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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykr: Pa3o®, rabaetku. nokpuiThie KUIIEYHOPACTBOPUMOI 060K, 20 MT

Market / PoiHok : Russia / Poccust

Batch No. / . C2411385 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pazmep cepuu 1500000 Tab

Analytical Repourt No./ . 890001758948 Date of Analysis / . 31/08/2024
AHanuTHueckuii oTueT Ne JlaTa ananuza

Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026

Jarta npousBoacraa Tonen no

Mfg. License No. /

TpousBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JuneH3us Ne

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

Page 1 of 5/Crp. 1 u35

Result / Pe3yabTaTsr

Specification / Hopma

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrunsie, ABOSIKOBBITTYKJIbIE
TabNAeTKH, NOKPBIThIE 060JI0YKOM
CBETJIO-XEJTOrO LIBETA C MAPKUPOBKOM
KpacHoro usera «RB20» Ha ogHoit
cropoHe. Ha noniepeuHom paspese 11po

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. /
Kpyribie, NBOAKOBBINYKIIbIE TaONETKH, IOKPBITHIE
000JI0YKOIf OT CBETIIO-KEITOrO IO KEJITOTO LIBETA
C MapKHpoBKO} kpacHoro ngeta «RB20» Ha oaHoit
cropoHe. Ha nonepeyHoM paspese sapo ot 6esoro
1o nouty 6enoro uBera.

Complies as prescribed /
CootBeTcTBYET TpebOBaHUSIM

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). / Bpemsa
yAep)KUBaHHWA OCHOBHOTO MUKa Ha
XpOMaTOrpaMMe MCIBITYEMOTO PacTBOPa JOHKHO
COOTBETCTBOBATH BPEMEHH YACPXKUBAHUSA
OCHOBHOTO MMKa Ha XpOMaTorpaMMe pacTBopa
craHgapTHoro obpasua paberpasona HaTpys
(paznen «Konu4ecTBEHHOE OMpeneeHHE»).

207.46 mg/ 207,46 mr

212.68 mg £ 5 % (202.05 to 223.31 mg) /
212,68 mr + 5 % (o1 202,05 mr a0 223,31 mr)

Ne | Test / Tloka3zaTens
1 | Appearance/ Onucanne
6enoro usera.
2 | Identification By HPLC / B
Haentupnranusa BIXKX
3 | Average weight/
Cpeansia macca

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeboBaHusm HJ 3aknrouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: ?gﬁﬁv IIposepeHo: L@ Omnobpeno: Menemxep / PykoBoautenb
Date / 3 ,,ng},ol,t? Date / Yoy |Date/ ool
Iara: ! Jara: 308 JaTa: kN | o8
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoayxkr: Pa3o®, TabneTku, nokpbIThic KHLeYHopacTBOpHUMOli obonoukoi, 20 mr

Market / Poinok

: Russia/ Poccus

JIHIeH3nsa No

Batch No. / . C2411385 Batch Quantity / . 1500000 tab /

| Cepust Ne T Pasmep cepun " 1500000 Tab

Analytical Repovrt No./ . 890001758948 Date of Analysis / . 31/08/2024
AHannTnyecknii oruer Ne Hata anannsa

Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026

Jarta npouspoacrea T'ogen g0

Mfg. License No. /

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

Analysis performed according ND No / Anaan3s npoeeaen no HJ Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page2 of 5/Cr1p.2 m35

4 | Dissolution / PacrBopenue

|In 0.1 M hydrochloric acid solution — not more than

110 % of CisH20N303SNa (Rabeprazole sodium) label

|claim in 2 h. / B 0,1 ™M pacrsope

XJIOPHCTOBOJOPOAHOM KHCIIOTHI — HE Oosiee 10 % ot

HOMWHaJIbHOTO  COJepaHus C138H20N303SNa

Unit-1/Eaununa- 1 3%
Unit-2/Eaunnua-2 1%
Unit-3/Eanunua-3 3%
Unit-4/E qunuiia-4 3%
Unit-5/Equnanna-5 4%
Unit-6/Eananua-6 1%

Average / CpenH. 3navenme: 3 %

(pabenpazon HaTpus) yepe3 2 u.

In buffer solution pH 8.0 — not less than 75 % (Q) of|

CisH20N303SNa (Rabeprazole sodium) label claim

in 60 min./ B 6ydepHom pacteope pH 8,0 — He MeHee

75 % OT HOMHHAJILHOTO  COAEpIaAHHUS
%

Ci13H20N;05SNa (pabenpa3zon HaTtpust) yepes 60 MUH.

Unit-1/Equnnia- 1 90 %
Unit-2/Equnuia-2 92 %
Unit-3/Egnanua-3 93 %
Unit-4/Enunnna-4 90 %
Unit-5/Eavuunua-5 91 %
Unit-6/Enunuia-6 91 %

Average / CpenH. 3Hauenue: 91 %

5 | Related Substances /
PoacTeeHHbIe IPUMeECH

Rabeprazole N-oxide/
Pa6enpazona N-okcuzg

IRabeprazoIe Sulfone/ Pabenpazona
cynbhoH

Rabeprazole Methoxy analog/
Pa6enpazosa METOKCH aHanor

Rabeprazole Chloro analog/
PaGenpazona xjopo aHajior

Rabeprazole Sulphide/
PaGenpazosna cynbdun

Pabenpasona poacreeHHas
npuMech A

Rabeprazole Related compound A/ I

Below LOD (LOD = 0.008 %) / Huxe
npezena obHapysxerus (I10 = 0,008%)

0.13%/0,13%

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa

0.04% / 0,04%

Not detected / ne 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 Gonee 0,5 %

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

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

Remarks : The Product confirms to ND/
Hpumeuanne: [TpoaykTt coorBeTcTBYeT TpeboBanuam HIJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / ; Checked by / Approved by: Manager/Executive /
IToaroToBEHO: /“Z,Q [IpoBepeHo: pr Onobpeno: Menejkep / PykoBoguTens
Date / J-20 Date / 2O Date / ' N
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
[Product : Razo®, enteric-coated tablets, 20 mg
Mpoayxr: Pa3o®, TabaeTiu, NOKpHITHIE KNIIEYHOPACTBOPHMO#H 060104KOH, 20 Mr
Market / PoIHOK : Russia/ Poccus
Batch No. / . C2411385 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pazmep cepun 1500000 Tab
Analytical Repourt No./ . 890001758948 Date of Analysis / . 31/08/2024
| AHATHTHYECKHH 0TYeT Ne JaTa ananusa
Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026
Jarta nponsBoacTBa T'ogen go
Mfg. License No. /
IIpousBoacrBennas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI"-RU)
aunuenzusi Ne
Analysis performed according ND No / AHaau3 nposeaen no H Ne: JIIT-Ne(004603)-(PI-RU)-130224

Page3 of 5/Crp.3 m35

Rabeprazole Related compound C/ Not more than 0.5 % / He 6onee 0,5 %
AbEpasONAlpOACTESHHAR Below LOD (LOD = 0.02 %) / Hixe
npumeck C npegena o6uapyxenus (110 = 0,02 %)

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

about RRT 1.37 5 5

(Mass m/z=310 DO DS
Imidazole) / [Tpumecs mpu RRT
1,37 (macca m/z=310 umunaszou)

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

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (macca m/z=458
6eH3uMMaa30Ma aaayKT) |

Not detected / He obHapyxeHa

Individual unidentified impurity / | Not more than 0.2 % / He 6onee 0,2 %
Below BDL (BDL= 0.1 %) / Huxe

Ennuuynas
nopora perucrpauuu (ITP 0,1 %)

HeupeHTHGULIMPOBaHHAs NIPIMECH

Total impurities / Cymma i 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
npumeceit
|

6 |Residual Solvents content / 1424 pg/tab / 1424 mkr na Tabnerky | Isopropanol — not more than 2621 pg per tablet /
OcTaTouyHble OpraHuyecKue HzonponaHon — He 6onee 2621 MKr Ha TabieTky
PacTBOPHUTENH

7 |Uniformity of dosage units / 29/29 Aceptance value (AV) should be not more than 15.0.
OaHOpPOAHOCTH 03 POBAHHBIX / TlokazaTens npuemneMoctd (AV) gOMmKeH OLITE He
eIUHHL 6ostee 15,0.

8 | Microbiological purity*/ Mukpo6uosiornueckass YMcTroTa™

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanme: ITponykT cooTBeTCTBYET TpeboBaHusaMm H/J 3akmouenue: OJJOBPEHO

Prepared by /
[MoaroroBneHo: Qé::ﬁ [TposepeHo: Onobpeno: Menekep / PykoBoauTens
P

Date / ’ e~ 2 Date / . Date / ' 202
Jara: 318 7/\7 Hara: 3\r08 oy Tara: <) —€ —2° ?

Checked by / L@ Approved by: Manager/Executive /




Dr.Reddy’s Q_'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Razo®, enteric-coated table_ts, 20 mg -
Tpoayxt: Pa3o®, Tabnetku, nokpeIThie kKHiIeuHOPacTBOPUMOi 060104KOH, 20 MT
Market / PoiHoK : Russia / Poccus
Batch No. / . 2411385 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pazmep cepun 1500000 Tab
Analytical Repovrt No. / . 890001758948 Date of Analysis / . 31/08/2024
AHajinTHuecKknit otyeT Ne JlaTa aHanmnza
Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026
Jara npousBoacTea Toaen ao
Mfg. License No. /
IIpomsBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-N2(004603)-(PT-RU)
JuueHsust Ne
Analysis performed according ND No / Anaan3 nposeaen o HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page 4 of 5/ Crp. 4 u3 5

[ a) Total aerobic microbial count / Less than 10 CFU/g/ Not more than 1000 CFU/g /
O6ee yuc0 a3pobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MUKPOOPraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / Obuiee uncno Meuee 10 KOE/r He 6onee 100 KOE/r
IPOMOKEBBIX U TIIECHEBbIX IPHGOB
c) E.coli Absent in 1g/ Shall be absent in 1g/

OrcyTctBYyeT B IT JO/OKHBI OTCYTCTBOBATh B 1 T
9 |Assay/ KonnuecTBenHoe 19.8 mg/ 19,8 mr 18.0 to 22.0 mg of CisH20N303SNa (Rabeprazole
onpexaeneHue sodium) (90 to 110 % of label claim) per tablet. /
Or 18,0 mr mo 22,0 mr C,sH20N303SNa
(pabenpazon Hatpus) (ot 90 o 110 % ot
HOMUHANLHOTO COAep KaHus) B TabneTke.

10 |Packaging / Ynakoska 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 | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / ITo 15 carton. / Ilo 15 Tabnerok B OsucTepe U3
Tabnetok B 6aucrepe w3z (IIBX/AJI/TIA) | (TIBX/AJI/TIA) donbru / amomunueBoii ponsry. Io
¢onbru / amomuHueBoit donsru. 2 1 unu 2 Gructepa BMECTE C THCTKOM-BKJIaABIIIEM B
6mcTEpa BMECTE C JTHCTKOM- NauyKy KapTOHHYIO.

BKJIAJIBILIIEM B Ma4Ky KapTOHHYIO

API name / HaumenoBanne ADC: Rabeprazole sodium / Pabenpasos HaTpust

| INN/ MHH: Rabeprazole / Pabenpazon

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

Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusm H/J 3akawdyenne: OJJOBPEHO

Prepared by / 7 Checked by / Approved by: Manager/Executive /

[loaroroeneno: IIposepeHo: 143 Onobpeno: Meuemkep / PykoBonuTens

Date / 8 »Zaﬁk/ Date / U~08-L01Yy Date /

. w )/(},

Jara: S Jara: 1-0& Jara: 7)o~
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CERTIFICATE OF ANALYSIS
CEPTHUD®UKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg
Mpoaykr: Pa3o®, tabnerki, nokpuiTsic KMWeuHopacTBOPUMOIi obonoukoii, 20 Mr

Market / Poinok : Russia / Poccust

Batch No. / . 2411385 Batch Quantity / 1500000 tab /
Cepun Ne ’ Pa3zmep cepun * 1500000 Ta6
Analytical Report No. / Date of Analysis / . 31/08/2024

: 890001758948

| AHajuTHuecKHil oTaeT Ne JarTa ananusa

Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026

Jata npoussoacTsa T'ogen no

Mfg. License No. /

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

auneH3us No
Analysis performed according ND No / Auaaus nposegen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page5of 5/Crp.5m3 5§

11_\IPI maneufacturer batch numb‘:gc. ACQHO004424
oMep CepUH MPOHU3BOIHTEIS : ACOH004474
I}TIP Manufactureg API Batch number / FCRA00070
omMep cepuH cyGeTaHINWH FCRA00071
| mponssoauTes I'JIdD: -
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Mpoussoaureas ADC, cTpana: J-p Pennu’c Jlaboparopuc JIta., UHous.
Name, address,.auth.orlzatlon oy for FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
FP manufacturing site / Control site / e .
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
s (License No 59/RR/AP/97/F/R)
HaumeHoBaHHe, aipec U HOMeD JHIEH3HH
T R ey T [pousBoacTBeHHOE Moapasaenenue - 3, yyacTku Ne 41, yacTs 42, yacTe 45 1 4acThb
Rl C",I‘BO (e 46, bauynannu (Buinamk), Bauynamin (Mannan), Mexyan Mankamkrups (JJuct.),
P A P wrat Tenanrana, Muaus (JTuueusus Ne 59/RR/AP/97/F/R)
| kauecTBa/BoINYCK [JID /

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».

3akaoueHHe 0 COOTBETCTBUH: «HacTOAIWMM A MOATBEPXKIAID, UTO NPUBEACHHAsA Bbille HHPOpMaUHs ABNAETCS AOCTOBEPHON W TOUHOM.
3ra cepust NMPOAYKUMU Npou3BeneHa (BKIOYas YIakoBKy (MapKHUpOBKY) M KOHTPOJb KadeCTBA) HA BBIIEYKAa3aHHOM NMPOM3BOACTBEHHOM
nnowaake (MIoWankax) B 0OJIHOM COOTBETCTBUM ¢ TpeboBaHuamM [lpaBun Hagnexxalleil MpoU3BOACTBEHHOH npakTHku EBpaszuiickoro
skoHoMHueckoro coro3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeboBaHHAMH KOHTPOJS KayecTBa JICKAPCTBEHHBIX
CpPENCTB, a TAKXKE B COOTBETCTBUU CO CrieLM(UKALMAMH, COAEP)KALIUMHUCS B PETHCTPALIMOHHOM N0ChE CTPaHbI-MMIIOpTepa. 3anKcH Mo
MPOM3BOICTBY, YIIaKOBKE M aHAIH3Y NPOBEPEHBL,  YCTaHOBJIEHO WX COOTBETCTBHE TpeboBanuaM [Ipapun Hapexamei MpOU3BOACTBEHHOMH

NpaKTUKHU EBpa3H171CK0FO 3KOHOMHYECKOTO COHO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cootBeTcTBYeT TpeboBanusam HJ| 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Séﬁ [Iposepeno: \‘,@_ Onobpeno: Mexemxkep / PykoBonurens

~ P
Date / fr2o Date / Date / '
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