@e
Dr. Reddy’s ‘.o. CERTIFICATE OF ANALYSIS

CEPTH®HKAT Al

JAJIN3A

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

[Iponyxr: Pa3o®, rabnetkn, nokphitsie KULIEYHOPACTBOPIMOI 0Gonoukoit, 20 mr

Market / Poinok : Russia / Poccus

Batch No./ _ Batch Quantity / 1500000 tab /

Cepua No e |‘Pa3_Mep cepHu * 1500000 ta6

Analytical Report No. / . 'Date of Analysis / -
AHannTHuecKuii oryer No EA0OIGOMSES [IaTa aHa/M3a HS108/2025

Date of Manufacture / . 'Date of Expiry / o
Harta nponssoacrea s EO0TE0 Tonen 10 sy

Mfg. License No. /
IIpon3BoacTBeHHAS : 59/RR/AP/97/F/R
Jnuen3us No |

|MA number: / Homep
Py

: JII-Ne(004603)-(PT-RU)

(Analysis performed according ND No / Ananus MPOBEICH

Pagel1of6/Cip.1u36

’TVQ Test / Ioka3zatens ‘ Result / PesyabTaTh!

Specification / Hopma

’71 Appearance / Onucanue Round, biconvex, yellow coated 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. / Kpyrnble, ABOAKOBBINYKTble
TabNeTky, NOKPbITbIE 06ONOYKOIt OT CBET/O-
YKEJITOrO JI0 JKEJTOro LUBETA C MAPKUPOBKOI
Kpacroro nseta «RB20» nwa oxnnoit cropone.
Ha nonepeunom paspese sipo ot 6enoro 1o

on cross-section. / Kpyrnere,
JBOSAKOBBIMYKJIble TabAETKH,

Ha nonepevHom pazpese siapo
Henoro usera.

‘ tablets imprinted "RB20" with red
‘ink on the one side. White tablet core

MOKPBITbIe 000JI04KOI JKENTOro
LBETa C MAPKHPOBKOH KPacHOro
upeta «RB20» Ha 0aHOM cTopoHE. Mo4uTH 6enoro ugera.

2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
Hpentudpurxanus BIKX CoorsercTByeT TpeOOBAHHUAM 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 yaepxuBaHus OCHOBHOIO IMKa Ha
XpoMaTorpaMmme HCMLITYeMOro pacTBopa

JOJ2KHO COOTBETCTBOBATH BPCMEHH
YAEPXKHUBaHWs OCHOBHOI'O MUKa Ha

obpazua pabenpazona HaTpust (pasaen
«Konn4ectBeHHOe OIpefe/ieHue).

HJL Ne: JITI-Ne(004603)-(PT-RU)-130224

XpoMaTorpaMMe pacTBopa CTaHIapTHOrO

3 | Average weight/ 210.43 mg /210,43 mr
Cpennsisa Macca

212.68 mg % 5 % (202.05 to 223.31 mg)

J

/

212,68 mr £ 5 % (ot 202,05 mMr go 223,31 mr)

Remarks : The Product confirms to ND/
[Ipumeuanne: [poaykrt coorretcrryer TpedoBanusm HI

Conclusion : APPROVED /
3akimouenne: OJOBPEHO

—

"Checked by/ |
Mposepeno: Lo

e

Approved by: Manager/Executive /
OnobpeHo: I\Ic:-u%n / PykoBoauTenb

Jara:

Date /
- X ) ,—-@'}\l@?/g_ Hara:
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIA3A

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

[poayrr: Pazo”, tabnerku, NMOKPLITHIE KMWIEUHOPACTEOPHMOIT 060sioukoii. 20 mr

Market / Poinok : Russia / Poccus
Batch No. / ) 'Batch Quantity / 1500000 tab /
Cepust No EZo0o00 | Pazyiep cepin * 1500000 Ta6

Analytical Report No. /
AHagnTH4eckuii oruer Ne

: 890001801889

Jata anannza

'Date of Analysis /

: 31/03/2025

Date of Manufacture / . Date of Expiry /

)&rm NPOH3BOACTBA F RIS ‘Foaeﬂ a0 - : 31/01/2027

Mfg. License No. / ] o -
Mpoussoacrsennan  SORR/APIOTFR | Lk mumber: THOMED .y 1o 004603)-pT-RU)
Juuensus Ne

Analysis performed according ND No / Ananus nponcier

FLL Ne: JII-No(004603)-(PT-RU)-130224

|

4 | Dissolution

/ PacTBOpenne

|
Page2 of 6/ Crp. 2 3 6

| Unit-1/Eguanua-l [ 2 %
| 2%

Unit-2/Enunuua-2 |
Unit-3/Ennanna-3

| Unit-4/Eannuna-4 | 4 %,
Unit-5/Equsuna-5 3%
Unit-6/Ennanna-6 | 4 %

"In 0.1 M hydrochloric acid solution — not more|
than 10 % of CsHN3;03SNa (Rabeprazole‘

2% __| sodium) label claimin 2 h. /B 0,1 M pacTeope

XIIOPUCTOBONOPOAHON KUCIOTHI — He Gojee
‘ 10% or  HomMHambHOro CollepKaHus

| C1sH20N303SNa (pa6enpazon HaTpus) uepes 2|

_Average / Cpenn. 3nauenite: 3 %

4.
|

_Unit-l/EunHMua—l | 88 %

. Unit-2/Equnuua-2 L 86 %
Unit-3/Enqunmna-3 84 %
Unit-4/Eannnna-4 85% |
Unit-5/Egnnuua-5 88 %
Unit-6/Eannnua-6 88 %

Average / Cpenn. 3HaueHHe: 87 %

|

'In buffer solution pH 8.0 — not less than 75 %
(Q) of CisH2N3O3SNa (Rabeprazole sodium)‘
label claim in 60 min. / B 6ydeprom pacTBope
pH 8,0 — He menee 75 % (Q) oT HOMHHALHOIO
cogepxxkanust  CigHaoN303SNa (pa6enpa30n‘

|Harpus) uepes 60 MuH. ‘

5 | Related Substances /
PoncTeenHble npumecu

“Rabeprazole N-oxide/
PaGenpazona N-okcun

Rabeprazole Sulfone/
Pabenpazona cynbhon

Rabeprazole Methoxy analog/
Pabenpazona Metokcu ananor

Rabeprazole Chloro analog/
Pabenpazona xjopo ananor

Not detected / He oOHapyxcena

0.08% /0,08%

0.04% / 0,04%

| Not detected / e obHapyxkeHa

| 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 Gonee 0,5 %

Remarks : The Product confirms to ND/
IIpumeuanne: [1ponykt cooTBeTcTBYeT TpeboBaHmsam HJI
(3

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

/) .
Prepared by / - Checked by / Approved by: Manager/E_xecutlve /
Hoﬁromanim% ITpoeepeHo: Lé@e OnobpeHo: MEHC.-'DI(C:) / PykoBoautenb
vf _0 M‘—_
Date / R)e3- 9oD=5 | Date/ U 0q~L0 2 Date‘/ 3(-032
Jara: Jara: MHara:
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALY

SIS

CEPTHDUKAT AHAJIM3A

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

IpoxykT: Paso", TabaeTki, nOKpbITLIC KMLIEYHOPACTEOPIMO# 0600uKOi, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / - 2503008 ‘Batch Quantity / : 1500000 tab /

Cepusi Ne Paszmep cepun 1500000 ta6

Analytical Report No. / . Date of Analysis /

Anagutayeckmii orgyer No ° SUI015eY JlaTa ananusa A BEPTD

Date of Manufacture / . Date of Expiry /

st upoHssojicIEa : 11/02/2025 {ronen o : 31/01/2027

Mfg. License No. / | _ o -
Mpomssocreennas : S9/RR/AP/97/F/R oA number: [HOMED 11y No(004603)-(PT-RU)
Jurmenzist Ne

| Analysis performed according ND No / Anaams nponeners

ULNe: JII-No(004603)-(PT-RU)-130224

Page3 of 6/ Cip.3 uz 6

-

Rabeprazole Sulphide/
Pabenpazona cynedur

A/ Pa6enpazona
POACTBEHHAsA IPUMECH A

Rabeprazole Related compound |

0.03%/0,03%

Not detected / He o6HapyxeHa

Rabeprazole Related compound
C/ Pabenpazona
poAcTBeHHas npumech C

Not detected / He oOHapykena

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ilpumecs npu RRT
1,37 (macca m/z=310
MMUa30)

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

imidazole adduct) / [Tpumech
npu RRT 1,51 (macca m/z=458
6eH3zumuaazona aaayKr)

/ EAuHu4nas
HeWAEeHTH(HLMPOBaHHAS
pUMECh

Individual unidentified impurity

Not detected / He oOHapysKeHa

Not detected / He obHapyeHa

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

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

‘ﬁot 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 %

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

Total impurities / Cymma
npumecei

0.2%/ 0,2%

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

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoayKT cOOTBET

cTBYeT TpeboaHusm HJI
N D

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Approved by: Manager/Executive /

Prepared by / =] Checked by /

[ToarorosJyeHo: [Tposepeno: Onodpeno: Menc_l;’ #ep / Pykopoanrens
_.—/f_, —

Date / 2 ~er~ 9025 |Date/ l"‘(ﬁr\?ﬂﬂ&» Date / 3\_03.,'»0‘/3

Hara: Hara: Hara:




L XJ
Dr. Reddy’s ';. CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJH3A

[Product : Razo . enteric-coated tablets, 20 mg N ]
Ipoayxr: Pazo”, raGuerkn, MOKPBIThIE KMIIEYHOPACTROPIMOI o6onouxoi, 20 mMr

Market / Poinox : Russia / Poccus ]
Ry -
Auamrrmscosnt oraen yo_© $90001501389 Moo fouesas ]
Tors pomgeran: 102205 L
?1455}42;;?31::;1;" - S9/RR/AP/97/F/R lﬁ“{} number: FHOMED . 111 Na(004603)-(PT-RU)

nuenzna Ne |

Analysis performed according ND No / Auanu3s nposeien mo 1177 Ne: JIH-M((NM(»OJ)-(PI"-RU)-130224_

Pagedof 6/ Crp. 4 uz 6

| 6 |Residual Solvents content / ‘ 1642 pg/itab/ 1642 mkr Ha Isopropanol — not more than 2621 pg per tablet |
OcTaTo4yHble OprannyecKue TabaeTky / Ui3onponanon — ue 6onee 2621 Mkr Ha
PACTBOPHTEIH TabneTKy |
7 |Uniformity of dosage units / 4.5/45 Acceptance value (AV) should be not morem‘
OnnopoaHocts 15.0. / Tlokasaren, npuemnemocTu (AV)
A03UPOBAHHBIX eAHHHUII JoskeH ObITh He Gonee 15,0.
- — I — —
8 | Microbiological purity*/ Muxkpo6uonoruuyeckas uncrora™
a) Total aerobic microbial count Less than 10 CFU/g / Not more than 1000 CFU/g/ T
/ OB1uee Yncno aspobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHUKPOOPraHHW3mMOB
b) Total combined yeasts and Less than 10 CFU/ g/ Not more than 100 CFU/g /
mould count / Ob1iee uncio Menee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBbBIX M MJIECHEBBIX
rpu6os
¢) E.coli Absentin lg/ Shall be absent in 1g/
OrtcyrctByet B 11 JIOJDKHBI OTCYTCTBOBaTh B 1 T
9 Assay / KosinuecTBeHHOE 199mg/199mr 18.0 t0 22.0 mg of C;sH>N303SNa
onpeae/ieHHE (Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /
Or 18,0 MI a0 22,0 M C13H20N3O3SNa
(pabenpazon Hatpus) (ot 90 1o 110 % or
HOMWHAJIBHOTO COJepKaHus) B TabneTke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: TTpoaykT COOTBeTCTByeT TpeboBanusm HJI 3axmouenne: OJJOBPEHO
Prepared by / =y = Checkedby/ ; Approved by: Manager/Executive /
[loaroron Tuu Iposepeno: [/ Onobpeno: Menempgep / Pykosoanrens

S /{i) = -

2N

Date / _ Date / _— | Date/ 0%~ A%
Jara: 2 7’—% Jara: 2‘\ “@3"\()/0155 Jara: 3
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. Dr.Reddy’s ‘3‘-’

CERTIFICATE OF ANALYSIS

CEPTHOUIKAT AHATHU3A

Product : Razo', enteric-coated tablets, 20 mg
Hpoaywr: Pazo’, rabierki, MOKpbITHIC KHLICYHOPACTBOPHIMOH 06onoukoid, 20 mMr

Market / Poinok : Russia / Poccus

Batch No. / 'Batch Quantity / 1500000 tab /
: C250300 .

Cepus Ne C2308008 Pazmep cepun * 1500000 Ta6

Analytical Report No. /

: 890001801889 .
(| Jdara ananmsa

Date of Analysis /

: 31/03/2025

fAHaJ]HTH'leCKHﬁ otder Ne

Date of Manufacture / . Date of Expiry /

|AaTa mpoussoacTaa - Qiez202S ‘Fn_-wn a0 el S0N2023

Mfg. License No. / . - '
Hpoussoncrsennas . SO/RR/AP/9T/F/R MA number: / Homep JITI-Ne(004603)-(PT-RU)

JuneH3usa No

‘PY

Mal_\-‘sis performed according ND No / Anasms nponesien o HJl No: JIH-.I'\'"uIlIO»IbﬂR)-(PI“«R U)-130224

PageS5of6/Crp.5us 6

‘ 10 IPackaging / YnakoBka

|15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / ITo 15

‘ Tabnetok B 6auctepe 13
(IIBX/AJI/TIA) donbru /
altOMUHHEBOH (onbri. 2 dancrepa
BMECTE C JUCTKOM-BK/IAJLILIEM B
NauKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a‘
carton. / ITo 15 raGnetok B onncrepe u3
(NMBX/AJVTTIAY  doasrn / r:;uo.\|11|-n|c30171|
Gonbru. Tlo 1 wm 2 6nucrepa Bmecte c‘
JIUCTKOM-BKJIAIBILIEM B NAYKY KAPTOHHYIO.

|

| API name / HanmenoBanue ADC:

Rabeprazole / Pabenpazon

—

| INN / MHH:

API manufacturer batch number /
Homep cepun npouseonurens ADC:

ACRHO004395 & ACRH004345

FP Manufacturer API Batch number /
Homep cepun cybcTaHuu
| mpoussoguTens I'JId:

FCRAO02701 & FCRA02702

API Manufactured by & country /
IIpoussoaurtenas A®C, cTpana:

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

HaumeHnoBanue, agpec u Homep
JIMIEH3HH MIOIAAKH,
ocyulecTBIAOI el

N pOM3BOACTBO/KOHTPOJIbL
kavyecTBa/Bbinyck I'JID /

Dr. Reddy's Laboratories Ltd., India
H-p Peann’c Jlabopatopuc Jlta., Muans.

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)

ITpounzeoacTBeHHOE NIoApazaenierue - 3, yaactku Neo 41, uacts 42, yacts 45 u

yacTs 46, bBauynanmu (Bunnamk), bauynannu (Maugan), Menauan
Mankamxrnpy (J{uct.), wrar Tenanrana, Muaus (JIuuensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykT cooTBecTRYET TpeboBaHHaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Vot .
Prepared by / 3 Checked by / f Appr_oved by: Manager/lE)}(eCI_Jtlve / _
[MoaroTosiex . = [TposepeHo: fET;:I,_ J Onodpeno: Meneprep / Pyropoairent
y; 23 =
Date / ~go0)s5 | Date/ v o0 (| Date/ O3 —
Hara: 3 ’ JHara: 2 1F\OHC\ Hara: 3
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. Dr.Reddy’s ‘}'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
'Product : Razo | enteric-coated tablets, 20 mg o - ]
poayxr: Pazo®, raGaerkn, nokpsithie kituey HOPACTBOPIIMOI 00004 K0ii, 20 MT 1
Market / Peinok : Russia / Poccus
Batch No. / , 'Batch Quantity / _ 1500000 tab / .
Cepusi Ne & C2S00008 Pazmep cepun 1500000 Tab
Analytical Repovrt No. / . 890001801889 Date of Analysis / . 31/03/2025
ABanuTHYecKHii oTueT No JaTa aHanmuza -
Pate of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027
Marta npoussonacrsa |T"ozen 10 -
Mfg. License No. / .
TpomseoacTBenHas . SORR/AP/9T/F/R MA number: /HOMEP . 11y Nu(004603)-(PT-RU)

JTHeHsug Ne |Py

Analysis performed according ND No / Aranus 1iposeien

T Ne: JIIT-No(004603)-(PT-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 verificd and their compliance with Good Manufacturing Practice of the Eurasian
Economic Union is established».

3akJ109eHNe 0 COOTBETCTBHHE: «HaCTOALIMM 5 NOATBEPXKAAIO, UTO IPHBEAEHHAs BhILIe HHDOPMALUSs ABISETCS ZOCTOBEPHOI
M TOUHOMN. JTa Cepus MPOAYKLHH IPOU3BeAeHa (BKIIOUad YIIAKOBKY (MApKHPOBKY) M KOHTPONb KAYECTBA) Ha BhIILEYKA3aHHOI
NPOM3BOACTBEHHON IUIOWAAKe (IUIOIAAKaX) B TOJNHOM COOTBETCTBUM C TpebGoBaHusMu IlpaBun  Haanesxatieii
NPpOM3BOACTBEHHOMN MpakTyKn EBpasuiickoro skonomuueckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) n
TpeOOBaHNSIMU KOHTPOJISI KA4ECTBA JIEKAPCTBEHHBIX CPENICTB, A TAKKE B COOTBETCTBUH CO CELHPHKALUIMH, COMEPKALLHMUCS
B PErMCTPALMOHHOM [10ChE CTPaHbI-MMIOPTEPA. 3aMMCH M0 NPOH3BOJACTBY, YNAKOBKE U aHAJH3Y NPOBEPEHBI, U YCTAHOBIEHO
uX cooTseTcTBHE TpeboBanyaM [IpaBun Hagnexalled Npor3BoACTBEHHON MpakTHKKH EBpazniickoro 3kOHOMMUECKOro COr3a.

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

IMpumeuanue: [IponykT coorsercTByeT Tpedbosanusam HJ 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[TojgrorosieHo: [TposepeHo: @D\ Oso0peto: k-la%é)lccp / |"_\-'1CDBU,?UI'F'CJII,
— Mr—

Date / _ Date / Q ~— | Date / 03— p%a

Hara: 31 83-2%5 Hara: Z JrOR—2e2L Hara: E




