‘Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
HpoaykT: Pa30®, TabneTkH, MOKPHITbIE KMIIEYHOPACTBOPHUMOit 0607104Koi, 20 MI

Market / PoiHok : Russia / Poccus

Batch No. / . C2516102 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pasmep cepuu * 1500000 Tab

Analytical Repo:'t No. / . 890001856592 Date of Analysis / . 31/12/2025
AnannTHuyeckmii oTyeT Ne JlaTta anaym3a

Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027

JaTa npou3BoACTBa T'onen no

Mfg. License No. / WIR sl Pl

IIpou3BOACTBeHHAs : 59/RR/AP/97/F/R o : P . JIII-Ne(004603)-(PT-RU)
Junen3us: Ne

Analysis performed according ND No / Anann3s nposenen mo HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

Pagelof6/Ctp.1mu36

Ne

Test / IToxkazarean

Result / Pe3yabTaThl

Specification / Hopma

1

Appearance / Onucanue

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrisre,
JIBOSIKOBBIMYKJIbIE TaOJIETKH,
MOKPBITBIE 000JIOUKOH HKENTOTO
[[BETA C MAPKUPOBKOH KPacHOTo
ugera «RB20» Ha onHOH CTOpOHE.
Ha nonepeunom paspese sapo
6enoro 1Bera.

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. / KpyrJible, IBOSKOBBITYKIIBIE
TabJIETKH, MOKPBITBIE 060I0UKOH OT CBETIIO-
JEJITOTO JI0 XKEJITOrO 1IBETa ¢ MAPKHUPOBKOMH
kpacHoro 1geta «RB20» Ha ogHoii cTopoHe. Ha
TIOTIEPEYHOM pa3pese PO oT 6eoro A0 MOYTH
6enoro 1Bera.

Complies as prescribed /
CootBetcTBYeT TPeOOBAHUAM

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). /
BpeMms ynep)KuBaHHS OCHOBHOTO IHMKa Ha
XpoMAaTorpaMMe UCTIBITYEMOTO PacTBOpa
JIOJKHO COOTBETCTBOBATEH BPEMEHH
yIEP)KUBAHUSI OCHOBHOT'O MHKA Ha
XpoMaTorpaMMme pacTBopa CTaHAApTHOIO
obpasiia pabenpazona HaTpus (pa3gen
«KonnyecTBEHHOE ONpeeTICHUE).

"2 | Identification By HPLC /
HMpentudpuxanusa BIKX
3 | Average weight /

Cpennsia macca

210.05 mg /210,05 mr

e e

Remarks : The Product confirms to ND/
IIpumeuanne: [Tponykr coorBeTcTBYET TpeboBanusm HJJ

212.68 mg + 5 % (202.05 to 223.31 mg) /
212,68 mr+ 5 % (ot 202,05 mr g0 223,31 mr)

Conclusion : APPROVED /
3axmouenne: OOBPEHO

- )
Prepared by / {“: Checked:w , c2=""~| Approved by: Manager/Executive /
[oarotosneno: &= [Tposepend:— ://‘/é// Onobpeno: Menemxep / PykoBoautenb
Pl B =
Date / 42 —20 Date / 2 I~ 2 22| Date/ 3o
Jlara: JlaTa: Jlata:
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

Product : Razo”, enteric-coated tablets, 20 mg
TIpoaykt: Pazo®, TabeTku, MOKPBIThIE KMIIEYHOPACTBOPUMOi 060104K0i, 20 Mr

Market / PbiHok : Russia / Poccust

Batch No. / . 2516102 Batch Quantity / . 1500000 tab /

Cepust Ne ) Pasmep cepuu " 1500000 Ta6

Analytical Report No./ . 45407856502 Date of Analysts / : 31/12/2025
AHanuTHYeCKHii oT4eT Ne JaTa ananu3a

Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027

Jarta npousBoacTBa T'ogen go

Mfg. License No. / MA S e

IlpousBoacTBeHHast : 59/RR/AP/97/F/R PY . P . JITI-Ne(004603)-(PI'-RU)
Junen3us Ne

Analysis performed according ND No / Anaqus nposeaes nmo HJI Ne: JIII-Ne(004603)-(PI'-RU)-130224

Page2 of 6/ Ctp.2 3 6

| 4 [ Dissolution / PacTBopenne Unit-1/Enunnna-1

1 %
Unit-2/Enunuia-2 1%
Unit-3/Eqununa-3 2%
Unit-4/Equnnna-4 1%
Unit-5/Equnauna-5 0%
Unit-6/Eqununa-6 0%

Average / CpenH. 3Hauenue: 1 %

In 0.1 M hydrochloric acid solution — not more
than 10 % of CisH20N3:O3SNa (Rabeprazole

|sodium) label claim in 2 h. / B 0,1 M pactBope

XJIOPUCTOBOJOPONHOHN KUCIOTHI — He Oonee 10 %
ot HoMuHanbHOro cogepxanusi CigsHyoN3O3SNa
(pabenpazon HaTpus) uepes 2 .

Unit-1/Eaununa-1 93 %
Unit-2/Equnnna-2 91 %
Unit-3/Equnanma-3 92 %
Unit-4/Eqununa-4 91 %
Unit-5/Enuauna-5 93 %
Unit-6/Eqununa-6 88 %

Average / Cpenn. 3HaueHue: 91 %

In buffer solution pH 8.0 —not less than 75 % (Q)
of CisH20N303SNa (Rabeprazole sodium) label
claim in 60 min. / B 6ydepuom pactBope pH 8,0
— He MeHee 75% (Q) OT HOMHHAIBHOTO
conepxanusi  CjsHyN3O3SNa  (pabenpazon
Hatpus) uepe3 60 MUH.

5 | Related Substances /
PoncrBennblie npumecu

Rabeprazole N-oxide/

Pabenpazona N-okcun

0,008 %)

Rabeprazole Sulfone/

Pa6enpazona cynbhoun

0.12%/0,12%

Rabeprazole Methoxy analog/
Pabenpasona MeTokcH aHanor

Rabeprazole Chloro analog/
Pabenpazona xiopo aHanor

Below LOD (LOD = 0.008 %) /
Hwxe npenena obuapyxenns (I10 =

Not detected / He 06HapyxeHa

Not detected / He o6HapyxeHa

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

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

Not more than 0.5 % / He 6o1ee 0,5 %

Not more than 0.5 % / He 6o:1ee 0,5 %

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykT coorBeTcTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3ax.moqenne: OJAOBPEHO

Jlara:

Jlata:

Prepared by / Checked by / f— D C = 'J/Approved by: Manager/Executive /

[oarotosneno: l"lpoeepeuo( —4 (= Onobpeno: Menemxep / PykoBoautens
L 5o

Date / ZI"!'Z/'—QDK Date / 2 [~ 2 2025 | Date/ s

Jara:
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

[Product : Razo®, enteric-coated tablets, 20 mg
IpoayxT: Pa30™, TabneTku, NOKPbIThIE KMIIEYHOPACTBOPUMOK 060104KO#, 20 Mr

AnasiuTHyecknii oTuet Ne

JlaTa aHauM3a

Market / PoiHok : Russia / Poccus

Batch No. / . 02516102 Batch Quantity / . 1500000 tab /
Cepust Ne ) Pa3mep cepun * 1500000 Tab
Analytical Report No. / . 890001856592 Date of Analysis / . 31/12/2025

Date of Manufacture /
Jara npousBoacTBa

: 04/12/2025

T'onen go

Date of Expiry /

: 30/11/2027

Mfg. License No. /
IIpouzBoacTBeHHast
Juuen3ns Ne

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

Py

MA number: / Homep

: JIII-Ne(004603)-(PT-RU)

Analysis performed according ND No / Anasn3s nposegen mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page30of 6/ Ctp.3 436

Rabeprazole Sulphide/
Pabenpazona cynsdun

Rabeprazole Related
compound A/
Pabenpasosna poncrBeHHas
npumech A

Rabeprazole Related
compound C/
Pabenpasona poacTeeHHas
npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / ITpumecs npu
RRT 1,37 (macca m/z=310
MUMH123011)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / [Tpumecs
npu RRT 1,51 (macca
m/z=458

OGeH3UMMIIA3011a aAYKT)

Individual unidentified
impurity / Enuauunas
HEUJCHTHUIIUPOBaHHAS
IpUMeECh

Below LOQ (LOQ =0.027 %) /
Huxe npenena Koau4ecTBEHHOTO
onpenenenus (ITKO = 0,027 %)

Not detected / He o6HapyxkeHa

Not detected / He obHapyxeHa

Not detected / He o6HapyxeHa

Not detected / He 0b6HapykeHa

Below BDL (BDL= 0.1 %) / Huxe
nopora perucrpanuu (IIP =0,1%)

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

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

Not more than 0.5 % / He 6o1ee 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 %

Il

Remarks : The Product confirms to ND/
IIpameuanne: IIponykr coorsercTByeT TpeboBanusm HJT

-

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

S 7

Prepared by / 0% Checked by /> o) c>“"| Approved by: Manager/Executive /

IToxrorosnexo: Iposepenoi & " | Onobpeno: Meuemkep / PykoBomuTes
1 L:\J”/T’// P i

Date / Date / )12 - 202 | Date/ s

TaTa: 2) -l Bl el Iata: & Tlata: o i
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. Dr’ Red dy 5 Q... CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

IpoaykT: Pa3o®, TabneTku, NOKpHIThiE KMLIEYHOPACTBOPHUMOM 0607104K0#, 20 MI

Market / Poinox : Russia / Poccus

Batch No. / . C2516102 Batch Quantity / . 1500000 tab /

Cepust Ne ) Pa3mep cepHH * 1500000 Ta6
Analytical Report No./ . 25407856592 Date of Analysis / : 31/12/2025
AHauTHYeCKHi oTueT No JlaTa anannza

Date of Manufacture/ . /55055 Diate of Expley / : 30/11/2027

JlaTa npou3BoicTBa TI'ogen no

Mfg. License No. / MA number: / Home

IIponsBo/jcTBeHHAS : 59/RR/AP/97/F/R Py — P . JITI-N2(004603)-(PI'-RU)
Junenzus Ne

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

Page40of 6/ Crp.4 u36

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
npuMecei

6 |Residual Solvents content / 1541 pg/tab/ 1541 mkr Ha Isopropanol — not more than 2621 pg per tablet /
OcTaTo4HbIe OPraHHYecKHe TabneTky Uzonponanon — He 6onee 2621 MKT Ha TabneTKy
PACTBOPHTEIH

7 |Uniformity of dosage units / 3.6/3,6 Acceptance value (AV) should be not more than
OpHopoaHoCTh 15.0. / ITokasarenb mpuemieMocTd (AV) qomkeH
NO3HPOBAHHBIX AHHHI] 65ITh He 6onee 15,0.

8 | Microbiological purity*/ Mukpo6uosornyeckast 4ucToTa™

a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1ee yrucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / Ob1uee uncso Menee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX U MJIECHEBBIX
rpuboB
c) E.coli Absentin 1g/ Shall be absent in 1g/
OtcyTcTBYeT B 1T JlomxHbI OTCYTCTBOBaThH B 1 T
9 |Assay / KosimuecTBeHHOE 19.8 mg/ 19,8 mr 18.0 to 22.0 mg of CsH2oN3;0;SNa
onpeaeeHue (Rabeprazole sodium) (90 to 110 % of label

claim) per tablet. /

Ot 18,0 MI' o0 22,0 MI C13H20N3O3SNa
(pabenpazon Hatpus) (ot 90 no 110 % ot
HOMHHAJILHOTO COJepXkKAHUs) B TabIETKE.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuanne: [IponyxT cooTBeTcTBYET TpeboBaHusM HJJ 3axnaroyenne: OJJOBPEHO

L

Prepared by / Checked b;:i(j o , 2| Approved by: Manager/Executive /
IMoarorosnexo: [Tposepero:x "~ | Onobpeno: Menemxep / PykoBonutens

= — 3~

Date / 3| ~lp 90X |Date/ @i~ 2 2025 Pae! Bpera o

Jlara: Jlara: Jlara:
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
HOponykr: Pa3o®, TabneTky, NOKPITHIE KHILIEYHOPACTBOPHMOIT 060710uK0H, 20 MI
Market / Poinox : Russia / Poccust
Batch No. / . C2516102 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pa3mep cepun ' 1500000 Tab
Analytical RepoE't No./ . 890001856592 Date of Analysis / . 31/12/2025
AHa/JIMTHYECKHH oTUyeT No JlaTa aHa/IH3a
Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027
JaTa npon3soacTBa T'ogeH no
Mg, License No. ! MA number: / Home
IlpousBoacTBEeHHAS : 59/RR/AP/9T/F/R PY ’ L JITI-Ne(004603)-(PT-RU)
Junen3usa Ne
Analysis performed according ND No / Asanu3 nposeae no HJI Ne: JIII-Ne(004603)-(PI'-RU)-130224

PageSof 6/ Crp.Su3 6

10 {Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / Ilo 15
TabseTok B 6ucTepe u3
(IIBX/AJI/TIA) doneru /
amoMHHHEBOH ¢ounbru. 2 Gnucrepa
BMECTE C JIMCTKOM-BKJIA/IBILIIEM B
na4yKy KapTOHHYIO

15 tablets in a (PVC/AVPA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / ITo 15 Ttabnerox B Oxauctepe wu3
(TIBX/AJI/TIA) donbru / antoMuHHEBOH (QOJBTH.
Ilo 1 unu 2 6nucTepa BMECTE€ C JIMCTKOM-
BKJIaJIBILIIEM B MaYKy KapTOHHYIO.

API name / HanmenoBauue ADC:

Rabeprazole sodium / Pabenpazon Hatpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepuu npouspoauntens ADC:

ACSH000404 & ACSH000149

FP Manufacturer API Batch number /
Homep cepun cyGcTanuu
npousBoauTes I'JID:

FCSA01392 & FCSA01393

API Manufactured by & country /
IIponsBogurenns A®C, cTpaHa:

Dr. Reddy's Laboratories Ltd., India
I-p Pennu’c Jlabopatopuc Jitn., Uugust.

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HanmeHoBaHHe, axpec H HOMep
JIHIIEH3MH MJIOUIAAKH,
ocyecTBsON el
NPOM3BOACTBO/KOHTPOJIb
KauyecTBa/Bbinyck I'JID /

FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

[TpouzBoacTBeHHOE MOApa3aeNcHHE - 3, yuacTku Ne 41, wactp 42, yactb 45 u
yacth 46, bauynamnu (Bunnamx), bauynammu (Masgan), Menquan
Manxamkrupu ([uct.), wrat Tenanrana, Unaus (Jlunensus Ne
S9/RR/AP/97/F/R)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt coorBercTByeT TpeboBanuam HJT 3axmouenne: OJJOBPEHO
e A )
Prepared by / Checked by / e "1 Approved by: Manager/Executive /
ITonroroBnexo: Mposepenot-=< Onobpeno: Menemxep / PykoBonurens
CFT <
o ,. . - =
Date / < | AL 20U Date / Q|~12~ 2025 Date / 3‘_‘\;\”[
Jlara: Jlara: Iara:




' Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa30®, TabneTky, NOKPHITHIE KMIIEYHOPACTBOPUMOM 0607104KOi#, 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / . 02516102 Batch Quantity / . 1500000 tab /
Cepusi Ne ) Pasmep cepun " 1500000 Tab
Aymlyical Report No./ . gg0n01 856559 Date of Analysis/ . 57,1505
AnanuTHuyeckuii oTyeT Ne JlaTa anann3a
Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027
JaTa npousBoacTBa TI'ogen go
Mfg. License No. / MIA srihars ¢ Eiine
IIpouM3BOACTBEHHAs : 59/RR/AP/97/F/R Py ' P . JIII-Ne(004603)-(PT-RU)
JIHIeH3us Ne
Analysis performed according ND No / Auanus nposeaen no HJI Ne: JIII-Ne(004603)-(PT"-RU)-130224

Page 6 of 6/ Ctp. 6 13 6
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».

3aki0ueHHe 0 COOTBETCTBHH: «HacTosILIMM 5 MOATBEPIK/Iat0, 4TO NPHUBEEHHAS BbIle HHGOPMALH ABJIIETCS JOCTOBEPHOM
W TOYHOMR. DTa cepus MPOAYKIMH TPOU3BEAcHA (BKIFOYAS YIAKOBKY (MapKUPOBKY) H KOHTPOJIb KAU€CTBa) Ha BBILLEyKa3aHHOU
NPOU3BOACTBEHHOM TMUomiaake (MUIOMaAKax) B TOJHOM COOTBETCTBUM ¢ TpeboBanusiMu [IpaBun Hamnexaiuei
MPOM3BOJICTBEHHON NMpakTHku EBpasuiickoro skoHoMuueckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBaHHSIMH KOHTPOJIS KAYeCTBA JIEKAPCTBEHHBIX CPECTB, & TAK)KE B COOTBETCTBHH CO CrIeLM(pUKALHSIMH, CONEPKAIUMUCST
B PErHCTPAalMOHHOM JOChE CTPAHBI-UMIIOPTEPA. 3aUCH 1O MPOU3BOJICTBY, YNIAKOBKE U aHAIU3y IIPOBEPEHB], H YCTAHOBJICHO
UX cooTBeTCTBHE TpeboBanusM [IpaBun Haexkaei Mpou3BOJCTBEHHOMN npakTHku EBpasuiickoro 5KOHOMHUYECKOro COr3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBauusam HJJ 3axmouenue: OJOBPEHO
W

Prepared by / Checked by./——> -, & | Approved by: Manager/Executive /
IMoarorosneno: 09/4% ﬂp()Bepeg@/"”" OnobpeHno: Menemxep / PykoBoautens

= s
Date / T2 —20)~ | Date/ 2 J~12 P25 Date / Z sy
JlaTa: JlaTa: Jlata:






