@
‘Dr.Reddy’s Q2

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIU3A

ﬁ’roduct : Razo®, enteric-coated tablets, 10 mg

(IIporycT: Pa3o’, TabieTkH, NOKPHITHIE KMLUIEYHOPACTBOPHMOU 060s10uKoM, 10 Mr

Market / Peinox : Russia / Poccus

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

Cepusn N e Pasmep cepun 700000 Tab

Analytical Repovrt No./ . 890001806769 Date of Analysis / . 25/04/2025
AHanaTHYecKHIT oTueT No JlaTta anasusza

Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027

Jata npounssoacrsa I'open go

Mfg. License No. /

IIpoussoacTBeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JHIeH3HA Ne

Analysis performed according ND No / Anaan3s nposeaen no HI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page 1 of 5/ Crp. 1 35

Ne Test / IToxa3zaTean

Result / PesyabTaThl

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. White
tablet core on cross-section, /
Kpyrnble, 1BOSKOBBITYKJIbIE
TabJIeTKH, TOKPHIThIE 0060101KO
KOPHYHEBATO-PO30BOTO [[BETA C
MapKUPOBKOM 4epHOro L{BETa
«RB10» na oxmHoii cTopoHe. Ha
MoTMepeyHoM paspese sapo benoro
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. / Kpyriible, ABOSIKOBBITYKJIIbIE
TabJIeTKY, TOKPbITbIE 0OOMOUKOH OT PO30BOI0
[0 KOPHYHEBATO-PO30BOTO LIBETA C
MapkHpoBKoH uepHoro usera «RB10» Ha
onHOM cropoHe. Ha nonepeuHom paspese sapo
ot Gesoro o noyTH 6€510To LBEeTA.

2 | Identification By HPLC /
HAnentudpuxanusa BIKX

Complies as prescribed /
CooTBeTCTBYeT TPeOOBaHUAM

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>XuBaHUs OCHOBHOIO MHKa Ha
XpOMaTorpaMMe MCIbITYEMOTO PacTBOpa
JOJDKHO COOTBETCTBOBATH BpEMEHNU
yIepKUBAHUS OCHOBHOI'O NTHKA Ha
XpoMaTorpaMme pacTBopa CTaHAapTHOrO
obpasua pabenpazona HaTpus (pazgen
«KonuyecTBEHHOE OTIpEJiENICHUER).

3 | Average weight /
Cpeanss macca

108.31 mg /108,31 mr

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

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpebGoBanusM HJJ

Conclusion ;: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Togrorosnex

Checked by /
IIposepeHo: @\

Approved by: Manager/Executive /
Onobpeno: Mernemxep / PykoBoautens

>

Date /
Hara:

Date /
Hara:

2L-OU~RO28

Date /
JlaTa:

Ak 04 e




Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

[Product : Razo®, enteric-coated tablets, 10 mg

OpoayxT: Paz0®, tabnerky, MOKPBIThI€ KUIIEYHOPACTBOPUMOii 060s104koi, 10 mMr

Market / PoiHOK : Russia / Poccust

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

Cepus Ne e Pazmep cepun " 700000 Tab

Analytical Rep0ft No. / . 890001806769 Date of Analysis / . 25/04/2025
AHasuTHYeCKMii oTueT Ne Jlata ananu3za

Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027

JaTa upou3BoAcTBa Togen go -
Mfg. License No. /

IpouseoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHUeH3Hs Ne

[Analysis performed according ND No / Ananans nposegen mo HJI Ne: JIII-Ne(004603)-(PI'-RU)-130224

Page2 of 5/Crp.2 w35

4 | Dissolution / l?cTBopeHne

Unit-1/Egunuia-1 3%
Unit-2/Enununa-2 2%
Unit-3/Eaununna-3 0%
Unit-4/E nununa-4 0%
Unit-5/EnuHuna-5 4%
Unit-6/E nuauna-6 3%

Average / Cpens. 3Ha4enue: 2 %

In 0.1 M hydrochloric acid solution — not more
than 10 % of CisH20N303SNa (Rabeprazole
sodium) label claim in 2 h. / B 0,1 M pactsope
XJIOPUCTOBOJIOPOTHOM KHCIOTEI — He Oolee
10% OT  HOMHHAJIBHOTO  COAEPKaHHS
CisH;0N303SNa (pabenpazon HaTpus) yepes 2
9.

Unit-1/Eaunuia-1 83 %
Unit-2/Exununa-2 83 %
Unit-3/Enuanna-3 81 %
Unit-4/Enunuiia-4 85 %
Unit-5/Enunnua-5 82 %
Unit-6/Enunnia-6 81 %

Average / CpenH. 3na4eHue: 83 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of CisH20N303SNa (Rabeprazole sodium)
label claim in 60 min. / B 6ydepHom pacteope
pH 8,0 — He menee 75 % (QQ) OT HOMHHANBHOTO
cogepkanug  CisHooN3O3SNa  (pabempazon
Hatpust) uepe3 60 MUH.

5 | Related Substances /
PoacTeBeHHble npumMecu

Rabeprazole N-oxide/
Pabenpazona N-okcun

Rabeprazole Sulfone/
Pabemnpazona cynshon

Rabeprazole Methoxy analog/
Pabenpazona MeTokcH aHaior

Rabeprazole Chloro analog/
PaGemnpasosia Xnopo aHanor

Rabeprazole Sulphide/
Pabenpazona cynbsdun

Rabeprazole Related compound
A/ PaGenpaszoa
POACTBEHHas MpUMech A

Not detected / He obHapyxeHa

0.09 %/ 0,09 %

Not detected / He oOHapyxkeHa
Not detected / He oOHapykeHa

Below LOQ (LOQ =0.027 %) /
Huxe npenena KoTMUeCTBEHHOTO
onpenencaus (ITKO = 0,027 %)

Not detected / He oOHapyxeHa

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

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

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoxykT cooTBeTcTBYET TpebopaHusM HJ|

Conclusion : APPROVED /
Zaxkmouenue: OJOBPEHO

Prepared by / /‘-Zp,@‘/ Checked by / Approved by: Manager/Executive /

l’lmrwroanel-logf_‘ %// ITpoBepeHo: m Omnobpeno: Menemxep / PyxoBoauTens
N\l

Date / ; b Date / Date / N

Tara: %@4 2025 Tara: 26U -OU q—-\/\)(l.a/ Tara: A 04 XK
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Dr. REddy’s q;. CERTIFICATE OF ANALYSIS
: CEPTH®HUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 10 mg
Mpoayxr: Pa3o”, Tabnerkiy, nokpeiTeie KHIIEYHOPACTBOPUMOI 0600uKOit, 10 Mr

Market / Peinok : Russia / Poccus

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

Cepus Ne e Pa3zmep cepuu 700000 Tab

Analytical Repovrt No./ . 890001806769 Date of Analysis / . 25/04/2025
AHajuTHYecKHil oTueT Ne JlaTa ananu3a

Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027

JaTa npou3BoacTea T'onen oo

Mfg. License No. /

IpoussoncTBeHHAsA : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JuueH3Hs Ne

Analysis performed according ND No / Auanu3s nposeaed no HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224
Page3 of 5/Crp.3 m35

Rabeprazole Related compound | Below LOD (LOD = 0.02 %) / Not more than 0.5 % / He 6ortee 0,5 %
C/ Pabenpasona _
Huxe npegena obnapyxenus (110 =
pOICTBEHHAs puMech C 0,02 %)
Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.37
(Mass m/z=310 . .
Imidazole) / [Tpumecs npu RRT 0.02% /0,02 %
1,37 (macca m/z=310
HMHIa30]1)
Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.51
(Mass m/z=458 Benzo
imidazole adduct) / ITpumecs Not detected / e obHapy»xeHa
npu RRT 1,51 (macca m/z=458
6eHsumuaazona agnykr)
Individual unidentified impurity P Not more than 0.2 % / He 6onee 0,2 %
/ EquHA4HAs Below BDL (BDL= 0.1 %)/
HEUAEHTU(HUUHPOBAHHAS Hwxe mopora perucrpauuu (I1P
MpUMECh 0,1 %)
Total impurities / Cymma 0.1%/0,1 % Not more than 2.0 % / He 6onee 2,0 %
npumecei
6 |Residual Solvents content / 914 pg/tab / 914 mxr Ha Tabnerky |Isopropanol —not more than 1379 pg per tablet
OcTaTOo4HBIE OPraHHYecKHe / Nzonponanon — He 6onee 1379 mMkr Ha
PACTBOPUTETH TabneTKy
7 |Uniformity of dosage units / 5.6/5,6 Acceptance value (AV) should be not more than
OanopoaHocTh 15.0. / Tloka3zarens mpuemiemoctn (AV)
JO3HPOBAHHBIX eTHHUI JojpkeH ObITh He 6osee 15,0.
| _ L S .
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ilpogykr coorBeTcTByeT TpeboBanusM HJ| 3akmouenue: OJOBPEHO
N
Prepared by / ﬂgﬁj? Checked by / Approved by: Manager/Executive /
l'[um*o'roanclm% ITpoepeHo: L@_ Onobpeno: Menemxep / PykoBoauTens
= : 3
Date / ~202. Date / -~ | Date/ ax e
2.5e% A
Jara: S Jara: Q/S\'Ou O JlaTa: o




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ‘;‘

CEPTUOPUKAT AHAJIHA3A

[Product : Razo®, enteric-coated tablets, 10 mg

Hpoaykr: Pa30®, rabnetky, nokpeiThie KuImeuHOpacTBOpUMOit 060nm04Koii, 10 Mr

Market / PoiHok : Russia / Poccust

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

Cepus Ne e R Pasmep cepun 700000 Tab

Analytical Repo“rt No./ . 890001806769 Date of Analysis / . 25/04/2025

AHaauTHYecKHii oTyeT No Jarta ananusa

Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027

|laTa npouspoacTea Tomen xo ]
Mfg. License No. /

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

JniteH3us Ne

Analysis performed according ND No / Anaaus nposegen mo HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

8 | Microbiological_purity*/ Mnk_poﬁnonornqeacaﬂ yncToTa*

Paged4ofS/Crp.4u35

a) Total aerobic microbial count
/ Ob1iee 9UCIO a3pOOHBIX
MHKPOOPTaHHU3MOB

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

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

b) Total combined yeasts and
mould count / O61iee unciIo
JPOMOKEBBIX U MIECHEBBIX
rpu6oB

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

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

¢) E.coli

Absentin 1g/
OrtcyTtcTByeT B 1

Shall be absent in 1g/
JlomkHBl OTCYTCTBOBATE B 1 T

9 |Assay / KonnyecTBeHHOE

10.0 mg/ 10,0 mr

90mg to 11.0mg of CisHiN3O3SNa
(Rabeprazole sodium) (90 to 110 % of the

onpejesieHne
labeled amount) per tablet /
Ot 9,0 MI OO 11,0 Mrr C13H20N303SNa
(pabenpazon Harpus) (ot 90 mo 110 % ot
| HOMHHAJIBHOTO COZep KaHus1) B TabeTke.
10 (Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil | 15 tablets in a (PVC/AL/PA) foil /aluminum foil

/aluminum foil blister. 1 blister
with a package insert in a carton. /
[To 15 Tabnetok B 6aucTepe U3
(TIBX/AJI/TIA) doneru /
anmoMuHKEBOI donbru. 1 6nuctep
BMECTE C JINCTKOM-BKJI&/IBIILIEM B
NauKy KapTOHHYIO

blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 Tabnerox B Onucrepe u3
(IIBX/AJUTIA) donern / anrOMHHHUEBOMH
¢donmeru. Mo 1 unmu 2 6nucrepa BMecTe C
JIHCTKOM-BKJIABILIEM B 4Ky KAPTOHHYIO.

API name / Haumenosanune A®C:

Rabeprazole sodium / Pabenpazon HaTpus

INN / MHH:

Rabeprazole / Pabenpason

API manufacturer batch number /
Homep cepun npoussoanTens ADC:

ACRHO004395 & ACRH004345

Remarks : The Product confirms to ND/

n

IIpumeuanne: Ipoaykr coorercTByeT TpeboBanusim HJ|

Conclusion : APPROVED /
3axmouenune: OJJOGPEHO

Prepared by / 2 ,Q,Q,J/ | Checked by /
[ToaroToBieHor V-F- TTposepeHo:

.

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PyxoBoantens
y‘

Date /
Jara:

2552225

Date /
Jarta:

Nt TRYS SN

Date /

T NIV Y




Qe
Dr.Redd Y’S "o. CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Product : Razo®, enteric-coated tablets, 10 mg — ]
Tpoayicr: Pa3o®, tabnetiy, NOKpEITbIE KHIMIEYHOPACTBOPUMON 060110uKoii, 10 Mr
Market / PorHOK : Russia / Poccus
Batch No. / ) Batch Quantity / . 700000 tab /
Cepun Ne Se0A Pasmep cepun * 700000 a6
Analytical Repovrt No./ . 890001806769 Date of Analysis / . 25/04/2025
AHRanuTHYeCKHIT oTHeT Ne Jara ananuza
Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027
Jara npon3BoacTea T'oaen mo
Mfg. License No. /
IIpoussoacTBeHHAn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHnen3us Ne
Analysis performed according ND No / Anasin3 nposeaen no HJI Ne: JIII-Ne(004603)-(PI'-RU)-130224
N PageSof5/Crp.5mu3 5 )
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIUH FCRA02701 & FCRA02702
npoussoauTens I'JId:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIponzpogutens A®C, cTpaHa: H-p Pennu’c Jlaboparopuc Jlta., Unans.
Name, address,.auth.orlzatlon No for FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
FP manufacturing site / Control site / A b
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)
HaumenoBanue, agpec 1 HoMep n
POHU3BOJICTBEHHOE MOJpazesenue - 3, yqyactku Ne 41, yacte 42, yactsb 45 1
JINIIEH3HH IIOIIAKH,
- gacTb 46, bauynanmu (Bumnamk), bauynannu (Mangan), Meayan
ocylIecTBIsIomei
e oy Mankamxrupu (Jluct.), mrat Tenanrana, Uanus
POM3IBOACTBOTKOHTPOX (JTnuensus Ne 59/RR/AP/97/F/R)
kadyecTBa/Boinyck I'JI® /

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».

3akJir04enune 0 cooTBeTcTBHH: «HacTosumMm s moATBEpXk 1at0, 4TO NPUBEAEHHAS BBIIIE HHPOPMALUS ABJISETCS JOCTOBEPHOH
¥ TOYHOM. DTa cepus NPOMYKIIMHU Mpou3BeAeHa (BKJIFOYas yakoBKy (MapKUPOBKY) U KOHTPOIIb Ka4€CTBA) Ha BILIEYKa3aHHON
NPOU3BOJACTBEHHOM TmuIomanke (IUIOM[aAKkaXx) B MOJHOM COOTBETCTBUM ¢ TpeGoBanusaMM [IpaBun HajnexauweH
POM3BOACTBEHHOMU NMpaKTHKH EBpasuiickoro skonoMudeckoro corwsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) n
TpeGOBaHUAMM KOHTPOJISI KAa4YeCTBA JISKAPCTBEHHBIX CPEZCTB, a TAKKE B COOTBETCTBUHU €O CIELIMGUKALUAMH, COAEPKAIMMHCS
B PETHCTPALMOHHOM JOCHE CTPAHbI-MUMIOpPTEPa. 3alHCH O MPOU3BOACTBY, YIAKOBKE U aHAJIM3Y MPOBEPEHBI, U YCTAHOBJIEHO
HX COOTBETCTBUE TpeOoBaHusM [IpaBui HaIexKaleit MPOU3BOACTBEHHOH NPaKTHKH EBpa3suiickoro 3kOHOMUYECKOro COr3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipoagykr cooTBeTcTBYeT TpeboBanusam HJJ 3akiawuenue: OJOBPEHO

N
Prepared by / W r Checked by / Approved by: Manager/Executive /
[ToarorosneHo: 77 [IpoBepeHo: Z@ Onobpeno: Menemkep / PykoBoaurens
Date / D55 )ep S Date / Date / .
Hara: 5 Jara: ‘Z/§-C‘1{,—'),023/ Jara: halniint o




