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CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
INpoayxr: Pa30®, TaGneticn, nokphiThie KUIIEYHOPACTBOPUMOH obonoukoil, 20 mMr

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / 1500000 tab /

Cepusi No F £2409532 Pasmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001751179 Date of Analysis / . 23/07/2024
AHaJanTHYeCKU#H oTdeT N Jata ananusa

Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026

Jara npon3ssoacrsa Tonen o

Mfg. License No. /

ITpousBoacTBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JiHuen3na Ne

Analysis performed according ND No / Auasn3 nposenen no HJI Ne: JIT-No(004603)-(PI-RU)-130224

Page 1 of 5/Crp.1 m35

Ne Test / Iloxa3zaTean

Result / Pe3yabTaTn

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriiele, 1BOSKOBBITYKJIbIE
TabNeTKY, MOKPBIThIE 060I0YKOIH
CBET/I0-XKETOrO LIBETa C MAPKHUPOBKOIA
kpacHoro useta «RB20» Ha omHoit
cropoHe. Ha nonepeuHom paspese sapo
6enoro usera.

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. /
Kpyriiele, NBOSKOBEINYKJIbIE TaOIETKH, IOKPBITHIE
060J104KOIT OT CBETIIO-KENTOro A0 XKENTOro LIBETA
C MapKMpOBKO#H kpacHoro upeta «RB20» Ha ogHoi
cTopoHe. Ha nonepeynoM paspese simpo ot 6enoro
JI0 NouTH 6enoro UugeTa.

2 | Identification By HPLC /
Haentndpuxannsa BIKX

Complies as prescribed /
CooTBeTcTBYET TpeOOBaAHUAM

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
YAEPKUBaHUS OCHOBHOTO MHKA Ha
XpOMaTorpamMme HCIBITYEMOro pacTBOpPa JOJDKHO
COOTBETCTBOBATH BPEMEHH YAEPKHUBAHHUsI
OCHOBHOIO [THKA HA XpOMaTOrpaMMe pacTBopa
cTaHfapTHOro obpasiia pabernpasona HaTpus
(pazmen «KonmuuecTBeHHOE OMpee/ICHHEY ).

3 | Average weight /
Cpepnsisi Macca

206.64 mg /206,64 mr

212.68 mg+ 5 % (202.05 to 223.31 mg) /
212,68 mr + 5 % (ot 202,05 mr mo 223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr cooreeTcTBYeT TpeboBanusm HJJ

L)

Conclusion : APPROVED /
Zaknrwuenne: OJJIOBPEHO

Prepared by /
[ToaroToBAEHO: @

Checked by / (7 - , 22 P/Approved by: Manager/Executive /

I[TpoeepeHo: (’z;}-f‘“

Onobpeno: Mernemxkep / PykosonuTens

Jara:

Date / %@qrm

Date / 28 _09%

Jara:

Date /
NG A A
Jara: ™
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product ;: Razo®, enteric-coated tablets, 20 mg
Mpoaykt: Pazo®, 1abaeTky, NOKPBITHIE KHIIEUHOPACTBOPUMO# 060I0UKOM, 20 MT

JMneH3us Ne

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

Cepus Ne sl Pasmep cepun * 1500000 Tab

Analytical Repourt No./ . 890001751179 Date of Analysis / . 23/07/2024
AHaauTH4eckHii oTuer No ~ |Marta ananuza

Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026

Jarta npousBoncTBa Tooen g0

Mfg. License No. /

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

malysis performed according ND No / Auanus nposegen mo HJI Ne: JITT-Ne(004603)-(PT-RU)-130224

Page2 of 5/Cip.2 u3 5

PoacTBeHHbIE NpHMECH

4 | Dissolution / PacTBopenue Unit-1/EauHuna-1 0 % |In 0.1 M hydrochloric acid solution ~ not more than
Unit-2/E qununa-2 0%  [10% of CisH2N303SNa (Rabeprazole sodium) label
Unit-3/EauHunua-3 0% claim in 2 h. / B 01 M pacrsope
Unit-4/Emunnna-4 0% XJIOPUCTOBOAOPOAHON KHUCIIOTHI — HE Gonee 10 % ot
Unit-5/EquHnna-5 0% HOMHWHAaNbHOrO conep)kaHus Ci15H20N303SNa
Unit-6/E annnna-6 1% (pabenpazon HaTpus) uepes 2 u.
Average / Cpen. 3navenve: 0 % |
Unit-1/Eaunuua-1 92 % In buffer solution pH 8.0 — not less than 75 % (Q) of|
Unit-2/Enusunia-2 90 % Ci8H20N3035SNa (Rabeprazole sodium) label claim
Unit-3/Eaunnua-3 91 % in 60 min./ B 6ydepHom pacTBope pH 8,0 — He menee
Unit-4/Equuuna-4 93 9%, 75% (Q) OT HOMHUHANBHOTO  COAEPMKaHHUs
Unit-5/Eqununa-5 89 % Ci3H20N303SNa (pabenpazon HaTpus) uepe3 60 MHH.
Unit-6/Eaunuua-6 89% |
Average / CpenH. 3HaueHue: 91 %
5 | Related Substances /

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/ Pa6enpa3zona
cynbedoH

Rabeprazole Methoxy analog/
Pa6emnpazona METOKCH aHajor

Rabeprazole Chloro analog/
Pa6enpa3zona xj1opo aHajior

Rabeprazole Sulphide/
Pab6enpazona cynsdun

Rabeprazole Related compound A/
PaGenpaszona poacTBeHHasl
npuMech A

Not detected / He obHapykeHa

0.12%/0,12%

Not detected / ne obHapyxeHa

Not detected / e o6Hapyxena

Below LOQ (LOQ = 0.027 %) / Huxe
npenesna KoMHYECTBEHHOTO
onpegaenenus (ITKO = 0,027 %)

Not detected / He obHapyxeHa

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

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

Not more than 0.5 % / He 6osnee 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/
Ilpumeuanne: [IpogykT cooTBeTCcTBYET TpeboBanmsM HJJ

Conclusion : APPROVED /
3akmiouenue: OJOBPEHO

25

Prepared by / Checked by / T ' _Approved by: Manager/Executive /
Ilonrorosneno: l@ IIpoeepeno; __%/ Onobpeno: Menemxkep / PykoBoputens
Date / LY Date / 5Y-2o2 Date / G -
Hara: QGV@#K JlaTa: 26 29 /5 Jara: v Ay
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Npoaykr: Pazo”. tabnetkiy, nokpsIThie KHLIEYHOpacTBOPpUMOH 000/10uK0#, 20 Mr

Market / PoiHok : Russia / Poccns

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

Cepusi N R S Pasvep cepun " 1500000 Ta6

Analytical Repovrt No./ . 890001751179 Date of Analysis / . 23/07/2024
AHanuTHYECKHIT 0TYeT No Jlata anananza N
Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026

Jata npousBoacTBa I'onen go

Mfg. License No. /

Iponssoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PI'-RU)
JnueH3ust Ne

Analysis performed according ND No / Asaan3 npogenen o HJI No: JITI-Ne(004603)-(PT-RU)-130224

Page3 of 5/Crp.3 m35

Rabeprazole Related compound C/
Pabenpazona poacrBeHHas
npumeck C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ilpumecs npu RRT
1,37 (Mmacca m/z=310 umumasosn)

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

imidazole adduct) / IIpumech npu
RRT 1,51 (macca m/z=458
6eH3UMHOa301a aJoYKT)

Individual unidentified impurity /
Envauunas
HeuaeHTU(DHLIMPOBaHHAS TPUMECH

Not detected / e 06HapykeHa

0.02%/0,02%

Not detected / He 06HapysKeHa

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

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

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

| Not more than 0.5 % / He 6osnee 0,5 %

Not more than 0.2 % / He Gouee 0,2 %

Total impurities / Cymma
npuMmeceit

0.1%/0,1%

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

Isopropanol — not more than 2621 pg per tablet /

OIIHO[)O}IHOCTI: AO3UPOBAHHBIX
CAHHHI

6 |Residual Solvents content / 1241 pg/tab / 1241 mxr Ha TabneTky
OcTaTouHbIe OpraHUiecKHe Hzonponanosn — He 6osiee 2621 mkr Ha TabaeTky
PACTBOpHTEH

7 |Uniformity of dosage units / 4.6/4,6 Acceptance value (AV) should be not more than

15.0. / Tlokasarens npuemieMmoctu (AV) momkeH
6uITh He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykr cooTBeTcTBYET TpeboBaHusM HJJ

s A

Conclusion : APPROVED /
3akmrouenune: OJOBPEHO

~I” Approved by: Manager/Executive /

Prepared by / Checked by / o o

[ToxgroroBnexo: é@_ IIposepeHo: /qu’i’;// Onobpeno: Menenxep / PykoBoauTenb
Date / ~ Date / ) o Date / G by N
Hara: 28020 Hara: 26 09 % Hara: s
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykr: Paio”. Tabnerkii, NOKpuITEIE KILEYHOPACTBOPHMOI 060n0uKoil, 20 MT

Market / Prinok

: Russia / Poccus

JuleH3ns Ne

Batch No. / . Batch Quantity / 1500000 tab /
Cepus Ne ki €2409532 Pa3mep cepuu " 1500000 Tab
A i 5 i
nalytical Repo“rt No./ . 890001751179 Date of Analysis / . 23/07/2024
AHaguTHYeCKHii oTyeT Ne JaTta anannza
D -
ate of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026
Jara nponsBogeTea I'onen no
Mfg. License No. /
IMponssoacTBeHHasn : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-N2(004603)-(PT-RU)

Analysis performed according ND No / Anaans nposenen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page 4 of 5/Crp.4m35

Microbiological purity*/ Mukpo6uonoruyeckas uncrora*

a) Total aerobic microbial count /
O6b1wee yncno a3pobHbIX
MHKpPOOPraHHW3MOB

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 / Obiiee yucno
IPOMOKEBBIX U IUIECHEBBIX IPHOOB

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

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

¢) E.coli

Absent in 1g/
OrcytcrByeT B IT

Shall be absent in 1g/
JormxHe! orcyTcTBOBaTh B 1 T

Assay / KosinyecTBeHHOE
onpeaesieHne

19.8 mg/ 19,8 mr

18.0 to 22.0 mg of C;sH»oN303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr go 22,0 mr C;sH20N303SNa
(pabenpazon Hatpus) (ot 90 no 110 % or
HOMMHAJILHOTO COfiepXKaHusl) B Tabnerke.

10 |Packaging / YnaxoBka

15 tablets in a (PVC/Al/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / [To 15
Tabnerok B 6nuctepe u3 (IIBX/AJI/TIA)
donsru / anromunueBoit Gonbru. 2
6rcTepa BMECTE C JIMCTKOM-
BKJTAABIIEM B MAYKy 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 Tabnerok B Onucrepe u3
(TIBX/AJI/TIA) donsru / amomuaueBoii dpoasru. Io
1 unu 2 6nvctepa BMECTE € JINCTKOM-BK/IAaBIILIEM B
MayKy KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanne: [IponykT coorsercTByeT TpeboBaHusam HJL

LY

Conclusion : APPROVED /
3axkmouenune: OJOBPEHO

»
. Approved by: Managet/Executive /

Prepared by / Checked by / 2 2 ,,az«f“"’

[Toaroromneno: @ [TpoBepeHo: e (2 Ono6peno: Menemkep / PykoBoauTeb
V

Date / Lot Date / 020 Date / a_C —n

Hara: ?6@‘# Hara: 26 9 % Hara: b




CERTIFICATE OF ANALYSIS

_ 0o
. Dr. Reddy’s Q'.. CEPTH®HKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 20 mg
IMpoaykr: Pa3o®, raGnerky, nokpsITEe KieYHOpacTBOPHMOIT 0600k, 20 MT

Market / PuiHok : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

Cepuisi Ne  C2409532 Pasmep cepun " 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHanuTHYecKHil oTueT Ne =PSSO0 JlaTa anann3a : 23/07/2024

Date of Manufacture / . Date of Expiry /

Hara npoussoncTna : 14/06/2024 Tonew 10 : 31/05/2026

Mfg. License No. /

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

anuensns Ne
Analysis performed according ND No / Ananus nposeaen no HJL No: JITT-Nu(004603)-(PI'-RU)-130224

PageSof 5/Crp.Su3 5

API name / HaumenoBanue A®C: Rabeprazole sodium / PaGenpason natpus
INN / MHH: Rabeprazole / PaGenpazon
API manufacturer batch number /
Homep cepuu nponssoaurens ADC: SEVIHA0S eSS
FP Manufacturer API Batch number /
Homep cepun cyGeTaHuuu FCRA00067 & FCRA00068
npouszpoantens ['JId:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IMpouszsoantens A®C, crpauna: J-p Pennn’c Jlaboparopuc JItn., Uuaus.
Name, address,.auth.orlzatlon No !'or FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
FP manufacturing site / Control site / R .
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)
HaumeHoBaHmne, agpec 1 HOMep JIMIIeH3UN
% IIpousBoacTBeHHOE NoApasaeneHue - 3, yqactku Ne 41, yacth 42, yacte 45 1 yacTb
TTOLAAKH, OCYUIeCTBIIAIOLIeH
46, bauynannu (Bunnanx), bauynannu (Mangan), Menuan Mankamkrupu (JQuct.),
NMPOM3BOACTBO/KOHTPOJb
wrraT Tenanrana, Maaus (JInuensus Ne 59/RR/AP/97/F/R)
kavecrBa/Boinyck I'JI® / J

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».

3akroueHHe 0 co0TBeTeTBUU: «HacToAuM s NOATBEpXKaalo, YTO NpUBENeHHAas Bbite HHGOPMALMS ABIAETCS JOCTOBEPHOMN W TOYHOM.
OTa cepus NMpoayKUHMH Npou3BeaeHa (BKITFOUas ynakoBKy (MapKMpOBKY) W KOHTPOJIb Ka4ecTBa) Ha BbIILEYKa3aHHOW [MPOW3BOACTBEHHOMN
nnoianke (MIOMWaAKax) B MOJHOM COOTBETCTBHHU ¢ TpeboBaHMAMH [IpaBun Hamnexaineil NpoH3BOACTBEHHON npakTHku EBpazuiickoro
skoHoMHueckoro coro3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeOoBaHUSIMH KOHTPOJIS KAUECTBA JICKAPCTBEHHBIX
CPEICTB, a Tak)KE B COOTBETCTBHM CO CHEUH(PUKALMIMH, CONEPKAUIMMHUCH B PETHCTPALIMOHHOM JIOChE CTPaHBI-UMIIOpTEpa. 3alucH MO
NPOM3BOACTBY, YIIAKOBKE H aHaIU3y MPOBEPEHBI, H YCTAHOBJIEHO X COOTBETCTBHE TpeGoBaHuaM [IpaBun Haanexalei MpoM3BOACTBEHHOM

NpaKTUKHU EBpa3PlI>'ICKOFO 3KOHOMHHYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipoaykt cootBeTcTBYET Tpeboranusm HI{ 3axmouenue: OJOBPEHO

\f- Y
Prepared by / Checked by / 2 . | Approved by: Manager/Executive /
IoarotosaeHo: @ IIpoBepeHo: - _{f_};{""‘" Onobpeno: Menemkep / PykoBonuTens
Date / 202 Date / 26 )02 Date / o
Jlara: lé FO:F 0 H Jarta: @ 20 4 JlaTa: L—en BN




