Dr.Reddy's a..

Product : Razo, I

Batch No. / Cepus No :

2303766

Analyt}cal Rep;rt No / Anaanruuecknii oraer N :
Date of Manufacture / JJaTa nponssoacrea : 03/2023

Analysns performed according ND / Ananus npOBeueH no H/I: JIM1-002666-191022

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

td tablets 20 mg
MpoaykT: Pa3zo®, TabaeTkn, NOKPHLITblE KHIIEMHOPACTBOPIMOI 060101K0H, 20 Mr
Batch Quantity /
|O6Bem cepun:
Date of Analysis /) Jlata ananusa: 22/05/2023 |
Date of Expiry / Cpox rognocrn : '

Test / TTokaszarean

890001663658

Result / PeBy.ﬂbTaTbl

1 De&ription / Onucanne

i
|
|

2 [Identification By HPLC /
I THomsmmunocre BOX

3 | Average weight of coated
tablets / Cpeansia macca
TabJeTok

I

4 |Dissolution / PacTBopenne

Round, biconvex, light yellow_coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is

the core white. / Kpyrubie,
JIBOSIKOBbIMYKJIbIC TAOJICTKH,

MOKPLITHIC 000104KOM CReTIO-

JKEJITOro UBeTa, € MapKVIpOBKOF]

KpacHoro useta «RB20» na ogHoi
cropoHe. Ha nonepevynom pazpese

sijipo Oenoro 1gera

Complies as prescribed/

Coort BCTCTBYET

207.54 mg /207,54 mr

Unit-1/Eannmua-1

Unit-2/Eamnnnna-2

2%
5%

Page 1 Of()/('ip_ 1u3 6

1500000 Tablets
1500000 ~radnerox

02/2026

Specification / Hopma |
l

Round, biconvex, light yellow to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section|
is the core from white to off-white. /|
Kpyrneie, /BOSKOBBINYKAbIS — TaOneTKH,
NOKPbITbIE 00OJIOUKOIH OT CBETIO-KENTOrO|
A0 OKENToro LUBETa C  MapKHPOBKOM|
kpacHoro useta «RB20» wna oanoii
cTopone. Ha nonepeyHom paspese sjpo or|
Oenoro 10 NouTH 6€10TO UBETA.

| The retention time of the major peak in the|

|chromatogram  of the test preparation)
|should correspond to the retention time ol‘i
the main peak in the chromatogram of]
Rabeprazole sodium standard preparation
(section Assay)./

Bpems yaepkHBaHMsI OCHOBHOIO MUKa Ha
XPOMATOTpaMME  MCTILITYEMOro  pacTBopa
NOKHO COOTBETCTBOBATH BpeMEHH
YACPIKUBAHHUS  OCHOBHOIO  NMHKa  Ha
' XpOMaTOrpaMme pacTBopa CTaHAapTIOro
obpasua pabenpazona HaTpusa (pazaen
«KonnuecTBeHHOE onpeesieHruer).

212.68 mg £ 5% (202.05 —=223.31 myg)/
212,68 mr+ 5 % (ot 202,05 mr po
223,31 mr)

In 0.1M lgdrochloric acid solution — not
| -
{more than 10% of the labeled amount of

I

Prepared by/ (7 () o

[logrorosieHo: z ﬁ'/

Date/ Jlara:

04 S-2024| D

Remarks : The Product confirms to ND/
IIpnmeuanne: Tpoaykr LOOTBCT(,:J,L\ er Tpe6omnm|M HJ1

Checked by
[TpoeepeHo:

SO

ate/ Jlara:

oM 0T, ZO')ﬁ

Approved by: Manager

E)pinion : APPROVED
3akmouenne: OJJOBPEHO

MeHeﬂ>1<ep no odecrneyYeHnIo KauecTBa

S~
NE LS

Date/ JlaTa:




@
Dr.Reddy’s Qs®

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Page 2 of 6/ Crp. 2 w3 6

Product : Razo, Enteric-coated tablets 20 mg
MpoaykT: Pazo®, Tabaerkn, NOKPbIThIE KHIIETHOPACTBOPHMOI 060104KO0i, 20 M1
Batch No. / Cepust No : C2303766

Analytical Report No / Anaantnuecknii oTuer Ne :_89000_1_6637658_:
Date of Manufacture / lata npoussoactsa : 03/2023

Analysis performed according ND / AHanus nposenen no H/: JI1-002666-191022

Batch Quantity /
|O6nem cepun:

Date of Analysis / lara ananusa: 22/05/2023
Date of Expiry / Cpok roanocru

1500000 Tablets
1500000 radaerox

: 02/2026

Ne

Test / Iloka3zarean

Result / PeaynbraThl

Specification / Hopma

S == !
[ Average / CpeaH. 3HaueHue: 3 %

Unit-3/Eaunnua-3 1% CisH20N3038Na (Rabeprazole sodium) is

Unit4/Eannnmna-4 1% dissolved in 2 hours. / B 0,1 M pacteope
B XJIOPUCTOBO/IOPOAHOMN KHCAOTBI — He GoJiee

Unit-5/Eamnnuna-5 5% 10 % OT HOMMHAILHOIO CoOjiepIKaHHs

—1C1gH20N303SNa abenpasona wna

Unit-6/Eanimua-6 % laeper2m, {BRPEp )

Unit-7/Eannuna-7 2%

Unit-8/Enunnna-8 | 0%

Unit-9/Eagnnunna-9 h 2%

Unit-10/Eanunua-10 5%

Unit-11/Eananna-11 0%

Unit-12/Enqmnuna-12 1%

In buffer solution pH 8.0 — not less than
75% (Q) of the labeled amount of
CisH2oN30O3SNa (Rabeprazole sodium) is

dissolved in 60 minutes. / B OychepHom
pacteope pH 8.0 — ne menee 75 % (Q) ot
HOMMHAJIBHOTO coaepskaHms
CisHoN3;OsSNa  (paGenpazona  HaTpus)

uepes 60 MUH.

Unit-1/Eannuya-1 88%
Unit-2/Ennvunua-2 88%
Unit-3/Eannnua-3 89%
Unit-4/Eannnua-4 | 89%
Unit-5/Eprpuna-5 90%
Unit-6/Eanuuua-6 B 87%

Average / Cpean. 3nauenue: 89 %

Related substances by HPLC
Rabeprazole N-oxide /
Patenpazona N-okcua

/ Popcteennbie npumecn, BOKX

Less than LOQ (LOQ = 0.022 %) /
Hwxke npeaena  KOJHUECTBEHHOTO
onpenenenms (11IKO = 0.022 %)

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

Remarks : The Product confirms to NTV/
IIpumeuanne: JTpoaykT cooTBeTCEBYET Tpebosanuam HJL

Opinion : APPROVED
Zakaruenne: OJOBPEHO

Prepared by/ M’}Checked by Approved by: Manager

ﬂoarmosnem:!% [Tposepeno: Mene,pkep Nno odecrneueH o KauecTsa
. g~

Date/ Jlara: 9 4»0/5~) 092 | Date/ Jlara: Vo5 2027 Date/ [lara: W




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Dr Redq Page3of6/Cip.3uz 6
. o —
x:u -CoA '[tl ta

[Product : Razo blets 20 mg

MpoaykT: Pazo®, TabnerTkH, NOKPbIThIe KHUIEUHOPACTBOPHMOI oﬁoﬂomcou 20 mr

[Batch No. /Cepml Ne : C2303766 |Batch Quantity / 1500000 Tablets

[ |O6bem cepun: 1500000 ragaerox
'Analytical Report No / AnannTnuecknii oruer Ne : 90001663658 Date of Analysis / JlaTa anaan3sa: 22/05/2023
iDate of Manufacture / /Ilara nponssoacrtna : 03/2023 \Ete of Expiry / Cpox ronuocTu 02/2026

Analy51s performed according ND / Ananus l]pOBeIleH no HJL: JII1-002666-191022

Ne | Test / Tloxasaren Result / Pe3yanaTbl Specification / Ho_p;qa
~ |Rabeprazole Sulfone / ) not more than 0.5% / we 6onee 0,5 %
PaGeripazona cynbdon 0.06%/0,06%
Rabeprazole Mgthz)xy not more than 0.5% / ne Gonee 05%

analogue / PaGenpaszona Not detected / He oGHapyskeHa

MECTOKCH aHanor

'Rabeprazole Chloro analogue / not more than 0.5% / we 6onee 0,5 %
Not detected / ne o6Hapy>xena
PaGenpasona xa0po aHasnor

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

PaGenpazona cynbpun

0.04%/0,04%

| Rabeprazole Related | not more than 0.5% / ne Gonee 0,5 %
compound A / Pabenpazona

Not detected / ne obHapy»xeHa
POACTBEHHAs IpUMech A

Rabeprazole Related Below LOD (LOD = 0.02 %) / not more than 0.5% / ne Gonec 0,5%
compound C/Pabenpasona | e npenena obnapysetns (110 =

| poAcTBeH AR NpHMeC C 0,02 %)

1 Specn‘"ed lmpu@ ;t not more than 0.5% / ne 6onee 0,5 %

about RRT 1.37
(Mass m/z=310
Imidazole) / Ipumecs npu 0.02%/0.02%
RRT 1,37 (macca m/z=310 '

MMH1A301)

Specified Impurity at not more than 0.5% / ne 6osee 0,5 %
about RRT 1.51

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

OeH3MMH1a301a QLY KT)

Not detected / He oOHapykeHa

Remarks : The Product confirms to ND/ Opinion : APPROVED
Hpumeuanne: [lpoaykt cooTBeTcTpyeT TpeboBannsm HJL | 3akmouenne: O/IOBPEHO |
Prepared by/ 222 Checked by Approved by: Manager
[loarotosneHo: [lpogepetio: / z ) MeHepkep no odecneyeHnIo KauecTsa
g/’

Date/ [ara:

Date/ [laTa: L o 532024 Date/ Jlara: ,,\/(/7(,\,;




CERTIFICATE OF ANALYSIS
Qe CEPTUO®UKAT AHAJIU3A

J)r,Rl?dg 's Qe? i Page 4 of 6/ Crpy. 4 ms 6
'Product : Razo, |¥eric-c0a td tablets 20 mg

MpoaykT: Pa3o®, TabneTkn, NOKPHITbIE KNUICUNOPACTBOPHMOIi 060.10'1KOIi, 20 mr
Batch No./ Cepns Ne : C2303766 Batch Quantity / 1500000 Tablets

B ~ |O0bem cepnn: 1500000 ragnerox
Analytical Report No / Anaanrnuecknii oruer Ne : 890001663658 'Date of Analysis / Jlata ananusa: 22/05/2023
Date of Manufacture / Jlata nponszsoactsa : 03/2023 ‘Date of Expiry / Cpok ropnocrn : 02/2026

Analysis pmormed_according ND / Ananus nposeaen no HJL: JI[1-002666-191022

‘Ne|  Test/Iokasarenn Result / PesyabtaTbl Specification / Ho_pna

Maximum unknown not more than 0.2% / ne Gonee 02 %

individual impurity /

Ennnnynas Below BDL (BDL= 0.1 %) / Huxe

HeMJICHTU(pHLMpPOBaHHAs nopora perucrpaunu (1P =0,1 %)

npumech

| Total impurities / Cymma 0.1 %/0,1% not more than 2.0% / ne Gonee 2,0 %

npumecei |
6 |Residual Solvents content/ | 1344 pé/tab / 1344 mxr na Tabnetky Epropanol — not more than 2621 pg per

OcraTounblie oprannueckue tablet / Wzonponanosn — He boJiee
pacTBopnTeEn , 2621 MKr Ha TabneTky
7 |Uniformity of dosage units / | 2.9/2.9 The acceptance value (AV) should be not
Onanopoanoctsb more than 15.0. / Ilokazatens
AO3HPOBAHHUS npuemiieMocTH (AV) pomkeH ObiTb He
S L |6onee 15,0.
8 |Microbial limits / Mukpodnosioruueckas unerora
I a) T'otal aerobic microbial Less than [0 CFU/g/ Not more than 1000 CFU/g /
i count/ Obuwce 1neno Menee 10 KOE/r |He 6osnee 1000 KOE/T
a’pOOHBIX MUKPOOPraHHU3MOB |
b) Tolal combined yeasts and Less than 10 CFU/g/  [Not more than 100 CFU/g /
mould count / O0iiee uneno | Menee 10 KOE/r He Gonee 100 KOE/r
JPOIOKEBBIX U MJIECHEBbIX !
rpubos ‘
'¢) E. coli . Absent in 1g/ | Shall be absent in 1g/ ‘

| OtrcyrerByer B IT I JlosmkHbl oTcyTcTBOBATL B | T

Remarks : The Product confirms to ND/ = Opinion : APPROVED ]
IIpumeunanne: [lpoaykr coorBeTcRBYET TpeboBanuasm HJL 3akawuenne: OJOBPEHO

Prepared by/ > (] Checked by Approved by: Manager
FlolerTaneHo;‘__,gff’f,g/ [TposepeHo: ! z ) Menemkep no 06ecnel%|/u__|_m KayecTBa
Date/ Jlara: %"OSFZOQ@ Date/ Jlarta: Wfof/zé’w Date/ Jlara: O (S




DnRedd 's

Pro

duct : Razo, Enteric-

q.o
coated tablets 20 mg

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

PageSof6/Crp. 5u36

Mponyxr: Pa3zo®, Tabaerku, NOKPbLITHIE KumeqnopaCTBOpumou 060J10q|<0u 20 mr

Batch No./ Cepus Ne ;

.AI'I:ll}'Ii_l'.:I] Report No / Amanurnuecknii oraer Ne : 890001663658
Date of Manufacture / Jlara npounsBoacrsa : 03/2023

AnalysE perform_edxcording ND / Anaans nposenen no HJL: JIT1-002666-191022

2303766

Batch Qu.mtlty/
061>_6M cepum:
Date of Analysis / laTa ananusa: 22/05/2023
Date of Expiry / Cpoxk rognocry : 02/2026

1500000 Tablets
1500000 Tagnerox

Ne

Test / HoxazareJb

9

10

Assay / Koamuecrsennoe
onpejae/ienne

iPackaging / Ynakopka

Result/ Pesynabrarnl

19.8 mg/ 19,8 mr

Specification / H_opMa

18.0 mg to 22.0 mg of CisHN;03SNa|
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr no 22,0 mMr C;sH»N3;03SNa
(pabenpazona narpua) (ot 90 ngo 110 %

15 tablets in a (PVC/AVPA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton

pack. / Ilo 15 Tabnerok B OGnucrepe

OT  HOMHMHANLHOTO  COAEepiKaHus) B
Tabnerke. _
15tablets in a (PVC/AIPA) foil

/aluminum foil blister. 1 or 2 blisters and
patient infarmation leaflet in a carton pack
/ Tlo 15 Tabnerok B OJsucrepe w3
(TIIBX/AJUTIA) donbru / antoMuHUEBOM
ponbru. Ilo | unn 2 G6aucrepa Bmecte ¢
WHCTPYKLIMEH 110 NPUMEHEHHUIO B MNauKy
KAPTOHHYIO.

| According to ND /

| At temperature below 25 °C. / Ilpu Temneparype He Bbiwe 25 °C.

IB cootnercTiiin ¢ HJL

w3 (IIBX/AJVIIA)  doneru  /
antOMHUHHEBOM donbru. [lo
2 Gnucrepa BMeECTe C MHCTPYKLMEH
1o NIPHMEHEHHIO B nauky
KapTOHHY!O.
|
11 -Labeling / MapxkupoBka (‘ompl_ic_s as prescribed /
' , ' | CooTeTeTBYCT TpeGOoBannsM
12 |Storag,e conditions /
Xpanenue
! 13 [Shelf life /_Cl)OK roguoctu |3 years /3 roaa
Remarks - The Product confirms to ND/

Hpumenanne: Npoaykr cootrercTyeT Tpebosannam HJL

Opinion : APPROVED
3axknouenne: OJOBPEHO

Prepared by/ _, | Checked by
HO,ElI‘OTOBHEHOZé%—-”’ Ilposepeno:
Date/ JlaTa: %»05,2025 | Date/ JlaTa: 9 efo S w,)@

Approved by: Manager
Menemxep no obecnelueHrio KayecTsa

b
AL K 9D

Date/ Jlara:




CERTIFICATE OF ANALYSIS
. o CEPTUD®UKAT AHAJIM3A
Dr.Reddy’s -
Product : Razo, Enterlc coated tablets 20 mg
HpO}lyKT Pa3zo®, TabJIeTKH, NOKPLITHIE K‘Hll]e‘lHOpaCTBO[)HMOM 060JIO‘IKOH, 20 mr

Page60f6/Crp. 6u3 6

Batch No./ Cepus Ne : C2303766 Batch Quantity / 1500000 Tablets
O0bem cepun: 1500000 rTa6nerox

Analytical Report No / Anaantnuecknii oruer Ne : 890001663658 |Date of Analysis / JlaTa anann3za: 22/05/2023 '

Date of Manufacture / Jlata npon3soacrsa : 03/2023 Date of Expiry / Cpok rouHOCTn 02/2026

AnalySIS performed according ND / Ananns npoBeeH N0 HJI: M- 002666-191022

API name / nanmenoBanne ADC: Rabeprazole sodium / Pabenpason narpus

INN / MHH: Rabeprazole / Pabenpaszon

API manufacturer batch number /

A 004962
Homep cepun npouspoauresis ADC: CPHO049
FP Manufacturer API Batch number /

236
Homep cepun cy6eranuun nponspoautens I'JIP: FEF0D
API Manufactured by & country/ | Dr. Reddy's Laboratories Ltd., India
Iponzsoaurenn A®C, crpana; Il-p Peann’c Jlabopartopuc JIta., Unans.
Remarks : The Product confirms to ND/ ) ' (_)];inion : APPROVED ) i
HNpumeuanne: [ponykt COOTBETCTBYET Tpeboranusam HJL 3akmouenue: OJJOGPEHO
Prepared by/ -] Checked by Approved by: Manager
HOHFOTOBHCHOZFZ/& [1posepeno: f :z ) MeHe/pkep no obecneyeHuto KauecTsa
o — - 3/ —_—

Date/ Jlara: Mrog ~202.4 | Date/ Jlara: A~O530 Date/ Jlara: w( o >




