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. ’ 'Y ) CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘.’ CEPTUDUKAT AHAJIM3A

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

Ipoaywr: Paso®, Tabnerku,

MIOKPBIThIE KUIIEYHOPACTBOPUMOH 06010uKoit, 20 M

Market / PoiHOK

: Russia / Poccus

Batch No./ ) Batch Quantity / . 1500000 tab /

Cepus Ne et Pasmep cepun * 1500000 Ta6

Analytical Repo“rt No./ . 890001844116 Date of Analysis / . 26/10/2025
AHajmuTuYecKnii oTueT No JlaTa anannza

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

Jarta mpon3BoacTBa Toaen no

Mfg. License No. /

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

JuueH3us Ne

Analysis performed according ND No / Anasins nposenen mo HI[ Ne: JITI-Ne(004603)-(PT-RU)-130224

Page1of5/Crp.1u35

Ne Test / MokasaTens Result / Pe3yisTaThI Specification / Hopma

1 | Appearance/ Onucauue Round, biconvex, light-yellow coated Round, biconvex, light-yellow to yellow coated

tablets imprinted "RB20" with red ink on |tablets imprinted “RB20” with red ink on one side.
White to off-white tablet core on cross-section. /

Kpyrisle, 1BOSKOBBIMYKJIbIE TAGIETKH, MOKPHITHIE
000JT04KO# OT CBETJIO-KENTOrO MO YKEJITOTO LIBETA

the one side. White tablet core on cross-
section. / Kpyrisle, ABOAKOBBITYKJIBIE

TabneTku bITBIE 06OII0UKOM . -

» HOKp C MapKHpPOBKOH KpacHOTO 1BeTa «RB20» Ha oHOH
CBETJIO-KENTOrO 1IBETA C MAPKMPOBKOH | cropone. Ha nomepeurom paspese aapo ot 6enoro
KpacHoro ngetra «RB20» Ha onHoii 10 noutH 6enoro upeTa.

ctopoHe. Ha monepeunom pazpese supo
6enoro usera.

2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the

Haenrunduranus BIKX CooTBeTcTBYET TpebOBaHUAM 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
YIEPKUBAHUS OCHOBHOTO MHKA Ha
XpOMaTorpaMMe HCIBITYEMOr0 PaCTBOPa HOJDKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHHUS
OCHOBHOT'O MMMKa HA XpOMaTorpamMMe pacTBopa
cTaHaapTHoro obpazua paberpazona HaTpus
(pazmen «KosimuecTBEHHOE OIpeneNiCHHE).

3 | Average weight/
Cpeansist Mmacca

210.44 mg /210,44 mr 212.68 mg+ 5 % (202.05 to 223.31 mg) /
212,68 mr+ 5 % (ot 202,05 mr no 223,31 mr)

Prepared by /
Iloarorosieno:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITponykt cootBeTcTBYET TpeboBanusM HJI 3akmouenue: OJOBPEHO

A i /)

) Checked by / P ~ 2% Approved by: Manager/Executive /

- IposepeHo: Onobpeno: Menemkep / PykoBoaurelb

==

Jarta:

Date / ‘1&40(,}0%( Date / Zg,,—_[o,?/% Date / ‘*&'40*&3"(

Jlara: Jlara:




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
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Product : Razo®, enteric-coated tablets, 20 mg

Mpoayxr: Pa3o”, TaGNeTKH, MOKPLITHIE KUIIEYHOPACTBOPHMO#i 060.104KOi, 20 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . C2512858 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pazmep cepui * 1500000 Tab
Analytical Repo“rt No./ . 890001844116 Date of Analysis / . 26/10/2025
AHaauTHYECKHH oTueT Ne Jata amajauza

Date of Manufacture / : 12/09/2025 Date of Expiry / . 31/08/2027
Jarta npousBoacraa Togen o

Mfg. License No. /

HpousBoacrBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuueH3ust Ne

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

Page2 of 5/Crp. 2 u3 5

4 | Dissolution / PacTBopenne Unit-1/Equuania- 1 2% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Egnauna-2 1% 10 % of Ci1sH20N303SNa (Rabeprazole sodium) label
Unit-3/Exnunnna-3 0% claim in 2 h. / B 01 M pacreope
Unit-4/Enunvna-4 1% XJIOPUCTOBOIOPOAHOM KHUCIIOTH — He Gonee 10 % ot
Unit-5/Eananua-5 1%  |HoMuHameHOTO  comepxkaHua  CigHzoN303SNa
Unit-6/Eannnua-6 3% (pabenpazon Hatpus) uepes 2 u.
. Average / CpepH. 3Hauenne: 1 %
Unit-1/Ennnunna-1 88 % In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Equanna-2 89 % CigH20N303SNa (Rabeprazole sodium) label claim
Unit-3/EnuHuna-3 89 % in 60 min. / B 6ydeprom pacreope pH 8,0 — He MeHee
Unit-4/Epunvua-4 89 % 75% (Q) OT HOMHHANBHOrC  CONEpXKaHUs
Unit-5/Equunia-5 86 % C13H20N303SNa (pabenpazon Hatpus) uepes 60 MHH.
Unit-6/Enunnna-6 89%
- Average / Cpens. 3Hauenue: 88 %
5 | Related Substances /

PoacreenHbie npumecu

Rabeprazole N-oxide/ Not detected / e o6Hapyxena Not more than 0.5 % / He Gonee 0,5 %

Pa6enpazona N-okcun

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

CyJ'IBCl)OH 0.10%/ 0,10%

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

Pa6enpa30na METOKCH aHaJior 0.07%/ 0,07%

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

Pa6enpasomna xnopo anaior Not detected / He o6HapyxeHa

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

Pa6enpazona cynshun 0027 A0:05%

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

RAbEnpaschalpcTnennaY Below LOD (LOD =0.019 %) / Huxce

npumecs A npenena obHapyxenus (110 = 0,019%)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IpogykT coorBeTcTBYET TpeboBanusm HJJ 3akmouenue: OJIOGPEHO
+ A * /‘s
Prepared by / / Checked by / I Approved by: Manager/Executive /
Ioarorosnexo: ﬂpnnepuuf)j/// Onobpeno: Menemxep / PykoBogurennb
Date / i (:)/m,{ Date / Y=t Date /
4 ) @ -
Hara: L& <10 Jlara: 2&7t Z/ Hara: KA~
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

Product : Razo®

, enteric-coated tablets, 20 mg

Ipoayxr: Pa3o®, TabneTxu. MOKpbITEIE KHIIEUHOPACTBOPHMOM 0601104K0M, 20 MI

Market / PuiHok : Russia / Poccust

Batch No. / . C2512858 Batch Quantity / . 1500000 tab /

Cepusi Ne ) Pasmep cepun * 1500000 Tab

Analytical Repo:‘t No. / . 890001844116 Date of Analysis / . 26/10/2025
AHAaTUTHYECKHH oTUeT No JlaTa aHanu3a

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

Jara npou3BoAcTBA Toxen g0

Mfg. License No. /

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

Analysis performed according ND No / Anasnnz nposenen no HJI No: JITT-Ne(004603)-(PT-RU)-130224

Page3 of 5/Crp.3 u3 5

Pabenpa3ona poacTBeHHas
npumech C

Rabeprazole Related compound C/

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Tpumecs npu RRT
1,37 (macca m/z=310 umuaason)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / Ipumecs opu
RRT 1,51 (macca m/z=458
6eH3nMuaasoNa aaayKT)

Individual unidentified impurity /
EnunnuHas

HeHAEeHTHOUIMPOBaHHAS IPHMECH

Not detected / ne obuapyxena

Not detected / He 0GHapyskena

Not detected / He oOHapyxeHa

Below BDL (BDL= 0.1 %) / Huxe
nopora peructpaunu (ITP 0,1 %)

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

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

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

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

Total impurities / Cymma
npuMeceit

0.2%/0,2%

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

Residual Solvents content /
Oc¢TaTounble oprannyecKHe
PACTBOPHTEH

1395 pg/tab / 1395 Mxr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
Hzonponanon — ve 6onee 2621 Mkr Ha TabneTky

Uniformity of dosage units /
OpHOpOAHOCTHL JO3MPOBAHHBIX
eHHHI

1.6/1,6

Acceptance value (AV) should be not more than
15.0. / Tlokazarens npuemsiemoctd (AV) momken
651Th He 6oee 15,0.

Remarks :

The Product confirms to ND/

IIpumeuanne: Ilpogykr coorseTcTBYyeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmrouenune: OJOBPEHO

1 a ~
Prepared by / Checked by f/‘) =#1 Approved by: Manager/Executive /
TlogroroBneHo: HpOBepeH(‘/ Onobpeno: Menemkep / PykoBonurens
Date / HO <« %W |[Date/ <t Date / )
Jara; %& Hara: 2&(O 20 25 Jara: & 10 Nq(
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Product : Razo®, enteric-coated tablets, 20 mg

Ipoaykrt: Pa3o®, Tabnerkyn, NOKphITEIE KMLIEYHOPACTBOPHUMOI 0601104KOi, 20 M

Market / PoiHOK : Russia / Poccust

Batch No. / . C2512858 Batch Quantity / . 1500000 tab /
Cepusn Ne i Pa3mep cepun " 1500000 Tab
Analytical Repovrt No./ . 890001844116 Date of Analysis / . 26/10/2025
AHasuTuyecKuii oTyeT Ne Jata anasuza

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
Harta npoussoacrea T'oaen a0

Mfg. License No. /

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

Analysis performed according ND No / Anann3 nposeaen mo HJI Ne: JITT-No(004603)-(PT-RU)-130224

Paged4 of S/ Crp.4m3 5 _

'8 Microbiological purity*/ Mukpo6uosornyeckasi uuerora*

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
Obmee yucno adpodHBIX Meunee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPTraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obuee yncio Menee 10 KOE/r He 6osee 100 KOE/r
IPOJMOKEBEIX H TUIECHEBBIX rpHOOB
¢) E.coli Absentin 1g/ Shall be absent in 1g /
OrcytcrByet B 1T JomkHbI OTCyTCTBOBaTH B 1 I
9 |Assay/ KoauuecTBeHHOE 19.8 mg/ 19,8 mr 18.0 to 22.0 mg of C1sH20N303SNa (Rabeprazole
ompegeseHne sodium) (90 to 110 % of label claim) per tablet. /

Ot 18,0 mr go 22,0 mr CisH20N303SNa
(pabenpazon Hatpus) (ot 90 mo 110 % ot
HOMMHAJIBHOTO COAEPKaHHUsA) B TabiieTke.

10 |Packaging / Yuakoska 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil
/aluminum foil blister. 2 blisters with a | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / ITo 15 carton. / Ilo 15 Tabrmerox B Onucrepe wu3
Tabnerok B 6mmcrepe uz (IIBX/AJIITIA) | (IIBX/AJI/IIA) doseru / asmomunneBoit gonbru. Io
doneru / amomuHneBoit Goseru. 2 1 nnu 2 6nucrepa BMeCTe C JIMCTKOM-BKIAALIILEM B
6sucTepa BMeCTeE € JIMCTKOM- MayKy KapTOHHYIO.

BKJIAJBIIIEM B MIA4YKY KAPTOHHYIO

API name / HaumenoBaHue ADC: Rabeprazole sodium / Pabenpason vatpus
INN / MHH: Rabeprazole / Pabenpasosn
API manufacturer batch number / ACSHO000734 & ACSH000749

Homep cepnu nponssoaurtensi AQPC:

'FP Manufacturer API Batch number /

Homep cepun cy6cTaHIMH NPOU3BOAHTEIIS FCSA00517 & FCSA00518
rJd:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumevanue: [IponykT cooTBeTcTBYET TpeboBaHusM HIJ 3axmouenne: OJOBPEHO
[ N ./)
Prepared by / Checked by / = C"iA«pproved by: Manager/Executive /

IloaroTtoBaeHo: IIpoBepeno: Onobpeno: Menemxep / Pykosojurenbs

. — :
Date / Mll’a WY Date / Z@‘?’O"Zoﬁ/fipale/ o A0 s

Hara: Jara: Hara:
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Dr . Reddy s .. CEPTUDOUKAT AHAJIU3A

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

MpoaywT: Pazo”, ralnerki, nokpeiTEe KHILEUHOPACTBOPUMOH 060104KOH, 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / . (2512858 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pa3mep cepum * 1500000 Tab

Analytical Repovrt No./ . 890001844116 Date of Analysis / . 26/10/2025
AHajguTudeckuit otuer Ne JlaTa anannza

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

JaTta npon3BoacTea Tonen no

Mfg. License No. /

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

JiHUeH3usa Ne
[Analysis performed according ND No / Anajins nposeaen no HJI Ne: JII-Ne(004603)-(PT-RU)-130224

PageSof S/ Crp.Su3 5

’TAPI Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

Iponssoauress A®C, crpana: H-p Pennu'c Jlabopatopuc JItn., Uuous.

i‘;‘l‘;‘;};‘:ﬁﬁs;’ s‘:‘t‘:l/“g(‘)ﬁtr‘gl"‘sﬁg /f‘l’{eleas? FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

site / Bachupally (Mandal)., Medchal-Malkajgiri (Dist.), Telangana , India

HaumeHoBaHHe, aipec U HOMep JIHLEH3HH e k)

- Ocy[,IICCTBJ'lS"Ollleﬁ IlpomsBoacTBEHHOE noapasnesieHue - 3, yuactku Ne 41, yactep 42, yacte 45 1 yacTb
) 46, bauynamnu (Bunnamxk), bauynannu (Manpan), Menyan Mankamxrupu (JIucr.),

;?10£3/BOMTBO/KOHTPO'HL fSaHECB R Sl wirat Tenanrana, Mamusa (JIuuensus Ne 59/RR/AP/97/F/R)

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».

3aKmoueHne 0 COOTBeTCTBHH: «HacToALIMM 5 MOATBEPKAAI0, YTO NMPHBEAEHHAs BbIlLe WH(OPMALHS ABIAETCS JOCTOBEPHOU U TOYHOM.
Ora cepusi NPOAYKUMH MpoU3BeeHa (BKITIOYas yakoBKY (MapKMPOBKY) M KOHTPOJIb KAUeCTBA) Ha BHILIEYKA3AHHOM MPOU3BOACTBEHHOM
mowasake (MIolaaKax) B MOJHOM COOTBETCTBHH ¢ TpeGoBaHHsMH [IpaBui Hajiexaleil Npou3BOACTBEHHON npakThky EBpasuiickoro
skoHoMuyeckoro cotosza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBanusSMHM KOHTPOJISI KaUeCTBA JIEKAPCTBEHHBIX
CpPEICTB, a TaKXXe B COOTBETCTBHU CO CHELMDHUKALMAMH, COAESPIKALHMHUCS B PETHCTPALMOHHOM J0ChE€ CTPAHBI-UMIIOpTEpA. 3anucu 1o
NPOM3BOJICTBY, YIIAKOBKE U aHANU3Y MPOBEPEHBI, U yCTAHOBIIEHO HX COOTBETCTBHE TpeboBanmaM [lpaBui Hagiexatueil MpOU3BOACTBEHHOI

NpaKTHKU EBpaBMﬁCKOI'O 3KOHOMHYECKOT O COHO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJI 3axmouenue: OJJOBPEHO

>,

¢ Approved by: Manager/Executive /

Prepared by / Checked by / -
Ioxarorosneno: % ﬂpoaepam% Onobpeno: Menemxep / Pykosoantens
Z S

Date / (b(g ]40 AOVE | Date/ DEND )02 Date / ~Q AP =~

Hara: JHara: Hara:




