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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
| Mponywy: Pazo”, TabieTkit, MOKPLITbIE KHIIEYHOPACTROPHMOF 06010UKO#, 20 Mr

Market / PoiHok

: Russia / Poccus

Batch No. / . 2411384 Batch Quantity / . 1500000 tab /

Ceprisa Ne - Pazmep cepuu * 1500000 tab

Analytical Repourt No. / . 890001758946 Date of Analysis / . 31/08/2024
AHanuTHYEeCKHH oTyeT No JlaTa ananusa -

Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026

Jata nponsBoacTBa Iomen no

Mfg. License No. /

TMpoussoacreenHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JHUeH3usa No

| Analysis performed according ND No / Anaan3s nposeged no HJ{ Ne: JII-Ne(004603)-(PI-RU)-130224

Page1 of5/Crp.1u35

No Test / Moka3zaTenb

Result / PesynbTaTsl

Specification / Hopma

1 | Appearance / OnucaHue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrnele, ABOSKOBBITIYKJIBIE
Tab1eTKH, MOKPLITbIE 060NOUKOH
CBETNO-XEJITOrO LIBETa C MaPKHPOBKOI
KkpacHoro usera «RB20» Ha ogHoii
cropoHe. Ha nonepeuHom paspese aapo
6enoro ugera.

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. /
Kpyrneie, 1BOSKOBHITTYKIIBIE TAONETKH, MMOKPHITHIE
060TOUKOH OT CBETIIO-XKENTOTO [0 KEJITOTO LBETA
€ MapKUpPOBKOH KpacHoro usera «RB20» Ha ogHoit
cropone. Ha nonepeynoM paspese a1po ot Genoro
no noyrty Genoro usera.

ol

Identification By HPLC /
Maentudpnxauna BIIKX

Complies as prescribed /
CootBerctByeT TpeGoBaHHAM

I' 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
yIOep>KHBaHUsl OCHOBHOTO MHKa Ha
XpOMaTorpamMMe HCIBITYEMOro pacTBOpa JOKHO
COOTBETCTBOBATH BPEMEHH YAEPKHUBAHHUS
OCHOBHOTO IMHKa Ha XpOMaTorpaMMe pacTBopa
cTaHpapTHoro obpasua pabenpazona HaTpus
(pasnmen «KonugecTBeHHOE ONIpEAeNeHUEN).

3 | Average weight/
Cpenusia macca

210.88 mg /210,88 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/
Ilpumeuanue: [Tponykt cooreeTcTByeT TpedoBanusm HJ|

Conclusion : APPROVED /
3axmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBaeHo: # [IpoBepeno: l@ Opnobpeno: Menemiep / Pykosonuresb
Date / trod- 2@‘2(7 Date / 262 Date / '

Hara: 3 Jara: Q-0 G “ Jara: €10 £—2024%




CERTIFICATE OF ANALYSIS

' @o
Dr. Re ddy,s ‘.... CEPTUO®UKAT AHAJIN3A

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

Mpoaywr: Paso”. TalneTkil, NokpsIThie KMIIEYHOPACTBOPUMOi 06010uKOH, 20 MT

Market / Poinok : Russia/ Poccns

Batch No. / . C2411384 Batch Quantity / . 1500000 tab /

Cepua Ne T Pazmep cepuu © 1500000 Tab

Analytical Repourt No. / . 890001758946 Date of Analysis / . 31/08/2024

| AHaTuTHYeCKHii oTyeT No |MaTa anaiuza -
Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026

Jara npon3BoacTBa Topen o

Mfg. License No. /

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

Juuensust Ne

Analysis performed according ND No / Anaaus nposeaen no HJI{ Ne: JITT-Ne(004603)-(PT-RU)-130224

Page2 of 5/Ctp.2 u3 5

[In 0.1 M hydrochloric acid solution — not more than

110 % of CisH20N;05SNa (Rabeprazole sodium) label

claim in 2 h. / B 0,1 M pacrsope

XJIOPHMCTOBOAOPOIHON KHCIOTH — HE Gonee 10 % ot

HOMHHAJBHOIO comepkaHus C8H2N303SNa
|(pabernipazon HaTpus) yepes 2 u.

In buffer solution pH 8.0 — not less than 75 % (Q) of

CisH2oN3;03SNa (Rabeprazole sodium) label claim
in 60 min./ B 6ydepuom pacteope pH 8,0 — ne meHee

75% (Q) oOT HOMHHANBHOTO  COHEPXKAHUS

Ci8H20N30:SNa (pabenpazon Hatpus) yepes 60 MuH.

4 | Dissolution / PacTBopenne | Unit-1/Exnnuua- | | 4%
Unit-2/Eaunuua-2 4%
Unit-3/Enunvia-3 2%
Unit-4/Eaununa-4 3%
Unit-5/Eaunnna-5 2%
Unit-6/Enunuua-6 1%
Average / CpegH. 3Hauenue: 3 %
Unit-1/Enuunua- 1 91 %
Unit-2/Eaunanua-2 94 %
Unit-3/Equnuua-3 95 %
Unit-4/E qguanua-4 93 %
Unit-5/Eauuuna-5 94 %
Unit-6/EnuHnia-6 90 %

Average / CpenH. 3nauenue: 93 %

5 | Related Substances /
PoacTBeHHbIE TPHMECH

I'Rabeprazole N-oxide/ Not detected / He obHapyskeHa
Pa6enpazona N-okcun

Rabeprazole Sulfone/ Pabenpazona 0.13%/0,13%
CybGOH
Rabeprazole Methoxy analog/ Not detected / He obHapyeHa

Pabenpazosa METOKCH aHanor

Rabeprazole Chloro analog/

Not detected / ne oOGHapyxena
Pabenpazona xnopo aHanor

Rabeprazole Sulphide/

Pa6enpazona cyab(pun 0.03%/0,03%

Rabeprazole Related compound A/

IPa6€npa30_na ponCTBEHHas Not detected / He o6HapyxeHa
npumech A

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 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/
I pumeuanne: Ilpoaykr coorBeTcTByeT TpeGoBaHusM HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /
ITonroroBneHo: # [TposepeHo: L@

Approved by: Manager/Executive /
Onobpeno: Meneaxep / Pykosoauresns
PX=.

Date / 2o 20Ql—/ Date / ) ~0@~)—O@4

Hara: Jara:

Date / &'mg/%z;‘

Harta:
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaywr: Pazo®, Tabnerky, nokpuiThie KMIEYHOPACTBOPHUMOI 06010uKOl, 20 Mr

Market / PoiHOK

: Russia / Poccus

Batch No. / . C2411384 Batch Quantity / . 1500000 tab /

Cepusn No ) Pasmep cepun 1500000 Tab

Analytical Repovrt No./ . 890001758946 Date of Analysis / . 31/08/2024

| AHaTnTHYeCKNii oTueT Ne Jata ananun3za

Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026

Jara npousBoxcTBa TIogen oo

Mfg. License No. /

IpoussoacTeeHnan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JiMuen3us No

Analysis performed according ND No / Auanan3 nposeaex no HJ Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page3 of 5/Ctp.3 m3 5

Rabeprazole Related compound C/
PaGenpasona poacreenHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ipumech npu RRT
1,37 (macca m/z=310 nmugazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / [Tpumech npu
RRT 1,51 (macca m/z=458
6eH3uMHAA30J1a alAYKT)

Individual unidentified impurity /
| EAMHHUYHas
HeMIEeHTUDULIMPOBAHHAS MPHMECH

Not detected / He obHapy»eHa

0.01%/0,01%

Not detected / He o6HapyeHa

Below BDL (BDL= 0.1 %) / Huxe
nopora perucrpauuu (TTP 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 6onee 0,5 %

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

Total impurities / Cymma
npumeceit

0.2%/0,2%

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

6 |Residual Solvents content /
OcraTouHble OpraHuvYecKue
PACTBOPHUTEJH

1770 pg/tab / 1770 mkr Ha Tabnetky

| [sopropanol — not more than 2621 pg per tablet /
HsonponaHon — He 6onee 2621 Mkr Ha TabneTky

7 |Uniformity of dosage units /
OaHOpOAHOCTH JO3HPOBAHHBIX
€AUHHULI

26/2,6

Aceptance value (AV) should be not more than 15.0.
/ Tlokazatens npuemseMoctH (AV) pomkeH ObITh He
6osee 15,0.

Remarks ; The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: SM [TpoeepeHo: Onobpeno: Menenscep / PykoBoaurens
Date / 2@ Date / ~ o) Date / o __ 20

Jara: 3t Wf Iara: & FOQ H Jara: 2)o& 24
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CERTIFICATE OF ANALYSIS

CEPTUHO®UKAT AHAJIU3IA

Product : Razo®, enteric-coated tablets, 20 mg
IMponykT: Pa3o®, Tabnerku, nOKpHITHE KHUIEYHOPACTBOPUMO 06os1ouKoH, 20 Mr

Market / Peinok

: Russia / Poccus

Batch No. / . C2411384 Batch Quantity / . 1500000 tab /

Cepua Ne ' Pasmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001758946 Date of Analysis / . 31/08/2024
AnanuTHuecKuii oTueT Ne JaTta ananusa

Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026

JaTa npousBoacTsa I'open mo

Mfg. License No. /

HpoussoacreeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuueH3ns Ne

Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JIIT-Ne(004603)-(PT-RU)-130224

Pagedof 5/Crp. 4m3 5

8 | Microbiological purity*/ Muxpo6uoJiorudeckas uucrora®

a) Total aerobic microbial count /
O6i1ee yucno aspobHeIX
MHKPOOPraHH3MOB

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

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

b) Total combined yeasts and
mould count / O6wee uncno
JPOMOKEBBIX W [UIECHEBBIX rPUOOB

¢) E.coli

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

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

Absent in 1g/
OrcyTterByeT B IT

Shall be absent in 1g/
JIomKHBI OTCYTCTBOBaThE B 1

9 |Assay / KosimuecTBeHHOe
onpeaesieHye

19.9 mg/ 19,9 mr

118.0 to 22.0 mg of C;sH20N303SNa (Rabeprazole

sodium) (90 to 110 % of label claim) per tablet. /
Ot ]8,0 MTI o0 22,0 MI C13H20N3O3SNa
(paGernpazon Harpust) (ot 90 no 110 % ot
HOMHHAJILHOrO COAEpKaHus) B TabeTKe.

10 |Packaging / YnakoBxa

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
tabnerok B 6uucrepe uz (IIBX/AJI/TIA)
donsru / amoMuHueBoi Gonbru. 2
6rucTepa BMECTE C JIMCTKOM-
BKNAJBIIEM 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. / Ilo 15 rabnerok B Onuctepe u3
(MBX/AJI/TIA) doneru / amomunueBoii gonbru. Io
1 vnu 2 Grnuctepa BMECTe ¢ JIMCTKOM-BKIabIIIEM B
MavyKy KapTOHHYIO.

Remarks : The Product confirms to ND/
I pumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusIm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: é‘///p, [MposepeHo: @ Ono6peno: Menemiep / Pykosogurenb
Date / o8- 207 Date / I Date / ' Py
Hara: ‘B ' (? ‘2'7' Jlara: o Q Loty Hara: Z)= g- 4_




CERTIFICATE OF ANALYSIS

Qe
D r. Re d d y,s ‘...' CEPTUDOHUKAT AHAJIM3A

Product : Razo". enteric-coated tablets, 20 mg
Mpoayxr: Pazo®. rabaericn, NOKpsITLHIC KHLIEYHOpacTBOPHMOIt obomoukoif, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / TR Batch Quantity / _ 1500000 tab /

Cepus No T Pasmep cepun * 1500000 Tab6

Analytical Repovrt No. / . 890001758946 Date of Analysis / . 31/08/2024
AHanuTHYeCKHi oTHeT Ne Jarta ananusa

Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026

JaTta nponzBoacTea Togen xo

Mfg. License No. /

Ilpon3BoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PI'-RU)

JuneHsus Ne ||
Analysis performed according ND No / Anaans nposeaen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

PageS5of 5/Crp.5m35

API name / Haumenopauune ADC: Rabeprazole sodium / Pabenpazon Hatpus

INN / MHH: Rabeprazole / Pabenpazon

API manufacturer batch number /

Homep cepuu npoussoautenss ADQC: ACQH004424

FP Manufacturer API Batch number /

Homep cepuu cyGeTanuuu FCRA00070

npousBoauTtessa ['JID:

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

Mpouseoanteab ADC, cTpana: H-p Pennu’c Jlaboparopuc JIta., MHaus.

E;Tne;::g l::ls;ii;t:i(t):l/z(ajt(;?lltl::los:‘:er / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HaumeHnoBaHHe, apec H HOMep JULEH3HH (Ceense Nopo RN Sl E)

" ocy:uecnmmou[eﬁ [MpousBoacTBEHHOE NoApazaeneHue - 3, yuactku Ne 41, gacTs 42, 4acTb 45 1 4acThb

T C',I“B g 46, bauynannu (Bunnamk), bauynammu (Manparm), Mengan Mankamkrupu (JIucr.),
P ACTBO P wrrat Tenaurana, Uuons (JTuueusus Ne 59/RR/AP/97/F/R)

KkadectBa/Boinyck IVI@ /

Declaration of certification: «l 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».

3akmo4eHHe 0 cO0TBeTCTBHM: «HacTosAINM 5 MOATBEPKIat0, YTO NMPUBENEHHAs BhILE WHPOPMALIHS ABASIETCS AOCTOBEPHON M TOUHOH.
DOTa cepus POAYKLMK NpousBeeHa (BK/toYas YNaKoBKY (MapKHPOBKY) W KOHTPO/b Ka4Y€CTBa) Ha BHILIEYKA3aHHOU MPOW3BOACTBEHHOH
nnowazke (Miowankax) B MoJHOM COOTBETCTBUH C TpeboBaHuaMH [pasun Haanexallel nmpou3BOACTBEHHOH npakTHky Espasuiickoro
sxoHomuueckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeboBaHUSIMM KOHTPOJIS KadecTBa JIEKAPCTBEHHbBIX
CPENICTB, a TaKkKe B COOTBETCTBHH €O crielMUKALMAMH, CONEPKALNMHCS B PErMCTPALIMOHHOM JOChE CTPaHbl-MMIMOpTEpa. 3an1cH Mo
MPOH3BOACTBY, YIIAKOBKE W aHANW3Y NPOBEPEHBL, H YCTAHOBIIEHO HX COOTBETCTBHE TpeGoBanusam [1paBii Hajuiexainei npoH3BOACTBEHHON

NpakTHKKH EBPa3nCKOro SJKOHOMHUYECKOTO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumevanue: [Tponykr coorBeTcTBYET TpeboBaHHAM HJ| 3akaouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: [IposepeHo: 141 OnobpeHo: Meneiep / PykosoauTens
- pl' -
Date / -0 Date / , Date /
Hara: 3 "OQ Z{/ Hara: Q) Og —~20T4 Hara: 2|l —202}




