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DrReddy’s s
Product = Razo, Enteric coated tablets 20 mg
Mponyky : Pazo®, TabaeTkn, moKpoirbie KHIIeYHOPACTBOPUMOii 0605101K0, 20 M
Batch No-/Cepus Ne : C2114175

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Pagel of S/Crp. 1m35

Batch Quantity /
O061bem cepuit:

1500000 Tablets
1500000 TaaeTok

&lil-xtic_é_l‘l{_clzm‘l No / Ananntnuecknii oruer Ne : 890001561328
Date of Manufacture / Jlara upounssopcisa :11/2021

Date of Analysis / laTa ananm3za: 09/12/2021

Datc of Expiry / Cpox rognocr : 10/2024

Analysis -_l_lérformed according ND / Auauns nposenen no ILJI: JIT1-002666-131120

--Tcst / llokaszarennb

Result / Pesyjbrarni

.D—es_ai—pli—uu / Ouncanne

Identification By HPLC /
Ioamunocts BIKX

Round, biconvex, yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
scction is the core white. / Kpyrazie,
ABOSKOBbINYKIble TabJEeTKH,
NOKPbITbIE 000IOUKON CBETIIO-
JKENTOTO 11BETa, C MAPKUPOBKOMK
kpacHoro usera «RB20» na onnoi
CTOpPOHE. Ha nolepednom paspese
sapo 6enoro uBeTa.

Specification / Hopma

Round, biconvex, light )/Klm—xﬁo mw-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyriible, ABOSKOBBIIYKAblE  TabneTkw,
MOKpbITblE 000JI0UKOH OT CBETJIO-)KENTOIO
110
KPACHOI'O

KEJITOro  LBera ¢
«RB20» OJHOU

cTopone. 1la noncpcunoM paspesc sapo oT

MapKUpOBKOM

usETa Ha

0enoro Ao NoyTH Oesnoro 1BeTa.

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 yaepskrsanus
OCHOBHOTO MHKa Ha XpoMarorpamme
WCIILITYEMOTO PacTBOpa AOMKHO
COOTBETCTBOBATbH BPEMCHH YIEPIKUBAHUS
OCHOBHOTO TIHKA Ha XpomMaTorpaMmme
pacTBOpa CTAHNAPTHOIrO 0Opasua
pabenpazona HaTpua (paszaen
«KonnuectBeHHOE OnpeaeNeHnen).

Av;,l?a-ge weight of coated
tablets / Cpeansisi macca
TabJIeTOK

204.98 mg /204,98 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 contirms to NI/
I pumeuanne: [Npoaykr cootsersrgxet rpebosannsm HJL

Opinion : APPROVED
3akmouenne: OJOGPEHO

Prepared by/ _ :
ﬂourmoaﬂenozﬁy

" Checked by

~7

i

[Mposepeno: J/\
9

Approved by: Manager
MGIIF‘)'DI\'L‘}I 1o H6L‘L,'E!L"|x:lt1|in T L (W W T

Bt Ravs iy

Date/ ll_a;'a:

|O~| 222/

Date/ JlaTa: lo~(2 200

Date/ [laTa:

Ibe—Iof-Loz,{




DrReddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIMU3A

Batch No-/ Cepus Ne : C2114175

Product # Razo, Enteric coated tablets 20 mg
Ipoaykr : Pazo®, TableTkH, DOKPLIThIE KNIIEUHOPACTBOPUMOii 060,101K0i, 20 Mr

Batch Quantity / 1500000 Tablets
O6nbem cepun: 1500000 Tadnerox

~ Page2of 5/Crp.2u3 5 -

No

_K_n_aly_ti;ﬂil__lzpo_rt No / Ananurnuecknii oruer Ne : 890001561328
Date of Manufacture / JIata nponssoacrna :11/2021

Date of Analysis / [laTa ananuza: 09/12/2021
Date of Expiry / Cpok rognocty : 10/2024

:Ar;alysis fJe_rErmed acca*ding ND / Ananns npoeegen HOT‘II[: JIT1-002666-131120

_ Test / Iloka3aTeb

Result / PesyabTaThl

Speciflcati(_)n / I-Ep_Ma

4

Dissolution / PacTBOpenne

In 0.1M hydrochloric acid solution — not
more than 10% of the labeled amount of
CisH20N303SNa (Rabeprazole sodium) is
dissolved in 2 hours. / B 0,1 M pactBope
XJIOPUCTOBOAOPOHOH KHUCIOThI — He Gornee
10 % oT HOMWHaANBHOIO coaepKaHus
CisH2oN3O3SNa  (pabenpasona  Hatpus)
yepes 2 u.

Unit-1/Exqunuua-1 0%
Unit-2/Ennnuna-2 0%
Unit-3/Epnauna-3 0% |
| Unit-4/Enunnua-4 0%
| Unit-5/Eqnnnua-5 0%
Unit 6/Epuniana 6 0%
| Unit-1/Equanna-1 95%
Unit-2/Eannuua-2 98%
~ Unit-3/Eannnua-3 95%
Unit-4/Ennunna-4 98%
~ Unit-5/Eanunua-5 C95%
* Unit-6/Eannuua-6 94%

HOMWHAILHOrO COAEpIKAHMA
1CsHoN3O3SNa  (pabenpazona  HaTpus)

In buffer solution pH 8.0 — not less than
75% (Q) of the Ilabeled amount of
CisH20N303SNa (Rabeprazole sodium) is
dissolved in 60 minutes. / B 6ydepnom
pacteope pH 8,0 — e menee 75 % (Q) ot

yepes 60 MUH.

Prepared by/
IMoaroroRneny;

Remarks : The Product confirms to ND/
Hpumesanne: Tlpoaykr cooTsel

eT Tpedboanusm HJI

3a

Opi_nion_: APPROVED

kmouene: OJOBPEHO

| Checked by

l‘lpmsepeno@ p

Approved by: Manager
Mehg prep no 0DCCHEUCHNIO KaveeTna

Date/ JlaTa: ] O~ IZW

Date/ Jlara:

(o ~12 - 202(

Date/ JlaTta:

Rt Ronit lwoeen
l O~12_ wf)/,




Dr.Reddy’s Q': | ]

I_’roduct ¢ Razo, Enteric coated tablets 20 mg

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Page 3 of S/ Crp. 3wz S

Ipoaykr : Pazo®, TabieTkn, NOKPbIThIE KNIEYHOPACTBOPUMOIi 060,104K0i, 20 Mr

Batch No-/ Cepus Ne : C2114175

Batch Quantity /
O0beM cepun:

1500000 Tablets
1500000 TA01eTOK

Analytical Report No / Anaamruueckmii oruer Ne : 890001561328

Date of Manufacture / lara npoussoacrsa :11/2021

Test / IlokazaTenb

Result /_Pesy.anaTbl

Rabeprazole N-oxide /
PaGenpazona N-okcun

5 I_{elélte_d_substances by HPLC / PoacTBennbie npamecn, BOXKX

_S?)eciﬁcation /Hopma

Date of Analysis / [lata anannsa: 09/12/2021
Date of Expiry / Cpok rognocrn : 10/2024

Xnalysis _performed according ND / AHaJllE_HI)OBeﬂeH nofﬂl—: JIT1-002666-131120

Less than LOQ (LOQ: 0.022 %)/
Hubke npesiena konuuecTBEHHOIO
onpeaenenus (I1KO: 0,022%)

}@éf)razole Sulfone /
Pabenpazona cynbdon

0.06%/0,06%

Rabeprazole Methoxy analogue /
Pabenpasona MeTokcH aHasor

Not detected / ne oOHapyskeHa

Rabe_prazole Chloro analogue /
Pabenpasona xyopo aHanor

Rabeprazole Sulphide /
Pabenpazona cyabdpun

Not detected / He obHapyskeHa

0.04 % /0,04%

Maximum unknown individual
impurity / Ennnnanas
HEUASHTU(UUMPOBAHHAS
npuMech

Total impurities / Cymma
npumecei

0.02 % /0,02%

0.3% /0.3%

not more than 0.5% / He 60nee_0,m

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

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

not more than 0.5% / He Gonee 6,5 %

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

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

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

6 |Residual Solvents content /
OcTaTouHble OPraHuuecKue
pacTBOpHTENN

1373 pg/tab / 1373 mkr Ha TabneTky

Remarks : The Product confirms to ND/
ITpumevanne: [poaykT coorBercTyeT Tpebopanmsan /]

"Opinion : APPROVED
Jakmouenne: OJOBPEHO

Isopropanol ~ not more thaﬁ621—pg_per N

tablet / M3onponaHon — He Gonee 2621 mxr

Ha TabneTKy

Prepared by/

2=

Checked by

Approved by: Manager

[oarorosneno: [Mposepery 7~ 3 MeHe Lsep o uoecnetleHmo KavecTni
- BN, ﬁ— ‘ecte) st, ﬂufﬂi{/t{
Date/ JlaTa: ID’fzvgow Date/ Jlara: 0~ ~ 202 Date/ Jlata: \O .—-I 5. w}/‘




DrReddy’s Q%¢

Product z Razo, Enteric coated tablets 20 mg
Hponykr : Pazo®, rabierkn, NOKPbITble KHIIETHOPACTBOPUMOIi 06010uK0ii, 20 MI

CERTIFICATE OF ANALYSIS

CEPTHOPHKAT AHAJIM3A

Paged4 of 5/ Crp. 4u3 5 B

Batch No-/Cepust Ne : C2114175

éﬂalyticéii}_ﬂ[mrt No / Ananuruaecknii oruer Ne : 890001561328

Batch Quantity /
Obmem cepuu: |
Date of Analysis / lata anannsa: 09/12/2021

1500000 Tablets
1500000 ragaerox

Date of Manufacture / Jlara nponssoactsa :11/2021

Xnalysis Eﬁ)rmed according ND / Ananns npo;zen_eu o HJI: JI1-002666-131120

Date of Expiry / Cpox roaHocrn : 10_/2()24

Ne

Test / Ilokazarenn

Result / PesyabTaTthl

Specification / Hopma

7 "UnifPO-rmity of dosage units /
OnHOpoaAHOCTb 103MPOBAHHA

2.5/2,5

8 |Microbial limits / Mukpobnonoruueckas uucrora

The acceptance value (AV) should be not
more  than 15.0. / [NokazaTens
npuemiaeMmocti (AV) f0mKeH ObiTh He
6onee 15,0.

O6uee yncno a3podHbIx
MUKPOOPTraHU3MOB

b) Total combined yeasts and
mould count/ O6uiee uucno

¢) E. coli

9 |Assay / KoanuecTBennoe
onpejenenne

a) Total aerobic microbial count /

APOKKEBBLIX U MJICCHEBbLIX Fpl/l6OB

10 CFU/g /
10 KOE/r

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

Absent in 1g/
OtcyTerByer B 11

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

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

Shall be absent in 1g/
HomxHb oTcyTeTBOBaThL B | T

20.3 mg/ 20,3 mr

18.0mg to 22.0 mg of CisHwN;O;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr no 22,0 mr CisHayN;O:SNa
(pabernpazona natpus) (o1 90 no 110 %
OT  HOMHHAJLHOTO  coaepKatiug) B
TabreTke.

Hpumeuanne: [PoavKT COOTRGTC

Prepared by/
[Moarorosnerno:

Remarks : The Product confirms to ND/

et TpeboBaHusm HJL

Opinion : APPROVED
3akawuenne: OJOBPEHO _

" Checked by

[Tposepetio: @ f

Approved by: Manager
Menemiep no odecrieHeHHIO KatecTna

‘Pc’.pﬁ 04) &}ij OLM

Date/ Jlara:

Date/ Jlana:

(0~(2 ~202/

Date/ Jara: IO-—ID——WL'




CERTIFICATE OF ANALYSIS

‘ CEPTUDUKAT AHAJIU3A

Dr.Reddy’s ‘

Product Razo, Enteric coated tablets 20 mg

PageSof S/Crp. 5n35

Ipoayk ' Pazo®, TabseTkn, NOKpbITbIE KHIIEYHOPACTBOPUMOIi 06010uK0i, 20 Mr

Batch No./ Cepust Ne : C2114175

Eil;ﬂ}’@?iﬁ_{_{![;rt No / AnanuTauecknii oruer Ne : 890001 5_6132§

Batch Quantity / 1500000 Tablets
O6bem cepuu: 1500000 raGaerok
Date of Analysis / I[aTa anaanza: 09/12/2021

Date of Manufacture / lara npousBoacTBa :11/2021

Ne * Test/ oxasarens Result / PesyabTaTsl

Date of Expiry / Cpoxk rognoctn : 10/2()24
A_nalysis ﬁérformed according ND / Ananus nposenen no H/I: JII1-002666-131120

Specification /HOI_)Ma

10 _Pz;i(hangg / YnaxoBka 15 tablets

| 13 [Shelf life / 2 years (in bottles), 3 vears (in blisters). /

11 Labeling / Maplmpomca— Complies as prescribed /
I | CooTeeTcTBYET TpeboBaHusAM

in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / llo 15 rabnerok B GsucTepe u3
(IIBX/AJITIA) (onbru
ANMHHHEBOM (onsru.
2 bavctepa BMecTe ¢ MHCTpYKLUHeH 1o
NPUMEHEHHIO B AUKY KAPTOHHYIO.

/
Io

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/AVPA) foil /aluminum
foil blister. [ or 2 blisters and patient
information leaflet in a carton pack. /

[Mo 15 wmn 30 Tabnerox B GaHkax W3
NONKATHIIEHA  BLICOKOW  TIJIOTHOCTH €
BUHTOBOH  TOpJIOBUHOW,  cHaG KeHHBIX
MemMOpaHOil a1 KOHTPO/Isi  NEepBOrO
BCKPBITHS, YKYTOPEHHBIX TJ1aCTUKOBBIMU
HaBHHUMBAEMbIMH KpbILLIKAMH c
Mpoknaakod W BIOXKEHHEM MakeTa c
BaronorjoTuTeseM  (CHAUKareiab) W
TamnoHa M3 noausPpupHoi Bathl. Kaxxnas
GaHka BMecTe C  HHCTPYKUMEH 1o
IIPUMEHEHHWIO B NaUuKy KapTOHHYIO.

[To 15 T1abnerokx B  Oaucrepe  u3
(TIBX/AJU/TTIA) Qonbru / anioMUHUEBON
ponbru. Ilo 1 wnu 2 Gnuctepa BmecTe ¢
MHCTPYKLMeH No MpUMEHEHUI0 B MaykKy
KapTOHHYIO.

According to ND /
B coorserctaumn ¢ HJL

[ 12 Stor;lg(; conditions / Xpanenue | At temperature below 25 °C. / Ipu TemnepaType He Bbiwe 25 °C,

| Cpox roanoctn 2 ropa (B 6aHkax), 3 rona (B duincrepax).

Remarks : The Product confirms to ND/

INpumenanne: [poaykT coorreTe iHeT Tpeboeanuam HJL

Opinion : APPROVED
Zakmouenue: OJOBPEHO

Prepared by/ Checked by
[Toarororneno: C)f IMposepeno:
e

B &

Approved by: Manager
Metie, M\qm HO 0OCCNEUeHMIO KareeTsa ’6

‘l(‘ f_L‘(D ngwkup

Date/ Jara: Woled Z..go% Date/ JlaTa:

(O ~(2-209

Date/ fona: 10 2 _2.03]




