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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Pagel of 5/Crp.1u35

Product : Razo, Enteric coated tablets 20 mg
Hpoayxr: Pazo®, TabieTKH, NOKPbIThle KHIIEWHOPACTBOPHMOIH 0060J10uKo0ii, 20 Mr

Batch No. / Cepusa No : C2112381

Batch Quantity /
Ob61nem cepun:

1500000 Tablets
1500000 Tabaerox

Analytical Report No / Anagnrnuecknii oruer Ne : §90001552239

Date of Analysis / [lara ananuza: 28/10/2021

Date of Manufacture / laTa npouss

ogcrea :09/2021

Date of Expiry / Cpok rognoctu : 08/2024

Analysis performed according ND / Anamu3 nposenen no H/: JII1-002666-131120

Ne Test / IlokazaTenn

Result / Pe3yabTaTshl

Specification / Hopma

1 {Description / Onneaunne

Round, biconvex, yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrasie,
JIBOSIKOBBITYKJIble TabJIeTKH,
TIOKpPBITHIE 0O0IOUKOH OT CBETIIO-
JKEJITOTO J10 JKEeJITOro LiBeTa ¢
MapKHPOBKOH KpacHOIo LiBETa
«RB20» Ha onHoii cTopone. Ha
TIONEPEYHOM paszpe3e SAPO NOUTH
Oenoro LpeTa.

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. /
Kpyrnpsie, [nBosiKOBBINMyKJIbIE — TabjeTKH,
TIOKPBIThIE 000JIOUKOH OT CBETIO-KEITOro
Io UBETa C  MapKHPOBKO#
KpacHoro «RB20» na ognHo#

cropore. Ha nonepeunom paspese aapo ot

JKEJITOTO
uBeETa

6enoro 0o nouty H6enoro uUBeTa.

2 |Identification By HPLC /
TopnmnrocTs BOKX

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 yaepsxknusaHus
OCHOBHOTO NHKa Ha XpOMaTorpamMmme
HCTILITYEMOTO pacTBOpa A0JDKHO
COOTBETCTBOBATH BPEMEHH YACP)KMBAHUS
OCHOBHOTO THKa Ha XpoMaTorpamme
pacTBOpa CTaHxapTHOro obpasua
pabenpa3zona HaTpus (pa3aen
«KonnuecTBeHHOE onpeaeneHues).

3 [Average weight of coated
tablets / Cpeanss macca
TadJIeToK

206.13 mg /206,13 mr

212.68 mg + 5% (202.05 ~223.31 mg) /
212,68 mr £ 5 % (or 202,05 mr po
223,31 mr)

4 |Dissolution / Pactsopenne

0%

Unit-1/Eauunua- |

In 0.1M hydrochloric acid solution — not

I pumeuanne: IpoaykT COOTBETCLE

Remarks : The Product confirms to ND/

yeT Tpebopanusim HJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/
ﬂonrommerlog

Checked by [@\wﬁ%

Approved by: Manager
MeHekep no obecneueH IO KauecTsa

Peqaaudd

Kol Pecctiesf

Date/ [ara: QJQF[O-*A,QQ)V’

ITposepeHo:
Date/ [laTa: 29.-10-202)

Date/ [lara:

2% -10-202)
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page2 of 5/Crp.2 u3 5

Product : Razo, Enteric coated tablets 20 mg

ITpoayxr: Pa3o®, Ta61eTKH, HOKPbITbIE KHUIEUHOPACTBOPHMOI 0601049K0ii, 20 M

Batch No. / Cepusa Ne : C2112381

Batch Quantity /
O61em cepun:

1500000 Tablets
1500000 Ta6aerox

Analytical Report No / Anasnrnueckuii oruer Ne : 890001552239

Date of Analysis / laTa ananusa: 28/10/2021

Date of Manufacture / lara npoussoacraa :09/2021

Date of Expiry / Cpox rognocrn : 08/2024

Analysis performed according ND / Ananus nposeaen no HJI: JIIT-002666-131120

Ne Test / Iloxazarean Result / Pe3yabTaThl Specification / Hopma
Unit-2/Epunnua-2 2% more than 10% of the labeled amount of
Unit-3/Eqnnnnas3 0% CisH20N303SNa (Rabeprazole sodium) is
i dissolved in 2 hours. / B 0,1 M pactsope
Unit-4/Enutmma-4 0% XJIOPUCTOBOJIOPOJHON KHCIOThI — He Gosee
Unit-5/Enununa-5 0% 10 % oT HOMHHaNBHOTO comepIKaHHUs
Unit-6/Eqnnnna-6 0% CigH20N3O3SNa  (paGenpasona  marpus)
uyepes 2 4.
Unit-1/Enununna-1 91% In buffer solution pH 8.0 — not less than
Unit-2/Eqnnmia-2 90% 75% (Q) of the labeled amount of
— CisH2N303SNa (Rabeprazole sodium) is
Unit-3/Enntnua-3 87% dissolved in 60 minutes. / B 6ydepnom
Unit-4/Epunnna-4 87% pactsope pH 8,0 — ne menee 75 % (Q) or
Unit-5/Eqnnnna-5 92% HOMHHAJILHOTO CONEPKaHusl
_ CisHN303SNa  (pabenpasona  naTpus)
Unit-6/Ennnnua-6 90%
uepe3 60 MUH.
5 [Related substances by HPLC / Poacteennbie npumecn, BIJKX

Remarks : The Product confirms to ND/
Hpumeuanne: Tponykr coorseTetByet TpeGosanusam HJ|

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/
[Toarorosneno:

io—d

Checked by

ITposepeHo: W%

Approved by: Manager
Meuemkep no obecneueHuio KauecTna

Roecets) RpnZNeorsuy

Date/ Jlara:

?O/rCO “(M’

Date/ Jlara: 29 ) lo (w.)/,

Date/ Jlara:

25 <1020
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Page3 of 5/Crp.3u3 5

Product : Razo, Enteric coated tablets 20 mg
Ipoaykr: Pazo®, TabeTkn, NOKPHITbIE KHIIEYHOPACTBOPHMOJi 060104K0i, 20 M

Batch No. / Cepusa Ne : C2112381

Batch Quantity / 1500000 Tablets
O0nbem cepun: 1500000 Tabnerox

Analytical Report No / Anaanrnuecknii oruer Ne : 890001552239

Date of Analysis / laTa ananauza: 28/10/2021

Date of Manufacture / Jlara nponssogcrsa :09/2021

Date of Expiry / Cpox roanocrsn : 08/2024

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

Ne

Test / IToxaszarens

Result / PesyabTarst

Specification / Hopma

Rabeprazole N-oxide /
Pabenpazona N-okcun

npezena oOHapyKeHus
(TTO = 0,008 %)

Rabeprazole Sulfone /
Pabenpasona cynbpon

0.07%/0,07%

Rabeprazole Methoxy analogue /
Pabenpasona meTokcu ananor

npenena odHapyKeHus

Rabeprazole Chloro analogue /
Pabenpazona xnopo ananor

(IO = 0,01 %)

Not detected / He 0OHapysxeHa

Rabeprazole Sulphide /
Pa6enpazona cynepun

Maximum unknown individual
impurity / Enunnunas
HeHaeHTH(hHLMPOBaHHAS

-\ mpumecs

0.01 % /0,01%

Below LOD(LOD=0.008%)/Hmu>xe

Below LOD(LOD=0.01%)/Huxe

Less than LOQ (LOQ= 0.027 %)/
Huxe npenena konuuecTBEHHOro
onpenenenns (ITKO= 0,027%)

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

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

not more than 0.2% / ne Gonee 0,2 %

Total impurities / Cymma
npuMecei

0.2% /0,2%

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

OIIHO[)OIIHOCTI) AO3HPOBaAHNS

6 |Residual Solvents content / 1755pg/tab / 1755mkr Ha Tabnetky |Isopropanol — not more than 2621 ug per
OcTaTouHble OprauuuecKne tablet / Mzonponanon — He Gonee 2621 mkr
pacTBOpHTENH Ha TabneTky

7 |Uniformity of dosage units / 2.4/2.4 The acceptance value (AV) should be not

more than 15.0. / INokazartens
npuemaemoct (AV) nomxeH ObiTh He
bonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [poaykr coorsgrcrpyver TpeGosanusiv HJJ

Opinion : APPROVED
3akmouenune: ONNOBPEHO

Prepared by/
[Toarorosnexo:

Checked by

ITpoepeno: [/\%)\wﬁg/ﬁ%

Approved by: Manager
Menemkep no obecneueHuIo KauecTsa

oot Kandl flecelies

Date/ ara:

29t0-Loty

Date/ Jlara: 29-10 -0 y

Date/ Jlara: 2,';(»—\0 .—/LOQJ
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page4 of 5/ Crp.4u3 5

Product : Razo, Enteric coated tablets 20 mg
IIpoayxT: Pazo®, Ta6./1€TKH, NOKPLIThIE KHHIEYHOPACTBOPUMOii 060/104K0ii, 20 Mr

Batch No. / Cepust Ne : C2112381

Batch Quantity /
Oo0bem cepun:

1500000 Tablets
1500000 TaGnerox

Analytical Report No / Anannrnueckuii oruer Ne : 890001552239

Date of Analysis / {laTa anannsa: 28/10/2021

Date of Manufacture / [lata nponssoacrsa :09/2021

Date of Expiry / Cpox roauocru : 08/2024

Analysis performed according ND / Ananus nposegen no HJI: JII1-002666-131120

Ne Test / TTokazarenn

Result / PezynasTaThl

Specification / Hopma

8 |Microbial limits / Muxpo6uoJioruyeckas 4ncTora

a) Total aerobic microbial count /
Ob1ee uncio a3pobHBIX
MHMKPOOPTraHn3MOB

b) Total combined yeasts and
mould count/ Ob1uee uucno
JAPONOKEBBIX M TIIECHEBLIX IPHOOB

c) E. coli

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

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

Absent in 1g/
OrcytcTByeT B IT

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

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

Shall be absent in 1g /
JomxHbl OTCYTCTBOBATL B 1 T

9 |Assay / Konnuecrsennoe
onpegenenne

19.9mg/ 19,9 mr

180mg to 22.0 mg of C;sHxN303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 MIT IO 22,0 MIr C|3H20N303SN3
(pabenpazona Hartpus) (ot 90 no 110 %
OT  HOMMHAIBHOIO  COAepkaHus) B
TabseTke.

Remarks : The Product confirms to ND/
IMpumeuanne: Ipoaykr coorBeTcInyet TpeGosanuam HJJ

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by/

" Checked by

F]oilro’rot}neno:% [1posepeno: (//) /L/)

Approved by: Manager
Menemkep no obecneyennio KauecTna

Date/ Hara:

29~t0-202

Date/ Hara:

29-10-20]

Date/ Jlara:

Peceardy RoX Recetury
29 10202
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CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Page S of 5/Crp.Sm3 5

Product : Razo, Enteric coated tablets 20 mg
ITpoayxr: Pa3zo®, Ta61eTKH, NOKPHITbIE KHIIEYHOPACTBOPHMOIi 060109K0ii, 20 MT

Batch No. / Cepus Ne : C2112381

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 Ta6nerok

Analytical Report No / Ananuruyeckuii oruer Ne : 890001552239

Date of Analysis / lata anannza: 28/10/2021

Date of Manufacture / JlTata npoussoacrna :09/2021

Date of Expiry / Cpox roanocTn : 08/2024

Analysis performed according ND / Ananns nposenen no HJI: JITT-002666-131120

Ne

Test / IToxazarean

Result / PesyanTaTnl

Specification / Hopma

10

Packaging / Ynakoeka

15 tablets in a (PVC/Al/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 tabnerox B Gnuctepe u3
(IIBX/AJI/TIA) thonbru /
aJIlOMMHHEBOH ¢onbru. Ilo
2 GnucTepa BMECTE C MHCTPYKLMEH 10
NPUMEHEHUIO B NA4YKy 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.
15 tablets in a (PVC/Al/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

[To 15 wm 30 rtabneroxk B Gankax wu3
NONMOTUNIEHa  BBICOKOM  TUIOTHOCTH ©
BUHTOBOH  TOpPNOBHHOM,  CHabEHHbIX
MEeMOpaHOH  And  KOHTPOJIA  MepBOro
BCKDbITUS, YKYMOPEHHBIX TILJIaCTUKOBBIMU
HaBMHUMBaEMbIMH KPBILIKaMH c
NPOKNAAKOH M BIIOXXKEHHEM TMaKeTa c

B/IArONoOrjioTUTENEM  (CHIIMKareasb) W
TaMIIOHa U3 nonudpupHoi Batel. Kaxknas
Oanka BMECTe C  WHCTpyKLMeH no
NPUMEHEHHIO B NTAUKY KapTOHHYIO.

[lo  15Tabnetrox B  Guucrepe M3

(TIBX/AJITIA) ¢oneru / anoMuHueBol
Gonbru. Tlo 1 unu 2 Gnucrepa BMecTe
MHCTPYKUMEH MO NPUMEHEHMIO B mNauky
KapTOHHYIO.

11 {Labeling / Mapxuapogka Complies as prescribed / According to ND /
CootsercTByeT TpeGOBaHUIM B cooreetcreuu ¢ HJJ
12 |Storage conditions / Xpanenne| At temperature below 25 °C. / Tpu TemnepaType He Bbiiie 25 °C.

13 |Shelf life /

Cpoxk roanocrn

2 years (in bottles), 3 years (in blisters). /
2 ropa (B 6ankax), 3 rona (B GnucTepax).

Remarks : The Product confirms to ND/
Ipumeuanne: Npoayxr coorsercr

T TpeboBanusm HJ|

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by/
IloarorosneHo:

;Checked by
Iposepeno:

Approved by: Manager
Menemxep no obecrneueHnio kayecTsa

Peoeers) Ronl Rs

Date/ [laTa:

2IO-Po)q

Date/ [ara:

LGt

29.10-20Y

Dae/ Jata: - 59 10,202






