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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoayxr: Pa3o”™, TabeTku, NOKPHIThIE KHIIEYHOPACTBOPUMO# 0605104K0#, 20 MT

Market / PoiHOK : Russia / Poccus

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

Cepus Ne : €2504401 Pazmep cepun * 1500000 Tab

Analytical Repo:‘t No./ . 890001806822 Date of Analysis / . 25/04/2025
AHaJuTHYeCKHIi oTueT No JlaTa aHaau3za

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

Jara npousBoacTBa T'oaen no

Mfg. License No./ .

TpomssoxcTeennas : SO/RR/AP/97/F/R o number: /HOMEP . 1111 Nu(004603)-(PT-RU)
Junensnst Ne

Analysis performed according ND No / Ananm3 nposegen no HJI Ne: JITT-Ne(004603)-(PI'-RU)-130224

Pagelof 6/ Crp.1 36

Ne Test / Iloka3arein

Result / Pe3yabTaThl

Specification / Hopma

1 | Appearance/ Onucanue

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyriere,
IBOSIKOBBIMYKJIbIE TAOTIETKH,
HOKPBITBIE 060JIOUKOH KENTOTO
IIBETa C MAPKHPOBKOU KPacHOTO
uBera «RB20» Ha ofHOMH cTOpOHE.
Ha monepeunom paspese siapo
6eoro 1BeTa.

2 | Identification By HPL.C /
Hnentuduxanusa BIXKX

Complies as prescribed /
CootBeTcTBYeT TpeOOBAHHUIM

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, TBOSKOBBIYKIIbIE
TabJETKH, MOKPLITHIE 060J04YKOH OT CBETIIO-
JKEJITOro JI0 XKENTOro IBETa C MAPKMPOBKOM
kpacHoro 1BeTa «RB20» Ha oHO# cTOpoHe.
Ha monepeunom paspese saapo ot 6ej10ro a0
noyTy 6eNoro UBeTa.

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 ynep)xuBaHUsl OCHOBHOTO [HKa Ha
XpoMaTorpaMMe UCTIBITYEMOro pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yaep>KUBaHHsI OCHOBHOI'O NHKA Ha
XpoMarorpaMMe pacTBopa CTaHAAPTHOIO
o6pasna pabenpasona HaTpus (paznesn
«KonuuecTBEHHOE ONpeeTICHHE).

3 | Average weight /
Cpeanss macca

Remarks : The Product confirms to ND/
Ilpumeuanue: [TpoxykT cooTBeTcTBYET TpeboBanusM H/I

209.15 mg /209,15 mr

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

Conclusion : APPROVED /
3axouenue: OJOBPEHO

: T
Prepared by / Checked by /, . oFApproved by: Manageriﬁﬁecutive'?
IoarororneHo: @_ IlposepeHo: | 5 OnobpeHo: Menemxep / PykoBoanTtelib
s
Date / Date / ¥ 20, Date / -
Hara: 26 —OY 2005 Jara: 2 OK-2225 Jara: Aoy 200y
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Dr. Reddy S q ’. CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

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

Mpoayxr: Pa3o®, taGnerkn, MOKPBLITHIE KHINEYHOPACTBOPUMOIT 000104KOTH, 20 Mr

Market / PoiHOK : Russia / Poccus

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

Cepus No s (CEaYl Pasmep cepan 1500000 Ta6

Analytical Rep0ft No./ . 890001806822 Date of Analysis / . 25/04/2025
AHasIMTHYecKHii oTyeT No JlaTa anaau3a

Date of Manufac.ture/ . 10/03/2025 Date of Expiry / . 28/02/2027

Mara npon3sBojcraa Ionex a0

Mifg. License No. / ]

IponssoncTeenHas : 59/RR/AP/97/F/R i‘,‘)‘;‘ number: /HOMED . 11y 3 (004603)-(PT-RU)
Jngensus Ne

Analysis performed according ND No / Anaans nposeien mo HJI Ne: JITT-Ne(004603)-(PI'-RU)-130224

Page2 of 6/ C1p.2 u3 6

4 | Dissolution / PacTreopenue Unit-1/Eguunna-1 2 %
Unit-2/Egunnna-2 0%
Unit-3/Enqununna-3 1%
Unit-4/Enunnna-4 1 %
Unit-5/Eqununa-5 1%
Unit-6/Eqnnnna-6 0 %

Average / CpenH. 3Hauenue: 1 %

|sodium) label claim in 2 h. / B 0,1 M pacTBope

In 0.1 M hydrochloric acid solution — not more|
than 10 % of C;sH2N303SNa (Rabeprazole

XJIOPUCTOBOAOPOJHON KHCIOTHI — He 6onee
10% or HOMMHAIBHOTO  COAEpPIKAHMS
CisH20N303S8Na (pabenpason HaTpus) yepes 2
9.

Unit-1/Enqunnna-1 87 %
Unit-2/Eaunnua-2 86 %
Unit-3/Enunauna-3 90 %
Unit-4/Enquauna-4 88 %
Unit-5/Enununa-5 87 %
Unit-6/Enunvna-6 88 %

Average / Cpenn. 3Ha4yeHue: 88 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of CisHxN3;O3SNa (Rabeprazole sodium)
label claim in 60 min. / B 6ydepHom pactope
pH 8,0 — ne menee 75 % (Q) OT HOMHMHAJIBHOTO
copepxanuss  CisHaoN3O3SNa  (pabenpason
HaTpus) uepes 60 MUH.

5 | Related Substances /
PoacrBeHHbIe NPpHMeECH

Rabeprazole N-oxide/ Below LOQ (LOQ =0.022 %) /
Pa6enpasona N-oxcun Huxe npenena konmM4ecTBEHHOTO
ompenenenus (ITKO = 0,022 %)

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

Rabeprazole Sulfone/
Pabenpazona cynsthoH 0.08% / 0,08%

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

Rabeprazole Methoxy analog/
Pab6enpasona metokcu aHanor |Not detected / He oGHapy*)eHa

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

Rabeprazole Chloro analog/ Not detected / He oOHapyxeHa
Pa6enpasona xyiopo aHanor

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

Remarks : The Product confirms to ND/
ITpumeuanue: ITponykr coorBeTcTByeT TpeboBanusMm HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

o
Prepared by / Checked by / pc’/‘/"’ x 3
oaroroeneno: & ﬂposepeﬂ%

| Approved by: Manager{Executi v::-:);’

Opobpeno: Menemxep / PykosoauTeis
(s7x

Date / y

Date /
Date / 9% —oU —2026 ate 2@94 2229

Jara: Jata:

Hara: S ool - 2000




Dr.Reddy’s €3¢

CERTIFICATE OF ANALY

SIS

CEPTUO®HUKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
HpomyxT: Paso”, rabnerkn, NOKpsITEE KHIIEYHOPACTBOPHMO 0B0I0uKOl, 20 MT

Market / PoiHok : Russia / Poccus’

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

Cepus Ne + C2504401 Pa3mep cepun " 1500000 Tab

Analytical RepOft No. / . 890001806822 Date of Analysis / . 25/04/2025
AHanuTH4ecKkHit oTueT No JlaTta anaamuza

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

|/laTa npousBoacTea Tojen 10

Mfg. License No. / .

TponssoxcTeennas . S9/RR/AP/9T/F/R lﬁg‘ number: /HOMCP . 11y ny(004603)-(PT-RU)
Juuensns Ne

Analysis performed according ND No / Anaims nposesien mo HJ[ Ne: JII-Ne(004603)-(PT-RU)-130224

Page30of 6/ Crp.3 u3 6

Rabeprazole Sulphide/
Pa6enpaszona cynsoun

Rabeprazole Related compound
A/ Pa6enpasona
POICTBEHHAS IPUMECH A

Rabeprazole Related compound
C/ Pabenpazona
poncTBeHHas nmpumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Ipumecs npu RRT
1,37 (macca m/z=310
UMHUIA301)

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

imidazole adduct) / TTpumecs
npu RRT 1,51 (Macca m/z=458
6eH3UMHAa30]1a aATyKT)

Individual unidentified impurity
/ EnuHAnYHAs
HEUIEeHTHOULIUPOBaHHAS
npUMech

0.04%/ 0,04%

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

—

Not detected / He oGHapyxeHa

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

Below LOD (LOD = 0.02 %) /
Huxe npenena obnapyxenus (I1O =
0,02 %)

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

0.01%/0,01%

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

Not detected / He o6HapyxeHa

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

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

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

Total impurities / Cymma
npuMecei

0.1%/0,1%

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

Remarks : The Product confirms to ND/
Ilpameuanne: [TpoxyxT cootBercTBYeT TpeboBanusm HJJ

»,

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

= i .
Prepared by / Checked by / 3 -~ Approved by: Manager(Executive )
IlonrorosneHo: @— l—iporscpcrmW OnobpeHo: N_&erxe,u;xep / PyxkoBoautens
@~ L)
Date / Date / : Date /
_ ~OA~ 2025 ' L SEARA
Jara: 26-—0Y~2025 Hara: 26 ﬂ/ 2 Jara: 2 broly r200.(




Qo
Dr.Redd y’s ".. CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Product : Razo' |, enteric-coated tablets, 20 mg
Ipoayxr: Pa30®, TabneTkn, MOKPHIThIE KHIIEHHOPACTBOPHMOIH 0060/104K0iH, 20 MT
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne + 2504401 Pa3mep cepunu " 1500000 Tab
Analytical Repourt No./ . 890001806822 Date of Analysis / . 25/04/2025
AHaauTHYeCKHI oTueT Ne JlaTa aHa/iM3a
Date of Manufacture / - 10/03/2025 Date of Expiry / . 28/02/2027
Jara npou3BoACTBa Tonen mo
Mfg. License No. / .
TIpou3BojcTBEHHAs! : 59/RR/AP/97/F/R 1}\)1; number: /HOMeP . 111y no(004603)-(PT-RU)
JIHIeH3Hst Ne
Analysis performed according ND No / Anasu3 npoBesen no HJ/I Ne: JITII-Ne(004603)-(PT-RU)-130224

Page40of 6/ Crp. 4 u3 6

6 |Residual Solvents content / 1818 pg/tab/ 1818 mkr Ha Isopropanol — not more than 2621 pg per tablet ‘
OcTaTo4HbIe OPraHHuYecKHue tabneTky / Wizonponanon — He 6onee 2621 MKr Ha
PacTBOPHTE/IH TabneTky

7 |Uniformity of dosage units / 5.9/59 Acceptance value (AV) should be not more than
OaHopoanocTb 15.0. / Tloxazarens mnpuemseMoctd (AV)
JO3UPOBAHHBIX €THHHL ZloJokeH OBITEH He Bonee 15,0.

8 | Microbiological purity*/ Mukpo0unonornueckasi yucrora*®

a) Total aerobic microbial count Less than 10 CFU/g / Not more than 1000 CFU/g /
/ Ob1iee 4O a3pOOHBIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHUKpPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Ob1iee yucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX U TJIECHEBBIX
rpubos
¢) E.coli Absentin 1g/ Shall be absent in 1g/
OtcyteTByeT B Ir JIOKHBI OTCYTCTBOBATh B 1 T
9 [Assay / KonmnuecTBeHHOe 20.3 mg /20,3 mr 18.0 to 22.0 mg of Ci1sH20N303SNa
ompeeaeHue (Rabeprazole sodium) (90 to 110 % of label

claim) per tablet. /

Or 18,0 MT A0 22,0 Mr C13H20N3038Na
(pabenpazon Hatpust) (o1 90 1o 110 % ot
HOMHHAJIBHOTO COJIepKaHus) B TabyieTke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Iponykt cooTBeTcTBYeT TpeboBanuam HJL « | 3axmouenune: OJOBPEHO
-2 D e ¥

Prepared by / Checked by ip/. _ 2O Approved by: Manager/Executive//
[Moarorosnexo: @- Hposepcnf/gg_/é}/ oﬂ06peH€: %leHe,uxcep / PykoBozutenb

_‘L’)X
Date / Date / 2804 2005 Date / '
JaTa: 2604 —20 15 Jara: : g JHara: Sb—olr20a”




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

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

Ipoaykt: Pa3o®, TabneTky, HOKpHITEE KHIIEYHOPACTBOPUMOMH 0605104KO0H, 20 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne el Pasmep cepun " 1500000 Tab
Analytical Repo:'t No./ . 890001806822 Date of Analysis / . 25/04/2025
AHaHTHYECKHH 0TyeT No Jlata anasm3a

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

JaTa npousBoacTBa T"onen o

Mfg. License No. / .

TIpousBoicTBeHHas : 59/RR/AP/97/F/R g‘f‘ number: /HoMep . 1y, (004603)-(PT-RU)
JauneH3us Ne

Analysis performed according ND No / Ananus nposenen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

PageS5of6/Crp.5u3z 6

10 |Packaging / YnaxkoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with | blister. 1 or 2 blisters with a package insert in a
a package insert in a carton. / ITo 15
TabneTok B 6HUCTEpE H3
(IIBX/AJITIA) donbru /
aNIOMHHHEBOM ¢onbry. 2 6aucTepa
BMECTE C JINCTKOM-BKJIAZBIIIEM B
[avKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil

carton. / ITo 15 Tabnerox B Gnmcrepe u3
(IIBX/AJI/TIA) doaeru  /  amroMHHHEBOH
¢doneru. Mo 1 unu 2 Gnucrepa BMecTe ¢
JICTKOM-BKJIA/IBIILIEM B MA4YKy KAPTOHHYIO.

API name / HaumenoBanue A®C:

Rabeprazole sodium / Pabenpason Hatpust

INN / MHH:

Rabeprazole / Pabenpason

API manufacturer batch number /
Homep cepun npoussoguresnst ADC:

ACRHO003675

FP Manufacturer API Batch number /
Homep cepun cy6crannnu
oponssoguTensi I'JIM:

FCRA02493

API Manufactured by & country /
IIpoussogurens A®C, cTpaHa:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu’c Jlabopatopuc JItn., Haaus.

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

HanmenoBanue, aipec H HoMep
JIMIIEH3HH TUIOMIAAKH,
OCylIeCTBJISIOmEH
NPOU3BOACTBO/KOHTPOJIb
KadectBa/Bbinyck I'JI® /

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)

IpouzBoncTeeHHOE NoapazaencHue - 3, yuactku Ne 41, gacts 42, yactb 45 u
yacTh 46, bauynannu (Bumiamk), bauynamnu (Mannan), Memuan
Manxamxrupu ([lucr.), mrat Tenanrana, Magus (Jluuensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

Ipumeuanne: ITpoaykt cooTBeTCTBYeT TpebGoBanusM HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

b %4 e
Prepared by / Checked by, )/é’/"’" “ Approved by: Managcrﬁ&(ecutive?
Ioaroroeneno: & [Tposeper g W OnobpeHo: M%Hemi\'ep / PyKOBOANTE N
I} Lik
'1~£;~—__‘,
Date / Date / , 4-Date / i
= S o9 £ 2 P
Mara: 26-0U-201 Jara: 26 04- Qe22 Hara: &b~y ~2e21
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‘Dr.Reddy’s ‘;. CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product : Razo", enteric-coated tablets, 20 mg l
Mpoayxr: Pa3o®, tabnerku, MOKPbIThIE KHLIEYHOPACTBOPHMOIT 0605104K0#, 20 Mr
Market / PeiHoK : Russia / Poccus
Batch No. / . (2504401 Batch Quantity / . 1500000 tab /
Cepns Ne ) Pasmep cepun " 1500000 Tab
Analytical RePOft No. / . 890001806822 Date of Analysis / . 25/04/2025
AHauTHYeCKH i oTueT No Jdarta ananuza
Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027
JlaTta mpou3BoJcTBA l'onen o
Mifg. License No. / .
IpoussoncTeennas : SO/RR/AP/97/F/R o number: /THOMED . 111 Nu(004603)-(PT-RU)
JauneHsna Ne
Analysis performed according ND No / Auanus nposenen no HJT Ne: JITI-Ne(004603)-(PI-RU)-130224

Page 6 of 6/ CTp. 6 m3 6
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 establishedy.

3aKu0ueHne 0 cO0TBeTCTBHM: «HacTOAIMM 5 OATBEPHKIAI0, YTO NIPUBEACHHAS BBIILE HHPOPMALMS ABISETCS JOCTOBEPHOI
 TOYHOM. DTa Cepusi IPOIYKIMHK POU3BeeHa (BKIIOYast YITaKOBKY (MApPKHPOBKY) U KOHTPOJIb KA4ECTBA) Ha BBIIIIEyKA3aHHOM
OPOU3BOACTBEHHOM mulomlanke (MIOlIaJKaX) B IIOJHOM COOTBETCTBHM ¢ TpeGoBaHMsaMM IlpaBun Hagmexatie
TIPOM3BOJCTBEHHOM MpakTuku EBpasuiickoro skonomuueckoro corwsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
Tpe6OBaHMAMH KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPEJICTB, & TAKXKE B COOTBETCTBHH CO CELMPUKALMAMHE, COIESPKALIHMHUCS
B PErUCTPAMOHHOM J0CHE CTPaHBI-MMIOPTEPA. 3alUCH MO MPOU3BOACTBY, YIAKOBKE U aHAIH3Y [POBEPEHBI, U YCTAHOBJIECHO
MX COOTBETCTBHE TpeGoBanuAM [IpaBun Haanexalel NPOU3BOACTBEHHOM MPAKTHKH EBPasHiickoro 3kOHOMHYECKOTO COK03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: TIponykt cootBeTcTBYeT TpeGoBanusm HJJ 3axmouenne: OJJOBPEHO

. 1)
Prepared by / Checked by / ) M Approved by: Ma nageﬁiﬁxcculi\fg:‘?
IMoarorosneHo: & HpOBepeHog’ 2 Onobpeno: Menemkep / PyRoBoaHTENb

-3

Date / Date / o4 ~9 024 Date/ ’ P
JlaTa: 26— 6% 2025 Jara: 26& Ilata: Lo o 202K




