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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Page 1 of 5/Crp. 1 w35

Product : Razo, Enteric-coated tablets 10 mg
Ipoaykr: Pazo®, Tab/ieTkH, NOKPbHIThIE KHIIETHOPACTBOPUMOH 060J104K0H, 10 Mr

Batch No. / Cepusn Ne : C2300626

Batch Quantity /
Oo6bem cepun:

700000 Tablets
700000 TabGnerok

- rAnalytical Report No/ Anannrnuecknit orser Ne--890001642285

‘Date of Analysis/ laTa anannsa: 31/01/2023

Date of Manufacture / Jlata npon3Boacrsa : 12/2022

Date of Expiry / Cpok roanocrtu : 11/2025

Analysis performed according ND / Ananns nposeaen no H/I: JI1-002666-191022

Tlopnunnoctry BIKX

CooTBeTcTBYET

[ Ne ~ Test /Iloka3aTens Result / PesyabraThl. .. . -- Specification / Hopma
1 |Description / Onucanne Round, biconvex, brownish-pink ~ (Round, biconvex, pink to brownish-pink
coated tablets imprinted "RB10" with |coated tablets with black ink imprinted
y bleekinl R teneside. e erass «RB10» on the one side. The cross section
9 : is the core from white to off-white. /
i section is the core white. / Kpyrnele, | s ‘

L e 'Kpyrable; - mBOSKOBLINYKIbIC TabneTkw,
JBOAKOBRIISIES Ta0NCIH: NOKpBITEIE 060JI0UKOH OT PpO30BOrO A0
MOKpPbITble 00ONIOUKOH KOPHYHEBATO- KOPHUYHEBATO-PO30BOIO uBeTa c
PO30BOTr0 UBETA, C MAPKUPOBKOH MapkupoBKkoi 4epHoro ueeta «RB10» Ha
yepHoro 1peTa «RB10» Ha onHo# onHo#l cropoHe. Ha nonepeuHom paspese

ctopone. Ha norepeutom paspese aapo oT 6enoro 1o noyTu Oenoro uBera

sapo Genoro upera.

2 |Identification By HPLC / Complies as prescribed/ 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). /

Bpewms_yaepxxnBaHUs OCHOBHOTO MHKAa Ha
XpoMaTorpaMMe HWCNbITYEMOr0 pacTBopa
JOJHKHO COOTBETCTBOBATH BpEMEHH
YAEpXKHMBaHHA  OCHOBHOTO  MNWKa  Ha
XpomaTorpaMMe pacTBopa CTaHAapTHOrO
obpaszua pabenpa3ona HaTpus (pazznen
«KonuuecTeeHHOE onpeneneHue»).

Average weight of coated
tablets / Cpeanss macca
Tabaerok

108.12 mg/ 108.12 mr

109.30 mg+ 7.5% (101.10= 117.50 mg) /
109,30 mr+ 7,5 % (ot 101,10 mr no
117,50 mr)

Remarks : The Product confirms to ND/
Ipnmeuanne: [1poaykT cootseTcTRYET TpebGoBaHusam HJJ

Opinion : APPROVED
3akawuenune: OJOEPEHO

Prepared bv/
TMoaroToBneHo:

T

Checked by

ﬂposepeH%
A}

Approved by: Manager
Menemkep no 06CCI'}C'IBHBIO KauecTsa

Date/ Hara:

Qo) 2222

Date/ JlaTa: a2 \,—cﬂ\ -0 ’2,5

Date/ Jara: 6(*0'-’)—'&9:?
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page2 of 5/ Crp.2 u3 5

Product : Razo, Enteric-coated tablets 10 mg
Iponyxr: Pa3zo®, Ta6n1€TKH, NOKPHIThIE KHIIEYHOPACTBOPUMOI 06010uK0f, 10 Mr

Batch No. / Cepna Ne : C2300626

Batch Quantity /
O6bem cepun:

700000 Tablets
700000 TabGaerox

| Analytical Report-No-/ Anaanrnuecxnii oruer Ne---890001642285

Date of -Analysis-/ Jlata anannza: 31/01/2023

Date of Manufacture / laTa nponssoacrtsa : 12/2022 _

Date of Expiry / Cpok roanocrn : 11/2025

Analysis performed according ND / Anann3 npoeenen no HJ: JII1-002666-191022

.|-Ne Test / [loxazaTensb - Result / Pesyabrarsl Specification / Hopma
4 |Dissolution / PacTBopenne Unit-1/Eannuna-1 4% In 0.1M hydrochloric acid solution — not
Unit2/Enmmmad 19, more than 10% of the labeled amount of
) At k CisH20N30:S8Na (Rabeprazole sodium) is
Unit-3/Enunuua-3 5% dissolved in 2 hours. / B 0,1 M pacteope
- T Unit4/Eqnania-d | 5%  |X/IOPUCTOBOIOPOAHON KUCTIOTH — He boee
i 10 % oT HOMUHANBLHOrO COAEPXKAHUS
Unit-5/Eaunnua-5 4% CisH20N;O3;SNa  (pabenpazona  nHartpus)
Unit-6/EnuHnua-6 5% 4epes 214,

Average / Cpenn. 3nauenue: 5 %

Unit-1/Eaunnua-1 84% In buffer solution pH 8.0 — not less than
. — 75% (Q) of the Ilabeled amount of]

Unit-2/Ennnnua-2 81% CisH2N30O3;SNa (Rabeprazole sodium) is
: dissolved in 60 minutes. / B OydepHom
= - 0,

P L L2 pacteope pH 8,0 — He Menee 75 % (Q) or

Unit-4/Eannnua-4 84% HOMHHAILHOTO coJiepxaHus
i CisH20N;03SNa  (pabernpazona  Hatpus)

Unit-5/Enunnua-5 83% yepes 60 MuH.

Unit-6/EnuHunna-6 82%

Average / CpeaH. 3nauenue: 83 %

Related substances by HPLC

/ PoncrBennbie npumecn, BIKX

Rabeprazole N-oxide /
Pabenpazona N-okcun

Rabeprazole Sutfone /
Pabenpasona cynbdoH

Rabeprazole Methoxy
analogue / Pabenpazona
MEeTOKCH aHanor

(-

Less than LOQ (LOQ: 0.022 %)/
Huxe npenena konuMuecTBEHHOTO
onpeaeienns (I11KO: 0,022%)

0.09%/0,09%

Not detected / He oOHapyskeHa

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

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

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

Remarks : The Product confirms to ND/

Hpumeuanne: Ilpoaykr coorBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akmouenue: OJOGPEHO

Prepared by/
TfoaroTosieHo:

st

Checked by

ﬂposepeg’@:j"

Approved by: Manager
Menekep no odecneyeHig KauecTsa

R~ e oebirsy

Date/ [laTa: qy )13

Date/ Jlata: (_5\,_0'\»717‘2,_’3

Date/ JlaTa: 3 ‘HO (./7./09/3
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Page3 of 5/Crp.3 m3 5

Product : Razo, Enteric-coated tablets 10 mg
IIpoayxkT: Pazo®, Ta6néTku, NOKPHITble KHWIeYHOPACTBOPUMOH 060104K0ii, 10 Mr

Batch No. / Cepusn Ne : C2300626 Batch Quantity / 700000 Tablets
O6bem cepun: 700000 Tabuerok

Analytical Report No-/ Anasnursyecknii-oruer Ne : 890001642285 |Date of Analysis/ lara anannza: 31/01/2023

Date of Manufacture / lata npounssoacrsa : 12/2022 Date of Expiry / Cpok ropuocty : 11/2025

Analysis performed according ND / Ananns nposeaen no HJ: JI11-002666-191022

-Ne | . _Test/lloxa3arens Result / PezyabraTsi s 2 Specification / Hopma . .

_|Rabeprazole Chloro analogue / _ not more than 0.5% / ne 6onee 0,5 %
PaGenpasona xyiopo ananor Not detected / He 0GHapy>keHa

Rabeprazote Sulphide 7 not more than 0.5% / ne 6onee 0,5 %

0.04%/0,04%

|Pabemnpazona cynbdua

Rabeprazole Related Less than LOQ (LOQ: 0.058 %)/ not more than 0.5% / ne 6onee 0,5 %
compound A / Pabenpazona | Hwke npenena KoiuyecTBEHHOTO

POACTBEHHAs IPUMECH A onpenenenus (ITKO: 0,058%)

Rabeprazole Related Below LOD (LOD: 0.02%)/ not more than 0.5% / ne 6onee 0,5 %
compound C / Pabenpasona |, npeaena obHapyKeHuUs

POACTBECHHAs IIPUMECH C (]—IO . 0,02 %)

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

about RRT 1.37 0.03%/0,03%
(Mass m/z=310
Imidazole)”/ Hpumecs npu
RRT 1,37 (macca m/z=310
1UMuaa30n)

Specified Impurity at not more than 0.5% / ne 6onee 0,5 %
about RRT 1.51 Not detected / He oGHapyxkeHa
(Mass m/z=458 Benzo
imidazole adduct) / Tlpumecs |
npu RRT 1,51 (macca
m/z=458

HeH3uMHaa3ona aanyKT)

Remarks : The Product confirms to ND/ Opinion : APPROVED
Hpumeuanne: [lpoaykt cootseTcTBYET TpebOBaHuaM HJI 3akarouenne: OJOBPEHO
Prepared by/ Checked by Approved by: Manager

[logroToBneHo: [Mposepetio: Menepkep no 00ecrneueHio KauecTsa

Date/ Jlara: U] 10l3 Date/ JlaT;;:3 \(_0‘ VL 5 Date/ [ata: 6 (=0 260272
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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Page4of 5/Cip. 435S

Product : Razo, Enteric-coated tablets 10 mg

IIpoaykr: Pa3o®, TabneTki, NOKpbIThle KHIIETHOPACTBOpUMOI 000J0uKoii, 10 mr

Batch No./ Cepus Ne :

-1 Analytical Report-No-/ Anastnruueckuii oruer Ne : 8§90001642285

2300626

Batch Quantity /
Oo6bem cepun:

700000 Tablets
700000 TabJieTok

Date of-Analysis / laTa anaanza: 31/01/2023

Date of Manufacture / Jlata nponssoacrsa : 12/2022

Date of Expiry / Cpok roanocrtn_: 11/2025

Analysis performed according ND / Ananns npoBeneH 1o H,H JIT1-002666-191022

1-Ne

Test / Ilokazarens

Result / Pe3yabraThl

Specification / Hopma

Maximum unknown
individual impurity /
Engvnnunan
HeuneHTud)nunpOBaHHaﬂ
rpuMech :

BDL %/ perucrpauuu %

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

Total impurities / Cymma
npumMecei

0.1%/0,1%

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

Residual Solvents content /
OcTaToHble OprannuecKne
pacTBOpUTeIH

923 ng/tab / 923 mxr Ha TabaeTky

Isopropanol — not more than 1379 pg per
tablet / U3onponanon — ne 6onee
1379 Mkr Ha TabneTky

Uniformity of dosage units /
OnHopoaHocTb
IO3HPOBAHHSE

4.7/4,7

The acceptance value (AV) should be not
more  than 15.0. / TlokazaTenb
npuemaemoctn (AV) nomxeH ObiTb He
Bonee 15,0.

Microbial limits / MukpoGuosiorudyeckasi H4HCTOTA

a) Total aerobic microbial
count / Obdulee uucno
a3poOHbIX MUKPOOPraHW3MOB

10 CFU/g /
10 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / Obwee uncno
JPOJKAKEBbBIX M NNECHEBbIX
rpubdos

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) E. coh

Absentin 1g/
OtcyTcTBYET B IT

Shall be absent in 1g/
JlonsKHBl OTCYTCTBOBATL B | I

Remarks : The Product confirms to ND/
Ilpumeuanne: INpoayvkt cooTBeTcTBYET TpeboBatnam HJI

Opinion : APPROVED
3akawuenune: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

[loarotoBaeHo: = Ilpoeepeno: 4 __ MenemnKep 110, 00eCneye o KauecTga
M ﬁ/l’%q 2cle Q«avv’\‘l- &QCL/L—%/

Date/ Jlara: Ytev)-~2r022 | Date/ [laTa: Date/ Jlara:

3\-0}) 2022
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Page S of 5/Crp.5u3 5

[Product : Razo, Enteric-coated tablets 10 mg
Ipoayxr: Pa3zo®, raGeTkn, MOKPLITHIE KHLIEYHOPACTEOPUMOii 060J101K0il, 10 Mr

Batch No. / Cepua Ne : C2300626

Bat

Oobnem cepun:

700000 Tablets
700000 Tabaerox

ch Quantity /

Analytical Report No-/ Anaaurnuecknii oruer Ne:-890001642285

‘Date of Analysis+/ Jlara-ananusa: 31/01/2023

Date of Manufacture / /lata npoussoacrsa : 12/2022

Date of Expiry / Cpox roauocru : 11/2025

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

Ne

Test /. ITokazarenn

Result / Pesyabrarsr

Specification / Hopma .

9

Assay / KonnvecTenHoe
onpeaeneHne

- 9.8mg/9,8 mr

9.0mg to 11.0mg of CjsHzoN303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled  _amount) per  tablet _/
Or 9,0 mr npo 11,0 mr CigH20N303SNa
(pabenpazona Hatpus) (o1 90 mo 110 % ot
HOMMHAJILHOTO coaepKaHus) B TabneTke.

10

Packaging / YnakoBka.

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister and
patient information leaflet in a carton

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.

pack. / Ilo 15 Tabnerox B Gnucrepe|/ Ilo 15 Tabnerok B OGnucrepe u3
nz  (IIBX/AJITIA)  donern /| (TIBX/AJIVTIA) ¢onbru / antoMUHUEBOH
AMOMHWHHEBOH thonbru. Ilo| ponbru. Tlo 1 unn 2 Gnuctepa BMecTe ¢
| GnucTepy BMECTe C WHCTPYKLMEH| MHCTpyKUMEH 1O MPUMEHEHHIO B Mauky
no NPUMEHEHHIO B navKy | KapTOHHYIO.
KapTOHHYIO.

11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CootseTcTBYET TpEGOBAHHAM B cootBetcTBMM ¢ H]]

12 |Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Boiite 25 °C.

XpaHenue
13 |Shelf life / Cpox ropnoctn | 3 years /3 roaa

Remarks : The Product confirms to ND/
I pumeuanne: Ilpoaykr coorBetcTByeT TpeboBaHuam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/

[Tonrororneno:

g

Checked by

IMposepeHo: ;F”
P //.«) ; .

Approved by: Manager
MeHe 1xep no odecneveHyio kayecTsa
2% /

Date/ [ara:

e f-1022

Date/ JlaTa: 3 ‘m\,g/pz,g

Date/ Jlara: 3 |—0 12D 2_3




