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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Page 1 of 5/Crp.1 u3 5

Product : Razo, Enteric-coated tablets 20 mg
IIpoaykT: Pa3o®, TabsreTkn, NOKPHITbIE KHIIEYHOPACTBOPHMOH 00010uKoii, 20 mr

Batch No. / Cepus Ne : C2212563

Batch Quantity /
'|O6Bbem cepun:

1500000 Tablets
1500000 Taduerox

Analytical Report No / Anaantnuecknii oruer Ne : 890001634962

Date of Analysis / lata ananuza: 23/12/2022

Date of Manufacture / Jlata npousBoacrsa : 11/2022 -

Date of Expiry / Cpox roanocrn : 10/2025

Analysis performed according ND / Ananu3 nposeaen no HJI: JIT1-002666-191022

Ne Test / IlokazaTenn

Result / PesynabTaThl

Specification / Hopma

1 |Déscription / Orincanne

Round, biconvex, light yellow coated
tablets with red ink imprinted «<RB20»
on the one side. The cross section is
the core white. / Kpyrisie,
JBOSIKOBBIMYKJIblE TaONETKH,
NOKpbITHIE 000N04KOH CBETIIO-
JKETOTO UBETa, C MAPKUPOBKOMH
kpacHoro userta «RB20» Ha oano#
cTopoHe. Ha nonepeuHom paspese
sapo Oenoro uBera.

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. /
Kpyrisie, TabneTku,
MOKPbITble 0D0NOUKOH OT CBETJIO-XKENTOrO
Jale) uBeTa C

kKpacHoro uBeta «RB20»
cTopoxe. Ha nonepeuHom paspeze sapo ot

6enoro 10 nNouyTH BeJyioro LBeTAa.

JBOSAKOBBIITYKJIBIC

JKENTOro MapKHUpOBKOH

Ha OJHOH

Identification By HPLC /
Hoanunnocrs BKX

Complies as prescribed/
CootBeTcTBYET

| 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 yaepikuBaHus OCHOBHOIO NHKa Ha
XpomMaTorpaMme HCNbITYEMOrO pacTBOpa
AO/KHO . COOTBETCTBOBAThb BPEMEHH
YIOEp)KHBAHWS ~OCHOBHOTO ~ TIMKa  Ha
XpomaTorpaMme pacTBOpa CTaHIapTHOTrO
obOpasua pabenpasona Hatpus (paznen
«KonnuectsenHoe onpeneneHue»).

Average weight of coated
tablets / Cpeanssa macca
TabjeTok

21115 mg /21115 mr

2.68 mg + 5% (202.05 -223.31 mg) /
2.68 Mr+ 5 % (o1 202,05 mMr no
3.31 mr)

Remarks : The Product confirms to ND/

Ipumeuanne: TpoaykT cooTBeTCrByeT TpeboBaHmsm HJI

Opinion : APPROVED
3axkmwuenne: OJOBPEHO

Prepared by/

pyp/u‘ Checked by
oz Iposepeno: z f‘:‘| )
u&df A

Approved by: Manager

[Toarotorneno: Menekep no obegneyuennio kauecTsa
Date/ Hara: 24712 ~2272) | Date/ Jlata: QU4 ~12 ~209) Date/ [ara: yINR P 7ot S
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page 2 of 5/ Crp.2 w35

Product : Razo, Enteric-coated tablets 20 mg
IIpoaykr: Pa3zo®, TaGneTkn, nOKpbITbIe KNIEYHOPACTBOPHMOI 060104K0H, 20 Mr

Batch No. / Cepust Ne : C2212563

Batch Quantity /
‘Obvem cepun:  ~

1500000 Tablets
1500000 TadsgeTOK

Date of Analysis / lara anannsza: 23/12/2022

Analytical Report No / Anannrnuecknii oruer Ne : 890001634962
Date of Manufacture / [lara nponssoacrsa : 11/2022 '

“|Date of Expiry / Cpoxk rognoctu : 10/2025

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

[ Ne Test / IlokazaTeinb

Result / PezyabTaTht Specification / Hopma

4 | Dissolution / Pacreopenne

Unit-1/Eaunuua-1 0% “/In 0.1M hydrochloric acid solution — not

more than 10% of the labeled amount of

1o N 0,
L S T il C1s8H20N303SNa (Rabeprazole sodium) is
Unit-3/Eannnua-3 2% dissolved in 2 hours. / B 0,1 M pacTsope
Unit-4/E qunnua-4 1% XJIOPHCTOBOJOPOAHON KHCITOTHI — He Gonee
- 10 % oOT HOMMWHaANBLHOrO coaepXaHWs
Unit-5/Ennnnua-5 2% Ci1sH20N3O3SNa  (pabenpazona  Hatpus)
Unit-6/Eaunnua-6 2% |iepes 2
Average / CpenH. 3naueHue: 2%
Unit-1/Eannuua-1 94% In buffer solution pH 8.0 — not less than
- . 75% (Q) of the labeled amount of
Unit-2/Ennnua-2 97% Ci1sH20N303SNa (Rabeprazole sodium) is

Unit-3/Eaunnua-3 95%

Unit-4/Enunnua-4 97% HOMHRaJILHOTO
- Ci1sH20N303SNa

Unit-5/Eauuuua-5 97% yepes 60 MuH.

Unit-6/Eamunuua-6 95%

Average / CpeaH. 3HaueHue: 96%

dissolved in 60 minutes. / B OydepHom
pacteope pH 8,0 — He menee 75 % (Q) ot

colepKaHus
(pabenpazosna  HaTpus)

S |Related substances by HPLC

/ Poncreennnie npumecn, BOJKX

Rabeprazole N-oxide /
Pabenpasona N-okcun

Rabeprazole Sulfone /
Pabernpasona cynbjon

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHaIor

Below LOD (LOD: 0.008%)/
Huke npenena obHapyxeHus
(IO : 0.008 %)

Not detected / He oOHapy»keHa

not more than 0.5% / ne 6onee 0.5 %

0.08%/0.08%

not more than 0.5% / ne 6onee 0.5 %

not more than 0.5% / ne 6onee 0.5 %

Remarks : The Product confirms to ND/
IIpumeuanne: IpoaykT cooTeTcTBYAT TpedoBaHusm HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/ ’ =2 Checked by Approved by: Manager
Moy = A "7&2‘-’@’ I : decneve {a'ecTB
oarotoneHo: =7 pOBEpeHO: . Menemxep no odecneteHio kKa4ecTsa
A — - E __ -
Date/ [lara: %42{02‘{, Date/ Jara: 204 ~12 ~wpp. Date/ Jlata: TN\ Lo
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Product : Razo, Enteric-coated tablets 20 mg
IIpoaykr: Pazo®, Tabnerkn, noKpbiThle KHUIEYHOPACTBOPHMOIE 0007109K0it, 20 MT

Page 3 of 5/Crp. 3 u3 5

Batch No. / Cepust Ne : C2212563 Batch Quantity / 1500000 Tablets
T ] " [O6bem cepnn: 1500000 Tab6aerox

Analytical Report No / Ananurnuecknii otuer Ne : 890001634962 |Date of Analysis / laTa anaausa: 23/12/2022

Date of Manufacture / laTa nponzsoacrea : 11/2022 - = ‘| Date of Expiry / Cpok rognocrn : 10/2025

Analysis performed according ND / Anann3 nposegen mo HJ: JI[1-002666-191022

Ne Test / Ilokazarennb Result / Pe3yabraTsi Specification / Hopma
Rabeprazole Chloro analogue / not more than 0.5% / ne 6onee 0,5 %
Pabenpasona xnopo ananor Not detected / He oOHapy»ceHa

H 0, 0,
Rabeprazole Sulphide / 0.03%70,03% not more than 0.5% / ne 6onee 0,5 %

Pabenpazona cynbdun

Rabeprazole Related . not more than 0.5% / ne 6onee 0,5 %
compound A / Pabenpazona Below LOD (LOD: 0.019%)/

Huxe npenena obnapyskeHus
OJICTBEHHas 1 ech A
po puM (MO : 0,019 %)

Rabeprazole Related Below LOD (LOD: 0.02%)/ 'not more than 0.5% / He 6onee 0,5 %
COlTlpOUl]d C/ Pa6enpa30na Huxe npenena 06Hapy)}(eH”ﬂ
poacTseHHas npumecs C (T10 : 0,02 %)

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

about RRT [.37 0.01%/0,01%
{Mass-m/z=310 -
Imidazole) / Ilpumecs npu
RRT 1,37 (macca m/z=310
MMuaa3on)

Specified Impurity at not more than 0.5% / ne 6onee 0.5 %
about RRT 1.51 Not detected / ve obHapyskeHa

(Mass m/z=458 Benzo
imidazole adduct) / [1pumecs
npu RRT 1.51 (macca
m/z=458

OeH3MMH 13012 AUTYKT)

Remarks : The Product confirms to ND/ Opinion : APPROVED
Hpumeuanne: [Npoavkr coorsergryet TpebGosannam HJJ 3akawuenne: OJJOBPEHO
Prepared by/ /QQC;.K--':’Checked by Approved by: Manager

ﬂogrmosnem:% [TpoepeHo: a Py MeneTxep no odecneteHno kauecTna

Date/ [ara: 26”2 - 2297 | Date/ I[aTa:/?u ~ (2 ~2022_ Date/ Jlata: i.t\ A1L-2079
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CERTIFICATE OF ANALYSIS
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Product : Razo, Enteric-coated tablets 20 mg
Hpoaykr: Pa3o®, Tab/1eTKH, NOKPBITbIE KHIIETHOPACTBOPHMOI 000J10uK0ii, 20 Mr

Batch No./ Cepus Ne : C2212563

Batch Quantity /
‘Oobem cepnu:

1500000 Tablets
1500000 TabsieTox

Analytical Report No / Anannruuecxuii oruer Ne : 890001634962

Date of Analysis / JlaTta ananuza: 23/12/2022

Date of Manufacture / JlaTta npoussoacrsa : 11/2022 -

Date of Expiry / Cpok roagnoctn : 10/2025

Analysis performed according ND / Ananus npoeaen no H/L: JII1-002666-191022

Ne

Test / Iloxazarennb

Result / PesyabraTsl

Specification / Hopma

Maximum unknown
individual impurity /
Enunuunasn
HeuneHTn(buunpOBaHHaﬂ
NpUMech

BDL %/ perucrpauun %

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

Total impurities / Cymma
npumecen

0.1%/0,1%

not more than 2.0% / ne Gonee 2,0 %

Residual Solvents content /
OcTaTouyHble OpraHuvecKne
PACTBOPHUTEIH

1606 pg/tab / 1606 mkr Ha TabneTky

Isopropanol — not more than 2621 pg per
tablet / U3onponanon — He 6onee
2621 Mkr na Tabnetky

Uniformity of dosage units /
OnnopoanocThb
NO3NPOBAHMS

The acceptance value (AV) should be not
more  than 15.0. / Tlokazarens
npuemnemoctd (AV) npomxeH ObITb He
Gonee 15,0.

Microbial limits / Mukpo0noJiornueckas 4ncrora

a) Total aerobic microbial
count / Obuiee uncno
a3pOOHBIX MUKPOOPraHW3MOB

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

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

b) Total combined yeasts and
mould count / O61ee uncio
JIPOMOKEBBIX U TIIECHEBBIX
rpubos

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

¢) E. coli

Absentin 1g/
OtcyTeTBVeT B IT

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

|Shall be absent in lg/

JloMKHBL OTCYTCTBOBATbL B 1 T

Remarks : The Product confirms to ND/
I pumeuanne: [poaykr COOTBeTC

eT TpedoBanusam HJI

Opinion : APPROVED
3akmouenne: ONOBPEHO

Prepared by/

ﬂonrOTOBneHO / MpoBepeHo: ’) =1

| Checked by

Approved by: Manager
MeHeakep no obecngueinio KayecTsa

Date/ Mara:

24 A2~ 2202

Date/ IlaTa U~ ~ 2092 _

Date/ JlaTa: 2U AL~
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Page 50f 5/ Crp.Su3 5

ﬁ’roduct : Razo, Enteric-coated tablets 20 mg
IIpoayxr: Pazo®, TabneTkn, nOKpbITHIE KHIIEYHOPACTBOPHMOH 060J1049K0i, 20 Mr

Batch No. / Cepus Ne : C2212563

Ba

O6bem cepuu:

1500000 Tablets
1500000 Tabaerox

tch Quantity /

Analytical Report No / AnaanTtutueckuii oruer Ne : 890001634962

Date of Analysis / lata ananusa: 23/12/2022

~|Date of Mamufacture /- lara npoussoacrsa : 11/2022

Date of Expiry / Cpok roasoctn : 10/2025

Analysis performed according ND / Ananau3 nposenen no HI: JI[1-002666-191022

Ne

Test / IToxazarean

Result / PeayabTaTnbl

Specification / Hopma

9

Assay / KonnuecTBennoe
onpenejenne

203 mg/20,3 mr

18.0 mg to 22.0 mg of CisHxN303;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per  tablet /
Ot 18,0 mr po 22,0 mr CisHooN3;O3SNa
(paGemnpazona Hatpus) (ot 90 mo 110 %

OT  HOMMH&IBHOTO  COAEPXKaHWA) B
TabieTke.
10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil| 15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 Tabnetok B GnucTepe

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ To 15 Tabnetox B Onucrepe u3

s (IIBX/AJITIA)  doabrn /| (TIBX/AJITIA) doneru / antomMuHueBoi
aNOMHHNEBOH donbru. IMo| ponbrn. Tlo 1 unn 2 Gaucrepa BmecTe ¢
2 Odnuctepa BMECTE C MHCTPYKUMEH| MHCTPYKUMEH MO NPUMEHEHWIO B Mauky
rno TIPUMEHEHUIO B NayKy | KAPTOHHYIO.
KapTOHHY1O.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBeTcTBYET TpeboBaHUM B cootBercTBumn ¢ HJJ

12 |Storage conditions / At temperature below 25 °C. / Tlpu TemnepaType He Bbilie 25 °C.

) Xpanenue
13 |Shelf life / Cpok roanocrn 3 years /3 ropa

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT cooTBeTcTBVET TpedoBanusm HJT

Opinion : APPROVED
3akmwouenne: OJOBPEHO

Prepared by/
[Moarorosneno:

Z

“Checked by

Approved by: Manager

I[TpoBepeHo: N ~2 MeHemKep No 00CCHEHEH IO KauecTBa
Date/ ara: ,QArIZr-Z’p 22 Date/ Jlara: QUL ~12-2099 Date/ Jara: 2N —12-202.7




