by L—2, o= Approved by: Manager/Executive /
[ToarorosneHo: @ IMposepex 1@ e OnobpeHo: Mqﬂeﬂmep_{ PykoBonuTenb
Date / Date / 21 0O% ~202c| Date/ 7 ‘

Hata: 3 —~p8-2025" Iara: Hara: LNDE —Fe2 KT




