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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJMU3A

Page 1 of 5/ Crp.1 135

Product : Razo, Enteric coated tablets 20 mg
Hpoaykr: Pa3zo®, TabneTkn, NoKpbIThle KHUIEYHOPACTBOPHMOii 000J104K0#, 20 Mr

Batch No. / Cepna Ne : C2113216

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 Tadaerox

Analytical Report No / Amamuriaceknii oraer Ne : 890001555523

Date of Analysis / Jara ananunsa: 17/11/2021

Date of Manufacture / /lata npoussoacrsa :10/2021

Date of Expiry / Cpox roanocrn : 09/2024

Analysis performed according ND / Ananxus nposenen no HJI: JIT1-002666-131120

Ne

Test / Ilokazarenn

Result / PesyabTaTsl

Specification / Hopma

1

Description / Onncanue

Round, biconvex, light yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyribie,
JIBOSIKOBBIITYKJIbIE TaOJIETKH,
MIOKPBITBIE 000JI0UKOIi CBETIIO-
JKEJITOTO 11BETA, C MAPKUPOBKOH
KkpacHoro npera «RB20» Ha onHoi
cropoHe. Ha nonepeuHoM paspese
sapo Genoro uBeTa.

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. /
Kpyrnpie, JBOSKOBBITYyKJIBIE — TalJIETKH,
MOKPBITbIE O0ONOUKON OT CBETIO-KEATOTO
710

KpacHoro

JKEATOrO  LBETA ¢
«RB20»

cTtopone. Ha nonepeuHoM paspese sapo OT

MapKHPOBKOH

uBeTa HA  OJHOH

Oenoro o oyt GeNoro BeETAa.

Identification By HPLC /
IMopnunasocrs BDIKX

Complies as prescribed /
CoorsercTRYyET

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). / Bpemst yaepxupanus
OCHOBHOTO I¥Ka Ha XpoMaTorpamme
UCTILITYEMOrO pacTBopa IOJIKHO
COOTBETCTBOBATb BPEMEHH YAePKHBAHMUS
OCHOBHOTO [MKa Ha XpoMaTorpamme
pacTBopa cTaHJapTHoOro obpasua
pabenpasona HaTpus (paszen
«KonuuecTeeHHOE OnpeiesieHue).

Average weight of coated
tablets / Cpeansisn macca
TaGJ1eTOK

207.39 mg /207,39 mr

212.68 mg £ 5% (202.05 -223.31 mg) /
212,68 mr £ 5 % (or 202,05 mr no
223.31 mr)

Remarks : The Product confirms to ND/
Hpumeyanne: IlpoaykT cooTpeTcIy

yet tpebosanusm HI

Opinion : APPROVED
Zakmwuenye: OJIOBPEHO

Prepared by/
[Toarororneno;

Checked by

ITpoBepeHo: m

Approved by: Manager

MeHe kep no o6ecn§qumo KayecTBa

Date/ Jlara:

19~ | Lo

Date/ Jara:

1q ~l-~202

Date/ Jlata:

194 ~202 |
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Product : Razo, Enteric coated tablets 20 mg

Ipoayxr: Pazo®, TabaeTkn, NIOKPLITbIE KHLIEYHOPACTBOPUMOIi 060,10uK0i, 20 MT

Batch No. / Cepunst Ne : C2113216 Batch Quantity / 1500000 Tablets
O0bem cepun: 1500000 Tabierok
Analytical Report No / Anaaurnueckuii oryer Ne : 890001555523 | Date of Analysis / Jlata ananusa: 17/11/2021
Date of Manufacture / {ata npoussoacrsa :10/2021 Date of Expiry / Cpox rognocru : 09/2024
Analysis performed according ND / Ananus nposenen no HJI: JI[1-002666-131120
Ne Test / Ilokazatenan Result / PezynbTarst Specification / Hopma
4 |Dissolution / PacTsopenne Unit-1/Epununa-1 2% In 0.1M hydrochloric acid solution — not
Unit-2/Enauna-2 A more than 10% of the labeled am.ount c')f
- - CisHzoN3O3SNa (Rabeprazole sodium) is|
Unit-3/Eunnina-3 0% dissolved in 2 hours. / B 0,1 M pacrteope
Unit-4/Epnnnua-4 0% XJIOPUCTOBOZOPOAHON KHCIIOTHI — He Gosee
Unit-5/Equania-5 0% 10 % oT HOMHHAJBHOrO CoAepIKaHMA
CisH20N303SNa abenpasona HaTpus
Unit-6/Enununa-6 0% 870 T ® P pu)
uepes 2 u.
Unit-1/Eansauua- 1 94%, In buffer solution pH 8.0 — not less than
Unit-2/Equnnia-? 92% 75% (Q) of the labeled amo‘unt c')f
_ - CisH20N3O3SNa (Rabeprazole sodium) is
Unit-3/Ennnnua-3 5% dissolved in 60 minutes. / B Gydepnom
Unit-4/E punnna-4 95% . |pacrope pH 8,0 — ne menee 75 % (Q) or
Uﬂit-S/Elll/lHI/ILIa-S 95%, HOMHWHAaNBHOr 0 COACPXKAHUA
Ci1sH20N303SNa abenpa3sona  Harpus
Unit-6/Eantnia-6 95% N (pabertp pus)
yepes 60 MuH.
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanne: [poaykr coorssrcTayeT TpeGopatnam HJ| 3akuawuenne: OJOBPEHO
Prepared by/ W Checked by Approved by: Manager
Iloarorosneno: ﬂpo&zepen@ f Menenzkep no obecrgueHuio Ka4yecTsa
Date/ Jara: 2 | Date/ [ara: Date/ [ara: 06724
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Page 3 of 5/ Crp.3u3 5

Product : Razo, Enteric coated tablets 20 mg
Hponyxr: Pa3zo®, Tabiaerku, NOKpbIThIe KHIWEYHOPACTBOPHUMOil 00010UK0¥H, 20 MI

Batch No. / Cepust Ne : C2113216

Batch Quantity /
O6nem cepun:

1500000 Tablets
1500000 Tadaerox

Analytical Report No / Avanutnuecknii oruer Ne : 890001555523

Date of Analysis / Jara ananusa: 17/11/2021

Date of Manufacture / Jara npouss

oupcrsa :10/2021

Date of Expiry / Cpoxk rognocru : 09/2024

Analysis performed according ND / Ananus nposenen no HJI: JIT1-002666-131120

Ne Test / Ilokazarenn

Result / PesyabraThl

Specification / Hopma

5 |Related substances by HPLC /

PoncrBennsbie npumecn, BOKX

Rabeprazole N-oxide /
Pa6enpa3zona N-okcup

npenena oOHapyKeHus
(10 = 0,008 %)

Rabeprazole Sulfone /
Pabenpasona cynbgpon

0.08%/0,08%

Pa6ernpazona metokcu ananor

Rabeprazole Methoxy analogue /

Below LOD(LOD=0.01%)/Huxe
npejena oOHapy)xeHus
(10 =10,01 %)

Rabeprazole Chloro analogue /
Pabenpazona xnopo ananor

Not detected / ne obnapyxena

Rabeprazole Sulphide /
Pabenpazona cynbhun

Less than LOQ (LOQ= 0.027 %)/
Huxxe npeznena konuuecTBeHHOTO
onpenenenus (ITKO= 0,027%)

Maximum unknown individual
impurity / Enunuunas
HEUJEHTUPHIIMPOBAHHAS
npuMech

0.02 % /0,02%

Below LOD(LOD=0.008% )/Huxe

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

not more than 0.5% / ne 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 more than 0.2% / ne Gosee 0,2 %

Total impurities / Cymma
npumeceit

0.2% /0,2%

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

Residual Solvents content /
OcTaTrounble oprannyeckne
pacTBoOpUTEIH

1500pg/tab / 1500 mMxr Ha Tabnerxy

Isopropanol — not more than 2621 pg per
tablet / M3onponatosn — ne Gonee 2621 mkr
Ha Tabnerky

ITpumeuanne: lNpoaykr coorBerciy

Remarks : The Product confirms to ND/

yer TpeboBanmsim HJJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by/
[Toarorosineno:

Checked by

ﬂposepeH(’)@ e

Approved by: Manager

MCHCH)KCP no 066011%5631”10 KaycCTBa

Date/ Jlara:

19-1]-Lo21

Date/ [ara;
[q~1l~202]

Date/ Jlara: ?‘9“” 202
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Product : Razo, Enteric coated tablets 20 mg

IpoayxT: Pazo®, TabaeTkn, NOKpbITHIE KHITEYHOPACTBOPHMOI 060104 K0, 20 MT

Batch No./ Cepus Ne : C2113216 Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 TaGaerox
Analytical Report No / Ananntuaecknii order Ne : 890001555523 [Date of Analysis / lata anannsa: 17/11/2021
Date of Manufacture / [lata nponssoacrsa :10/2021 Date of Expiry / Cpok roanocru : 09/2024
Analysis performed according ND / Ananus nposenen no HJI: JI[1-002666-131120
No Test / Iloxazarenn Result / PesyabTarnl Specification / Hopma
7 |Uniformity of dosage units / 3.4/3.4 The acceptance value (AV) should be not
Onnopoanocts Jo3upoBanus more  than 15.0. /  Tlokasarens
npuemaeMmoctd (AV) poiken OBITL He
6onee 15,0.

8 [Microbial limits / MukpoGuojorniueckas 4ucrora

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
Ob6uee uncino aspobHbIX Menee 10 KOE/r He 6osnee 1000 KOE/r
MHUKPOOPTAHU3MOB

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / OG1uee uncno Menee 10 KOE/r He 6onee 100 KOE/r

APOACKEBBIX U TINIECHEBBIX l"p]/I6OB

¢) E. coli Absentin 1g/ Shall be absent in 1g/
: OrcyrcTByer B IT HoixHel otcyTeTBOBaTH B 1 T
9 |Assay / KosmmuecTBennoe 20.3 mg /20,3 mr 18.0mg to 22.0 mg of CisH2oN303SNa
onpegeeane (Rabeprazole sodium) (90 to 110% of the

labeled amount) per tablet /
Ot 18.0 mr go 22,0 mr CisHxoN3O3SNa
(pabernpazona Hatpus) (ot 90 mo 110 %
OT  HOMHMHAIBLHOIO  COAepIKaHus) B

TabseTke.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumenuanne: [Ipoaykr coorBetcapyet TpeGorannam HJl 3akmouenne: OJIOBPEHO

Prepared by/ M Checked by Approved by: Manager
[Noarorosneno: l_[pOBepeHO@ A,/ Menemkep no o6ec§quHmo KayecTra

Date/ JHara: 191 "“QM/I Date/ [lara: 19 ~(1~ 202 Date/ Mara: 16 1] ~207
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Product : Razo, Enteric coated tablets 20 mg
ITponykr: Pa3o®, TabjeTku, NOKpLITLIE KHIIEYHOPACTBOPUMOIi 060J10uK0i, 20 Mr

Batch No. / Cepust Ne : C2113216

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 Tabdaerox

Analytical Report No / Anananruuccknii oraer Ne : 890001555523

Date of Analysis / laTa anannsa: 17/11/2021

Date of Manufacture / lata npoussoactea :10/2021

Date of Expiry / Cpox rognocrn : 09/2024

- {Analysis performed according ND / Ananns nposeaen no HJI: JI[1-002666-131120

No

Test / Hlokazarean

Result / PesyabraTsl

Specification / Hopma

10

Packaging / Ynakoska

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 Tabnerox B Gnucrepe n3
(IIBX/AJUTIA) donbru /
AMOMHUHHEBOM donpru. Ilo
2 6nucTepa BMECTe ¢ MHCTPYKLMEH MO
NPUMEHEHHIO B NaYKy KAPTOHHYIO.

15 or 30tablets 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.
15 tablets in a (PVC/AV/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

Ilo 15 wam 30 Tabnetok B GaHkax u3
TIOJIM3TUJIEHA  BBICOKOH  IWIOTHOCTH €
BUHTOBOH  TOPJIOBHHOH,  CHa(XKEHHBIX
MeMOpaHOH  JUIsi  KOHTPOJsA  NEPBOIo
BCKPBITHS, YKYNOPCHHBIX TJJACTUKOBBIMH
HaBUHYHBACMBIMU KpblLIKaMH c
NPOKNaAKOH M  BJIOKCHHEM T[lakera C
BJIArONOTNIOTHTENIEM  (CUNUKArenb) W
TaMnoHa u3 nonuagupHoi Bathl. Kaxknas
Oanka BMecTe C  MHCTPYKuMEl 1o
TPUMEHEHUIO B MAYKY KAPTOHHYIO.

ITo 15 Tabnerox B  Onucrepe  m3
(IIBX/AJI/TIA) doabru / amomunnesol
doneru. Tlo 1 mnu 2 6nucrepa BMecTe
MHCTPYKLIMEH 110 TNPUMEHEHHMIO B MNauky
KapTOHHYIO.

Cpok rognocru

11 |Labeling / Mapxuposka Complies as prescribed / According to ND /

CooTtBetctayer TpebOBaHUAM B coorBercTBum ¢ HJJ
12 |Storage conditions / Xpanenne| At temperature below 25 °C. / T1pu Temneparype He Bbiie 25 °C.
13 |Shelf life / "2 years (in bottles). 3 years (in blisters). /

2 rona (B 0ankax), 3 rosa (B 6aucTepax).

Remarks : The Product confirms to ND/
Ipumeuanne: Ilponykr coorseteayer TpeGoranusm HJl

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by/
IToarorosieH

Checked by

l]porzepem@ 2

Approved by: Manager
Menemkep no obdecrneyeHnio KauecTna

Date/ ara:

19t -2 cpg

ate/ Jlara:
Date/ JlaTta qu(l“ZZ)Zl

Date/ Jlara:

\A Al 2624






