Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoayxr: Pazo”™, rabnerku, NOKphITHIE KUIIEUHOPACTBOPUMON 060I0UKOI, 20 MT

Market / PeiHok : Russia / Poccus

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

Cepus Ne ¥ €2500257 Pa3zmep cepuu 1500000 Ta6

Analytical Repourt No./ . 890001788137 Date of Analysis / . 22/01/2025
AHanuTnyecknii otyer Ne JlaTta ananuza

Date of Manufacture / . 19.11.2024 Date of Expiry / . 31/10/2026

JlaTa npoH3BOACTBA Togen ao

Mfg. License No. /

IpoussoacTeeHHass : S9/RR/AP/9T/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JuueHzusa Ne

Analysis performed according ND No / Auaans npoeeaen no HJL No: JITI-Ne(004603)-(PT-RU)-130224

Pagel of 5/Crp.1m35

Ne

Test / IToka3zaTeJb

Result / PesyabTatsr

Specification / Hopma

1

Appearance / Onucanne

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriisie, ABOAKOBBINYKIIbIE
TabNETKY, MOKPEITHIE 000JIOUKOM
CBETJIO-)KENTOro LBETa C MapKHPOBKO#H
KkpacHoro useta «RB20» Ha oaHoii
cropone. Ha nonepeuHom paspese sapo
6enoro uperTa.

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. /
Kpyruible, IBOSAKOBBINYKJIbIE TAONETKH, TOKPLITHIE
060JI0YKOH OT CBETIIO-KENTOrO A0 XKENTOrO LIBETa
¢ MapKHpOBKOI kpacHoro Leeta «RB20» Ha oaHoi
cTopoHe. Ha monepeuyHom paspese sapo ot 6enoro
Zlo mouTH Genoro LBeTa.

Identification By HPL.C /
MNaentnduxauus BIIKX

Complies as prescribed /
CooTeercTByeT 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
YIEep>KHBaHKA OCHOBHOIO THKa Ha
XpOMaTorpaMMe HCIBITYEMOTO PacTBOpa AOJHKHO
COOTBETCTBOBATH BPEMEHH YAEP>KUBAHUS
OCHOBHOTO NHKa Ha XpOMarorpaMMe pacTBopa
CTaHAapTHOro obpasua pabenpasoa HaTpHs
(paznen «KonuvecTBEHHOE OMpeeIeHHe).

Average weight /
Cpeansnn macca

208.23 mg /208,23 mr

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

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilpogykr COOTBETCTBYET TpeGoBanusm HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager(Executive’
[Moarorosnexo; 5 ITposepeHo: /4@, Onobpeno: Menemxep / PyKOBOAHTEb
Date / 250y~ Q0) | Date/ — Date / = ~

Jara: Tara: 2501825 Iara: 2K 01,224~




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoayxr: Pa3o®, TabneTku, MOKPHITHIE KUIIEUHOPACTROPHMO# 060510uKOi, 20 MI

Market / Peinok : Russia / Poccust

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

Cepus Ne | E2200757 Pasmep cepun * 1500000 Ta6

Analytical Repovrt No. / . 890001788137 Date of Analysis / . 22/01/2025
AHanuTnyeckuii oTyer Ne [daTta aHanuza

Date of Manufacture / . 19.11.2024 Date of Expiry / . 31/10/2026

JlaTta npon3BoacTea TI'ogen go

Mfg. License No. /

IIpousBoncTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND No / Ananu3 nposeaen no H Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page 2 of 5/ Ctp.2 u3 5

PoacTBeHHbIe MpuMecH

4 | Dissolution / PactBopenne Unit-1/Epnnnua-1 4% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Ennnnua-2 5 % 10 % of C1gH20N303SNa (Rabeprazole sodium) label
Unit-3/Enunuua-3 4% claim in 2 h. / B 0,1 M pacreope
Unit-4/EquHnua-4 49 XJIOPUCTOBOAOPOIHOM KHUCIOTHI — He Gonee 10 % ot
Unit-5/Eqnanua-5 2% HomuHanmbHOro  comepkanus  Ci3HzoN3O3SNa
Unit-6/Eqnanua-6 5% (pabenpason HaTpus) yepes 2 u.
Average / Cpenn. 3Hauenve: 4 %
Unit-1/Ennuuua-1 87 % In buffer solution pH 8.0 — not less than 75 % (Q) of]|
Unit-2/Epununua-2 90 % CisHzoN3O3SNa  (Rabeprazole sodium) label claim
Unit-3/Eaunmna-3 87 % in 60 min. / B 6ydepnom pacreope pH 8,0 — He menee
Unit-4/Epuumua-4 89 % 75% (Q) OT HOMMHANBHOTO  COHEpPIKAHUA
Unit-5/Enuanna-5 91 % Ci3H20N303SNa (pabenpazon HaTpust) yepes 60 MuH.
Unit-6/Enunuua-6 92 %
Average / Cpenn. 3Hauenue: 89 %
5 | Related Substances /

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/ PaGenpazona
cynbdoH

Rabeprazole Methoxy analog/
PaGenpa3ona METOKCH aHanor

Rabeprazole Chloro analog/
Pabenpazona xnopo aHanor

Rabeprazole Sulphide/
Patenpazona cynsdua

Rabeprazole Related compound A/
Pa6enpazona poacTBeHHas
npuMecs A

Not detected / He obHapy»eHa

0.10%/0,10 %

Not detected / He oGHapysxeHa

Not detected / He oGHapyxeHa

Less than LOQ (LOQ: 0.027 %)/
Huke mpesiena KOJAMYECTBEHHOTO
onpeaenenus (ITIKO: 0,027%)

Below LOD (LOD = 0.019 %) / Huxe
npenesna o6Hapysxeuus (I10 = 0,019 %)

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 6onee 0,5 %

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

Remarks : The Product confirms to ND/
IMpumeuanne: [1ponykr coorBeTcTBYeT TpeboBaHusam HJI

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

=N

Prepared by / 2 | Checked by / Approved by: ManagerfExecutive

IMoxrorosneHo: IlposepeHo: Z g/_j;; i Opnobpeno: Menenkep / PykoBojguTtesb
-5

Date / 25 0)-L22)4 | Date/ Date / R "

JlaTa: Iara: Lol Ilara: 2 o\ 2024




. @e
y o® CERTIFICATE OF ANALYSIS
Dr.Red dY S ‘.‘ CEPTHU®UKAT AHAJIHA3A

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

Mpoayer: Pa3o®, Tabaetku, nokpuiTeie KHILEYHOPACTBOPUMOIi 060J10uKkoit, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
1 C2500257 H

Cepus Ne Pa3mep cepun * 1500000 tab

Analytical Report No. / . Date of Analysis /

AHauTHYECKHH oTYeT No GA0001MSHIDH JaTa anann3a + 22/01/2025

Date of Manufacture / . Date of Expiry /

JlaTa npoMsBOACTEA : 19.11.2024 Tonen 10 : 31/10/2026

Mfg. License No. /

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

JuueHzus Ne

Analysis performed according ND No / Auaaun3 nposegen mo HJ/I Ne: JIIT-Ne(004603)-(PT-RU)-130224

Page3 of 5/Crp.3u35
Rabeprazole Related compound C/ | Below LOD (LOD = 0.02 %) / Huxe |Not more than 0.5 % / He Gonee 0,5 %

PaGenpazona poncreennas npenena obHapyxenus (IO = 0,02 %)

npumech C

Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.37 0.02% / 0.02%

(Mass m/z=310
Imidazole) / Tlpumecs npu RRT
1,37 (macca m/z=310 umugazon)

Specified Impurity at Not detected / He o6Hapyxena Not more than 0.5 % / He 6onee 0,5 %

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / TIpumeck npu
RRT 1,51 (macca m/z=458
GeH3MMHAa30/1a aIayKT)

Individual unidentified impurity / Below BDL (BDL= 0.1 %) / Hixe Not more than 0.2 % / He 6onee 0,2 %

Enuunivias nopora peructpaunu (ITP 0,1 %)
HeHIeHTHULIMPOBAHHAS TPUMECH

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
npumece
6 |Residual Solvents content / 1363 pg/tab / 1363 mkr Ha Tabnerky |Isopropanol — not more than 2621 pg per tablet /

OcTaTOo4HbIE OPraHUYECKHE Uzonponanon — He Gonee 2621 MKr Ha TabneTky

PACTBOPHTEJH

32732 Acceptance value (AV) should be not more than
15.0. / Tlokazarens npuemiemocty (AV) poikeH

OwITh He Oonee 15,0.

7 |Uniformity of dosage units /
OAHOPOAHOCTH 103MPOBAHHBIX

eANHHIL
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: ITpoaykt cooTBeTcTBYET Tpebopanusam HJ 3axkyunouenne: OJOBPEHO

) sl

Prepared by / Checked by / [’ Approved by: Manager@cu_ti@f
[Toororosnexo, / [Iposepeno: ﬁg) OpnobpeHo: geﬂenmep / PykoBOgHTEb
Date / 25,01 a Lf’% Date / ng,ng Date / s
Jlara: ] Jlara: Jara: oxX o\~




CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

- %
?
Dr.Reddy’s Qe
Product : Razo®, enteric-coated tablets, 20 mg
Tpoaykr: Paszo¥, Tabnerku, nokpritsie KHILEYHOPacTBOPHMOit obostoukoii, 20 mr

Market / Poinox : Russia / Poccus

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

Cepus Ne GO0 Pazmep cepun " 1500000 Ta6

Analytical Repourt No./ . 890001788137 Date of Analysis / . 22/01/2025
AHajguTHYecKHH oT4eT Ne JlaTa ananusa

Date of Manufacture / . 19.11.2024 Date of Expiry / . 31/10/2026

JaTta npousBsoacTea T'oneH po

Mfg. License No. /

MpousBoacTBeHHAs ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JIHLIeH3HA No

Analysis performed according ND No / Auaau3s nposeaen no HJ Ne: JITI-Ne(004603)-(PT-RU)-130224
Page 4 of 5/ Crp. 4135

8 | Microbiological purity*/ Mukpo6uosoruueckast yucrora*

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

Not more than 1000 CFU/g /

a) Total aerobic microbial count /
He 6onee 1000 KOE/r

O6uiee uncio adpobHbBIX

MHKPOOPTaHKU3MOB
b) Total combined yeasts and 10 CFU/g/ Not more than 100 CFU/g /
mould count / O61ee yucno 10 KOE/r He 6onee 100 KOE/r

LPOXIKEBBIX M NJIECHEBBIX IPUbOB

¢) E.coli

Shall be absent in 1g /
JlO/DKHE! OTCYTCTBOBaTH B 1 T

Absentin 1g/
Orcyrcryer B 1T

18.0 to 22.0 mg of C13H3oN303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr o 22,0 mr CisH20N303SNa
(pa6enpazour natpus) (ot 90 no 110 % ot
HOMMHAJILHOI'O COACPXKaHUs) B TabneTkKe.

9 |Assay / KonuuecTBeHHOE 20.2 mg/ 20,2 mr

onpeaeaeHne

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnerok B Gnucrepe us (IMIBX/AJI/TIA)
¢donpru / amoMuHueBoit Gonbru. 2
GJMCTEpPa BMECTE C JIUCTKOM-
BK/IABIIIEM 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 rabnetok B Onucrtepe u3
(IIBX/AJI/TTIA) ¢poneru / amomuHueBoii gponsru. ITo
1 wiu 2 6nMcTepa BMeCTe ¢ TMCTKOM-BKJIabILIEM B
Navky KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanuam HJI 3axmouenune: OJJOBPEHO
4

/? -
Prepared by / Checked by / Approved by: Manager@\ﬁi
[ToarotosneHo: IIposepeHo: @ Onoﬁpeno:@ Menemxep / PykoBoauresb
Date / 2 5¢C)~ 9205 | Date/ N U Date / 7 P>
Iarta: Jlara: 250120 =3 Harta: 2L\ 20




CERTIFICATE OF ANALYSIS

: ®o
Dr.Red dy’s ‘... CEPTHUOUKAT AHAJIM3A

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

M poayxr: Pazo®, TabneTku, MokphIThie KHIIEYHOPACTBOPUMOIT 0605104KOH, 20 Mr

Market / PeiHok : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
: C25002 :

Cepust Ne €2500257 Pasmep cepum * 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHaTUTHYECKHH OoTYeT Ne i SSOOUNSSICY JaTa aHanu3a g E2lOT 20

Date of Manufacture / . Date of Expiry /

JlaTa npoH3BOACTEA : 19.11.2024 Tonex 10 : 31/10/2026

Mfg. License No. /

Tpou3BoaAcTBEHHAs! : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

JauneHzna No

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

PageSof 5/ Ctp. 5u3 5

API name / Haumenosanne A®C: Rabeprazole sodium / Pa6enpazon Hatpus

INN / MHH: Rabeprazole / PaGenpazon

API manufacturer batch number /

Howmep cepun nponssogutess ADC: HIEEHOOSIOOISH A CRHOUCOH2

FP Manufacturer API Batch number /

Homep cepnn cyGcTaHUMH FCRA02494 & FCRA02495

npoussoaures [JID:

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

IMpoussoautesnn APC, crpana: H-p Pennu’ ¢ JTaboparopuc JIta., MHaus.

e Fe OO DK FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

FP manufacturing site / Control site / A .

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

(License No 59/RR/AP/97/F/R)

HaumeHoBaHue, agpec H HOMep JHIEH3NH

S [MpousBoacTBeHHOE NoApazaeneHue - 3, yuactku Ne 41, yacts 42, 9acTe 45 1 yacte
0:‘3;:) C',I‘BO%ICI(-:HT olTh e 46, bauynannu (Bunnamk), Bauynamim (Mangan), Meayan Mankamkrupu (Jluct.),

np & p wrrat Tenaurana, Uuaus (Juuenzus Ne 59/RR/AP/97/F/R)

KkauecTBa/Buinyck ['JI® /

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
recards are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aknioyenue 0 cooTBeTcTBUN: «HacToAmMM 1 MoATBEpPIKAAI0, YTO NMPHBEACSHHAS BhILe HHGOPMALMA ABJAETCA AOCTOBEPHOH U TOYHOH.
Dra cepust NPOAYKLMH NMpou3BeneHa (BKIOUas ynakoBKy (MapKUpOBKY) M KOHTPOJIb KauecTBa) Ha BhILIEYKA3aHHOMN NPOM3BOACTBEHHOM
nnowazxe (MIOWAAKAX) B TIOJHOM COOTBETCTBMM ¢ TpeGoBauuamy IpaBui Halnexaiel Npou3BoACTBeHHOM npakTHkU EBpasuiickoro
skoHOoMMueckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHWAMM KOHTPOJIS KayeCTBa JICKAPCTBEHHBIX
CPECTB, a TAKXKE B COOTBETCTBHH CO CrelMdUKauMIMy, COAEPKALMMHCS B PETUCTPALIMOHHOM IOChE CTPaHbI-MMIIOpTEpa. 3amucH mo
[POU3BOACTBY, YTTAKOBKE M aHAJIA3Y IPOBEPEHEI, U YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHUAM [TpaBnil HauTeKalLeH IPOM3BONCTBEHHOH

NpakTUKHu EBp%HﬁCKOFO 3KOHOMHYECCKOIro COro3ar.

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

IIpumeuanue: [IpoayKT cOOTBETCTBYET TpeboBanusiM H/JI 3akmouenue: OJJOBPEHO

Prepared by / —= Checked by / Approved by: Manach/

[ToarorosneHo: ITposepeHo: /4;1 Onobpeno: Menemxep / PykoBoauTessb
e

Date / N Sof ~ Date / - Date / €3

Tara. Qoo sy Tara. 25D~ oS Tlata: 2N 202




