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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
Mpoaykr: Paso®, rabnerku, mokpsrreie KHLICHHOpAcTBOPUMOIT obosoukoil, 20 Mr

AHanuTHueckHii oTueT Ne

Jata ananaunza

Market / Poinok : Russia / Poccus

Batch No. / . 02417281 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pazmep cepin " 1500000 Tab
Analytical Report No. / . 890001784162 Date of Analysis / . 31/12/2024

Date of Manufacture /
| Mdara npoussoacTea

: 18/10/2024

Date of Expiry /
Togen o

: 30/09/2026

Mfg. License No. /
IlpoussoacTBennas
JHueH3na Ne

: 59/RR/AP/9T/F/R

MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

Analysis performed according ND No / Auaaus nposenes mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page1 of 5/ Crp.1mu35

[ N

Test / [lokazaTean

Result / PesyabTaThi

Specification / Hopma

1 | Appearance / Onncanne

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriele, JBOSKOBBINYKIIbIE
TabJEeTKH, OKPBITEIE 060IOUKOiT
CBETJIO-XKENITOTO L(BETA C MAPKUPOBKOFH
kpacHoro usera «RB20» na ogHoit
cropone. Ha nonepeunom paspese sapo
6enoro upera.

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. /
Kpyriibie, ABOAKOBBINYKIbIE TAGIETKH, IOKPBITHIE
0060104KO¥ OT CBETIIO-XKEJTOro A0 JKEJITOrO LIBETA
€ MapKUpOBKO#H KpacHoro upera «RB20» Ha omHoi
cropone. Ha monepeunom paspese aapo ot 6esoro
Ilo noutu 6enoro 1pera.

2 | Identification By HPLC /
Haentnpuxannsa BIKX

Complies as prescribed /
CootBetcTBYyeT TpeGoBaHUAM

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
yOEPKUBaHHs OCHOBHOTO MHKa Ha
XpOMATOrpaMMe MCIBITYEMOTO PACTBOPA HOJKHO
COOTBETCTBOBATH BPEMEHH YAESPIKHBAHMS
OCHOBHOTI'O NMKa Ha XpOMaTOrpaMMe pacTBopa
cTaHnapTHoro obpasua pabenpa3sona HaTpus
(pasnen «KonnuecTBeHHOE ONIPEAeiCHHED).

Cpeansist Mmacca

3 | Average weight /

209.29 mg /209,29 mr

212.68 mg+ 5 % (202.05 t0 223.31 mg) /
212,68 mr £ 5 % (ot 202,05 mr 10 223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykT cooTBeTCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

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

[ToaroroBaeHo: [TpoeepeHo; 2 OnoGpeno: Menemxep / PykoBoguTens
Tt Y L

Date / LY Date / B Date / 3 e -

Jlata: AL Jara: A ~12 ~op2¢y | Hara:
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CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJIM3A

—_
Product : Razo", enteric-coated tablets, 20 mg
Hpoaywkr: Paso”, tadnetkn, nokpwitsie KHIIEYHOPACTBOPHMOIT 0booukoil, 20 Mr

Market / PoiHok

: Russia / Poccus

Batch No. / . C2417281 Batch Quantity / . 1500000 tab /
Cepun Ne ) Pazmep cepun 1500000 Ta6
Analytical Report No. / . Date of Analysis /

AHaJaHTHYECKHUIi 0TYeT No S RORAINISSICE Jara ananmsa 8 B1/22008
Date of Manufacture / ] Date of Expiry /

 ——— : 18/10/2024 Tonen 10 : 30/09/2026

Mfg. License No. /
IpownsBoacTBennas
JTHueH3ns Ne

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

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

Analysis performed according ND No / Auanus nposesen no HJT Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page 2 of 5/ Crp.2 u3 5

4 | Dissolution / PacTteopenue Unit-1/Eaununa-1 4% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Eaunnia-2 2% 10 % of CisH20N303SNa (Rabeprazole sodium) label
Unit-3/E apnnna-3 3% claim in 2 h. / B 01 M pacrsope
Unit-4/Eauanna-4 2% XJIOPHCTOBOAOPOAHOM KHUCIIOTHI — He Gonee 10 % ot
Unit-5/Equnuma-5 0% HOMHUHAJIbHOT'O coaep)kaHus Ci1sH20N303SNa
= Unit-6/Eqnanna-6 3% (pabemnpazon HaTpus) yepes 2 4.
Average / CpenH. 3nadenue: 2 %
Unit-1/Enqunuua-1 91 % In buffer solution pH 8.0 —not less than 75 % (Q) of
Unit-2/Equanna-2 95 % CisH20N303SNa  (Rabeprazole sodium) label claim
Unit-3/Egunuua-3 94 % in 60 min. / B 6ydeprom pacteope pH 8,0 — ne menee
Unit-4/Equuauua-4 93 % 75% (Q) oT HOMHHANBLHOTO  COMEpXKaHHA
Unit-5/Egununa-5 92 9, Ci3H20N303SNa (pabenpazon atpus) uepes 60 MuH.
Unit-6/Eaqunnua-6 92 %
Average / CpenH. 3HayeHue: 93 %
5 | Related Substances /

PoxcrBeHHbIe MpumMecu

Rabeprazole N-oxide/
Pabenpazona N-okcua

Rabeprazole Sulfone/ PaGenpazona
cybdoH

Rabeprazole Methoxy analog/
Pa6enpa3zona METOKCH aHANIOT

Rabeprazole Chloro analog/
Pa6enpazona xjopo aHajor

Rabeprazole Sulphide/
Pabenpasona cynedun

Rabeprazole Related compound A/
Pab6enpazona poacTeeHHasn

npumecs A

Not detected / He oGHapyxena

0.09% /0,09 %

Not detected / He obHapyxeHa

Not detected / He o6HapyxeHa

Less than LOQ (LOQ: 0.027 %)/

Hitke ripenena KoJIM4eCTBEHHOTO
onpenenenus (ITKO: 0,027%)

Not detected / He obHapyxeHa

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: IIpogykr coorBeTcTBYeT TpebopanusM HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBnexo: M Hp()ﬂ&peli@ —~ Onobpeno: Menemxkep / PykoBonuTens
: " —— -
Date / . Y Date/ Date /
e
Hara: 31 Jara: Al ~12 -2020] | Hara Tt
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) @ CERTIFICATE OF ANALYSIS
Dr.Redd VA ‘,0 CEPTH®UKAT AHAJIH3A
Product : Razo", enteric-coated tablets, 20 mg
lipoayxr: Pa3o®, rabnerkn, nokpeirsie KHILeqHOpacTBopiMoii obosoukoii, 20 Mr

Market / Poinok : Russia / Poccua

Batch No. / Batch Quantity / 1500000 tab /
: C241 .

Cepus Ne S Pazmep cepun " 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHanuTHYeCKHH oTyeT No : 890001784162 Jlata aHasM3a § Slepon

Date of Manufacture / ] Date of Expiry /

Hlara nponzsonerss : 18/10/2024 Tomen 110 : 30/09/2026

Mfg. License No. /

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

JTHueH3ng Ne

Analysis performed according ND No / Anaau3s npoeexen no H/T Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3 of 5/Crp.3 u3 5
Rabeprazole Related compound C/ |Below LOD (LOD = 0.02 %) / Hxe Not more than 0.5 % / He 6onee 0,5 %

Pa6ernpazona poacreendas npezena obnapysxenns (I10 = 0,02 %)

npumecs C

Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.37 0.01%/0,01%

(Mass m/z=310

Imidazole) / Ipumecs npu RRT
1,37 (macca m/z=310 umunazosn)

Specified Impurity at Not detected / e o6Hapyxena Not more than 0.5 % / He Gonee 0,5 %

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / [Tpumece npu
RRT 1,51 (macca m/z=458
OeH3uMunazona aaayKr)

Individual unidentified impurity / Below BDL (BDL= 0.1 %) / Huse Not more than 0.2 % / He Gonee 0,2 %

Exunmnas nopora perxcrpauuu (ITP 0,1 %)
HeuAeHTUUUHUPOBaHHAS IPUMECE

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He Gonee 2,0 %
npumMecei
6 |Residual Solvents content / 1489 pg/tab / 1489 mxr Ha Tabnerxy |Isopropanol — not more than 2621 ug per tablet /
OcTaTo4yHble OpraHH4YecKHe Hsonponanon — He 6onee 2621 Mkr Ha TabneTky
PACTBOpPHTEJIH
7 |Uniformity of dosage units / 3.1/3,1 Aceptance value (AV) should be not more than 15.0.
OIHOPOOHOCTH 03U POBAHHBIX / Tlokazarens npuemaeMocTi (AV) nomkeH GbITh He
eNMHUI Gonee 15,0.
|
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: IlpoaykT cooTBeTcTBYET TpeboBaHusaM H]J 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrorosnexo: [Tpose pem(/—q\ P, OnobpeHo: MeHenxep / PykoBoauTens
Date / L Date / Date / 51 U
-y R R VIV
Hara: 3] Jara: 31 ~12 ~2p2¢{ | Hara:
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y °® CERTIFICATE OF ANALYSIS
Dr. ReddY S ‘.’ CEPTUD®UKAT AHAJII3ZA

[Product : Razo®, enteric-coated tablets, 20 mg ]
Mponykr: Paso®, Tabnerkn, NOKPAITHIC KHIIEUYHOpacTROPHMOIT oBooukoii, 20 Mr
Market / Puinox : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
Cepusi Ne F C2417281 Pasmep cepun 1500000 Ta6
2nalytlcal Repourt No./ . 890001784162 Date of Analysis / . 31/12/2024
HAJIUTHYECKHH oTueT Ne Jdara anajuza
Date of Manuijacture / . 18/10/2024 Date of Expiry / . 30/09/2026
Hara nponssogcrea I'ogen ao
Mfg. License No. / -
Mpounseoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JHuensna Ne
Analysis performed according ND No / Anasus n poseaen mo HJL Ne: JIT-Ne(004603)-(PI-RU)-130224

Page4 of 5/Ctp.4n3 5

ﬁ Microbiological purity*/ Mukpo6nonoruueckast yucrora*

a) Total aerobic microbial count / 10 CFU/g /10 KOE/r Not more than 1000 CFU/g /
Obwiee umcio aspobHbIX He 6onee 1000 KOE/r
MHKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O6mee uucno Menee 10 KOE/r He 6onee 100 KOE/r
JOPOHOKEBBIX H TIECHEBBIX IPHOOB
c) E.coli Absentin 1g/ Shall be absent in 1g /
OtcytctByer B Ir JomxHsb! oTCyTCTBOBAaTL B 1 T
9 |Assay / KosnuecTBenHoe 19.9 mg/ 19,9 mr 18.0 to 22.0 mg of C3sH20N;03SNa (Rabeprazole
onpegeneHne sodium) (90 to 110 % of label claim) per tablet. /

Ot 18,0 Mr 1o 22,0 mr CgH20N303SNa
(pabenpazon natpus) (ot 90 go 110 % or
HOMHHAIILHOTO COJEP)KaHus) B TabeTKe.

10 | Packaging / YnaxoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil
/aluminum foil blister. 2 blisters witha | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / ITo 15 carton. / Ilo 15 rabnerok B 6nucrepe wu3
Tabnetok B 6anctepe u3 (IIBX/AJVIIA) | (TIBX/AJI/TTA) donbru / anromunueroii donsru. o
¢onbru / amomusnesoi ¢onsru. 2 1 vnu 2 Gnucrepa BMecTe C JIMCTKOM-BKIIAJBILIEM B
6nMcTepa BMECTE C JIMCTKOM- a4YKy KapTOHHYIO.

BKJTaABIICM B ITAYKY KapTOHHYIO

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITponykT cooTBeTCTBYET TpeboBanusm HJI 3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [TpoBepeno; M ~~ Onobpeno: Menemxep / PykoBoautensb
Date / e Date/ Date / PYVERIN
Jara: iEE Tara: 3|~ 12 ~2024{ | Nlara: *
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y °® CERTIFICATE OF ANALYSIS
Dr.Red dy S Q.O CEPTH®UKAT AHAJIM3A

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

ITponyscr: Pazo”, tabnerkn, nokpeirste KHLIeYHopacTBOpuMoii obosoukoii, 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
; : C2417281 :

Cepus Ne . Pazmep cepun * 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHasuTHYyeckmii oryer Ne § SR00IIERI02 JlaTa ananuza i SWAZI2024

Date of Manufacture / . Date of Expiry /

Msere nisowsnpicE : 18/10/2024 Tomen 10 1 30/09/2026

Mfg. License No. /

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

auueH3us Ne

Analysis performed according ND No / Ananus nposeaer no HJI Ne: JIII-Ne(004603)-(PT-R1)-130224
Page S of 5/Ctp. 5 m3 5

API name / HanmenoBanue A®C: Rabeprazole sodium / PaGenpason uarpis

INN/MHH: Rabeprazole / PaGenpazoi

API manufacturer batch number /

Homep cepuu npoussogurens ADC: ACQHO000082

FP Manufacturer API Batch number /

Homep cepun cyGeranunn FCQA00248

npousBoauTeas I'JId:

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

Ipounssoaurens A®C, crpana: J-p Pennu’c Jlaboparopuc Jita., Huaus.

g;‘:f; ;‘:f‘;rc ‘:lsr’li‘l‘;:‘l‘t’: ‘/th;‘l’l‘t‘rﬁ"sf:’: } FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HanmeHoBanmue, anpec u HOMep JIHIEH3 UK JricenseiN SOIRRAH/SHE/R)

——— Ocyl’lleCTBJIﬁlOH.leﬁ INpouzsoacTBeHHOE NoapazaeneHue - 3, yuactku Ne 41, uacte 42, yacte 45 U 4acTh

. ou3BoLlc"rBo KOHTDOND 46, Bauynannu (Bunnamk), badynannm (Maxzgan), Meguan Mankamkrvpu (Jlucrt.),
p p wrtaT Tenaurana, Maaus (Jluuensus Ne 59/RR/AP/97/F/R)

kadectBa/Beinyck I'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 established».

3aksI04eHne 0 COOTBETCTBMM: «HacTosALINM 51 TOATBEP)KIAI0, YTO NPUBEACHHAS BbIILE HHPOPMALHS ABJISAETCS NOCTOBEPHON M TOYHOR.
DTa cepHs NMpOAYKLMH Npou3BeAeHa (BKIIOYas YIIaKOBKY (MApKMPOBKY) M KOHTPOJb KauecTBa) Ha BhIIIEYKa3aHHON NPOM3BOACTBEHHOM
nnowanke (MI0LIaAKaX) B MOJHOM COOTBETCTBHH ¢ TpeGoBanusMu [IpaBui Hamiexaliei npou3BoACTBEHHOM npakTvkd Eppasuiickoro
skoHOMuUueckoro corosza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeboBaHUsIMH KOHTPOJI KAueCTBa JIEKAPCTBEHHBIX
CpEICTB, a TAIOKE B COOTBETCTBUH CO CMEeUH(PUKALMIMY, COAEPKAUIMMHCS B PETHCTPALIMOHHOM OOCHE CTPaHBI-UMIIOpTepa. 3amuc no
MPOU3BOICTBY, YIIAKOBKE U aHAINU3Y NPOBEPEHSHI, U YCTAHOBNEHO X COOTBETCTBHE TpeGoBaHuAM [IpaBui Haftexallel MpOM3BOACTBEHHOM

NPaKTHKHU EBp%HﬁCKO]"O SKOHOMHUYECKOro COK3an.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3akawuenue: OJJOBPEHO

Hpumeuanne: [Tpoaykt cooTseTcTBYeT Tpebopanusm HJJ

Prepared by / Checked by / - Approved by: Manager/Executive /
Iloarorosnexo: M [Mposepeno, 91\ —~ Onobpeno: Menemxep / PykoBoanTens
Date / _elM Date / ‘ Date / g
Jara: el Tata: 3 ~I12 -~ 202L) | lata: 3y




