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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product : Razo". enteric-coated tablets,
[Tpoay KT: Pa3o®, radnerwn. nokpeirsie KHIIEYHOPACTBOPHMOI 000n04Koil, 20 Mr

20 mg

Market/ Peinox : Russia / Poccust
Batch INo. / . Batch Quantity / . 1500000 tab /
Cepns Ne $ CE5d060 Pasmep cepun " 1500000 Tab

Analytical Report No. /
AHaaHTHYECKHH oTYeT Ne

: 890001844118

JlaTa aHau3a

Date of Analysis /

: 26/10/2025

Date of Manufacture / . 08/09/2025 Date of Expiry / . 31/08/2027

Jdara nponssoiacrsa I'open no

Mfg. License No. /

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

JHIEeH3us Ne

Analysis performed according ND No / Anaans nposeaen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Pagelof5/Crp.1 w35

N | Test / loka3zaTenn

Result / PesynbTaThl

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. / Kpyriisie, NBOSKOBBIMYKJIbIE
TabJIeTKH, NOKPBIThIE 0O0IOYKOI
CBETJIO-XKEJITOrO LJBETa C MaPKUPOBKO
KpacHoro ueta «RB20» Ha oxHoif
cTopoHe. Ha monepeunoM paspese sapo
6enoro 1Bera.

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. /
Kpyruibie, ABOSAKOBBITYKIbIE TAGTIETKH, TIOKPHITHIE
060JI04KOM OT CBETIIO-KENTOTO 0 KEJITOTO LIBETA
€ MapKHpPOBKOMH kpacHoro upera «RB20» Ha omHoii
cropone. Ha nonepeunoM paspese sapo or 6esoro
J10 ouTH HeNnoro usera.

2 | Identification By HPLC /
HNnentudpuxauus BIXKX

Complies as prescribed /
CoorsercTByeT TpeGoBaHUAM

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
YOEP>KHBaHUS OCHOBHOIO MHKa Ha
XpOMaTOrpaMMe HCIBITYEMOTO PACTBOPA IOMMKHO
COOTBETCTBOBATH BPEMEHH yAEPHUBAHHS
OCHOBHOTO [TMKa Ha XpOMaTorpaMMe pacTBopa
cTaHAapTHoro obpasua pabernpazona HaTpus
(pazzen «KomnuecTBEHHOE OMpee/ICHHEY).

Average weight /
Cpeansist Mmacca

21091 mg/ 210,91 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/
IIpumeuanue: ITponykt coorBeTcTBYET TpeboBanusM HJ

Conclusion : APPROVED /
3akmiouenue: OJJOBPEHO

e
Prepared by / _ Checked by “_| Approved by: Manager/Executive /
Honromanem% ITposepeno OnobpeHo: MeHnemxep /;ﬁOBOHHTeHL
Date / Date / D @A -)oIE Date / AR G - o
JHara: 24 ~lor rou JlaTa: Jlara:




‘Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTH3A

E’roduct i Razo", enteric-coated tablets, 20 mg

= TP 0 L - s - I
[Tpoay K1: Pa3o™, tabiierk, NoKpbITHIE KHIIEHHOPACTBOPHMOIT 06004KOIL, 20 Mr

AHanuTHYECKHIT oTueT Ne

: 890001844118

JlaTta ananuza

Market/ Peinox : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /
4 : C2512860 :

Cepna N Pazmep cepun 1500000 tab

Analytical Report No. / Date of Analysis /

: 26/10/2025

aunensun Ne

Date of Manufacture / X Date of Expiry /

e T —— : 08/09/2025 e i : 31/08/2027

Mfg. License No. /

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

Analysis performed according ND No / Anasnz nposesen mo HJ{ Ne: JITT-No(004603)-(PT-RU)-130224

Page2 of S/ Crp. 2 w3 5

Pabenpazona N-okcun

Rabeprazole Sulfone/ Pabenpaszona
cynnon

Rabeprazole Methoxy analog/
Pa6enpa3ona METOKCH aHaOr

Rabeprazole Chloro analog/
Pabemnpazona xnopo aHanor

Rabeprazole Sulphide/
Pa6emnpazona cynsdun

Rabeprazole Related compound A/
Pafenpazona pooCcTBEHHas
npuMecs A

4 Dissolution / Pacrsopenne Unit-1/Eannnna-1 3% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Ennnnua-2 1% 10 % of C13sH20N303SNa (Rabeprazole sodium) label
Unit-3/Enunnna-3 2% claim in 2 h. / B 01 M pacTBope
Unit-4/Equnuua-4 2% XJIOPUCTOBOAOPOAHOM KUCJIOTHI — He Gonee 10 % ot
Unit-5/Eananna-5 1% HOMHHAaNLHOTO coaeprkanus Ci13HxN3O3SNa
Unit-6/Eqnsnua-6 1% (pabenpazon Hatpus) yepes 2 u.
Average / Cpenn, 3Hayenue: 2 %
Unit- 1/Enunusmia-1 84 %  |In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Enunnua-2 89 % CigH20N;03SNa  (Rabeprazole sodium) label claim
Unit-3/Enurnma-3 89 % in 60 min. / B 6ydeprom pacteope pH 8,0 — He Menee
Unit-4/Emsnia-4 90 % 75% (Q) oTr HOMUHAIBHOTO coep aHus
Unit-5/Eannnua-5 90 % Ci18H20N303SNa (pabenpazon uatpus) yepe3 60 MuH.
Unit-6/Ennnnua-6 90 %
Average / Cpenn. 3Havenue: 89 %
5 | Related Substances /
Poncreennsie mpumecu
Rabeprazole N-oxide/ Not detected / ne obHapyxeHa Not more than 0.5 % / He 6onee 0,5 %

0.09% / 0,09%

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

0.07%/0,07%

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

Not detected / He o6Hapyxena

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

0.03% / 0,03%

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: IIponyxt cootBeTcTBYET TpeboBaHusM HJJ

o)

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
HonroroieHo: _

Checked by, , 25 =
‘ ﬂpoaepw

Approved by: Manager/Executive /
Omo6peno: Meremkep / PykoBonutess

Date /
JHara:

29 —to~ 3ok

Date/ D @) ops

Date /

&0 \M/

JaTa:

Hara:
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‘Dr.Reddy’s Q,’o‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

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

Ipoay ki: Pazo®, taGnerku, MOKPEBITLIC KHIIEYHOpacTBOpHMoii oGonoukoii, 20 Mr

Market / Poisok : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /

. - 2 .

Cepun Ne G2l 2860 Pasmep cepun " 1500000 Tab
Analytical Report No. / ] Date of Analysis /

AHanuTHYecKHii oTyeT No | 890001634118 Jara anaansa + 26/10/2025
Date of Manufacture / : Date of Expiry /

P ————— : 08/09/2025 Tomen 10 : 31/08/2027
Mfg. License No. /

IMpousBoacTBennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
AuuensHa Ne
[Analysis performed according ND No / Auanus nposenen no H/I Ne: JIII-Na(004603)-(PT-RU)-130224

Page3 of 5/ Cirp.3 uz 5

Rabeprazole Related compound C/
PaGenpasona poacreeHHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Tpumecs npu RRT
1,37 (macca m/z=310 umunazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / Ipumecs npu
RRT 1,51 (macca m/z=458
6eH3MMHMAA30Na anayKT)

Individual unidentified impurity /
EnmyHuunas
HeHAEHTHOUIMPOBAHHAS [IPHMECH

Not detected / He o6Hapy» ena

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

Not detected / He 0OHapyxeHa

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

Not detected / He oGHapykeHa

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

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

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

Total impurities / Cymma
npuMeceit

0.2%/70,2%

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

1387 pg/tab / 1387 mkr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /

6 |Residual Solvents content /
OcTaTrouHbIe OpranHYecKne Hzonponanon — He H6onee 2621 Mkr Ha TabneTky
PACTBOPHTEIH
7 |Uniformity of dosage units / 23123 Acceptance value (AV) should be not more than
OaHOPOAHOCTH XO3MPOBAHHBIX 15.0. / Tlokazatens npuemneMoctd (AV) momkeH
eMHHIL 6wITh He Honee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykr coorBercTBYeT TpeboBanusm HJJ . | 3axmouenne: OJOBPEHO
-

- Approved by: Manager/Executive /

+
Prepared by / = Checked by / [/vw—’/’-’v‘
7 2
Mozarorosnexo: ‘-/(é\/ IIpoBepeno: Qf Onobpeno: Menemkep / PykoBoaurens
P ]
Date / Date / (OIS Date / Q0 N
Hara: Zé o B SRR Hara: 2& e Hara:
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‘Dr.Reddy’s Q;’

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

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

[Tpony iT: Paso®, tadneTki, nokpbirbie KuuerHopacrsopumoii odonoykoii, 20 Mr

Market/ Poisox : Russia / Poccus

Batch No. / . C2512860 Batch Quantity / . 1500000 tab /

Cepns N ) Pasmep cepun * 1500000 Tab

Analytical Repovrt No. / . 890001844118 Date of Analysis / . 26/10/2025
AnanuThyeckuii otuer No JlaTa anaamnza

Date of Manufacture / . 08/09/2025 Date of Expiry / . 31/08/2027

MaTa nponssoacrsa Logen no

Mfg. License No. /

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

Lﬂmalysis performed according ND No / Ananus nposesen no HJl Ne: JIII-Ne(004603)-(PT-R1U)-130224

Paged of 5/Crp. 4 m3 5
8 | Microbiological purity*/ Mukpo6uosornueckas yncrora® ]
a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
O61uee yucno a3poGHbIX Menee 10 KOE/r He 6omnee 1000 KOE/r
MHMKpPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6uiee uncio Menee 10 KOE/r He 6onee 100 KOE/r
JPOOKEBBIX U MTECHEBBIX rpuGoB
¢) E.coli Absentin 1g/ Shall be absent in 1g /
OrcyrcTByeT B Ir HomxHe! oTcyTcTBOBaTE B 1 I
9 |Assay/ KonnuecTBenHoe 19.8 mg/ 19,8 mr 18.0 to 22.0 mg of Ci3H30N303SNa (Rabeprazole

sodium) (90 to 110 % of label claim) per tablet. /

onpeaejieHue
Ot 18,0 Mr mo 22,0 mr C1gH20N303SNa
(pabenpazon Hatpus) (ot 90 10 110 % or
HOMHUHAJIBHOTO COJePKaHKs) B TableTKe.
| 10 |Packaging / Yuakoska 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. / Ilo 15 carton. / Ilo 15 Ttabnerox B Omucrepe wu3
Tabnerok B 6nnctepe u3 (MIBX/AJVITA) | (TIBX/AJI/TIA) donbru / anmromunueroit donsra. To
doneru / amoMuHueBoit Gobru. 2 1 unn 2 6aucrepa BMecTe ¢ IMCTKOM-BKIaABIIIEM B
6siMcTEpa BMECTE C JIMCTKOM- MayKy KapTOHHYIO.

BKJIAABIIIEM B Ma4YKy KapTOHHYIO

API name / Hanmenosaune ADC: ]

Rabeprazole sodium / Pa6enpazon narpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepuu npoussBoautenn APC:

ACSHO000694 & ACSH000712

FP Manufacturer API Batch number /
Homep cepuu cyGeTaHUHM POM3BOAUTES
TJ®:

FCSA00515 & FCSA00516

Remarks : The Product confirms to ND/

IIpumeuyanne: [IpoaykT cooTBeTcTBYeT TpeboBanusm HII

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

%

o

/ .
Prepared by / > Checked by / /&,’//f"“’ | Approved by: Manager/Executive /
[Tonrorosneno: ¢ = HpOBepeHW Onobpeno: Menemxkep / Py)gsozlmens

Date / i e wrae Date / %10,Zp% Date / «Q D o™

Harta: Hara: Hara:
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Dr.Reddy’s Q,’o’

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

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

Mpoaywi: Paso”, rabnerki, NOKphIThie KHLeyHOPAcTROPHMOIT 060104K0iH, 20 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . C2512860 Batch Quantity / . 1500000 tab /
Cepusi Ne Pasmep cepuu 1500000 ta6
Analytical Repourt No./ . 890001844118 Date of Analysis / . 26/10/2025
Ananurudecknii oruer Ne Jlara amanuza

Date of Manufacture / . 08/09/2025 Date of Expiry / . 31/08/2027
Jlata npousBoacTsa ) Togen xo

Mfg. License No. /

ITpousBoacTBEHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
JHyen3Hus Ne

Analysis performed according ND No / Ananu3 nposeaen mo H/IL Ne: JITI-Ne(004603)-(PT-RU)-130224

PageS5of 5/ Crp.5u3 5

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Ipoussoaurens A®C, ctpana: H-p Pennu’ ¢ Jlaboparopuc JItn., Uunus.
:;T:;;‘::::;Z’ ;‘tl:l;gz;?g;l s?tI: /fgeleasfp FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
site / Bachupally ( Mandal)_, Medchal-Malkajgiri (Dist.), Telangana , India
HaumeHoBaHHe, agpec M HOMEP JIHIEH3HN (Lipznse o SHREABGHER)

’ N Ipou3BoACTBEHHOE NMoApa3neneHue - 3, yyactku Ne 41, yacte 42, yacte 45 u yacTe
VEEOMLAFLECH, DEYTRECTRIRIIRER / 46, bauynannu (Bunnamx), bauynannm (Mannan), Menuan Mankawkriipu (Jlucr.),
;glogs/BOHCTBO/KOHTponb e witat Tenanrana, Muaus (JInuensug Ne S9/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».

3akai09enne 0 cOOTBeTCTBHM: «HacTOSIUM 5 NOATBEPKAAID, HTO MPUBEIEHHAs BBILIE HHPOPMALMS ABIAETCA JOCTOBEPHOH 1 TOUHOIA.
Dta cepus MPOAYKUMH NPOH3BEAEHA (BKITOYAs YIAKOBKY (MapKUPOBKY) W KOHTPOJIb KaueCcTBa) Ha BHILIEYKA3aHHOH NPON3BOACTBEHHOH
romanke (TMIOIAAKax) B MOJHOM COOTBETCTBHM C TpeGoBaHMsMH [TpaBui Haamnexailei NpOM3BOACTBEHHON MpakTHki EBpaszuiickoro
sxoHomMuyeckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeboBaHMsaMU KOHTPOJIS Ka4ecTBa JIEKAPCTBEHHBIX
CPEIICTB, a TakXKe B COOTBETCTBMY CO CTIELM(DUKALIMIMH, CONEPIKALUMMHCA B PErHCTPALIMOHHOM NI0ChE CTPaHBLI-UMIIOPTEpa. 3amHCH Mo
NPOHM3BOICTBY, YNIAKOBKE U aHAJIN3Y POBEPEHEI, H YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHHAM IIpaBui Ha/inexalleH NPOH3BOACTBEHHOH

TPaKTUKH EBpa3V[l7(CKOFO 3KOHOMHUYECCKOro COr3an.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3akaiouenne: OJJOBPEHO

Ipumeuanne: [Iponykt cooTBeTcTByeT TpeboBanusm HJJ

Vo)
Prepared by / Checked by / — o o5 L Approved by: Manager/Executive /
IoaroToBneHo: /% ITpoBepeHo: = Ono6peno: Menemkep / PyxoBoautensb

Date /
E:iz./ 98 0 OK ]z)[:;z/ D& (0oksS | Qv S




