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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Razo™, enteric-coated tablets, 20 mg
Ipoayxr: Pazo®, Tabnerki, MOKpsITEE KHWLIEYHOPACTEOPHMOIi 0Gos0uKoil, 20 MT

AHaJHTHYECKHH oTyeT Ne

: 890001849735

JlaTa aHaJu3a

Market / Poinox : Russia / Poccus

Batch No. / . C2514311 Batch Quantity / . 1500000 tab /
Cepus Ne ’ Pasmep cepuu * 1500000 Tab
Analytical Report No. / Date of Analysis / . 25/11/2025

JuueH3usa Ne

Date of Manufacture / . 18/08/2025 Date of Expiry / . 31/07/2027

J{aTa npou3BOACTBA Tonen xo

Mifg. License No. /

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

Analysis performed according ND No / Auanus nposegen mo HJ Ne: JITI-Ne(004603)-(PT'-RU)-130224

Pagelof 5/Crp.1m35

Ne Test / Iloxa3arean

Result / PesyabTaTh!

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriisie, IBOSKOBBIITYKITbIE
TabJieTKH, TOKpBITEIE 060104KOH
CBETJIO->KEJITOTO L{BETA ¢ MAPKUPOBKO#H
KpacHoro npetra «RB20» Ha onHo#
cropone. Ha nonepeyHoM 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. /
Kpyrisie, ABOSKOBBITYKIIbIE TaOIETKH, TOKPHITHIE
060JI0UKO# OT CBETJIO-XKEJITOTO JI0 XKEJITOro [BeTa
¢ MapKHpOBKO#i kpacHoro upera «RB20» Ha ogHo#M
cropone. Ha nonepeunoM paspese sapo ot 6eoro
Jio moutH 6esnoro upera.

2 | Identification By HPLC /
Hpenrnpurxauusa BIKX

Complies as prescribed /
CootBetcTByeT TpebGOBaHUAM

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
yACpKHBaHUA OCHOBHOIO [THKA Ha
XpOMaTOorpaMMe HCIIBITYEMOrO PacTBOpa JAOHKHO
COOTBETCTBOBATE BPEMEHH YCPIKMBAHHA
OCHOBHOTO ITHKa Ha XpOMaTorpamMMe pacTBopa
CTaHAapTHOro obpasua pabenpasona HaTpUs
(pazzen «KonuuecTBEHHOE OMpENIEIICHHE).

3 | Average weight /
Cpeansig macea

214.22 mg /214,22 mr

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

Remarks : The Product confirms to ND/
IIpumeyanue: [IponyxT cooTBeTCTBYET TpeboBaHHsIM H]

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / e o Checked by / Approved by: Manager/Executive /

IToaroroBneHo: = IIporepen l TN Y OnobpeHo: Menemxep / PykoBoautenb
O Tl e S

Date / I~ 20 2K Date/ Date / a4 -y

Jata: Jara: 27~ ~2n2— | Hata:
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CERTIFICATE OF ANALYSIS
CEPTHD®HUKAT AHAJIN3A

Product : Razo", enteric-coated tablets, 20 mg
Tponyskr: Pa3o®, Tabnerkn, nokpeiThie KULIEYHOPAcTBOPHMOI1 060s10uKoil, 20 MT

Market / Peinox : Russia / Poccus

Batch No. / . C2514311 Batch Quantity / . 1500000 tab /

Cepus N ) Pazmep cepuu * 1500000 Tab

Analytical Repo:'t No./ . 890001849735 Date of Analysis / . 25/11/2025
AHaTHTHYECKHH oTyeT No JlaTa anann3a

Date of Manufacture / . 18/08/2025 Date of Expiry / . 31/07/2027

JlaTa mpoH3BOACTBA T'ogen no

Mfg. License No. /

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

JHIeH3na Ne

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

Page2 of S/Crp.2 35

4 | Dissolution / PacTBopeHue Unit-1/Enuxuna-1 2% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Exununa-2 0% 10 % of C1sH20N303SNa (Rabeprazole sodium) label
Unit-3/Eaununa-3 1% claim in 2 h. / B 01 M pacrsope
Unit-4/Eqununa-4 1% XJIOPUCTOBOJOPOIHOM KHCIOTHE — He 6onee 10 % ot
Unit-5/Equsnua-5 3% HoMuHaNbHOrO  comepxanus  CigHyoN3O3SNa
Unit-6/Eauanana-6 1% (pabenpazon HaTpus) yepes 2 4.

Average / Cpenn. 3Hauenue: 1 %

Unit-1/Exuanna- 1 89 % |In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Exunnna-2 88%  |CisH2oN303SNa (Rabeprazole sodium) label claim
Unit-3/Enuuuna-3 85 % in 60 min. / B 6ydepHom pactope pH 8,0 — He MeHee
Unit-4/Enuuuna-4 85 % 75% (Q) OT HOMHHANEHOTO  COZEPXKaHMA
Unit-5/Enunnna-5 87% | CisHz0N303SNa (pabenpazon HaTpus) yepes 60 MuH.
Unit-6/Enuuuua-6 87 %

Average / Cpenn. 3nauenue: 87 %

5 | Related Substances /
PoacTBeHHbIe IpuMecH

Rabeprazole N-oxide/ Below LOQ (LOQ =0.022%) / Huxe|Not more than 0.5 % / He 6onee 0,5 %
PaGenpazona N-oxcun npezena KOJIHYECTBEHHOTO OnpeeNieHNs
(ITIKO =0,022%)

Rabeprazole Sulfone/ Pa6enpazona Not more than 0.5 % / He 6onee 0,5 %

cynb¢oH 0.10%/0,10%

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

Paﬁgqpaaona METOKCH aHajor 0.05%/0,05%

Rabeprazole Chloro analog/ Not detected / He 06HapyxeHa Not more than 0.5 % / He 6onee 0,5 %

Pabernpazona xa0po aHanor

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

Pabenpazona cynshun 0.05%/0,05%

Rabeprazole Related compound A/ Not more than 0.5 % / He 6onee 0,5 %

Pa6enpazoina poncrBeHHas Not detected / He o6HapyxeHa

npumech A
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [IpoaykT cooTBeTCTBYET TpeboBanusaM HJJ 3akmwuyenune: OJOBPEHO
Preparedby/ 7 Checked by / Approved by: Manager/Executive /
IToaroroBneHo: ﬂposepeﬂg\'\ % Onobpeno: Menemxkep / PykoBoauTens
Date / z#({ foe 20 %/_ Date / ‘ Date / Qo “\9\"/
Jlara: Jata: 27~11-% 20— Hara:
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
Iponyxt: Pa3o®, tadnerku, nokpeiTsie KWLIEUHOpAacTROpHMOii obosoukoii, 20 Mr ]
Market / Poinox : Russia / Poccust
Batch No. / . C2514311 Batch Quantity / . 1500000 tab /
Cepnsn Ne ) Pasmep cepun * 1500000 Tab
Analytical Repovrt No./ . 890001849735 Date of Analysis / . 25/11/2025
AHanuTHYecKMif oTueT Ne JlaTa aHaJaH3a
Date of Manufacture / . 18/08/2025 Date of Expiry / . 31/07/2027
JlaTa mpou3BojacTBa Tonen no
Mfg. License No. /
IIpousBoacTBeHHAN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JuueH3zus Ne

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

Page3of 5/Crp.3 35
Rabeprazole Related compound C/ |Below LOD (LOD = 0.02 %) / Hinxe | Not more than 0.5 % / He Gonee 0,5 %

PaGernpazona poaCTBeHHAs npeaena obuapyxeuus (110 = 0,02 %)

npumMecs C

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

(Mass m/z=310 0.02%/ 0,02%

Imidazole) / Tlpumecs mpu RRT
1,37 (macca m/z=310 umunazomn)

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

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / TIpumecs npu
RRT 1,51 (Macca m/z=458
GeH3MMHIIa301a aJlyKT)

Not detected / He oOHapyxeHa

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

Enyau4nas
HenpaenTHuIMpoBanHas npuMeck | Below BDL (BDL= 0.1 %) / Hwxke
nopora peructpaupy (ITP 0,1 %)

Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He Gonee 2,0 %
TIpUMecen
6 |Residual Solvents content / 2022 pg/tab / 2022 mxr na Tabnetky  |Isopropanol —not more than 2621 pg per tablet /
OcraTouHble OpraHuYecKHe H3onpomnason — ve 6onee 2621 Mxr Ha TabneTky
PACTBOPHTEH
7 |Uniformity of dosage units / 221232 Acceptance value (AV) should be not more than
OxHOpPOAHOCTH AO3UPOBAHHBLIX 15.0. / Tlokasarens npuemieMoctdH (AV) noikeH
eTMHHII 65iTH He Honee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusm HJI 3axmouenne: OJOBPEHO
Preparedby/ _( / Checked by / Approved by: Manager/Executive /
JloaroToBneHo: /- /- Hposepezozw?\-.‘ Y, Onobpeno: Menemxep / PykoBoautens
e K S
Date/ 9/ f)r3028 Date/ — Date /
WV -y
Hara: Jata: P27-11 ~ omps—tHara:
= £l
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product  Razo®, enteric-coated tablets, 20 mg ]
Hpoxykr: Pazo®, TabneTky, HOKPHITEHE KMIIEYHOPACTBOPHMOii 06010uKoi, 20 MT
Market / Poinox : Russia / Poccust
Batch No. / . C2514311 Batch Quantity / . 1500000 tab /
Cepus Ne ' Pasmep cepuu * 1500000 Tab
Analytical Report No./ . 890001849735 Date of Analysis / . 25/11/2025
AHanuTHuyeckuii oryer Ne JlaTa aHaJmn3a
Date of Manufacture / . 18/08/2025 Date of Expiry / . 31/07/2027
Jarta npou3BoacTBa Topen no
Mifg. License No. /
pousBoacTeennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT'-RU)
JHIeH3Hs Ne
Analysis performed according ND No / Anaauns nposegen mo HJ[ Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page4 of 5/ Crp. 4 u3 5

'8

Microbiological purity*/ MukpoOnoJioruyeckas YHcToTa*

a) Total aerobic microbial count /

Less than 10 CFU/g/

Not more than 1000 CFU/g /

O6mee yncio a3poOHBIX Menee 10 KOE/r He Gonee 1000 KOE/r
MHKPOOPraHH3MOB

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obwiee unucno Memnee 10 KOE/r He 6onee 100 KOE/r
IPONOKEBBIX U IIIECHEBEIX rPUOOB

c) E.coli Absentin 1g/ Shall be absent in 1g /

Ortcyrcrryer B Ir

JIOMmKHBI OTCYTCTBOBATh B 1 I

9 |Assay/ KoauyecTBeHHOE

19.6 mg/ 19,6 mr

18.0 to 22.0 mg of C1sH30N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /

onpeejieHHe
Ot 18,0 mMr 10 22,0 mr CisH20N303SNa
(pabenpazon Hatpus) (ot 90 no 110 % or
HOMMHAJIGHOTO COIepKaHus) B TabieTke.
10 |Packaging / YnaxoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AL/PA) foil /aluminum foil

/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnetok B Gnucrepe w3 (IIBX/AJI/IIA)
donbru / amomunueBoit ossru. 2
6ucTepa BMecTe ¢ JIHCTKOM-
BKJIaZBIIIEM B [TAYKY KAPTOHHYIO

blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 raGmerok B Ommcrepe u3
(IIBX/AJI/TTA) doneru / amomunueBoii ¢poasru. 1o
1 wnu 2 6nucrepa BMeCTe € JIMCTKOM-BKJIABILIEM B
Ma4yKy KapTOHHYIO.

IIpumeuanne: IIpoaykt cooTBeTcTBYET TpeboBaHuaM HJJ

API name / HanmenoBanue A®C: Rabeprazole sodium / PaGenpazon HaTpus
INN / MHH: Rabeprazole / Pabenpason

API manufacturer batch number / ACSH000694

Homep cepun nponssoantens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGeranmum FCSA00515
npon3soxuTes I'JIP:

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

3akmouenue: OJJOBPEHO

V.l
Prepared by / %ﬂ’? Checked by / Approved by: Manager/Executive /
IToxarorosneHo: Hpoaepeui‘?\ . Onobpeno: Menemxep / PykoBoautens
Date/ Q@ J—|r~2-02% Date / Date / A A\ AN
Tlata: Tlata: 27 ~1~262¢—| Jlara:
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CEPTHOHUKAT AHAJIU3A
Product : Razo”, enteric-coated tablets, 20 mg
INponyxr: Pazo®, Tadnerku, nokpsiThie KULIEYHOPACTBOPUMOIT 000m0HKo#, 20 MI
Market / Puinox : Russia / Poccus
Batch No. / ety Batch Quantity / _ 1500000 tab / |
Cepusi Ne : Pazmep cepuu * 1500000 T26
Analytical Repo:‘t No./ . 890001849735 Date of Analysis / . 25/11/2025
AHanHTHYECKHI 0T4eT Ne JlaTa aHaan3a
Date of Manufacture / . 18/08/2025 Date of Expiry / . 31/07/2027
JlaTa npoH3BoACTBa T'onen Ao
Mfg. License No. /
IpousBoacTBeHHAST : 59/RR/AP/97/F/R MA pumber: / Homep PY : JIII-Ne(004603)-(PT-RU)
JTHIEeH3HA Ne
Analysis performed according ND No / Anasus nposeaes mo HJI Ne: JIII-Ne(004603)-(PT'-RU)-130224

PageSof 5/ Crp.Su3s

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Hpoussoantens ADC, crpana: I-p Pennu'c Jlaboparopuc Jitza., Huaus.
Name;, address, anfhorization No for FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
f‘{l:lgssl::if;c;urmg bite,/ Control ite Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India ¢
HaunmeHoBaHHe, apec H HOMEp JIMLEH3HU e e

i b, IIpousBoaCTBEHHOE NoApasaeieHue - 3, yyactku Ne 41, yactp 42, yacts 45 U yacTs
TLI0LIAAKH, ocymec*rs.nmo meH 46, bauynau (Bunnamk), Bauynamwu (Mangan), Menuan Mankamkrupu (ucr.),
TIPOH3BOACTBO/KORTPOI, wrrat Tenaurana, Mumus (JTunenzusa Ne 59/RR/AP/97/F/R)

kayecTBa/Boinyck LJI® /

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».

3akJioueHue 0 cooTBeTcTBHH: «HacToAIHM 51 IOATBEPKAal0, YTO MPUBENCHHAs BhIlIe HH(OPMALHA ABNAETCA JOCTOBEPHOH U TOYHOIA.
Ora cepus MPOXYKLMM MPOU3BEACHA (BKIIOYAst yIMAaKOBKY (MapKHUPOBKY) U KOHTPOJIb Ka4eCTBa) HA BHIIIEYKa3aHHOH NPOM3BOICTBEHHOH
mwiomaake (IIoankax) B MOJHOM COOTBETCTBUH ¢ Tpebosanuamu IMpaBun Hamrexameil NpoU3BOACTBEHHO#H NpakTuku EBpasuiickoro
skoHomuueckoro coro3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6OBaHHAMHM KOHTPOJIA KauecTBa JICKAPCTBEHHBIX
CPEACTB, a TAKXKE B COOTBETCTBHH CO CIELM(HKALMAMH, COAEPKALUMHC B PErHCTPALIHOHHOM JIOChE CTPaHBI-MMIIOpTEpa. 3amucH Mo
MPOM3BOJCTBY, YIIAKOBKE ¥ aHANIM3y NMPOBEPEHBI, H YCTAHOBJIEHO MX COOTBETCTBHE TpeboBaHuaM [IpaBin Haanexamei NpOH3BOACTBECHHOM
npakTHKH EBpa3HiicKoro 5SKOHOMHYECKOTO COI03a».

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

Ipumeuanne: [Iponykr cootBeTcTBYeT TpeboBanusaM HJJ 3akaoyenne: OJIOBPEHO

Prepared by / v/_?Q Checked by / Approved by: Manager/Executive /

ITogroTosneHo: s o = ITpoBepeHo:7) A OnobpeHo: Menemxep / PykoBoauTenb
97& IN~_ il

Date / )~ 202X Date/ ~ Date / a9 1 o

Jlara: Z:F Jlara: DDt ~omn 02— Hara:




