CERTIFICATE OF ANALYSIS

@
Dr.Reddy’s ‘;‘

CEPTUDPHKAT AHAJIM3A

Product : Razo". enteric-coated tablets, 10 mg

Hpoaykr: Pazo”, TaGnerky, nokpsIThie KM@Y HOpacTBOpHMOii 0bosogkoii, 10 mMr

Jata anaam3za

Market / Poinok : Russia / Poccus

Batch No. / . C2513365 Batch Quantity / . 700000 tab /
Cepus Ne e Pa3smep cepun " 700000 Ta6
Analytical Report No. / ) Date of Analysis / .
AnajanTuyiecknii oryer No 20001845121 f

Juunensus Ne

Date of Manufacture / . Date of Expiry / .

P ——— : 14/08/2025 Piiesa : 31/07/2027

Mfg. License No. / }

IIpousBoacTBeHHas : 59/RR/AP/97/F/R Il\,/;é b J Honep : JII-Ne(004603)-(PT-RU)

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

Page1of 6/ Crp. 1 u36

Ne Test / IloxazaTean

Result / PezyabTaThl

Specification / Hopma

1 | Appearance / Onucanne

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. White
tablet core on cross-section. /
Kpyrinsie, 1BOSKOBBINYKIIbIE
TabJIeTKH, TOKPLIThIE 000IOUKOH
KOPHYHEBATO-PO30BOI0 1IBETA C
MapKUPOBKOM YePHOTO IIBETA
«RB10» Ha ogHO# cTopoHe. Ha
IIOIIEPETHOM paszpese sapo 6eJsioro
[BETA.

Round, biconvex, pink to brownish-pink
coated tablets imprinted “RB10” with black
ink on one side. White to off-white tablet core
on cross-section. / Kpyrible, JBOSKOBBITyKIibie
TabJIETKH, OKPBITEIE 060I0YKOM OT PO30BOrO
10 KOPHYHEBATO-PO30BOr0 LIBETA C
MapKUpOBKOH uepHoro 1sera «RB10» Ha
onHokH cropone. Ha nomnepeyHom paspese sapo
ot 6esoro 1o moutH 6esoro Lgera.

2 | Identification By HPLC /
Hnentudurxaumna BIKX

Complies as prescribed /
CootBercTByeT 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). /
Bpewms yaepikuBaHusi OCHOBHOTO IIMKA Ha
XpoMaTorpaMme HCIBITYEMOrO pacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHHU
YIEep>KUBaHHUS OCHOBHOTO ITHKA Ha
XpoMaTorpaMMe pacTBopa CTaHIapTHOTO
obpazua pabenpazona HaTpus (pazgen
«KonuuecTBeHHOE ONpeaeneHre).

3 | Average weight /
Cpeansas macca

105.60 mg /105,60 mr

109.30 mg £ 7.5 % (101.10 — 117.50 mg) /
109,30 mMr + 7,5 % (ot 101,10 mMr no 117,50
MT)

Remarks : The Product confirms to ND/
Ilpumeganne: ITponykt cooTBeTcTBYeT TpedoBanusiM HJ|

Conclusion ;: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / / S Checked by / Approved by: Manager/Executive /
IToarotosieHo: (:C/ IpogepeHo: Z@ Onobpeno: Menekep / PykoBonurensb
Date / or NPVS Date / oy | Date/ 2110 oK
Jata: oy ‘ Hara: 4 |~ oL HaTta:




CERTIFICATE OF ANALYSIS

\ N
Dr.Reddy’s €3¢

CEPTHDHKAT AHAJIM3A

!Froduct : Razo”, enteric-coated tablets, 10 mg

Ipoaykr: Pazo®, TADJIETKY, TTOKPBIThIE KHUeyHopacTsopumoii obonoukoii, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . C2513365 Batch Quantity / . 700000 tab /
Cepus Ne ) Pazmep cepun * 700000 Tab
Analytical Repo:‘t No./ . 890001845121 Date of Analysis / . 31/10/2025
AHanuTHYeCKH#H oTyeT No Jata anannsa

Date of Manufacture / . 14/08/2025 Date of Expiry / . 31/07/2027
|JlaTa npom3Boncrea Toneu g0

Mfg. License No. /
IIponsBoacTBeHHast
Juuen3us Ne

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

MA number: / Homep

Py

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

Analysis performed according ND No / Ananns nposenen mo HJI Ne: JITI-Ne(004603)-(PI-RU)-130224

Page20f6/Crp.2m36

&

Dissolution / PacTBopenne

‘ Unit-5/Enuauna-35

Unit-1/Eaunnna-1 4% |
' Unit-2/Enunnua-2 2%
Unit-3/Enuauna-3 4 %
Unit-4/Enuauna-4 3%
2%
Unit-6/Enununa-6 3%

Average / Cpenn. 3Hauenue: 3 %

In 0.1 M hydrochloric acid solution — not more
than 10 % of C3H:N;O3SNa (Rabeprazole
sodium) label claim in 2 h. /B 0,1 M pacTeope
XJIOPUCTOBOJOPOJHOM KHCIOTBI — He 6ojee
10% oT  HOMHMHaNBHOTO  comepanus
CisH20N303SNa (pabenpason natpus) gepes 2
9,

Unit-1/Epununa-1 85 %
Unit-2/Enuauna-2 85 %
Unit-3/Enununa-3 83 %
Unit-4/Enununa-4 87 %
Unit-5/Equanna-5 83 %
Unit-6/E nunvna-6 84 %

Average / Cpenn. 3Havenue: 85 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of Ci3H20N303;SNa (Rabeprazole sodium)
label claim in 60 min. / B 6ydeprom pacteope
pH 8,0 — He menee 75 % (Q) 0T HOMUHANBHOTO
conepxanus  CisHoN3;O3SNa  (pabenpazon
HaTpus) uepe3 60 MUH.

5 Related Substances /
PoxcTBeHHbIE IPAMECH

Rabeprazole N-oxide/
Pa6enpazona N-okcua

Rabeprazole Sulfone/
Pab6enpasona cynbhoH

Rabeprazole Methoxy analog/
Pabenpa3zona MeTokcH aHanor

Rabeprazole Chloro analog/
Pabemnpa3ona Xi10po aHasor

0.10 %/ 0,10 %

0.05 % /0,05 %

Not detected / He o6HapyxeHa

Not detected / He obHapyxeHa

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 6oinee 0,5 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITponykT coorBeTcTBYET TpeboBanmsm H/J 3akmouenue: OJJOBPEHO

Prepared by / 5 , Checked by / Approved by: Manager/Executive / /=
[logrotosneno: (. 7&‘ T IIpoeepeno: L{i} Onobpeno: Menemkep / PYKOBOIHTENE
Date / n0Y¥S | Date/ ny | Date/ 2\ WL
Hara: /5 \ jll Jara: 3171610 Hara:




CERTIFICATE OF ANALYSIS

Qo
| ’ !0.
Dr. Reddy S ® CEPTU®HUKAT AHAJIM3A

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

HNpoayxr: Paso”, Tabnerkn, nokpsiteie Kiie4HopacTBopHMoii obosoukoii, 10 Mr

Market / Peinok : Russia / Poccus

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

Cepusn Ne #2215405 Pa3mep cepun " 700000 Tab

Analytical Report No. / . Date of Analysis / .

AnamuTnyeckmii otyer No * et Jara ananmsa 8 SITNRNE

Date of Manufacture / . Date of Expiry / .

P ———— : 14/08/2025 Tonelt 10 : 31/07/2027

Mfg. License No. / MA ber: / H

Ipounzpoacreennas : 59/RR/AP/97/F/R Py Tmber: L SOMER JIII-Ne(004603)-(PT-RU)
Juuensus Ne

Analysis performed according ND No / Anaaus nposejen no HJI Ne: JII-Ne(004603)-(Pr-RU)-130224

Page3 of 6/ Crp.3 u3 6

|Rabeprazole Sulphide/
Pa6enpasona cynabun

Rabeprazole Related compound
A/ Pabenpasona
POACTBEHHAs HpUMeECh A

Rabeprazole Related compound
C/ Pa6enpazona
poacTeeHHas npumech C

Specified Impurity at

‘about RRT 1.37

(Mass m/z=310

Imidazole) / ITpumecs npu RRT
1,37 (macca m/z=310
HMHIa30J1)

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

imidazole adduct) / [Ipumech
npu RRT 1,51 (macca m/z=458
6eH3uMHUIa30J1a aJIyKT)

Individual unidentified impurity

Below LOQ (LOQ =0.027%) /
Hmxe npenena KomM4ecTBEHHOTO
onpenenenus (IIKO =0,027%)

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

Not detected / He o6Hapyxena

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

Below LOD (LOD =0.02 %) / Huxe
npeaena ooHapyxeuus (I10
=0,02 %)

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

0.01 %/ 0,01 %

Not detected / He o6HapyxeHa

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

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

Below BDL (BDL~= 0.1 %) / Hmxe
nopora peructpauuu (ITP 0,1 %)

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

/ EmuHAYHAsA

HEeUIeHTHPUIMPOBaHHAS

| mpumecs

|
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusaM HJJ 3akmouenue: OJJOBPEHO
Prepared by / 3 » Checked by / Approved by: Manager/Executive / 2=,
IToaroropneHo: (a/ ITposepeHo: Z@ Onobpeno: Menemxep / Pykosoantefis—
Date / \ (@rrww Date / 21 \0 :w/— Date / g\r\OW
Jara: f7> \ Jarta: = Jara:
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Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

- ® = ) ) PR s
Hpoayxr: Pa3o™, radnieTkn, NOKpLITHIE KHLLIEYHOPACTBOPHMOIT 000104K0ii, 10 Mr

Market / Pbinox : Russia / Poccus

Batch No. / Batch Quantity / 700000 tab /
1 C2 :

Cepna Ne LA318362 Pasmep cepun * 700000 Ta6

Analytical Report No. /
AHANUTHYCCKHH oT4eT Ne

: 890001845121

Hara ananuza

Date of Analysis /

: 31/10/2025

Date of Manufacture /
Hara npousBoacrea

: 14/08/2025

Date of Expiry /
T'open g0

: 31/07/2027

Mfg. License No. /
IpousBoacTBeHHan
JaHnen3us Ne

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

Py

MA number: / Homep

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

Analysis performed according ND No / Ananus nposenen o HJI Ne: JII-Ne(004603)-(PI'-RU)-130224

Page4of 6/ Crp. 4 u3z 6

Total impurities / Cymma
npuMeceii

0.2%/0,2%

Not more than 2.0 % / He Gonee 2,0 %

6 |Residual Solvents content /
OcTaTouyHBIe OpPraHuYecKHe

936 pg/tab / 936 MKT Ha TabaETKY

Isopropanol —not more than 1379 g per tablet
/ Wizonponanon — ve 6onee 1379 mkr Ha
Tabnerky

AO3HPOBAHHBIX €IHHHI

PACTBOPHTEH
7 |Uniformity of dosage units / 4.5/4,5 Acceptance value (AV) should be not more than
OanopogHocTh 15.0. / Hoxasarens mpuemiemoctn (AV)

nojnkeH 66ITh He Gosee 15,0.

8 | Microbiological purity*/ MuxpoGnosoradyeckasi yncrora*

a) Total aerobic microbial count
/ Ob1Uee YHUCIO a3pOBHBIX
MHKPOOPTraHU3MOB

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

Not more than 1000 CFU/g /
He 60onee 1000 KOE/r

b) Total combined yeasts and
mould count / Ob1ee uncio
JOPOXOKEBBIX U TJIECHEBBIX
rpubos

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

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

¢) E.coli

Absent in 1g/
OrcyTtctByeT B 1T

Shall be absent in 1g /
JOIDKHBI OTCYTCTBOBATh B 1 T

9 |Assay / KonuyecTBeHHO€
onpejeeHne

9.7mg/ 9,7wr

9.0 mg to 11.0 mg of Ci13H20N303SNa
(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Or 9,0 mr mo 11,0 mMr C;sH20N303SNa
(pabemnpazon Harpus) (ot 90 mo 110 % ot
HOMUHAJIBHOTO COAEPKAHUI) B TabIIeTKe.

|| Remarks : The Product confirms to ND/
ITpumeuanne: IIpoaykt coorBeTcTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / | Checked by / Approved by: Manager/Executive /
IloarotosneHo: (_S‘j-/ [IpoBepeno: Opnobpeno: Menemkep / PykoBoanTtens
Date / ; e adh [ Date/ _—| Date/ 210 YNk
Hara: 3 \" JaTa: 2\’ 1b~20 oY Hara: ‘
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Dr.Reddy’s ‘,’o’

CERTIFICATE OF ANALYSIS

CEPTHDPHKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 10 mg
. (s ® . .- ..
[TpoaykT: Pa3o”™, Tabnerku, nokpeitsie KHLIEYHOPacTBROPHMOIT odonoukoii, 10 Mr

Market / Poinok : Russia / Poccus

RO e [ oo
e <ozt DHeorAmss

Eziz ‘:prﬁf;‘;ﬁ‘gg;e/ : 14/08/2025 ?:;i:if‘f’“y/ : 31/07/2027
Il\gﬁnf;;llif::n;a : SO/RR/AP/97/F/R II‘,‘; number: [HOMED . 111 No(004603)-(PT-RU)
JauneH3us Ne

Analysis performed according ND No / Ananns nposenen mo HJT No: JITI-Ne(004603)-(PT-RU)-130224

PageS5of6/Crp.5u3z6

10 |Packaging / Ynakoska

15 tablets in a (PVC/AV/PA) foil
/aluminum foil blister. 1 blister with
a package insert in a carton. / ITo 15
tabeTok B 6iucTepe U3
(IIBX/AJVTIA) donsru /
AIOMUHHEBOH doibru. 1 6muctep
BMECTE C JINCTKOM-BKJIAMBIIIEM B
Ha4Ky 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 tabnerox B OGnucrepe u3
(IIBX/AJI/ITA)  doneru  /  amomiuiesoi
Gombru. Tlo 1 wm 2 6mucrepa BMecTe c
MTUCTKOM-BKJIAJ(BILIEM B [AYKy KAPTOHHYIO.

API name / HaumeHoBanue ADC:

Rabeprazole sodium / Pabenpason narpus

INN / MHH:

Rabeprazole / PaBenpason

API manufacturer batch number /
Homep cepun nponssognrens A®C:

ACSH000846 & ACSH000793

FP Manufacturer API Batch number /
Homep cepun cyGcTanuuu
nponssogurens LJIdD:

FCSA00513 & FCSA00514

API Manufactured by & country /
IIponssoautens ADC, crpaHa:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu’c Jlabopatopwuc JIta., Ueaus.

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

HaumeHoBaHHe, aipec ¥ HOMep
JIMIEH3NH TJIOMA/TKH,
ocyuiecTBJIsIOmeH
MpPOM3BOACTBO/KOHTPOJIb
kauectTra/Boinyck IJID /

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)

ITpousBoacTBeHHOE NoapasaeneHue - 3, yuactku Ne 41, uacts 42, yacts 45 u
yacth 46, Bauynamnu (Bumnamk), bauynannu (Mangan), Meauan
Mankamxrupu (Jluct.), mrar Tenanrana, Uaaus
(JTuuensus Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

IIpnmeuanue: [IponykT cootBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

[

Prepared by / P i
IToaroToBeHo: t'\%a//

Checked by /
IIpoBepeHo:

Approved by: Manager/Executive f( f
Onobpeno: Menemxep / PykoBoauTens

ZS

Date /
Jlara:

g\ - (Q(’XDVT

Date /
Jara:

Date /
Jarta:

2N 1pne A O-N%T




CERTIFICATE OF ANALYSIS

Qe
Dr.Reddy’s ‘..o.

CEPTHPHUKAT AHAJTHM3A

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

IMpoayxT: Paso ', Tabnetki, MOKPHITHIE KMLIEHHOPACTBOPHMOIT 000J04K0ii, 10 Mr

Market / Peinok : Russia / Poccus

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

Cepus Ne Sokia Pazmep cepun " 700000 tab
Analytical Report No. /. 49401845121 S A Lyain : 31/10/2025
AHajguTHYECKHil oTUeT No Jata anaau3a

Date of Manufacture / . 14/08/2025 Date of Expiry / . 31/07/2027

Jara npousBojacTBa I'ogen p0

Mifg. License No. / .

ITpousBoacTBEeHHAst : 59/RR/AP/9T/E/R 11!1; number: | Homep : JIII-Ne(004603)-(PT-RU)
JNuuensust Ne

Analysis performed according ND No / Anaans nposejiens no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page 6 of 6 / Ctp. 6 u3 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».

3akai0uenie o cooTsercrBHm: «HacTosuum s mMOATBEPHKAAI0, UTO NPHBEAEHHAS BbIIIE HH(OPMALNA ABILETCS JOCTOBEPHOH
1 TouHOil. DTa cepus NPOAYKLUHK MPON3BeAeHa (BKIIOYas YNIakoBKy (MapKHpOBKY) H KOHTPOJIb KauecTBa) Ha BBIILEYKa3aHHOH
NpoM3BOACTBEHHON  muowlanke (Miowagkax) B MOJHOM COOTBETCTBUM ¢ TpeGoBaHusmu IlpaBun Hapnexauweit
IPOM3BOICTBEHHOM MpakTuku EBpasuiickoro skoHomuyeckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
Tpe6OBaHUAMHU KOHTPOJIS KA4ECTBA JIEKAPCTBEHHBIX CPE/ICTB, @ TAKOKe B COOTBETCTBUH CO CIEUMPUKALIUIMH, COAEPKALUMMHUCS
B PErUCTPALMOHHOM JI0ChE CTPaHBI-MMIIOPTEPa. 3aucH MO MPOU3BOACTBY, YIAKOBKE M aHAJIW3Y [IPOBEPEHBI, ¥ YCTAHOBIIEHO
1X COOTBETCTBHE TpeboBanuam [paBun Hajexallel MPOU3BOACTBEHHON NMPaKTUKH EBPasuiickoro 5kOHOMHUYECKOTO COI03a».

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

Hpumeuanne: [Ipoaykt cooTBeTcTBYeT Tpebosanusm HJL 3akmouenne: OJOBPEHO

Prepared by / 7 Checked by / Approved by: Manager/Executive / %})%—”
[ToaroToBJNEHO: LCL/ [IposepeHo: Z@Q Onobpeno: Menemxkep / PykoBoauTens

Date / . ~.nOVS |Date/ | Date/ 2110 U
Hara: g |~ (® Hara: Z\ ~Ho ~207%5 Jara:




