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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
" [Product : Razo’, enteric-coated tablets, 10 mg
Mpoaykr: Pa3o®, Tadnerkn, noKpeIThie KMIIEHHOPACTBOPIMOIT 0600MKO!, 10 MP
Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 700000 tab /
Cepus Ne » €2508019 Paszmep cepun " 700000 Tab
Analytical Repovrt No./ . 890001822213 1_)ate of Analysis / . 12/07/2025
AHAaNIHTHYECKHH OTUYeT Ne ,.'_lﬂTﬂ aHaau3a
Date of Manufacture / . 12/04/2025 Date of Expiry / . 31/03/2027
\JaTa nponssoxcTea Topen xo - -
Mfg. License No. /
IIpousBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
anuenzua Ne
Analysis performed according ND No / Auanus nposenen no HJT Ne: JITI-No(004603)-(PT-RU)-130224

Page10of6/Crp.1 136

Ne Test / ITokazarTean

Result / Pe3yabTaTthl

Specification / Hopma

1 | Appearance / Onucauune

Round, biconvex, pink coated tablets
imprinted "RB10" with black ink on
the one side. White tablet core on
cross-section, / Kpyribie,
JIBOSIKOBBITTYKJTbIE TabJIETKH,
HOKPBITBIE 000JI04YKOH PO30BOTr0O
BETa C MAPKHPOBKOL YEPHOTO LiBETA
«RB10» Ha onHOH cTopoHe. Ha
NoNepeyHOM paspese Sapo Heoro
L{BETA.

Round, biconvex, pink to brownish-pink
coated tablets imprinted “RB10” with black
ink on one side. White to off-white tablet core
on cross-section. / Kpyrible, 1BOsSkOBbIMyKIIbIe
TabJIeTKH, MOKPBITIE 0DONIOUKOM OT po30BOroO
JI0 KOPUYHEBATO-PO30BOTO I[BETA C
MapKkupoBKOi yepHoro usera «RB10» Ha
OZIHO# cTopoHe. Ha monepeunom paspese snpo
oT Genoro a0 nout 6€JI0ro LBETA.

2 | Identification By HPLC /
Hnentndpurxamusa BIAKX

Complies as prescribed /
CooTtBeTcTBYeT TpeOOBaHHIM

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). /
Bpewmst yaepxiBaHHsi OCHOBHOIO THKa Ha
XpoMaTorpaMMe HCIBITYeMOTO pacTBOpa
JIOJDKHO COOTBETCTBOBATh BPEMEHH
yIepKUBaHUS OCHOBHOTO MHKa Ha
XpoMarorpamme pacTBopa CTaHZApTHOI'O
obpasua pabenpazona Hatpus (pasaen
«KonnuecTBeHHOE ONPEACIICHUEY).

3 | Average weight /
Cpennsst macca

.

107.51 mg /107,51 mr

Remarks : The Product confirms to ND/
TIpumeuanue: [IpoaykT cooTBeTcTBYET TpebosanuaM HJL

109.30 mg £ 7.5 % (101.10 — 117.50 mg) /
109,30 mr £+ 7,5 % (ot 101,10 mMr mo 117,50
MT)

Conclusion : APPROVED /

3axmouenne: OJJOBPEHO

Prepared by / Checked by, ,C_'}/P Approved by: Manager/Executive /

TlogrorosneHo: @ Ilpnaeperlt@/ Onobpeno: Menemxep / gﬂ{/QBOIIHTeI[B

Date / Date / r Date / LY o0 ™
v P20 S5

Jara: Y —oz-lo Jara: 1403 Jlata:
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Dr.Reddy’s Q?

anuensna Ne

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A
[Product : Razo”, enteric-coated tablets, 10 mg o ]
Mpoaykr: Paso®, 1abnetki, NOKPbIThIC KHIIEUHOPACTBOPHUMOI 000104K0H, 10 Mr
Market / Peiox : Russia / Poccus
Batch No. / . Batch Quantity / . 700000 tab /
Cepua Ne : €2508019 Pazmep cepun 700000 Ta6
Analytical Repovrt No./ . 890001822213 Date of Analysis / . 12/07/2025
AHaJHTRHYeCKH 0TyeT No Jlara aHaausa
Date of Manufac‘t.ure/ . 12/04/2025 Date of Expiry / . 31/03/2027
Hara nponssojcrea T'oaeH ao
Mfg. License No. /
IpounsBoacTeenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

Analysis performed according ND No / Auaaus nposeaen no M Ne: JII-Ne(004603)-(PT-RU)-130224
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Pabenpazona N-okcua

Rabeprazole Sulfone/
Pabemnpasona cynshon

Rabeprazole Methoxy analog/
Pabenpazona METOKCH aHaor

Rabeprazole Chloro analog/
Pab6ernpazosia x10po aHanior

Huke npefiena KOJHYECTBEHHOTO
onpexnenenus (ITIKO =0,022 %)

0.10 %/ 0,10 %

Below LOQ (LOQ =0.035 %) /
Huxe npenena KomU4ecTBEHHOTO
onpenenenus (ITKO =0,035 %)

Not detected / He 0OHapyxeHa

4 | Dissolution / PacTBopenune Unit-1/Eaununa-1 0% |In 0.1 M hydrochloric acid solution — not more|
Unit-2/Equnuua-2 2% than 10 % of CisH2N3O:SNa (Rabeprazole
Unit-3/Egunnna-3 3% sodium) label claim in 2 h. / B 0,1 M pacrsope
Unit-4/Emnnvna-4 1% XJIOPUCTOBOAOPOAHOM KHCIOTHI — He 6Goiee
Unit-5/Equnnna-5 1% 10% OT  HOMHHAILHOIO cofepXKaHwusl
Unit-6/Eanauna-6 2% CisH20N303SNa (pabenpaszon HaTpus) yepes 2
Average / Cpenn. 3Havenne: 2 % |-
Unit-1/Enunavna-1 85 % |In buffer solution pH 8.0 — not less than 75 %
Unit-2/Eauanna-2 88 % |(Q) of CisH20N3038Na (Rabeprazole sodium)
Unit-3/Eauauna-3 91 % |label claim in 60 min. / B 6ytdepuom pacteope
Unit-4/Enununa-4 90% |pH 8,0 — ue menee 75 % (Q) oT HOMUHAILHOTO
Unit-5/Enuanna-3 00 % |comepxanms CisH0N3:03SNa  (pabenpaszon
Unit-6/Enunnna-6 91 % |Harpus) yepes 60 MuH.
Average / CpenH. 3Hauenue: 89 %
5 | Related Substances /
PopcTBeHHBIE MPHMeECH
Rabeprazole N-oxide/ | Below LOQ (LOQ =0.022 %) / 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/
Ipumeuanne: TTpoxykT cooTBeTCTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3axmouyenune: OJJOBPEHO

Prepared by / v Checked by / - c—‘;"j',Approved by: Manager/Executive /
TloxnroroBnexo: @ Hpoaepmm@}"&// Onobpeno: Menenxep / I;YS)BOMTMB
Date / Date / _ 9/9 Date / I, yLve
Jara: { Yoty Hara: 4 2225 Hara: 4
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Dr.Reddy’s Q;p

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Product : Razo", enteric-coated tablets, 10 mg
Tpoaywer: Pazo”, rabieTin, MOKPLITHIE KHLIGTHOPACTEOPIHMOIT 0B0TOMKOH. 10 Mr

Market / Poinok

: Russia / Poccus

Batch No. / Batch Quantity / 700000 tab /
: C25 :
Cepusn Ne 08019 Pasmep cepun ° 700000 Tab
Analytical Report No. / . Date of Analysis /
AHanuTHYecKH# oTueT No g SO data anaamnza i EEYD
Date of Manufacture / . Date of Expiry /
T T — : 12/04/2025 Tomen 10 ¢ 31/03/2027
Mfg. License No. /
IIponsBoacTBennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JMneH3ns Ne

Analysis performed according ND No / Anaaus nposenen no HJT Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3 of 6/ C1p.3 3 6

Rabeprazole Sulphide/
Pabenpasona cynabdun

Rabeprazole Related compound
A/ Pabenpazona
POACTBEHHAs MPUMECh A

Rabeprazole Related compound
C/ Pabenpazona
poactBeHHas npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Tpumecs npu RRT
1,37 (macca m/z=310
HMH2307)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / [Tpumecs
npu RRT 1,51 (Macca m/z=458
HeH3uMuUIa30/1a aJUIyKT)

Individual unidentified impurity
/ EnuHnvHas
HenpeHTHdULMpoBaHHas
NpUMeCh

Below LOQ (LOQ =0.027 %) /
HH)KC npe,uena KOJIMYECTBECHHOI'O

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

onpeaenenus ([TKO =0,027 %)

Below LOD (LOD = 0.019 %) /

Hrxe npenena obuapyxeunus (I1O =
0,019 %)

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

Below LOD (LOD = 0.02 %) /

Hwxe npenena obHapyxenus (ITO =
0,02 %)

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

Not detected / He obHapyxeHa

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

Not detected / He oOnapy»xeHa

Not more than 0.5 % / He 6o1ee 0,5 %

Below BDL (BDL=0.1 %) /
Huwxe nopora peructpauuu (I1P
0,1 %)

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

Total impurities / Cymma
‘ npumeceit

0.1%/0,1 %

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

Remarks : The Product confirms to ND/
IMpumeuanne: [ponykt coorBeTcTBYET Tpeboanusam HJI

D

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / / Approved by: Manager/Executive /
ITogrorosneno: @/ [1posepeHo; - Opnobpeno: Menemxep /E)yl/ctyaonmenb
Date / Date / ~C D PP Date / \Y -89 LY
Iara: Y —o% -~ o5 JlaTta: 145~03 Hara:
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Dr.Reddy’s Q,’o’

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 10 mg
Mpoayrr: Pazo’, Tabnerki, nokpeIThie KuLeHHOpacTBOPHMOM 000a0ukKoii, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /

Cepus Ne 4 C2508019 Pazmep cepun 700000 a6

Analytical Repourt No./ . 890001822213 Date of Analysis / . 12/07/2025

Anamntnyeckuii oryer Ne JlaTa aHaau3a

Date of Manufacture / . 12/04/2025 Date of Expiry / . 31/03/2027

JaTa nmpou3BoacTBa Topen o -
Mfg. License No. /

IIpousBoacTBeHHas ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JnueH3nst Ne

Analysis performed according ND No / Anann3 nposegen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page4 of 6/ Crp. 4 u36

6 |Residual Solvents content /
OcTaTO4HBIE OPraHUYecKHe

857 ng/tab / 857 mxr Ha TabneTky

Isopropanol — not more than 1379 pg per tablet
/ U3onponanon — He 6onee 1379 mxr Ha
TabneTky

JO3UPOBAHHBIX €HHHUI

PACTBODPHTETH
7 |Uniformity of dosage units / 3.8/3,8 Acceptance value (AV) should be not more than
OaHOpOoaAHOCTH 15.0. / Tlokazatens mnpuemnemoctd (AV)

JoJokeH OBITh He 6oiee 15,0.

8 | Microbiological purity*/ MukpoOuoJiornyeckas yucrora*

a) Total aerobic microbial count
/ Ob1uee 4uciio a3poOHBIX
MHKPOOPTaHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / Ob1iee uncio
IPOMOKEBBIX U TUTECHEBBIX
rpuboB

Less than 10 CFU/g/
Memnee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

¢) E.coli

Absentin 1g/
OtcyteTByeT B 1T

Shall be absent in 1g /
JIoJOKHBI OTCYTCTBOBaTb B 1 T

9 |Assay / KonnuecTBeHHOE
onpejejieHHe

9.8 mg/ 9,8 mr

90mg to 11.0mg of CisHyN3O3SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 9,0 MI" 10 11,0 Mr CisH2N303SNa
(pabenpazon Hatpus) (or 90 go 110 % or
HOMHMHAJILHOTO COAEKaHus) B TabyeTKe.

Remarks : The Product confirms to ND/
Ilpumeuanue: IIponyxT coorBeTcTBYET TpeboBaHusam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

™

Prepared by /
ﬂn:womane:-m:@_.

Checked by / c':’—-
posepeno: [~

~Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauTeNb

1
-

Date /
Jlara:

|y —0F ~20%~

Date /
Jara:

14~03-2025

Date / “1__0,\,_\9‘»(

Jlarta:




~ Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
m: Razo®, enteric-coated tablets, 10 mg T
Hpoxyxr: Pa30®, TabneTku, moOKpsIThE KMIIEYHOPACTBOPHUMO#i 0607104KOH, 10 MF
Market / Poinox : Russia / Poccus
Batch No. / Batch Quantity / 700000 tab /
: C2 :

Cepusa Ne (2508019 Pazmep cepun 700000 Tab
A i . i

nalytical Repovrt No./ . 890001822213 Date of Analysis / . 12/07/2025
AHanuTHyecKkuii oTuer Ne JlaTa ananun3sa
Date of Manufacture / . Date of Expiry / .
Iara npoussoneraa : 12/04/2025 Tomen 1o ¢ 31/03/2027
Mifg. License No. /
IpounsBoacTBeHHasnw : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JuneH3usi Ne
Analysis performed according ND No / Anaans nposeaen no HJ1 Ne: JITI-Na(004603)-(PI'-RU)-130224 |

PageS50f6/Crp.Su3 6

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister
with a package insert in a carton. /
Ilo 15 Tabnerok B 6nuctepe u3
(ITBX/AJUTIA) boabru /
amoMUHHEBOH (onbru. 1 bmucrep
BMECTE C JINCTKOM-BKJIa/bILIIEM B
HavKy 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 Tabnetok B Gumucrepe u3
(IIBX/AJI/TIA)  doneru  /  anroMuUHHEBOR
¢doneru. Ilo 1 umm 2 Gnuctepa Bmecte c
JMCTKOM-BKIIA/IbILIIEM B TAYKy KAPTOHHYIO.

API name / HaumenoBanue ADC:

Rabeprazole sodium / Pabenpason natpus

INN / MHH:

Rabeprazole / PaGenpazon

Homep cepun cyGcTanunu
npousBoautesi IJID:

API manufacturer batch number / ACRH004279 & ACRHE004207
Homep cepun npoussoautes ADC:
FP Manufacturer API Batch number /

FCRA02707 & FCRA02708

API Manufactured by & country /
MpousBoautenn APC, cTpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu’c JTaboparopuc JIta., Uuans.

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

HaumenosaHue, agpec H HOMep
JINIEH3HH TUIOIAKH,
ocyecTBJsIIOIIei
NMPOU3BOACTBO/KOHTPO.Ib
KayecTBa/Bhinyck ['JID /

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)

IIpousBoacTBEHHOE MoJpaszienieHue - 3, ydacTku Ne 41, uacte 42, yacthb 45 1
yacts 46, Bauynannu (Buamk), bauynanmu (Masnan), Menuan
Mankamxrupu (Juct.), mrat Tenanrana, Maaus
(JTuuensus Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/
IIpumeuanue: [Tponykt coorsercTByeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akimouenue: OJJOBPEHO

Prepared by / Checked by / ’Q_,ﬁ Approved by: Manager/Executive /

[ToaroToRINIEHO: @ Hposepe;-:@’f/ Onobpeno: Menemxkep / PykoBoauTens
- S

Date / Date / ) 2025 Date / ~-uwW

Jlara: ’ L‘ RN Jara: / 4 a‘ Jara: \& o
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Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A
Product : Razo", enteric-coated tablets, 10 mg ]
| [ponywer: Paso”, raGnerkn, nokpuITsle KHIIEYHOPACTBOPHMOTT 0Bomoukoii, 10 Mr
Market / PeiHOK : Russia / Poccus
Batch No. / ) ~ |Batch Quantity / . 700000 tab /
Cepusn Ne + €2508019 Pasmep cepun 700000 Ta6
Analytical Repourt No./ . 890001822213 Date of Analysis / . 12/07/2025
AHanuTHyecKHi oTyer No Jara anannsa
Date of Manufacture / . 12/04/2025 Date of Expiry / . 31/03/2027
JaTa mpon3sojacTea . T'ogen go
Mfg. License No. /
IIpousBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
anuensznn Ne
Analysis performed according ND No / Ananus nposenen no HJT Ne: JITI-Ne(004603)-(PT-RU)-130224 |
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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».

3ak04eHue 0 c00TBeTCTBHH: «HacTOAMM 5 TOATBEPXK a0, YTO NPHBEIEHHAS BhILIIe HHMOPMALIKS SBISETCS OCTOBEPHOM
¥ TOYHOM. DTa cepHs NpoAyKUMH NPOU3BEEHA (BKJIIOYAs YIaKOBKY (MApKUPOBKY) H KOHTPOJIb KAYECTBA) Ha BbILIEYKA3aHHOM
NPOM3BOJCTBEHHON IJIomaAKe (TUIOIAgKax) B TOJHOM COOTBETCTBUH ¢ TpeGoBaHmsmMu [IpaBun  Hapiexauieit
MPOU3BOACTBEHHOM MpakTrku EBpasuiickoro skoHoMuueckoro corsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeOGOBaHNAMHU KOHTPOJIS KA4YECTBA JIEKAPCTBEHHBIX CPEAICTB, A TAKKE B COOTBETCTBUH CO CNELDHKALHAMH, COAEPKAUMMHUCS
B PETMCTPALIOHHOM JOCKE CTpaHbI-MMIOPTepa. 3alMKCcH 10 MPOU3BOJCTBY, YIIaKOBKE U aHAJIN3Y MPOBEPEHBI, H YCTAHOBJIEHO
1X COOTBETCTBUE TpeboBaHuaM 1paBit Hagnexaleil Tpou3BOACTBEHHOH NpakTHKH EBpa3suiickoro 3kOHOMHYECKOro COr3a».

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

IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBaHuam HJJ 3axkmouenne: OJOBPEHO

\ L~
Prepared by / Checked by / , O =" Approved by: Manager/Executive /
[MoaroToBneHo: & Hpoaepeﬂo,:_c%fijf// Onobpeno: Menemxep / %’},ﬁpBOﬂHTenb

Date / Date / 12O D Date / e
Ilara: Y ~0% —-20l5 Hara: < 2023 Jlara: N S =6




