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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Product: Razo", enteric-coated tablets, 20 mg
[poay r: Pa3o®, tabnerin, nokpsirsie KHIIETHOPACTROPHMOIl 06on04koii, 20 Mr

Market/ Poinox

: Russia / Poccus

anumenszHa Ne

Batch No. / . 2511159 Batch Quantity / . 1500000 tab /

Cepus Ne ) Paimep cepun " 1500000 Ta6

Analytical Report No. / . Date of Analysis / .

AnanuTHYeCKHii oTueT Ne : 90001865288 Hdata aHau3a 20009008

Date of Manufacture / . Date of Expiry / )

e : 10/07/2025 Toiel no : 30/06/2027

Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposeien mo H 1 Ne: JITT-Ne(004603)-(PT-RU)-130224

Page1of 5/Crp.1m35 -

Ne Test / IlokazaTtean

Result / PesyanTaTst

Specification / Hopma

1 | Appearance / Onncanne

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrusie, BOSKOBBINYKJIbIE
TabeTKH, TOKPLITEIE 060JI04KOH
CBETJIO-XENITOTO LIBETA C MAPKUPOBKOH
kpacHoro usera «RB20» na ogHoil
cropone. Ha monepeurom paspese sapo
6emnoro pera.

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. /
Kpyrisie, nsosxoesimykisie Tabnerku, MOKPBITEIE
ODONOMKON OT CBETIO-XKENTOrO A0 KEJITOro LBeTa
C MapKUpOBKOii kpacHoro npera «RB20x» ua onmoii
croposne. Ha nonepeynom paspese sapo or 6eoro
o moytu 6esoro upera.

2 | Identification By HPLC /
Haentudpuxanna BIKX

Complies as prescribed /
CoorBercTByeT TpeGoBaHUsIM

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
YIEPKHBaHHA OCHOBHOIO MHKA Ha
XpOMAaTOorpaMme MCIIBITYEMOTO PaCTBOPA JODKHO
COOTBETCTBOBAThH BPEMEHH YAEPXUBAHFA
OCHOBHOTO MMKa Ha XpOMaTorpaMMe pactBopa
cTaHzaptHoro obpasia pabenpasona HaTpHs
(pasnen «KonuuecTBeHHOE ONpeAeNeHUe).

3 | Average weight /
Cpeansis macca

208.89 mg / 208,89 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/
Ipumeaanne: IIpogykr coorBeTcTBYET TpeboBanmsM H/J

Conclusion : APPROVED /
3axmouenne: OJ/OBPEHO

Prepared by / )
IloaroToBieHo: ’/’/ﬁ i

Checked b{?’:}?ﬁﬁ _c:;?ﬁ“":'(""-
[Tposepex ﬁtf;f/

2 Approved by: Manager/Executive /

Omo6peno: Menempxep / PykoBonuTens

Date /

23092028
Hara:

Date / 23%,2025

Jara:

Date /
Jara:

s o9 e
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CERTIFICATE OF ANALY

SIS

CEPTHOHUKAT AHAJTH3

A

Product : Razo”, enteric-coated tablets, 20 mg
Mponykr: Paio”, tabneriu, MOKPBITBIE KHLIEYHOpacTBOpHMOIT 06ooukoii, 20 mr

Market / Peinox ¢ Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /
: C2511159 :

Cepun Ne Paimep cepun " 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AnanHTHYeCKHi oTaeT No : 890001838288 [ P p— : 20/09/2025

Date of Manufacture / . Date of Expiry /

Jara nponsnozerny : 10/07/2025 Token iio : 30/06/2027

Mfg. License No. /

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

Jnen3ns Ne

Analysis performed according ND No / Ananus nposesen mo HJI No: JITI-Ne(004603)-(PT-RU)-130224

PoacreeHHBIe NpUMecH

Page2 of 5/Cip. 2 m3 5
[ 4 | Dissolution / PactBopenue Unit-1/Ensnnia-1 0% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Enunnua-2 4% 10 % of C13H20N3035Na (Rabeprazole sodium) label
Unit-3/Eqununa-3 5% chim in 2 h / B 01 M pactBope
Unit-4/Enunnna-4 49, XJIOPUCTOBOAOPOAHOM KHCIIOTEI — He Gonee 10 % ot
Unit-5/Enunnna-5 0% |HOMHHAJIBHOTO conep)KaHus Ci8H20N3038Na
Unit-6/Exunmna-6 0% (pabenpazon HaTpus) uepes 2 u.
Average / Cpenn. 3Havenwue: 2 %
Unit-1/Egnnnua-1 90 % In buffer solution pH 8.0 —not less than 75 % (Q) of|
Unit-2/Ennnnua-2 86 % CisH20N;03SNa  (Rabeprazole sodium) label claim
Unit-3/Eansnma-3 82 % in 60 min. / B 6ydepHom pacteope pH 8,0 — He Menee
Unit-4/Ennama-4 8% |75% (Q) oOr HOMHHAIBHOTO COMIEpXaHHs
Unit-5/Equnuua-3 86 % CigH20N303SNa (pabenpason Hatpus) uepes 60 mum.
Unit-6/Enununa-6 92 %
Average / Cpenu. 3nauende: 87 %
5 | Related Substances /

Rabeprazole N-oxide/
PaGenpazona N-okcun

Rabeprazole Sulfone/ PaGenpazona
cynb(oH

Rabeprazole Methoxy analog/
Pabenpazona MeTokcH aHajor

Rabeprazole Chloro analog/
Pabenpa3zona XJIopo aHamor

Rabeprazole Sulphide/
Pabenpazona cynsdua

Rabeprazole Related compound A/
Pa6emnpazona poncTBeHHas
rnpumech A

Below LOQ (LOQ = 0.022%) / Hixe
npeneyia KOJIHUCCTBEHHOIO onpeacneHus
(TTKO =0,022%)

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

0.10%/0,10%

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

0.06%/ 0,06%

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

Not detected / ne o6Hapyxena

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

Below LOQ (LOQ =0.027 %) / Huxe
npenena KOJIMYECTBEHHOTO ONpeaeIeHUs
(TIKO = 0,027%)

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

Below LOD (LOD = 0.019 %) / Huxe
npeaena obuapyxenus (ITO = 0,019 %)

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

Remarks : The Product confirms to ND/
IIpnmeuanne: ITpogykt cooTBeTCTBYET TpeboBanusaM HI

~

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

)
“|"Approved by: Manager/Executive /

Prepared by / _ Checked by /——_ 2 L=

IMoarorosieHo: r: — l'IpOBepeHW Onobpeno: Menemxkep / PykoBoguTensb

Date / . Date / 2 O Date / oo
09-20 24 YL 2SS A3 09—\

Hara: 23 C?r Hara: 23 (7 ~ | Hara:
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
| MpoayxT: Paso”, Tabnerku, nokpsitsie KHIISHHOPACTBOPHMOIt 00010uKoii, 20 Mr

Market / Potioxk : Russia / Poccus

Batch No. / . C2511159 Batch Quantity / . 1500000 tab /

Cepun Ne ) Pasmep cepun " 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AHaJHTHYECKHIT 0TyeT No eHO00IGS 528 JMata ananuza  20/09/2025

Date of Manufacture / ) Date of Expiry /

Jara npoussosicrsa SIg 00z T'ogen mo : 30/06/2027

Mfg. License No. /

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

Mnalysis performed according ND No / Anaaus nposenen mo HJL Ne: JIN-Ne(004603)-(PF-R U}-130224

Page3 of 5/Crp.3 u3 5

Rabeprazole Related compound C/
Pa6enpazosna poncteenHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs nmpu
RRT 1,51 (macca m/z=458
6eH3uMHaa301a ayKT)

Individual unidentified impurity /
Envnnunas
HEHICHTUHULIUPOBAHHAS TIPUMECE

Below LOD (LOD = 0.02 %) / Huxe
npegena obrapyxenus (10 = 0,02 %)

0.02%/0,02%

Not detected / He o6Hapyxena

Below BDL (BDL= 0.1 %) / Hixe
nopora perucrpauny (TP 0,1 %)

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

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

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

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

Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He 6onaee 2,0 %
fpumeceit

6 |Residual Solvents content / 1306 pg/tab / 1306 mxr Ha Tabnerky  |Isopropanol —not more than 2621 pg per tablet /
OcraTo4Hble OprannyecKne Hsonponaxon — ve 6onee 2621 Mkr Ha tabnerky
PACTBOPHTEH

7 |Uniformity of dosage units / 10.3/10,3 Acceptance value (AV) should be not more than

OaHOpOAHOCTL JO3HPOBAHHBIX
eAUHHUIL

15.0. / Tlokasatens mpuemiemoctd (AV) nomkeH

65ITh He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBarusM HJJ

-

Conclusion : APPROVED /

.| 3axmouenne: ONOBPEHO

Prepared by / _ Checked by / — ﬁ,&”{/ ;ﬁ(pproved by: Manager/Executive /
IToarorosneHo: 9’/)&:.‘47 Iposepeno: (QZ&JV Onobpeno: Menemxep %P/yxosonmenb
Date/ @ Z20Qr-20247 Date / 2 3'@4, ) Date / o3 05 Ao
Hara: (, Hara: 2045 Hara:
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mponykr: Pazo®, tadneriu, NMOKPLITEIE KHINEYHOPAcTBOPHMOI 080n04Koii, 20 Mr

Market / PeiHok

: Russia / Poccus

Batch No. / . C2511159 Batch Quantity / . 1500000 tab /

Cepna Ne ) Pazmep cepun * 1500000 Tab

Analytical RepoUrt No./ . 890001838288 Date of Analysis / . 20/09/2025
AHasuTHyeckmii oTgeT Ne Jara anaansa

Date of Manufacture / ) Date of Expiry / .

THiira iiiHiBAEma : 10/07/2025 Fomelt 0 : 30/06/2027

Mfg. License No. /

ITponssoacrBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(004603)-(PT-RU)
auuensun Ne

| Analysis performed according ND No / Ananus niposenes mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Paged4 of 5/Crp.4m35

8 | Microbiological purity*/ MuxpoGnoorudeckas uncrora*

a) Total aerobic microbial count /
Obwee yucno a3pobHbIX
MHKPOOPTraHH3MOB

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

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

b) Total combined yeasts and
mould count / O6wee yncio
JPOMOKEBBIX M MIECHEBBIX MPUOOB

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

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

¢) E.coli

Absentinlg/
OrcytcrByer B Ir

Shall be absent in 1g /
Jomxuel otcyTcTBoBaTh B 1 T

9 |Assay / KoanuecTBennoe
onpeaegeHHe

19.3 mg/ 19,3 mr

18.0 to 22.0 mg of C1sH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /

Ot 18,0 mr g0 22,0 mr C13H20N203SNa
(pabemnpason natpus) (or 90 mo 110 % ot
HOMHHAJIEHOTO CoIep)kaHus1) B TabneTke.

10 |Packaging / Ynakoska

15 tablets in a (PVC/Al/PA) foil

/aluminum foil blister. 2 blisters with a

package insert in a carton. / ITo 15

tabnerok B 6iucrepe u3 (IIBX/AJI/IIA)

¢oneru / anroMunueBoi gonbru. 2
6aHcTepa BMECTE C JIHCTKOM-
BKJIAJBIIEM B NAUKy 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 Tabnerok B OGnucrepe M3
(IIBX/AJI/TIA) donsru / amomunuesoki gonsru. ITo
1 wym 2 6nucrepa BMECTE ¢ JIMCTKOM-BKJIAJBIIIEM B
Ma4YKy KapTOHHYIO.

API name / Haumenosanune ADC:

Rabeprazole sodium / PaGenpazon HaTpus

INN/MHH:

Rabeprazole / Pabenpazon

Homep cepuu cy6eranunn
npoussoauTens I'JIP:

API manufacturer batch number / ACSH000859
Homep cepuu npoussoautens ADC:
' FP Manufacturer API Batch number /
FCSAQ0479

Remarks : The Product confirms to ND/
Ilpumeuanne: ITpogykr cooTBeTcTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmiouenue: OJJOBPEHO

=

N A
Prepared by / Checked by o 42—, Approved by: Manager/Executive /
IloxgroToBneHo: l'Ipoaepegﬁ’ i Onobpeno: Menenxep / ngsonmenb
Date/ 2 209, 20 2¢ Date / ~cx~ D Q| Date/ ay ~ v
Jara: ? % Jarta: 25 )7 22 Jara: -9
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Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTHO®UWKAT AHAJIA3A
Product : Razo”, enteric-coated tablets, 20 mg
I poayscr: Pazo®, tTadnetk, nokpeiteie KH1IeHHOpacTBOpHMOi 0bo/104koi, 20 Mr
Market / Poinox : Russia / Poccua
Batch No. / . C2511159 Batch Quantity / . 1500000 tab /
Cepuis Ne ) Pasmep cepun " 1500000 Tab
Analytical Repovrt No. / . 890001838288 Dat.e of Analysis / . 20/09/2025
AHaanTu4Yeckuii oTaeT Ne Jara anaansa
Date of Manufacture / . 10/07/2025 Date of Expiry / . 30/06/2027
Jara npon3Boacrea TI'ogen no
Mfg. License No. /
ITponsBoacTBeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
Junenznn Ne
| Analysis performed according ND No / Anaaus nposenen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224 j

PageSof 5/Crp.5u3z 5

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
ITponssoantenas ADC, crpaHa: I-p Pennu'c JaGoparopuc JIta., Uanus.
1;;]:3.::&2 etflsr’iz‘::‘i;’: '/zg;’l't'rﬁ"sf;’: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / Bachupally (Mandal)., Medchal-Malkajgiri (Dist.), Telangana , India
HanmenoBaHHe, aapec U HOMEP JHUEH3HH (License No 59/RR/AP/97/F/R)

’ . IIpou3BONCTBEHHOE MOApaseneHue - 3, yuactku Ne 41, yacts 42, uacts 45 1 uacTs
RO AN A CY N CCTB IS IO M EH 46, bauynamnu (Bwutagk), Bauynannu (Manaan), Memuan Mankazkripu (Jucr.),
MPOH3BOACTEO/KOHTPOIE wrrat Tenadrana, Manus (Jluuensus Ne S9/RR/AP/Q7/F/R)
kauectsa/Buinycy TJID /

Declaration of certification: « 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 Furasian Economic Union is establisheds.

3axsiouenne o cooTBercTBHH: «HacToAMMM 5 MOATBEPX 1210, YTO NPUBEACHHAS BEILIE HHPOPMaUKs ABIAETCA TOCTOBEPHON U TOUHOM.
Ota cepys MPOAYKUMH NPOK3BeeHa (BKMIOYas YMaKOBKY (MapKHPOBKY) M KOHTPOJb Ka4eCTBa) Ha BHILIECYKA3aHHOM MPOU3BOLICTBEHHOM
mwiowaake (IJIOMWAnKax) B MOJHOM COOTBETCTBHH ¢ TpeGosanuAMH [TpaBu Halexaleil MPOM3BOACTBEHHOH npakTiku EBpasmiickoro
skoHomu4eckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHSMH KOHTpOJIs Ka4ecTBa JIEKAPCTBEHHBIX
CPENCTB, a TAKKe B COOTBETCTBHMH CO CEUMUKALUAMH, COACPKAIIUMHUCI B PETHUCTPALIMOHHOM JOCHE CTPAaHBI-MMIOPTEPa. 3anHcu 1o
TIPOU3BOAICTBY, YIAKOBKE H aHATH3Y NPOBEPEHBL, M yCTAHOBJIEHO MX COOTBETCTBHE TpeGoBaHuaM ITpaBui Hammexaleil Mpou3BOACTBEHHOM

NpaKTHKH EBpa3Pll7[CKOFO 3KOHOMHYECKOIro COr3an.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmouenue: OJIOBPEHO
0

Hpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanusm HJ
\ “

Prepared by / /J Checked by / o2 2 "Approved by: Manager/Executive /

IToxaroroBieHo: [TpoBepen olg’%f,/ Onobpeno: Menemxep / PySK/OBOJII/ITeIIB

Date./ 2% 09~ 2025 Date / 2%7»20Q5 Date / A3 05 -\

Jarta: Jara: Ilara:




