Qe
Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Razo, Enteric coated tablets 10 mg
1lpoayxT: Pazo®, TabaeTkn, NOKPbITbIE KHIIEYHOPACTBOPHUMOii 06010uK0il, 10 Mr

Page 1 of 5/ Crp. 1 u35

Batch No./ Cepua Ne : C2203426

Batch Quantity /
O0bem cepun:

700000 Tablets
700000 TabaeTok

Analytical Report No / Apanuruuecknii oruer Ne : 890001585352

Date of Manufacture / {ata npouszsoactsa : 02/2022

Date of Analysis / lata ananunsa: 16/04/2022 '
Date of Expiry / Cpox roanocrn : 01/2025

1

a1

Analysis performed according ND / Anaan3s nposenen no H/I: JIT1-002666-131120

Test / IToxazarenn

Result / PeyabTaTsl

SpeciﬁcationTHopma

Description / Onncanne

2 |Identification By HPLC /
Hopnummocrs BOKX
3 | Average weight of coated

tablets / Cpeansist macea
TA0NETOK

Round, biconvex, pink coated tablets
imprinted "RB10" with black ink on
the one side. The cross section is the
core white. / Kpyrbie,
JBOSIKOBBIMYKJ1bIE TaOJIETKH,
NOKPbITbIE 000N0YKOH pO30BOro
LiBETa, C MAPKMPOBKOMH UYepHOTO LiBETA
«RB10» na oaHoit ctopone. Ha
nornepeyIioM paspese aapo 6¢oro
1ReTA.

Complies as prescribed/
CooTBeTcTBYET

107.20 mg / 107.20 mr

Round, biconvex, pink to brownish-pink
coated tablets with black ink imprinted
«RB10» on the one side. The cross section
is the core from white to off-white. /
Kpyravie, nBosKoBbINyk/ble TabmeTKH,
MOKpbITbIe 000MOYKOH OT PO30BOrO 10
KOPUHYHEBATO-PO30BOr0 uBeTa c
MapkHpoBkoW vepHoro useTa «RB10» Ha
oaHol ctopoHe. Ha nonepeuHom paspese
AP0 OT 6enoro 10 NouTH Genoro 1ReTa

The retention time of the major peak in the
chromatogram of the test preparation
should correspond to the retention time of
the main peak in the chromatogram of
Rabeprazole sodium standard preparation
(section Assay). /

Bpems yviaepxkuBaHUS OCHOBHOTO MWKa Ha
XPOMaTOrpamMMe  HCIbLITYEMOro pacTBopa
NOJDKHO COOTBETCTBOBATD BPEMEHH
YAEPIKUBAHWA ~ OCHOBHOIO  MNWKa  Ha
XpoMaTorpamme pacTBopa CTaHAapTHOro
obpasua pabenpaszona wnatpusi (paspen
«KonunuectseHHoe onpeaeneHuner).

10930 mg + 7.5% (101.10 - 117.50 mg) /
109.30 mrx 7.5 % (o1 101.10 mr 10
117.50 mr)

Prepared by/
IMoarorosaeno:

=

Remarks : The Product confirms to ND/
| Ipumenanue: INpoaykr coorsargegyeT TpedosaHusm HJl

Opinion : APPROVED
3akmouenne: OJOBPEHO

Checked by

[1poBepeHo: ;-:,J\J )

Approved by: Manager

Mewje rkep 1o uﬁgcnc'tu:}])l1|n |\';ll|;frnz! .
%ceo(&) KagnL feattsy

T)ale/ Jlava:

/3,1 Q_FZO 2 ( Date/ I],aTa:-

13-12 24,0,

Date/ [lara: |3 —Ar-—200L2—




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Page2 of S/Crp.2 n35

Product : Razo, Enteric coated tablets 10 mg

Ipoayxr: Pazo®, Tad/1eTKN, NOKPBITHIC KHIEUHOPACTROPUMON 0finnoukoii, 10 mr

Batch No./ Cepun Ne : C2203426

700000 Tablets
700000 Tadserox

Batch Quantity /
O6bem cepnu:

hz_&nalytical Report No / Anaautunuecknii otuer Ne : 890001585352

Date of Analysis / JlaTta anannsa: 16/04/2022

Date of Manufacture / Jlata nponzsoacrra : 02/2022

Date of Expiry / Cpok ronnocrn : 01/2025

Analysis performed according ND / Ananns nposeaen no HL: JIN1-002666-131120

Ne Test / IlokasaTesn Result / Pezyabrarsl Specification / Hopma
4 |Dissolution / PactBopenne Unit-1/Eannnua- | 0% In 0.1M hydrochloric acid solution — not
 Unit2/Emmnnnac? 0% more than 10% of the labeled amount of]
Ci3H20N303SNa (Rabeprazole sodium) is
Unit-3/Eannunua-3 3% dissolved in 2 hours. / B 0,1 M pactsope
Unit-4/EnHuua-4 0% XNOPHCTOBOAOPOAHON KMCIOTbI — HE Ooree
I 10 % OT HOMMHAILHOIO COAEPIKAHMSI
Unit-5/Eannnua-5 5% Ci13H20N303SNa  (pabenpazona Hatpus)

Unit-6/Ennbnna-6 2% flepes2 .

Average / Cpenrni. shavenne: 2%

Unit-1/Envnnua-1 89% In buffer solution pH 8.0 — not less than
: O 75% (Q) of the labeled amount of]

Unit-2/Enunnua-2 87% CisH>0N303SNa (Rabeprazole sodium) is
: dissolved in 60 minutes. / B OydepHom
- : a- 0, .

Unit-3/Eamnmua-3 o02% pactBope pH 8,0 — He menee 75 % (Q) ot

Unit-4/Eannnna-4 86%  |HOMHHabHOTO coaepKaHus
— Ci1sH2N3O3SNa  (pabenpazona  HaTpus)

Unit-5/Eannuna-5 88% uepes 60 MHH.

~ Unit-6/Eannnua-6 90%

Average / CpeaH. 3Hauenue: 88 %

Remarks : The Product confirms to ND/
Ilpumenanne: Tlponykt coorseTeTpyeT Tpeboanuam HJL

" Opinion : APPROVED

3akmouenne: OJOBPEHO

Prepared by/

INoaroToBneHo:

=

Checked by

ﬂpOBepeHog/\\ ’\/

Approved by: Manager
Mene/pep 1o odecreneHmio KaueeTea

ol Ror MESy

Date/ Jlara:

(312 220

Date/ JlaTa:

(3-12 ~209)

Date/ [lara: Lg 2 -2012—




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

'Product : Razo, Enteric coated tablets 10 mg
MponyxkT: Pazo®, Tadnerkn, NOKPLITHIE KHINeUHOpAcTROPAMOH obonoukoii, 10 mr

Batch No./ Cepna Ne : C2203426

Batch Quantity /
O0bem cepnu:

Page3of S/ Crp.3n3§

700000 Tablets
700000 Tabnerok

_Analytical Repor_t No / Anasantnuecknii otuer No :

890001585352

Date of Manufacture / Jlata npounspoacrtsa : 02/2022

Date of Analysis / Jlata anannza; 16/04/2022
Date of Expiry / Cpok rognocrtu :

01/2025

Analysis performed according ND / Anaans nposegen no HJI: JI[1-002666-131120

Ne

5 |Related substances by HPLC

Test / ITokaszaTenn

Result / PesyabTarsl

Specification / Hopw_m :

/ Pouc;g_elm ble npumecn, BOXKX

Rabeprazole N-oxide /
Pabenpazona N-okcuna

Rabeprazole Sulfone /
PaGenpazona cynbdoH

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHanor

Rabeprazole Chloro analogue /
Pabenpazona xsnopo aHanor

|Rabeprazole Sulp_)hide /
Pabenpazona cynbpun

Maximnm unknown
individual impurity /
Envnuunas
HEWJIEHTH(HHULMPOBAHHAS
npuMech

0.03 % /0,03%

0.08 % /0,08%

|Betow LOD (LOD: 0.01%)/

Huke npeaena obnapyskeHnus
(MO : 0,01 %)

Not detected / He oGHapyeHa

0.07 % /0,07%

0.05 % /0,05%

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

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

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

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

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

not mare than 0.2% / ne 6onee 0,2 %

Total impurities / Cymma
npumecei

0.5%/0.,5%

not more than 2.0% / ne 6onee 2.0 %

6 |Residual Solvents content /
OcTaToUunble OpraHluecKHe
pacTBopHuTENH

781 pe/tab/ 781 mkr Ha TabneTky

lsopropanol_— not more than 1379 pg per
tablet / U3onponaHon — He Oonee
1379 mkr Ha TabneTky

Remarks : The Product confirms to ND/
Hpumeuanne: [poaykT cooTBeTcTRYEHK TpebGoBaHusam HJJ

Opinion : APPROVED
Jakaouenne: OJOBPEHO

Prepared by/ = ﬁ(hecked by Approved by: Manager

[ToaroToBaeHo: %52/ Ilpogepeno: /) L Meneep uu nmuwu.mnn KavecTpa
; __Q S -P@’f,q:_ Q/v\-k- Ree

Date/ [lara: Date/ Jlara: Date/ Hara: 13'__(9,?@02__9/\

(272 200 ¢

13-1(2~20972_




Qe
Dr. Reddy’s ‘.o. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page 4 of 5/ Crp.4u3 5

Product : Razo, Enteric coated tablets 10 mg
HpoaykT: Pa3o®, Tab/eTKN, IOKPLITbIE KNLIETHOPACTBOPKUMOIi o0on0ukoeii, 10 mr

Batch No./ Cepns Ne : C2203426 Batch Quantity / 700000 Tablets
~_|O6bem cepun: 700000 TabJsieTox

Analytical Report No / Ananurnuecknii oruer Ne : 890001585352 |Date of Analysis / laTa ananusa: 16/04/2022

Date of Manufacture / lara nponssojacrsa : 02/2022 Date of Expiry / Cpoxk roanoctn : 01/2025

Analysis performed according ND / Ananu3z nposenen no HJ/I: JII1-002666-131120

No Test / IlokazaTensn Result / PesynabTarsl " Specification / Hopma
7 |Uniformity of dosage units / 5.8/5,8 | The acceptance value (AV) should be not
OaHopoaAHOCTb more than 15.0. / ITokazaTtens
A03HPOBAHNUS npuemnemoct (AV) pomxen ObiTb He
bonee 15,0.

8 |Microbial limits / Mukpo0uoJiornueckasi YucToTa
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /

count / O0uiee uucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPraHW3MOB

'b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g / -
mould count / Obwee yncno Menee 10 KOE/r He 6onee 100 KOE/r
NPOKIKCBLIX M TICCHCBbIX
rpuboB
¢)E.coli Absent in lg/ Shall be absent in 1g/
OTcyTCTByeT BIr J1o/mKHBL OTCYTCTBOBATL B | I
9 |Assay / KoanuecTBennoe 10.0 mg /10,0 mr 9.0mg to 11.0mg of C)sH20N303SNa|
onpenesieHne (Rabeprazole sodium) (90 to 110% of the

labeled amount) per tablet /
Ot 9.0 mr ao 11.0 mr C;sHaN3O3SNa
(pabenpaszona natpms) (o1 90 no 110 % or
HOMMHAIBLHOTO ColepiKatmns) B TabneTke.

Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanne: IlpoaykT cooreTcTByeT Tpebosanuam HJI 3akawuenne: OJOGPEHO
Prepared by/ ¥

| Checked by Approved by: Manager
[]onrmosﬂan ITposepeHo: Q,¢ Metiepkep 1o obecedenmio kaeeTra
= T Pladd Qo feoliy

Date/ Jlara: ,212@0/)4, Date/ Jlata: (312 ~209D Date/ JlaTa: '3Fl 22002




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

PageSof 5/ Crp.Su3 5

Product : Razo, Fnteric coated tablets 10 mg
ITpoaykr: Pazo®, TabieTku, HOKPbITbIE KHUIEYHOPACTBOPUMOI 06010UK0H, 10 M

Batch No. / Cepun Ne : C2203426

Batch Quantity /
O0beM cepun:

700000 Talilets
700000 Tadaerox

Analytical Report No / Anaantnyecknii oruer Ne : 890001585352

Date of Analysis / laTa anaansa: 16/04/2022 |

Date of Manufacture / laTa npoussoacrsa : (02/2022

Date of Expiry / Cpox roanoctn : 01/2025

Analysis performed according ND / Anasus nposexen no HJI: JIT1-002666-131120

Ne Test / Iloka3zaTennb

Result / Pe3yabTaThl

Specification / Hopma

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister and
patient information leaflet in a carton
pack. / To 15 tabnerok B 6nucrepe U3
(IIBX/AJI/TTIA) doneru /
aJIIOMUHUEBOH donbru. Ilo
1 6aucTepy BMecTe ¢ MHCTPYKLHEH 110
NPUMEHEHHIO B aUKy KapTOHHYIO.

15 or 30 tablets in HDPE bottles with
screw neck equipped with tamper-
evident membrane sealed with plastic
screw caps with liner, bag of desiccator
(silica gel) and polyester cotton swab.
Each bottle and patient information
leaflet in a carton pack.

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 or 2 blisters
and patient information leaflet in a
carton pack. / [To 15 nnu 30 Tabnerox B
faHKaX W3 TOJHOTHIE!IA  BLICOKOH
IUIOTHOCTH C BMHTOBOW I'OPJIOBHHOM,
CHABXKEHHBIX MeMOpaHOU A1 KOHTPOJIA
HEePBOTO  BCKPBITHA,  YKyNOPCHIILIX
IJTACTUKOBBIMHU HaBMHYHUBACMBIMH
KpPBILIKaMH c pOKIIagKon %
BJIOJKEHHEM rakera c
BJIATOMOINIOTUTENEM  (CHJIMKarenb) M
TAMIOHA K3  TMOMUAI(QUPHON  BaThI.
Kaxpmas 6aHka BMECTe ¢ MHCTPYKUMEH
10 NMPUMEHEHUIO B Ma4Ky KapTOHHYIO.
Ilo 15 Tabnerok B Onucrepe U3
(TIBX/AJUTIA) doabru / antoMUHHEBOH
¢oneru. Ilo 1 unu 2 6anctepa BMecTe ¢
HHCTPYKLMEH MO MPUMEHEHHUIO B I1aUKy
KapTOHHY!O.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TPEOOBAHUAM B cootsercTeuun ¢ HJI
12 |Storage conditions / Xpanenmne | At temperature below 25 °C. / TIpu Temneparype He Bbiwe 25 °C.

13 [Shelf life / Cpok rogaoctn

3 years (in bottles), 3 years (in blisters).
3 ropa (B 6ankax), 3 rona (B GiucTepax).

/

Remarks : The Product confirms to ND/
Ilpameyanue: IIpoaykr coorBeTcTBYET TpeboBanuam H/I

Opinion : APPROVED
3axumouenne: OJJOBPEHO

Prepared by/

Checked by

Approved by: Manager

HOI[FOTIOBJ'IGH IIposepeno: 0y, —2 Menepkep 1o L‘GCCI‘IC'—I&:I-B'II() KauecTna
= Feceot &) Rowl heoetu
Date/ Jlara: Date/ Mlara: 13 12 9699 Date/ [lata: | L2202 22—




