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CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
Mpoxykr: Paze”, rabneriit, MOKPITEIE KHIIEYHOPACTBOPHMOIT 0Bonoukoii, 20 Mr

AHaquTHYECKHIT oTyeT No

: 890001790008

Jdara aHasmsa

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /
Cepus Ne eSO Pa3mep cepun 1500000 Ta6
Analytical Report No. / Date of Analysis /

: 31/01/2025

Date of Manufacture / 1 19/11/2024

Date of Expiry /

: 31/10/2026

JuneH3uss Ne

Mara npoussoacrea Tonen xo
Mfg. License No. /
MponssogcTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT'-RU)

Analysis performed according ND No / Ananus nposeaen no H /I Ne: JITI-Ne(004603)-(PT-R1)-130224

Page10of5/Crp.1m35

[N | Test / IokazaTenn Result / PesyabTaThl Specification / Hopma
1 | Appearance / Onucanune Round, biconvex, light-yellow coated Round, biconvex, light-yellow to yellow coated
tablets imprinted "RB20" with red ink on | tablets imprinted “RB20” with red ink on one side.
the one side. White tablet core on cross- | Y hite to off-white tablet core on cross-section. /
section. / Kpyribre, 10akossmyKibie Kpyrase, ABOAKOBBITTYKJIbIC TabNeTKH, TOKPLITEIE
g 060NIOYKO# OT CBETIIO-XKENTOrO [0 XKENTOrO LBETa
TabneTkn, NOKPEITIE 0GoN0uKoH . |cMapkupoBko# kpacHoro upera «RB20» Ha oxHO
CBETIIO-KENTONO LBETA € MAPKUPOBKOH | copone. Ha nonepeunom paspese sampo ot 6enoro
KpacHoro useta «RB20» Ha ogHO# [0 MOYTH 6eJIoro LBeTa.
cropone. Ha nmonepeynom paspese sapo
6enoro 1Bera.
2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
Hpenrnpurauns BINKX CootBetcTByeT TpeGoBaHUAM 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
YOEP)KUBAHHS OCHOBHOTO MHKA Ha
XPOMaTOrpaMMe HCIIEITYEMOr0 PacTBOpa JODKHO
COOTBETCTBOBATh BPEMEHH YIEPKUBAHHSA
OCHOBHOTO NUKa Ha XPOMAaTorpaMMe pacTopa
CTaHfapTHOro o6pasua pabenpasona HaTpus
(paznen «KonHuecTBEHHOE OTIpefenieHue»).
3 | Average weight / 207.60 mg / 207,60mr 212.68 mg=+ 5 % (202.05 t0 223.31 mg) /
Cpennsist Macca 212,68 mr+ 5 % (ot 202,05 mr g0 223,31 mr)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuanne: IIponykT cooTBeTCTBYET TpeGoBanusam HJJ 3akaouenune: OJJOBPEHO

N~ i
Prepared by / “4"Checked by / Approved by: Manager/Executive /
Ioarorosneno: \, IIposepeno: Onobpeno: Menemxep / PykoBoauteins
Date / e 992 < Date / Date / T e
JlaTa: ) Tata: Jlata: )l — 2°
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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJTH3A

Product : Razo", enteric-coated tablets, 20 mg
Mpoaywr: Paso”. rabiieTiu, nokpeiThie Kuiey HOopacTROpuMOil obosoukoii, 20 mr

Market / Poisox

: Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
: C25 :
Cepua Ne gl Pasmep cepun * 1500000 Tab
Analytical Report No. / . Date of Analysis /
AnanutHueckuii oTuer Ne + 890001790008 llara anaanza DL OTR0e
Date of Manufacture / . Date of Expiry /
e y— : 19/11/2024 Tonen 110 : 31/10/2026
Mfg. License No. /
IpoussoacTeennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JAHUeH3 A Ne

|Analysis performed according ND No / Ananus nposenes no HJI Ne; JITI-Ne(004603)-(PT-RU)-130224

Page2 of 5/Crp. 2 35

PoacreenHble mpumecn

4 | Dissolution / PactBopenne Unit-1/Exnnnua-1 2% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Enunnna-2 1% 10 % of C1sH20N303;8Na (Rabeprazole sodium) label
Unit-3/Epunnna-3 3% claim in 2 h. / B 01 M pacreope
Unit-4/Equnnna-4 2% XJIOPUCTOBOIOPOIHOMN KUCTOTHI — He Gonee 10 % ot
Unit-5/Eaunnia-5 2% HOMHMHAJIBHOTO coaepXaHus C13HN30:SNa
Unit-6/Equnnia-6 4% (pabenpazost HaTpus) uepes 2 u.
Average / Cpenn. 3uauenue: 2 %
Unit-1/Epunnna-1 90 % __ |In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Eqununa-2 94 % CisHz0N303SNa  (Rabeprazole sodium) label claim
Unit-3/Equnanua-3 90 % in 60 min. / B 6ydepHomM pactBope pH 8,0 — ne menee
Unit-4/Enuanua-4 91% |75% (Q) OT HOMMHANBHOrO coziepKaHus
Unit-5/Equunna-5 89 %, CisH20N303SNa (pabenpason Hatpus) uepes 60 MuH.
Unit-6/Enunuua-6 93 %
Average / CpenH. 3nauenre: 91 %
5 | Related Substances /

Rabeprazole N-oxide/
Pa6enpaszona N-okcun

Rabeprazole Sulfone/ PaGenpazona
cynedon

Rabeprazole Methoxy analog/
Pabenpazona MeTOkCH aHaior

Rabeprazole Chloro analog/
Pab6enpazona xyopo aHanor

|Rabeprazole Sulphide/
Pa6enpasona cynsdun

Rabeprazole Related compound A/
Pabenpazona poacTBeHHas
npuMmech A

Not detected / He o6HapyxeHa

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

0.09% /0,09%

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

Not detected / He o6Hapy*ena

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

Not detected / He o6HapyxeHa

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

Below LOQ (LOQ = 0.027 %) / Huxe
Mpefesa KOHYECTBEHHOTO OTIPENETIEHHS

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

(IIKO = 0,027 %)
Below LOD (LOD = 0.019 %) / Huxe
npenena o6Hapyxenus (I10 = 0,019 %)

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBaHusam H/J 3aknouenne: OJOBPEHO

R o)
Prepared by / " — | Checked by / _ Approved by: Manager/Executive /
l'IunrnmenerW [Iposepeno: /@ Onobpeno: Menexep / PykoBonutens
Date / Dl - Date / ny Date / ' _ e
Jara: &l 2025 Jara: -0 1w ‘Lr Jara: <)ol ¥
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

’?roduct : Razo”, enteric-coated tablets, 20 mg

Mpoayrr: Paso®, tadnerku, nokpsitsie KHLEHHOPACTBOPUMOIT 000a0uKoi, 20 M
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
Cepusn Ne eS0T Pazmep cepun * 1500000 Ta6
A i . =

nalytical Repovrt No./ - 890001790008 pate of Analysis / . 31/01/2025
AHaJIATHYECKHIT 0TueT No Jdata anamuza

Date of Manufacture /
Jdara nponseoncrea

: 19/11/2024

Date of Expiry /
T'ogen no

: 31/10/2026

Mfg. License No. /
ITponsBoacTeennas
JHIeH3Hs Ne

: 59/RR/AP/97/F/R

MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

Analysis performed according ND No / Anaqns nposesen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3 of 5/Crp.3u35

—

Rabeprazole Related compound C/
Pa6enpazona poacTennas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

Specified Impurity at

| about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (Macca m/z=458

6eH3uMHIA301a ALAYKT)

Individual unidentified impurity /
EnnHuu”as
HEeHAESHTHOHLHPOBaHHAS [IPUMECE

Below LOD (LOD = 0.02 %) / Huxe
npenena obHapyxerns ([10 = 0,02 %)

Not detected / e o6uapysxena

Not detected / He oGHapyxena

Below BDL (BDL= 0.1 %) / Huxe
niopora peructpauuu (ITP 0,1 %)

Not more than 0.5 % / He 6onee 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 6onee 0,2 %

Total impurities / Cymma
npumecen

0.1%/0,1%

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

6 |Residual Solvents content /
OcTaToyHble OPraHNYecKHe
PACTBOPHTEH

1571 pg/tab / 1571 mkr Ha TabneTky

Isopropanol — not more than 2621 ug per tablet /
Hzonponanon — ve 6onee 2621 Mkr Ha TabneTKy

7 | Uniformity of dosage units /
OaHOpOTHOCTH A03MPOBAHHBIX
eIMHHI

277127

Aceptance value (AV) should be not more than 15.0.
/ Tloxazatens npuemnemoct (AV) noimkeH 6biTe He
6onee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: Tlpoaykr coorBeTcTBYeT TpeGoBanusM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

2 7D :
Prepared by / <> | Checked by / / Approved by: Manager/Executive /
ﬂonrommen% IIpoeepeno: / Onobpeno: Menemxkep / PykoBonutens
Date / < 55 Do) & Date / Date / B 5
Tara: L Jlara: 210l -S Jlara: Lo | — 2028




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTHDOHUKAT AHAJIU3A

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

Mponykr: Pazo®, raGnerku, MOKPLIThIE KHIIEYHOPACTBORMMOIT 00ono4Koii, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /
Cepusn Ne .l Pasmep cepun ° 1500000 ta6
Analytical Report No. / . Date of Analysis /

ARannTHueckuii oTueT Ne + 890001790008 Hara anannza e SHLONIZ025
Date of Manufacture / . Date of Expiry /

T ——— : 19/11/2024 Tonen 10 ¢ 31/10/2026
Mfg. License No. /

IIpoussoacTBeHnas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHUeH3us1 Ne
[Analysis performed according ND No / Ananu3 nposesen no H/1 Ne: JIT-Ne(004603)-(PI-RU)-130224

Paged of 5/Crp. 4 u3 5

8 | Microbiological purity*/ Mukpo6uosorudeckas uyncrora*

a) Total aerobic microbial count /
O61uee uncio aspobHeIX
MUKpPOOPTaHU3MOB

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 / O6mee uncio
APOYOKEBBIX W MIIECHEBBIX IPUBOB

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

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

¢) E.coli

Absentin 1g/
OtcytcrByer B I

Shall be absent in 1g /
HomxHel oTcyTcTBOBaTE B 1 T

9 |Assay / KoanuecTBeHHOe
omnpeaejeHue

19.5mg/ 19,5 mr

18.0 to 22.0 mg of CigH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 Mr mo 22,0 mr C13H20N303SNa
(pabenpazoin Hatpus) (ot 90 mo 110 % ot
HOMHHJILHOTO COJiepkanus) B TabieTke.

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / TTo 15
tabnetok B 6nucrepe us (IIBX/AJI/IIA)
¢donbru / amoMuHHeBoH dhombru. 2
6ircTepa BMECTE C IUCTKOM-
BKJIaJIBIIIEM B [TAYKY 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 tabneroxk B 6aMcTepe u2
(TIBX/AJI/TIA) donbru / amomunueroit gonsra. IMo
1 nnm 2 6nucrepa BMeCTe ¢ IMCTKOM-BKJIAJBIIIEM B
MayKy KapTOHHYIO.

API name / HanmeHoBanue ADC:

Rabeprazole sodium / Pabenpazon HaTpust

INN/MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Howmep cepun npoussoguresisi AQC:

ACQHO004475 & ACRH003109

FP Manufacturer API Batch number /
Howmep cepun cyGcTaHIHH
npoussogutens I'JID:

FCRA00108 & FCRA02494

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: IIponykr coorBeTcTBYeT TpeboBanwsiM H][ 3akmouenne: OJJOBPEHO
D)

Prepared by / ), = “| Checked by / Approved by: Manager/Executive /
[ToarorosnieHo L= @pﬂ’/ IIposepeno: } Q. Onobpeno: Menemxep / PykoBonutens

<) C ’
Date / , . Date / Date / ;
T Ele1-2025 | P00 @e0lwes | e 2 ) ) — 102 S
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.Dr. Reddy’s Q'& CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
Mpoayscr: Pazo®, tabnerku, NORPRITRIE KHLUIEYHOpAacTBOPHMOH 00oa0uK0il, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / . C2500741 Batch Quantity / ; 1500000 tab /

Cepun Ne Pasmep cepun 1500000 Ta6

Analyti . i

Analytical Repourt No./ . 890001790008 Date of Analysis / . 31/01/2025
AHanuTH9eckHii oTyeT No MarTa anannza

Date of Manufacture / . Date of Expiry /

P —— : 19/11/2024 TozeH 10 : 31/10/2026

Mifg. License No. /

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

JHUeH3ns Ne
Analysis performed according ND No / Anaaus npoeesen no HJI Ne: JII-Na(004603)-(PI-RU)-130224

PageSof 5/ Crp.Smu35s

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

Mpoussoautess ADC, crpana: H-p Pennn’c JTaGoparopuc JIta., Magus.

g;‘:f; ::f‘;rc‘;ffr’lz';shl‘t’: 'fé‘;;’::ﬁ";;’: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

Release site / Bachupally (Mandal)., Medchal-Malkajgiri (Dist.), Telangana . India

HaumeHoBaHHe, agpec U HOMeD JIHIEH3HH (License No S9/RR/AP/97/F/R)

nToifamen ocyl’ueCTB.nmomeii ITponsBoacTBenHOE MoapasaeneHue - 3, yaactkn Ne 41, wacte 42, uacts 45 1 yacts

oR3Eh c;'Bo Ve M 46, Bauynanmu (Bunnamk), Bauynanan (Mawuzan), Mensan Mankamxripu (Juct.),
P A p wrat Tenanrana, Muous (JTnuenzus Ne 59/RR/AP/97/F/R)

KadyecTBa/Bhinyck [JID® /

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 establisheds.

3akodenne 0 cOOTBeTCTBHH: «HacTOAWMM 5 MOATBEPXKAAIO, YTO MPHBEJCHHAS BbILIE MHDOPMALIMA SBIIAETCA JOCTOBEPHOH H TOYHO.
Ora cepust NPOAYKUMA NPOUM3BEeHa (BKIIIOUast yNakoBKy (MapKHPOBKY) M KOHTPOJb KaueCTBa) Ha BHIIEYKa3aHHOMN IPOM3BOJCTBEHHOM
nioulazke (TIomankax) B OIHOM COOTBETCTBHM ¢ TpeGoBaHuamu IpaBui Hajlexalleli IPOM3BOACTBEHHOMN NpakTHKK EBpasuiickoro
SKOHOMHU4eckoro cotosza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6GoBaHHAMHM KOHTPONS KAYECTBAa JIEKAPCTBEHHBIX
CPeACTB, a Takke B COOTBETCTBHHU CO CreUMbUKaIMAMK, COAEPKAMMMHAC B PErUCTPALIHOHHOM JOChE CTPaHBI-UMIOPTEPA. 3aITiCH Mo
TIPOM3BO/ICTBY, YIIAKOBKE H aHANIW3Y NPOBEPEHDI, H YCTAHOBJIEHO MX COOTBETCTBHE TpeGoraHusaM [IpaBuu Hainexareil poU3BOACTBEHHOM

MPaKTUKH EBp%HﬁCKOFO 3KOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeOoBaHnsM HJL 3akmouenne: OJOBPEHO
A}

o,
( 2 ,//Q(/’/c/ Checked by / : Approved by: Manager/Executive /

Prepared by /

[ToarorosieHo < p4* HpoeepeHo: Onobpeno: Mexeskep / PykoBogutens

Date / ) - Date / I Date / . '
T Qe -@o28 T O 0K T Z)ep e 205




