X
Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHDOHEAT AHAJTH3

A

"Product : Razo' . enteric-coated tablets, 20 mg
Tponyxr: Pazo™, TaGnertku. nokpbirsie KHIIEYHOPAC TROPIMOI 0bosioukok, 20 mr

‘Market / PbIHOK : Russia / Poccus

Batch No. / e [Batch Quantity / . 1500000 tab / ]
Cepuss Ne |Pazmep ceprn 1500000 Tad

Analytical Repovrt No. / . 890001801902 |I‘)ate of Analysis / . 30/03/2025

|AHATHTHYECKHIT oTHeT No |/lata ananuza - -
Date of Manufacture / . 11.02.2025 Date of Expiry / . 31/01/2027

[laTa mponssoicrea _‘E!.‘f” 10 -

Mfg. License No. / MA number: / H o
Tlpou3BoacTEeHHAs : 59/RR/AP/97/F/R R fmber: FEOMED . II1-Ne(004603)-(PT-RU)

Jarensis Ne ;

|Analysis performed according ND No / AHaau3 nuponejes

T Ne: JIT-No(004603)-(PI-RU)-130224

Page10of6/Cip.1u36

‘N | Test / MokazaTean

Result / PezyasTaTh!

-

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. / Kpyrnwie,
ZBOSIKOBBITYKJIblE TABIETKH,
MOKPBITbIE 000JI0UKOM #KeNToro
LBeTa ¢ MapKHPOBKOI KPACHOTO
ugera «RB20» Ha oaHoit cTopoue.
Ha nonepeuHom paspese sapo
Oenoro 1BeTa.

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, 1BOsSKOBbINYKJIble
TabJIETKH, OKPbITHIE 060N0YKOM OT CBETIO-
KENITOrO 10 XKEJTOro UBETA C MAPKKMPOBKO
KpacHoro upeta «RB20» Ha oxHoM cTopoHe.
Ha nonepeunom paspese sapo ot 6enoro qo
no4Tu 6esoro yBeTa.

Complies as prescribed /
CootBeTcTBYET TPEOOBAHUSM

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 yaepxuBaHHs OCHOBHOIO NMHMKA Ha
XpOMAaTorpaMmme UCIbITYEMOro pacTeopa
JIOJDKHO COOTBETCTBOBATL BPEMEHH
YIEPAHMBaHH OCHOBHOTO MHKA Ha
XpOMaTorpaMMe pacTBOpa CTaHJapTHOroO
obpazua pabenpazona HaTpus (paszgen
«KonunuecTBeHHOE OTIpeieneHre»).

2 | Identification By HPLC /
HpenTudpuxanus BIKX
3 | Average weight /

Cpeansia macca

207.69 mg / 207,69 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/
Hpumeuanne: [Tpoayxr coorsercrByeT TpeboBannsm HJI

Conclusion : APPROVED /
3axmwuyenune: OJJOBPEHO

Prepared by / ' Checked by / Approved by: Manager/Executive /
IoaroTosnexo: KtLQ{:_J‘U\ ]'Ipnﬂepenug' ( F% p Onobpeno: Menenxep / P%gaoumenb
Date / Date/ Date / 71 b3 K
Hara: 203 F‘QGQS' Jatra: 3)~02-~2024 | Jlara:
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Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTH®HUEKAT AHAJIM3A

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

Hpouyxr: Pazo”, Tabietki, 1okpbITbie KHIIEYHOPACTEONHMOMH 000n0oukoi, 20 mr
|Market / Poinoxk : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /
: C2503006 / y :
Cepus Ne Pazmep cepun 1500000 Tab6
Analytical Report No. / . Date of Analysis /
|AasuTHYecKnii oTyeT No i Jara ananuza § SO
Date of Manufacture / . Date of Expiry /
Jdara nponssoacrsa nILDe S Tojen o o RO 2020
Mfg. License No. / MA ) B
T p—— : 59/RR/AP/97/F/R P‘;, number: /HOMEP . 117 n(004603)-(PT-RUY
[JIHLeH3usA No |
| Analysis performed according ND No / Anasns nporesen 1o 111 Ne: JII-Ne(004603)-(PT-RU)-130224 ]
_ - Page2of6/Crp.2 u36
‘ 4 | Dissolution / PacTeopenue Unit-1/Egurnua-1 | 3 % ‘In 0.1 M hydrochloric acid solution — not more
Unit-2/Equanua-2 | 0% than 10 % of C;sHyN3;03SNa (Rabeprazole‘
‘ . Unit-3/Eaunuua-3 1% | sodium) label claimin 2 h. /B 0,1 M pacTBope
Unit-4/Epunnuya-4 0% IxnopHCTOBozLoponHoifl KHCIIOTbl — He Ooliee
 Unit-5/Enaunnua-5 29 10 % oT HOMHHAaILHOTO coaepKaHns
Unit-6/Equnnua-6 | 1% CisH20N303SNa (pabenpazon HaTpus) depes 2
Average / Cpenn. 3navenne: 1 % Y-
—Uﬁit-l/Emmnua-l | 84% In buffer solution pH 8.0 — not less than 75 %
_ Unit-2/Eaunnua-2 86 % |(Q) of CisHxN3O3SNa (Rabeprazole sodium)
Unit-3/Eaunnua-3 | 89 %  |label claim in 60 min. / B 6ydeptom pactsope
Unit-4/Enunnua-4 87 % IpH 8,0 — He menee 75 % (Q) OT HOMUHANABHOIO
Unit-5/Eguanua-5 | 89 % (conepxanns  Ci;sHxoN3O3SNa  (pabenpaszon
Unit-6/Enunnua-6 | 84 % | Harpus) uepes 60 muH.
Average / Cpent. 3naueriie: 87 %
5 | Related Substances /
‘PoncTBennnle npumecu
Rabeprazole N-oxide/ Below LOQ (LOQ = 0.022 %) / Not more than 0.5 % / He 6oiee 0,5 %
Pabenpazona N-okcua Hwxe npenena KoaHueCTBEHHOTO
onpenenenns (ITKO = 0,022 %)
Rabeprazole Sulfone/ 0.08% / 0.08% 'Not more than 0.5 % / He 6onee 0,5 %
Pabernpa3zona cynbhoH ’
Rabeprazole Methoxy analog/ |( 049 / 0,04% Not more than 0.5 % / He 6onee 0,5 %
PaGenpasona MeTokch ananor
Rabep_razogCEloro analog/ | Not detected / He 0GHapyskeHa Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona xnopo aHanor

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpebosaHusm HJ 3akawdenne: OJOBPEHO

Prepared by / ot Checked by / Approved by: Manager/Executive /
[Toaroroeneno:; kt Qj k'C» [TpoBepency -_ﬂ, ,\_/ OpobpeHo: Menemxep / PykoBoanuTenb
Date / Date/ Date / B P\
Jata: 3| :&?&09&/ Jara: 5| ~03~242 es— | Jlara:
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Dr. Reddy’s ‘.o. CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIHM3A

’Fr?)duct : Razo' . enteric-coated tablets, 20 mg

Hponywr: Pa3o”, radnerin, nokphirsie KHIWEYHOpacTsopiyv ol o6onodxoit, 20 mr
Market / Poinok : Russia / Poccus
léatch No. / — 'Batch Quantity / . 1500000 tab / T
Cepus No Paszmep cepun 1500000 tab
Analytical Report No. / . Date of Analysis / -
AnaauTHueckHii orTyer No * 850001801902 JaTa aHanusa 3
Date of Manufacture / ] Date of Expiry /
dara nponssoicrsa g BtEre o/1en g0 2 BION/2024]
Mfg. License No. / M“\ ber: /
TIpoH3BOACTBEHHAS : 59/RR/AP/97/F/R o e SOMEP . JITT-Ne(004603)-(PT-RU)
anuensus Ne | -
(Analysis performed according ND No / Anamu3 Mpon 1170 Ne: JITE-No(004603)-(PT-RU)-130224
_ Page30of6/Crp.3u36
Rabeprazole Sulphide/ 0.04% / 0,04% Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona cynbhua
Rabeprazole Related compound Not more than 0.5 % / He 6onee 0,5 % _|
A/ Pabenpasora Not detected / He 0bHapykena
POACTBEHHAS IPUMECH A
Rabeprazole Related compound Below LOD (LOD = 0.02 %) / 'Not more than 0.5 % / He Gonee 0,5 % T
¢/ Pabenpasona Huxe npenena oGHapy:kennsg (T10 =
poacTBeHHas npumech C 0,02 %)
-S_peciﬁed Tmpurity at - Not more than 0.5 % / He 6onee 0,5 %

about RRT 1.37
(Mass m/z=310
Imidazole) / TIpumecs npu RRT | Not detected / ne o6Hapyskena
1,37 (macca m/z=310
HMUI230]1)

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

about RRT 1.51
(Mass m/z=458 Benzo Not detected / He obHapyskeHa

imidazole adduct) / [Tpumecn
npu RRT 1,51 (macca m/z=458
6eH3uMuaa3ona aiayKT)

Individual unidentified impurity ‘Not more than 0.2 % / He 6onee 0,2 %

/ EanHununas Below BDL (BDL= 0.1 %) / Huxce

HEMAEHTU(PUUUPOBAHHAS nopora peructpauun (I11P 0,1 %)

pUMECh

Total impurities / Cymma 02%/02% ' Not more than 2.0 % / He 6onee 2,0 %

npumecei

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

ITpumeuanne: [IpoaykT cooTBeTCTBYET TpedoraHmsam H]I 3akmouenue: OJOBPEHO

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

[Toarorosnexo: ?;:‘J(; [Tposepeny I N~ Onobpeno: Menemkep / PykoBoauTtens
){‘_L = = / —— }/

Date / Date / Date / 3y 3 NS

Jara: ?\_\fOS”aoar Hara: 3|-03~ 2024 | Jara:




CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJM3A

Dr.Reddy’s Q,':‘

Product : Razo', enteric-coated tablets, 20 mg
1G] ~ e
Hpoayxr: Pa3o”. rabnetku, nokpuitsic KUe4HopacTsoplimoit obonoukoii, 20 mr

Market / Poinok : Russia / Poccus

Batch No. / , 'Batch Quantity / 1500000 tab / |
Cepus Ne + C2503006 Pazmep cepin " 1500000 Tab

Analytical Report No. / . Date of Analysis / .

AnajgnTHyeckuii oryer Ne 220001601902 Jata ananmnsa e -
Date of Manufacture/ 1, ) 55s Date of Expiry / : 31/01/2027

Hara npouzsoicraa lonen g0

Mfg. License No. /

TIpon3BosCTReHHAS . SO/RR/AP/97/F/R g‘; number: JHOMEP . 11y 7No(004603)-(PT-RU)
Jiinensis Ne ] ‘ -

[Analysis performed according ND No / Anaans npone [T Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page4of 6/ Crp. 4 u3 6

' 6 |Residual Solvents content /

1298 ng/tab/ 1298 mxr Ha

Isopropanol — not more than 2621 pg per tablet |

OagHopogHOCTL
J03UPOBAHHBIX eIUHHIL

OcTaTo4HbIe OpraHu4ecKue Tabnerky / V3onponanon — He 6onee 2621 mkr Ha
PACTBOPHTETH TabneTky
7 Uniformity of dosage units / 6.1/6,1 Acceptance value (AV) should be not more than

15.0. / Tlokazarene npuemiemoctn (AV)
JoskeH ObITh He 6onee 15,0.

8 | Microbiological purity*/ MukpoGuosornyeckas 4ncrora™

a) Total aerobic microbial count
/ Ob1ee YuCno aspoOHbIX
MWKPOOPraHU3MOB

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

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

'b) Total combined yeasts and
mould count / Obuiee uncno
JPOXOKEBBIX M MIECHEBbIX
rpubos

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

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

c) E.coli

9 |Assay / KosimuectBenHoe
ompenesieHue

Absent in 1g/
OtcyTcTByeT B 11

Shall be absent in 1g/
JomkHbl OTCYTCTBOBATH B 1 T

20.1 mg /20,1 mr

18.0 t0 22.0 mg of C1sH>0N303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /

Ot 18,0 mrI o 22,0 MI ClstoN303SNa
(pabenpazon Hatpus) (ot 90 go 110 % ot
HOMMUHAJILHOIO COAEPIKaHNs) B TabNeTKe.

Remarks : The Product confirms to ND/
ITpumeuanne: Tlponykr coorBetcTByeT TpeboBanusam HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / 5 Checked by / Approved by: Manager/Executive /
TTOArOTOBNEHO: }(cgi JL Hpnlicpuimg {‘ ) ‘\\ —~ Onobpero: Mexemkep / PykoBoaurens
Date / 9 Date / Date / 7103 _vgv(
Hara: ety < Jata: Sl—~02~2p0e | Hara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDOHKAT AHAJIH3A

|—Product_: Razo', enteric-coated tablets, 20 mg

‘II_[J{)."I}'I{'I': Paso ', rabnertku, nokphiThie KietHopact BOPIMON obonoukoit, 20 mr

Market / Poinok : Russia / Poccus

Batch No. / | Batch Quantity / 1500000 tab / o
: C2503006 ‘ antity :

| Cepust Ne 30 Pasmep cepnn 1500000 Tab

Analytical Report No. / . Date of Analysis / ]

AnajgnTHYecKHii oTyeT Ne ° S9000180]1902 Jaia ananmza KU

Date of Manufacture / . Date of Expiry /

Jara nponssoacrsa b=l "oyren o  BINON2027

Mfg. License No. / MA ) o

TpowssoncTBenHas . S9/RR/AP/97/F/R Vo number: HOMEP . 117 No(004603)-(PT-RU)

‘PY

’iuucumﬂ Ne

[Analysis performed according ND No / Anamu3 nponreisen

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

PageSof6/Crp.5u3 6

" 10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil | 15 tablets in a (PVC/AI/PA) foil /aluminum foil|
/aluminum foil blister. 2 blisters with | blister. 1 or 2 blisters with a package insert in a
a package insert in a carton. / [To 15 | carton. / o 15 Tabnetox B Onuctepe u3

‘ ‘ TabeTok B 6aucTepe 13 (IIBX/AJI/TIA)  ¢oasrm  /  anioMuHHeBo}
(IIBX/AJI/TIA) donbru / dombru. Tlo 1 umu 2 6aucrepa Bmecte ¢
amomMuHHeBoli donerit. 2 6nucTepa | MMCTKOM-BKITAIbILIEM B TaYKy KAPTOHHYIO.
BMECTE C JIHCTKOM-BKJIa/IbIIEM B
NnayKy KapTOHHYHO

L |

API name / Haumenosanme ADC:

Rabeprazole sodium / PaGenpason narpus

'INN/ MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponzsoautens ADC:

ACRHO003955 & ACRH003969

FP Manufacturer API Batch number /
Homep cepun cybcTaHuuu
npouspognTess I'JID:

FCRA02587 & FCRA02588

API Manufactured by & country /
IIpoussoautens ADC, crpaHa:

Dr. Reddy's Laboratories Ltd., India
H-p Penau’c Jlaboparopuc Jita., Hugus.

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

HaumenoBaHue, agpec H HOMep
JIMUEH3HH TJIOIAKH,
OCyIIeCTBJIAOLIEeH
NpOM3BOACTBO/KOHTPOJIb
KavecTBa/Beinyck I'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)

[TpousBoxcTBeHHOE Noapazaenenue - 3, yuacTiku Ne 41, yactb 42, yacts 45 v
vactb 46, bauynannu (Bunnamk), bauynmamm (Maupan), Menayan
Mankamkrupu ([uct.), wtat Tenanrana, Magus (JIuuensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/ o Conclusion : APPROVED /
IIpumeuanne: [IpoayxT cooTseTcTBYeT TpeboanusimM HJI 3axmovenne: OJOBPEHO
Prepared by / : Checked by / Approved by: Manager/Executive /
[Moarorosneno: \WF} Hposepem@ Onobpero: Menemxep / PykosoanTens
/Y

K N S
Date / Date / Date / =y b3 e
Hara: N 4’_5«&025" Jlara: 2|~ 03-2024 | [lara:
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Dr.Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIU3A
[Product : Razo . enteric-coated tablets, 20 mg R
Ipoayxr: Paso™. rabieTin, nokpbiTsie KULIEYHOpacTEopimoll odosnoukoii. 20 mr B
Market / Poinox : Russia / Pocens
Batch No. / . Batch Quantity / . 1500000 tab / -
Cepus Ne ESTUS Pazmep cepuu 1500000 Ta6 .
Analytical Repourt No. / . 890001801902 Date of Analysis / . 30/03/2025
|AHasnTHYECKHIi oTHueT No [aTa ananmsa
Date qf Manufac‘t‘ure / . 11.02.2025 Date of Expiry / . 31/01/2027
|daTa npon3zsojicrsa T'onmen 10 B -
Mfg. License No. / .
TpomnseoacTBenHas : 59/RR/AP/97/F/R I“f;,* fumber:y Homep 5 JII-Ne(004603)-(PT-RU)
JHnensus Ne I |

Analysis performed according ND No / Auaaus nporener no 111 Ne: JIT-Ne(004603)-(PT-RU)-130224
Page 6 of 6/ Crp. 6 u3 6

Declaration of certification: «I hereby certify that the above information is authentic and aceurate. 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 Manu facturing Practice of the Eurasian
Economic Union is established.

3aKmoYeHne 0 COOTBETCTBHM: «HaCTOALMM 5 IOATBEPIKIAIO, YTO [IIIBEICHHAS BBIILE nH(pOpPMaliis SBISETCS AOCTOBEPHOI
M TOUHOM. DTa cepusi NpoAYKUMH NPOU3BeeHa (BKITIOUAs YIakoBKy (MapilipOBKY) U KOHTPOIE Ka1ecTBa) Ha BbIlIEYKA3aHHO
NMPOM3BOACTBEHHOH miollaike (MJoWankaX) B [ONHOM COOTBETCTBHM C TpeGOBAHUAMH ITpaBun  Hapnexaiuei
MPOM3BOACTBEHHON NpakTukn EBpasuiickoro skoHoMnyeckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBaHHUAMM KOHTPOJISl KA4ECTBA IEKAPCTBEHHBIX CPEACTB, @ TAKIKC B COOTBETCTBUM CO CEUN(PUKALUSIMU, COAEPKALMMHCS
B perucTpaLnoOHHOM NOChE CTPAHbI-MMTMOPTEpPA. 3aMHCH 110 NIPOH3BO/ICTRY, YNAKOBKE M aHATW3Y NPOBEPEHbI, 1 YCTAHOBIEHO
HX COOTBETCTBHE TpeboBanyaM [1papun HaanexalleH MPOH3BOACTBCHHOM NpakTHKH EBPasHiickoro 3KOHOMHUECKOro COK3a.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmouenue: OJIOBPEHO

IIpumeuanue: TTpoaykT coorBeTcTBYET TpeboBanmsM HJI

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

I1 ' : { [IposepeHo: Onobpero: Menemxep / PykoBoanTens
OJIrOTOBJIEHO Wb poBep @ ‘_://9 Pror

Date / Date / Date / I SUNS

IaTa: '_%\——O_waf Hara: 5! ~03~ 024 | Jara:




