CERTIFICATE OF ANALYSIS

D r. Re d dy’s ‘..:.. CEPTU®HUKAT AHAJIU3A

Product : Razo, Enteric-coated tablets 20 mg
NpoaykT: Pa3o®, rabaeTki, NOKPbIThie KHUICHHOPACTBOPHMOI 000J10"KOiIi, 20 mr

Pagelof6/Cip. 1uz 6

Batch No./ Cepunsa Ne : C2304070 'Batch Quantity / 1500000 Tablets
|O6Bem cepun: 1500000 TagieTok

Analytical Report No / AnanuTnueckuii otver Ne : 890001657744 IU ite of Analysis / JlaTa ananu3a: 22/04/2023

Date of Manufacture / Jlata nponssoacrsa : 03/2023 Date of Expiry / Cpok roanocrh : 02/2026 I

Analysns performed according ND / Ananus npoBeeH No ) HJI: JI1-002666-191022

| Ne Test / MokasaTen Result / PezyabTaTsl Specification /Hopl;l_a_

' 1 |Description / Onucanne Round, biconvex, yellow coated Round, biconvex, light yellow to yellow-|

tablets with red ink imprinted "RB20" |coated tablets with red ink imprinted
«RB20» on the one side. The cross section

is the core from white to off-white. /
Kpyrabie, NBOSKOBBLINYKILIE — TaONETKH,
MOKPbiTbie 00ONOUKOH OT CBETIIO-KENTOrO

on the one side. The cross section is
the core white. / Kpyrasie,
JIBOSIKOBBIMYKJIblE TADMETKH,

NOKPBIThIE 000M0UKOH XKENTOro M0 JKEeNTOro UBETa ¢ MapKUpOBKOIi
LBETa, C MAPKMPOBKOM KPACHOTO LUBET (kpacHoro usera «RB20» na  oawoit
«RB20» Ha onHol cTopoHe. Ha cTopoHe. Ha nonepeunom paspese sapo ot
MoNepeyHOM paspese sApo 6enoro 6enoro no nouTH O€NOro UBETA.
Bera.
2 |Identification By HPLC / Complies as prescri_bed/_ The retention time of the major peak in the
| Hopannnocrs BAXKX CooTeercTBYET chromatogram of the test preparation

| should correspond to the retention time of|
[ ! the main peak in the chromatogram of|
! ! Rabeprazole sodium standard preparatlon'
(section Assay). / l
Bpems yaepiuBannsi OCHOBHOIO THKa Ha
[xpoMaTorpamme MCNLITYEMOrO pacTBopa
[ nonxHO COOTBETCTBOBATH BpeMeHH
YAEP)KUBAHUSA ~ OCHOBHOIO  NHMKa  Ha
XpUMAIUI pAMME  PAcTBOpPa CTaHAAPTHOIO
obpaszua pabGenpazona Hatpus (pasuen
«KosmuecTBeHHOE OMnpeaeseHue»).

3 | Average weight of coated C 213.22mg /21322 mr 212.68 mg + 5% (202.05 —223.31 mg) /
tablets / Cpeansia macca 212,68 Mr+ 5 % (o1 202,05 mr no
TabJeTok 223,31 mr)

4 |Dissolution / PacTsopenne Unit-1/Eanunua-1 | 5% In 0.1M hydrochloric acid solution — not

— — . 0,
Unit-2/Eanrnia-2 20, more than 10% of the labeled amount of
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanmue: npOIWKT COOTBeTcné\eT TpeboBaHuam HJ| 3akmouenne: OJJOGPEHO
Prepared by/ ) :;J " Checked by Approved by: Manager
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Dr.Reddy’s "'

Product Razo, Enteric-coated tablets 20 mg
Hl)O[lyKT Pa3zo®, tabaerxn, HOKPLIThIC KHIETHOPACT BO[)MMOII 060J10‘]KOH 20 mr

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Batch No. / Cepust Ne : C2304070

;_Xnalyti_cauleport No / Anaantiueckhii otuer Ne : 890001657744

Batch Quantity /
O0bem cepum:

~ Page2of 6/Crp.2u3 6

1500000 Tablets
1500000 Tagaerox

Date of Manufacture / {ata nponssoacrea : 03/2023
_Anagsis performeZl;cord_ing ND / Anasns nposeaen no HJL: J111-002666-191022

Date of Analysis / larTa aHaJ_m_f;a:_Z_Z_/(EZOZS_"
Date of Expiry / Cpok roagnocrn :

02/2026

No Test / Ilokazarein

Result / PesyabTaTsi

Specification / Hopma

Unit-3/Eannnua-3 4%

| Unit-4/Eannnua-4 2% |
Unit-5/Ennnunna-5 3%
Unit-6/Eannnua-6 2%

 I—

Average / C[HH. snauenme: 3 %

C1sH20N303SNa (Rabeprazole _sodium) is
dissolved in 2 hours. / B 0,1 M pacTtsope
XJIOPUCTOBOAOPOAHOM KUCIOTHI — He Hosiee

10 % OT HOMHHANBLHOFO COJEpIKAHUA
CisH20N3O3SNa  (pabenpasona  Hatpus)
uepes 2 u.

Unit-1/Eausnna- | 91%
Unit-2/Eaunnua-2 91%
Unit-3/Eannnua-3 87%
Unit-4/Eanunna-4 91%
Unit-5/Eannnua-5 92%
| Unit-6/Cannmua-6 89%

Average / CpeaH. 3Hauenue: 90 %

5 |Related substances by HPLC

/ PoaeTBennble npumecH, BYXKX

Rabeprazole N-oxide /
Pabenpazona N-okcua

Rabeprazole Sulfone /
Pabenpazona cynbdon

Rabeprazole Methoxy
analogue / PabGenpazona
METOKCH aHanor

Pabenpazona xnopo ananor

_Rabeprazole S_ulphide /
Pabenpasona cynudun

Rabeprazole Chloro analogue /

In buffer solution pH 8.0 — not less than
75% (Q) of the labcled amount of
CisH»oN303SNa (Rabeprazole sodium) is
dissolved in 60 minutes. / B Gydeprom
pacteope pH 8,0 — ne menee 75 % (Q) or
HOMHHAJILHOTO cojiepskatus
Ci3H0N303SNa  (pabenpazona  Hatpus)
uepes 60 MuH.

Less than LOQ (LOQ = 0.022 %) /
Hwxke npeneila  KOIHYECTBEHHOrO

|omnpenenenus (KO = 0.022 %)

0.08%/0,08%

Not detected / e oOHapy»xeHa

Not detected / He oOHapykeHa

ILess than LOQ (LOQ = 0.027 %) /
Huxe npenena  KOJMYECTBEHHOTO
onpeacnchus (INKO = 0,027 %)

not more than 0.5% / ne 6onee 0,5 %

not more than 0.5% / ne 6onee 0,5 %

not more than 0.5% / e Gonee 0,5_%

not more than 0.5% / ne 6onee 0,5 %

not more than 0.5% / ne 6071&?0,5—%

Remarks : The Product confirms to ND/
ITpumeuanne: Ilpoaykt coorBeTcTByeT Tpebosannam HJJ

Opinion ;: APPROVED
3akmouenne: OJOBPEHO

Prepared by/
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Checked by
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Approved by: Manager
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Batch No. / Cepus Ne : C2304070

_:Analvical_Report No / AnaauTnueckuii oruer Ne : 890001657744 |

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Product : Razo, Enteric-coated tablets 20 mg
IIpoaykT: Pazo®, rabieTKH, NOKPbITbIe KHILEUHOPACTBOPHMOIi 060/10uK0ii, 20 MI

Page3of 6 /Crp. 3 u3 6

Batch Quantity /
O61bem cepun:

1500000 Tablets
1500000 Tab1eToK

Date of Manufacture / Jata nponssoactsa : 03/2023

Date of Analysis / /laTa ananuza: 22/04/2023__
Date of Expiry / Cpok roanocrts : 02/2026

Analysis performed according ND / Anannus nposenen o HJ: JII1-002666-191022
- - - -

Ne Test / ToxazaTenn

Result / PesyabTaThl

Specification / Hopma

Rabeprazole Related
compound A / Pabenpazona
pOJCTBEHHAs IpuMech A

Rabeprazole Related
compound C / Pabenpasona
poacTBeHHas npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Tpumech npu
RRT 1,37 (macca m/z=310
MMMOA30])

Specified Impurity at

| about RRT 1.51

{ (Mass m/z=458 Benzo
imidazole adduct) / [1pumecs
npu RRT 1,51 (macca
m/z=458

feHzumuaazona aaaykT)

Maximum unknown
individual impurity /
Eannununas
HEeWJEHTHPHUMPOBAHHAS
npUMech

Not detected / He obGHapyskeHa

Not detected / He 0OHapy>kena

Not detected / He obHapyskend

Not detected / He obHapy>keHa

Not detected / He 0OHapykeHa

not more than 0.5% / ve 6onee 0.5 %

not more than 0.5% / ne Gonee 6,5 %

not more than 0.5% / ne Gonee 0,5%

not more than 0.5% / ne 6onee 0.5 %

not more than 0.2% / e Gonee O_,2 %

Total impurities / Cymma
npumecen

0.1 %/0,1%

not more than 2.0% / ne 6onee 2,0 %

Residual Solvents content /
OcTtarounble oprannueckune
pacTBopMTeNH

2029 pg/tab / 2029 mkr Ha TabneTky

tablet / M3onponaHon — ne 6onee

2621 mMkr Ha TabneTky

Remarks : The Product confirms to ND/
Mpumeuanne: [lpoavkT cootBeteTyet Tpebosanvsm H |

Opinion : APPROVED
3akaiouenne: OJJOBPEHO

Prepared by/
TlojgroroBneHo:

Jo—

“I" Checked by

[1poBepeno (r‘ —p

Approved by: Manager
Menejukep no obecneyeHnio KauecTsa

Date/ Jarta;

250h-21%

Date/ Jlara <

290 {-2023

Date/ JlaTa: RS ST Y LY

Isopropanol — not more than 2621 ug per
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Product : Razo, Enteric-coated tablets 20 mg
Hpoaykr: Pazo®, TabaeTkn, NOKPbITHIE KHILIEYWHOPACTBOPUMOIi 000./1041KOifi, 20 MT

Batch No./ Cepus Ne : C2304070

A_naiyt_ic;l Igport No / AnannTnuecknii ortuer Ne : 89—QOOI657744_
Date of Manufacture / Jlata npoussoactsa : 03/2023

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Paged of 6 / C1p. 4 u3 6

Batch Quantity /
Oobbem cepun:

1500000 Tablets |
1500000 _’l‘_a_ﬁJ]eT()K

Date of Analysis / lata anannsa: 22/04/2023
Date of Expiry / Cpox roanocrtn : 02/2026

Ne
7

Test / Ilokaszarenn

Analysis performed according ND / Anaams nposeaen no HJI: JIT1-002666-191022

Result / PesynbraTsi

Specification /Hopn—as

ﬁiformity of dosage units /
Opanopoanocrs
NO3UPOBARUSA

1.8/1,8

The acceptance value (AV) should be not
more  than 15.0. / TloxkazaTens
npuemneMoctH (AV) NOIDKEH ObITL He
oonee 15.0.

|Microbial limits / MukpoGuo1orndeckasi YHCTOTA

a) Total aerobic microbial
count / Obuiee uncno
a3pOOHBIX MUKPOOPTaHW3MOB

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

b) Total combined yeasts and
mould count / O6uee uncno
JPONCKEBBIX M MJ1€CHEBLIX
rpudos

Less than 10 CFurg/
Menee 10 KOE/r

“[Not more than 1000 CFU/g/

N6t niore than 100 CFU/g/

He 6onee 1000 KOE/r

He 6onee 100 KOE/r

¢) E. coli

Absent in 1g/
OtcyTcTBYyeT B IT

Shall be absent in 1g/
JloJicHb! oTCYTCTBOBATL B | I

Remarks : The Product confirms to ND/
IMpumeuanne: [ponykr coorsergTyeT TpebGoanuam HJT

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by/
[loarotosneHo

o (o= =

L -Checked by
IposepeHo: T
PORED d_r 0~

Approved by: Manager
Menemkep no obecneueHnio KauecTsa

S/

Date/ Jara:

25042002

Date/ Jara: 3

250 202 3

Date/ Jlara: A G oY S
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~ Dr.Reddy’s §s®
Product : Razo, Enteric-coated tablets 20 mg

Ipoaykr: Pa3o®, tabneTkH, NOKPbITbIe KHWETHOPACTBOPIMOIi 060on0uKoii, 20 Mr
Batch No. / Cepust Ne : C2304070

e

9

Test / llokaszarenn

Assay / Konuuecreennoe
onpenenenne

Analytical Report No / Anaautunecknii oruer Ne : 890001657744 |
Date of Manufacture / Jlara npoussoacrtsa : 03/2023

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Dat

PageSof6/Crp. Syus 6

Batch Quantity / 1500000 Tablets
|O0bem cepum: 1500000 Taéaerok

e of Expiry / Cpok roanocts : 02/2026

_Analysi;)erformed according ND / Ananus nposeaen no HJ/L: JIT1-002666-191022

Result / Pe3ynbTaTni

19.6mg/19.6 Mr

Packaging / YnakoBka

11 [Labeling / Mapxuposka

12 |Storage conditions /

Xpanenue

13 |Shelf life / Cpok roamnoctn

15 tablets in a (PVC/AI/PA) foil
{aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 Tabnerox B Onucrepe
w3 (IIBX/AJVTIA)  donbrn /
antoOMUHHEBON donbru. Ilo
2 GiMcTepa BMECTe C MHCTPYKUMeEH
no NPUMEHEHHIO B nauxy
KAPTOHHYIO.

——— e

| Complies as prescribed /
| CooTgeTcTByeT TpeboBaNisaM

3 years /3 roaa

At temperature below 25 °C. / [1pu temnepaType He Bbilue 25 °C,

_Specification / Hopma

18.0 mg to 22.0mg of C]xH_zoN_‘;O}SWl-
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr no 22,0 mr C;gsH,N3O3:SNa
(pabenpazona natpust) (ot 90 no 110 %
HOMUWHAJILHOIO

oT COACPIKaHUs) B
TabnerTke. |
IStablets in a (PVC/AI/PA)  foil

| /aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnerox B Onucrepe w3
(INBX/AJI/TTIA) donbru / antomuHnesoit
¢onbru. I'lo 1 wnm 2 Gaucrepa Bmecte ¢
MHCTPYKUMEH NO MPUMEHEHUIO B TAuKy
KapTOHHYHO.

Date of Analysis / lara ananusa: 22/04/2023 |

According to ND /
B coorsercTeuun ¢ HT

Remarks : The Product confirms to ND/
Mpumenanue: HpojaykT coorpercrsyer rpebosannsm HJ{

O_pinion : APPR(;VED )
3axmouenne: O/JOBPEHO

Prepared by/
IToarotosneno:

.-’j
4

_C'_‘? _.{.
AL

Checked by
IIpoBepeHo:

AN~

Approved by: Manager
Menepkep no odecneveHuio KavecTea

S/’

Date/ ara:

05chrJo2 2

Date/ ara:

S -0 -2

Date/ Jlarta: AL e 00T




CERTIFICATE OF ANALYSIS

Qe
Dr. ReddY’s_ ‘0.. CEPTUG®WKAT AHAJIA3A

Product : Razo, Enteric-coated tablets 20 mg

Page 6 of 6/ CTp. 6 M3 6

|IIpoaykT: Pa3o®, TaGaeTkn, NOKPHIThIE KHINEUHOPACTBOPHMOIi 000J101KOi, 20 Mr

(Batch No./ Cepunsa Ne : C2304070 ‘Batch Quantity / 1500000 Tablets
- - - B O0beM cepun: 1500000 Tagaerox

Analytical Report No / Ananurnuecknii oruet Ne : 890001657744 |Date of Analysis / /lata anaansa: 22/04/2023

Date of Manufacture / lata npon3soacrsa : 03/2023 Date of Expiry / Cpoxk rognoctn : 02/2026

;&nalysis performed according ND / Anaans nposeaen no HJI: JII1-002666-191022

API name / HanmenoBanne APC: Rabeprazole sodium / Pabenpazon natpus

INN / MHH:

Rabeprazole / Pabenpason

API manufacturer batch number /
Homep cepnu npoussoantensn AP®C:

ACPHO004932

FP Manufacturer API Batch number /
Homep cepnu cyocranuun npoussogurtens I'JID:

| API Manufactured by & country /

FCQA00237

Dr. Reddy's Laboratories Ltd., India
IIponzBoantens A®C, crpana: J-p Pennu ¢ Jlaboparopuc Jlta., Unnus.

Remarks : The Product contirms to ND/
Ilpnmeuanne: [poayxT cootsercTByeT TpebosaHuam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ :,/ﬁﬁ Checked b

MMoaroToBaeH I%g’:,,/ ﬂpOBepeitﬂ’;[/».' N )

Approved by: Manager
Meneakep no obecnetieiinio kayecrTsa

>

Date/ JlaTa: 4, Date/ JlaTa:
2508 2228 05-0U-2e253

Date/ Jlarta: Al -of ~m oS




