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Dr.Reddy’s Q,.-

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIX3A

Product : Razo®, enteric-coated tablets, 10 mg
Hpoaykr: Pa3o®, TabneTku, NOKpPLITLIE KUIIEYHOPACTBOPHMOii 06010uKOH, 10 MT

Market / PoiHoK : Russia/ Poceust

Batch No. / . Batch Quantity / . 700000 tab /

Cepus Ne g S=S0E0eD Pazmep cepuu * 700000 Tab

Analytical Repovrt No./ . 890001822212 Date of Analysis / . 12/07/2025

AnanuTHdecKnii oTuetr Ne Jarta ananusza

Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027

Jata npousBoacTea ToxeH g0 -
Mfg. License No. /

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

JuneH3ust Ne

Analysis performed according ND No / Anaaus nposeaen mo HJI Ne: JITI-Ne(004603)-(PI"-RU)-130224

Pagelof 5/Crp.1mn35
Ne | Test / IlokazaTeis Result / PeyabTaThl Specification / Hopma

1 | Appearance/ Onucanue Round, biconvex, pink coated tablets |Round, biconvex, pink to brownish-pink
imprinted "RB10" with black ink on |coated tablets imprinted “RB10” with black
ink on one side. White to off-white tablet core
on cross-section. / Kpyriible, IBOSKOBBITYKIIbIE
TabJIETKH, MOKPbITbIE 060104YKOH OT PO30BOro
JI0 KOPHYHEBATO-PO30BOTO IBETA C

the one side. White tablet core on
cross-section. / Kpyrible,
JBOSKOBBINYKJIbIE TAOJIETKH,

TOKPBITBIE 000JI0UKOi PO30BOTO MapKHpOBKoit yepHoro npera «RB10» Ha
LIBETA C MaPKMPOBKOH YEPHOTO LIBETa| 0fiHOM cTopoHe. Ha momnepeuHoM paspese sapo
«RB10» Ha onnoii cTopore. Ha ot 0etoro 1o MoYTH 6enoro uBeTa.
TIOTIepeYHOM pa3pese sapo 6enoro
BeTa.
2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
Haentudpurxauusa BIKX CootsercTBYeT TpeOOBaHUAM 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 yaep)xuBaHUs OCHOBHOrO MHKa Ha
XpoMaTorpamme HCIIbITYEMOro pacTsopa
JOJDKHO COOTBETCTBOBATH BPEMEHU
yJepXXHBaHMS OCHOBHOTO NHKa Ha
XpoMaTorpaMMme pacTBOpa CTaHAAapTHOrO
obpasna pabenpazona Harpus (pasaen

J «KonuuecTBEHHOE OMPEACTEHUED).

3 | Average weight/ | - 109.30 mg + 7.5 % (101.10 — 117.50 mg) /
Cpennsast macca 106.98 mg /106,98 mr 109,30 mr + 7,5 % (ot 101,10 mMr go 117,50
MT)
Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Ilpumeuanue: [IpoaykT cooTseTcTBYET TpeboanusM HJJ 3aknouenue: OJJOGPEHO
A\

™y
| Approved by: Manager/Executive /

Prepared by / Checked by / _,-/,,ﬂ/l

IMoaroroBneHo: & I’Iponepe“c’%”ﬁ/ et Onobpeno: Menemxep / PykoBoanrens
3/’

Date / _ Date / o) m DEAE Date / o AN

Harta: 1y 6% 2015 Hara: ,4 9 Hara: A
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 10 mg

Hpoaykr: Pazo®, TabneTky, NOKPBIThIE KHIIEYHOPACTBOPHMOH 060mm0uKoii, 10 Mr

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 700000 tab /

Cepus Ne E €2508000 Pasmep cepun ' 700000 Tab

Analytical Repoﬁrt No./ . 890001822212 Date of Analysis / . 12/07/2025
Ananuruyecknii oTuer No Jara anasnusa

Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027

JaTa npoussoacraa T'ogen no o
Mfg. License No. /

IpouseoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
|innen3na Ne

LAnalysis performed according ND No / Anaau3 nposegen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page2 of 5/ Cip.2 n35

4 Dissolut_io_n/P;cTBopeHne |

Unit-1/Enuanna-1 3%
Unit-2/Equnauna-2 0%
Unit-3/Ennunna-3 2%
Unit-4/Enunvuna-4 6%
Unit-5/E nunana-5 2%
Unit-6/Ennnuna-6 2%

Average / Cpenu. 3Hauenue: 3 %

In 0.1 M hydrochloric acid solution — not more
than 10 % of CisH0N303SNa (Rabeprazole

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

XJIOPUCTOBOJIOPOAHOU KHUCIOTBI — He Gonee
10% oT  HOMMWHAJIBHOTO COJIEPXKAHUS
C1sH20N303;SNa (pabenpazon HaTpus) yepes 2
q.

Unit-1/Enunanna-1 90 %
Unit-2/Equnnua-2 90 %
Unit-3/Enqunnna-3 90 %
Unit-4/Enunniia-4 89 %
Unit-5/Equunua-5 90 %
Unit-6/Enununa-6 89 %

Average / Cpenn. 3Hauenue: 90 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of CisH20N3038Na (Rabeprazole sodium)
label claim in 60 min. / B 6ydepHom pactBope
pH 8,0 — He menee 75 % (Q) OT HOMHHAJIBHOTO
comepxanus  C3HzoN3O:SNa  (pabenpazon
HaTpus) yepes 60 MuH.

Related Substances /
PoacTBeHHbIe IpHMeECH

Rabeprazole N-oxide/
Pa6enpazona N-oxcua

Rabeprazole Sulfone/
PaGenpasona cynb@oH

Rabeprazole Methoxy analog/
Pa6enpa3zona MeTOKCH aHajior

Rabeprazole Chloro analog/
Pa6enpazona XJI0po aHaJIor

Rabeprazole Sulphide/
PaGenpasona cynbdua

Below LOQ (LOQ =0.022 %) /
Huxe npeneia KONTHYeCTBEHHOTO
onpenenenus (IIKO =0,022 %)

0.10 %/ 0,10 %

Not more than 0.5 % / He 6oee O_,S %

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

Below LOQ (LOQ =0.035 %) /
Hike npesiena KOJMYECTBEHHOTO
onpenaenenns ([TKO =0,035 %)

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

Not detected / He oOHapy)eHa

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

0.03 % /0,03 %

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

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoxykT cooTBeTcTByeT TpebosanusaM HJJ

t

-

Conclusion : APPROVED /
3axniouenue: OJIOBPEHO

Prepared by / Checked by / f, Approved by: Manager/Executive /
IToarorosaexo: Hp%epemW-f— Onobpeno: Menemxep / Pykosoaureib
S
Date / Date / 9_9 Qm s Date / ve
— — 20 . ALY
Jara: 'q 01 7‘[ Jara: ’4 Jara: s 0
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 10 mg
MpoaysT: Pa3o”, TaGueTicn, NOKPHITHIE KHIIGYHOPACTEOPHMOH o0onoukoii, 10 Mr

Market / PoiHOK : Russia / Poccust

Batch No. / . Batch Quantity / . 700000 tab /

Cépuna Ne ¥ €2508020 Pasmep cepum * 700000 Tab

Analytical Repovrt No./ . 890001822212 Date of Analysis / . 12/07/2025
AHanuTHuecKnii oTdyeT Ne JlaTa aHanuza

Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027

JlaTa npon3BoacTBa T'oxen g0

Mfg. License No. /

IpousBoacTBeHHAS : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
Juuen3us Ne

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

Page3 of S/Crp.3 m35

'Rabeprazole Related compound
A/ Pabenpazona
POACTBEHHAsA NPUMECH A

Rabeprazole Related compound
C/ Pabenpazona
poacTeenHas npumecst C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / TIpumecs npu RRT
1,37 (macca m/z=310
HMHIA30i1)

Specified Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumech
npu RRT 1,51 (Macca m/z=458
GeH3uMHIa3071a AAYKT)

Individual unidentified impurity
/ EquHAYHAs
HeUJAEHTHOHITUPOBAHHAS
pUMeCh

Below LOD (LOD = 0.019 %) /

Huxe npenena obuapyxenus (110 =
0,019 %)
Below LOD (LOD = 0.02 %) /

Huxe npenena obnapyxenus (110 =
0,02 %)

Not detected / e obHapyxeHa

Not detected / He obHapyxeHa

Below BDL (BDL= 0.1 %)/

Hmxe nopora perucrpauun (I1P
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 6onee 0,5 %

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

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

| Total impurities / Cymma
npuMecei

0.1%/0,1%

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

Residual Solvents content /
OcTaTouHble OPraHHYeCKHe
pPacTBOPHTEJH

777 ng/tab / 777 mkr Ha TabneTKy

Isopropanol — not more than 1379 pg per tablet
/ U3onpomnanon — He 6onee 1379 MKr Ha
TabneTky

Remarks : The Product confirms to ND/
IMpumeuanne: [Iponykr coorBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

[

L
Approved by: Manager/Executive /

Prepared by / Checked by / L2

IloaroToBneHo: & ﬂposepeHW Onobpeno: Menemkep / PykoBoautens

Date / Date / o ; Date / o
- ~ o) A9

Harta: [ t{ 0% -0 5 JHara: ,4 9 QOQ Jara: T




Dr.Reddy’s ‘f’:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
Hpoayxr: Pa30®, taGnerku, NOKPHITbIE KHIIETHOPACTBOPUMOI 06004 K0i, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /

Cepus Ne E C2508020 Pazvep cepuu 700000 Tab

Analytical Repovrt No./ . 890001822212 Date of Analysis / . 12/07/2025

AHaJIUTHYECKHIT oTUeT Ne JMara apanuza

Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027

Jdata npoussogcrea Togen Ao |
Mfg. License No./

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

aunensus Ne

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

Page4 of 5/Ctp. 4 u35

7 |Uniformity of dosagé units / 3.7/3,7 Acceptance value (AV) should be not more than|
OpHopoaHOCTL 15.0. / [Ilokasarens mnpuemaeMoctd (AV)
J03HPOBAHHBLIX eXHMHHUIL IoJkeH 6pITh He Godiee 15,0.

8 | Microbiological purity*/ Mukpo6uoJiorudeckast aucTora™ :
a) Total aerobic microbial count Less than 10 CFU/g/ Not more than 1000 CFU/g /

/ Ob11ee YUCTO adpOOHBIX Meunee 10 KOE/r He 6onee 1000 KOE/r

MHKPOOPTraHn3MOB

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /

mould count / O611iee urciao Menee 10 KOE/T He 6onee 100 KOE/r

JPOXOKEBBIX U IIECHEBBIX

rpuboB

¢) E.coli Absentin 1g/ Shall be absent in 1g /
OrtcytctByeT B 1T JTOmKHBI OTCYTCTBOBATH B 1 T

9 |Assay / KonndecTBeHHOe 9.8 mg/ 9,8 mr 90mg to 11.0mg of CizHN303SNa

omnpejeJieHue (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Ot 9,0 Mr ano 11,0 MI’ C18H20N3O3SN21
(pabenpazon Hatpus) (ot 90 mo 110 % or
HOMMHAJILHOTO COZIEPXaHHs1) B TAONETKE.
10 |Packaging / Ynaxoska 15 tablets in a (PVC/AI/PA) foil |15 tablets in a (PVC/AL/PA) foil /aluminum foil

/aluminum foil blister. 1 blister

with a package insert in a carton. /

Mo 15 Tabnerok B 61McTEPE M3
(IIBX/AJI/TIA) donbru /
anoMuHueBol ¢onbru. 1 6aucTep
BMECTE C JINCTKOM-BKJIaZIbIIEM B
nayky KapTOHHYIO

blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Ttabnerox B OnucTepe H3
(TIBX/AJI/TIA) donmeru /  anmoMHHHEBOH
¢omeri. Mo 1 wnn 2 Onucrepa BMeECTE ¢
JIMCTKOM-BKJIIBIIIEM B MAYKy KApPTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanne: [Tponykrt cootBercTBYeT Tpebosanusam HJI

=

Conclusion : APPROVED /
I 3akmouenune: OJOBPEHO

Prepared by / Checked by, ﬁ/&’é/ Approved by: Manager/Executive /

IMoaroroBaeHo: [Tposepeng :,;ﬂ/ Onobpeno: Menemxep / PykoBoanurens
S/)

Date / Date / ,09, -5 Date / YN o

Jara: Y =0 -0 Jlata: 14 2 IaTa: N
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Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 10 mg 4_1
IMpoayscr: Pazo”, TabiieTku, MOKPLITHIC KULLIEYHOPAacTBOPHMOIT 0booukoii, 10 mr
Market / PeiHOK : Russia / Poccus
Batch No. / . Batch Quantity / _ 700000 tab /
Cepust N e Paszmep cepuu " 700000 a6
Analytical Repo“rt No./ . 890001822212 Date of Analysis / . 12/07/2025
AHanuTHYeCKHIi oTueT Ne Jata anaan3za
Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027
JaTa npoussoactea Topen no
Mfg. License No. /
IponssoacTBeHHast ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JHUEeH3Hs Ne

Analysis performed according ND No / Auaaus nposeaen no HJI Ne: JIIT-Ne(004603)-(PT-RU)-130224
Page5of 5/ Ctp.5u35

| API name / Hanmenopanue ADC: Rabeprazole sodium / Pabenpazon HaTpust N
INN/ MHH: Rabeprazole / Pabenpazon
API manufacturer batch number / ACREI004207 & ACRE004296

Homep cepun nponspogutens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGeTaHINH
mpoussoauTens I'JIdD:

FCRA02708 & FCRA02709

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

IlponsBogurtens A®C, cTpana: J-p Pennu' ¢ JIaboparopuc JIta., Uaaus.
Name, address, authorization No for | &1 174 3 Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
FP manufacturing site / Control site / ALY &
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
e ToRTiealn ool HoMe (License No 59/RR/AP/97/F/R)
e i o ’aulfn P ITpou3BoacTBeHHOE Moapasaenerue - 3, yyactku Ne 41, yacts 42, yacts 45 u
oc ! ecTBIS meg ’ yactb 46, bauymannu (Bunamk), bauynamnu (Manzgan), Menuan

HRCCERIHION Manxkamkrupu ([Juct.), mrar Tenanrana, Maaus
EPOUSHOCTEO/KONTPOE (JTuniensus Ne 59/RR/AP/97/F/R)

KkayecTBa/BbHIYCK I'JID / _ N

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».

3aximioueHHe 0 cOOTBeTCTBHM;: «HacToAINM s TOATBEPK/1at0, UTO IPHBEACHHAS BbIILE HHGOPMALUA ABIIETCA JOCTOBEPHOH
1 TOYHOMH. DTa cepust POAYKIMH MPoU3BeneHa (BKIIOYAs yITakOBKY (MapKUPOBKY) M KOHTPOJIb Ka4€CTBA) Ha BbILICYKA3aHHON
NPOU3BOACTBEHHOM IUIOIIagKe (TUIOLIaAKaXx) B TMOJHOM COOTBETCTBHH ¢ TpeboBaHMaMu [IpaBun Hajnexaruei
MPOU3BOCTBEHHOM MpakTriky EBpasuiickoro skonomuueckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) n
TpeGOoBaHUAME KOHTPOJIS KAUECTBa JIEKAPCTBEHHBIX CPECTB, a TAIOKE B COOTBETCTBUH CO CTIELU(PUKALUAMHE, COAEPKALIUMHUCS
B PEHCTPAllMOHHOM JOChE CTPaHBI-UMIOPTEPa. 3alUCH [0 NPOU3BOJCTBY, YIAKOBKE U aHAIN3Y NIPOBEPEHDI, U YCTaHOBJIEHO
HX COOTBETCTBHE TpeGoBanusiM [IpaBuil Haaexalieil IpoU3BOCTBEHHOIT MpakTHKH EBpa3zniickoro 3kOHOMHYECKOr0O COXO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanune: IIpoaykxT cooTBeTcTBYET TpeboBanusM HJJ 3akmouenue: OJOBPEHO

LI )
Prepared by / Checked by / Qpﬁ* “Approved by: Manager/Executive /
ITonrorosnero: & HPOBepeHO%/ Onob6peno: Menemxep / PykoBoaurens
>l

Date / Date / ~ 00D 5| Date / o
JlaTa: IL{ 0¥ -20%5 Hara: ’4’09 : Hata: \G N Y




