Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A

Product : Razo”, enteric-coated tablets, 20 mg
MNpoay«T: Pa3o®, Tabnerki, moKpsIThES KHLUEY HOPACTBOPHMOIT obonoukoii, 20 Mr

Market / Prisok

: Russia / Poccusg

Batch No./ ] Batch Quantity / . 1500000 tab /

Cepus Nt - Pazmep cepun 1500000 tab

Analytical Repovrt No./ . 890001778058 Date of Analysis / . 30/11/2024
AHaJguTHYeckHii oTueT No Hata ananuza

Date of Manufac'ture / . 18/10/2024 Date of Expiry / . 30/09/2026

Jdara npo3soacTaa T'ogen a0

Mfg. License No./

ITpousBoAcTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JIHIEH3HSA No

Analysis performed according ND No / Ananus nposeges no HJ Ne: JIII-Ne(004603)-(PI'-RU)-130224

Pagel of 5/Ctp. 1 m35

Ne Test / ITokasaTean

Result / PesyasTaThi

Specification / Hopma

1 | Appearance / Onucauue

Round, biconvex, light yellow coated
tablets with red ink imprinted "RB20" on
the one side. The cross section is the core
white. / Kpyrnsie, JBOAKOBBIMTYKJILIE
TabNETKH, MOKPHITHIC 000JIOUKOM
CBETJIO-XKEJITOrO LiBETa, C MAPKUPOBKOIA
kpacHoro useta «RB20» na ogHoit
cropoHe. Ha nonepeuHoM paspese aapo
6enoro LBera.

Round, biconvex, light-yellow to yellow coated
tablets imprinted “RB20” with red ink on one side.
White to off-white tablet core on cross-section. /
Kpyrinele, IBOSKOBEINMYKIIBIE TAGNETKH, TOKPLITHIE
060104KOI OT CBETIIO-3KEJITOTO 0 HKEJITOTO LBETA
¢ MapkUpoBKoii kpacHoro usera «RB20» Ha omHoi
cropoHe. Ha nonepeunom paspese sapo ot 6eyoro
[0 oYTH Henoro ngera.

Complies as prescribed /
CoorBercTByeT TpeGOBaHHAM

The retention time of major peak in the
chromatogram of test solution should correspond
to the retention time of major peak in the
chromatogram of Rabeprazole sodium reference
standard solution (section Assay). / Bpems
yIep)KHUBaHUS OCHOBHOTO MHKA Ha
XPOMaTOrpaMMe HCIBITYEMOTO PAaCTBOPA IOHDKHO
COOTBETCTBOBATH BPEMEHH yAEP)KHBAHHS
OCHOBHOT'O NMHKa Ha XpOMaTOrpaMMe pacTBopa
cTaHgapTHoro obpaziia pabernpa3zona HaTpus
(pasnen «KonuyecTBEHHOE ONPENEIIEHHEY).

2 | Identification By HPLC /
HUnenrndpnkauus BIKX
3 | Average weight /

Cpennsas macca

208.45 mg / 208,45 mr

212.68 mg=+5 % (202.05 to 223.31 mg) /
212,68 Mr = 5 % (ot 202,05 mr mo 223,31 mr)

pr—

Remarks : The Product confirms to ND/

Ipumedanue: [IponykT cooTBeTcTBYET TpeboBaHusM HJJ
F 2

Conclusion : APPROVED /
3akmouenne: OAOBPEHO

Prepared by / 7 ,/ ‘ Checked by / Approved by: Manager/Executive /
Moarorosnexc : ﬂposepewo@ ﬁ) 7 Opo6peno: Menemxep / Pyig&g}g'l-rrem,

- —— e
Date / 0] - [)27) Date/ Date / 0 A)—r2My
Hara; / g [Hara: A0~ ~a07¢ ¢ | Hata:




Dr.Reddy’s Qi’-’

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product :Razo", enteric-coated tablets, 20 mg
Tpoayie: Pa3o®, tabnericu, NoKpbIThiE KMUIEYHOPACTBOPHMOIT 00o0uKoil, 20 MT

Market / Poimox : Russia / Poccus

Batch No./ . Batch Quantity / . 1500000 tab /

Cepust N2 o CEAIGSHT Pazmep cepun * 1500000 Tab6

Analytical Repovrt No./ . 890001778058 Date of Analysis / . 30/11/2024
AHaganTHYecKkHii oTueT No Jara anann3a

Date of Manufacture / . 18/10/2024 Date of Expiry / . 30/09/2026

JaTa mpou3BoACTBa T'ogen oo

Mfg. License No. /

IlponsBodcTeeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
AHueH3nA Ne

Analysis performed according ND No / Anasuz nposeged mo HJI Ne: JITTI-Ne(004603)-(PI'-RU)-130224

PoacTBenHbIC MpHMeECH

- Page2 of 5/Crp.2 m3 5
4 | Dissolution / PacTBopenne Unit-1/Epnanua-1 3% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Equnvua-2 2% 10 % of C1sH20N303SNa (Rabeprazole sodium) label
Unit-3/Enunnna-3 1% claim in 2 h. / B 01 M pacteope
Unit-4/E qurnua-4 39, XJIOPUCTOBOAOPOAHON KUCIOTH — HE Gonee 10 % ot
Unit-5/EqnanAua-5 4% HOMHHAaJIBHOTO colepxaHus Ci13Hz0N303SNa
T EoiE e 2% (pabenpazon HaTpus) uepes 2 y.
| Average / CpenH. 3Ha4enue: 3 %
Unit-1/Enunuua-1 88 % In buffer solution pH 8.0 —not less than 75 % (Q) of
Unit-2/Egununa-2 91 % CisH20N303SNa  (Rabeprazole sodium) label claim
Unit-3/Eqnuuua-3 83 % in 60 min. / B 6ydeprom pactBope pH 8,0 — He MeHee
Unit-4/Eanunna-4 87 % 75% (Q) oOT HOMHHANBLHOTO  COLEPKaHHA
Unit-5/EanuHuna-5 87 % CisH20N303SNa (pabenpazon Hatpusi) yepes 60 MUH.
Unit-6/Enuuunna-6 84 %
Average / CpenH. 3Hauenne: 87 %
5 | Related Substances /

Rabeprazole N-oxide/
Pa6enpazona N-oxcun

Rabeprazole Sulfone/ PaGenpazsona
cynb(oH

Rabeprazole Methoxy analog/
Pa6enpazona METOKCH aHanor

Rabeprazole Chloro analog/
Pa6enpazona xopo aHanor

Rabeprazole Sulphide/
Pa6enpazona cynsbun

Below LOQ (LOQ = 0.022 %) / Huxe
npejaeina KOJMHYCCTBEHHOI O onpeneneﬂm
(TTKO =0.022 %)

0.09% / 0,09%

Not detected / He o6HapyxeHa

Not detected / He obHapyxeHa

Not detected / ue o6HapyxeHa

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

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

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

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

Not more than 0.5 % / He 6osee 0,5 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipogykt coorBeTcTBYET Tpeboanusm HJ 3axnouenne: OJJOBPEHO
L] ™

Prepared by / S 244 Checked by / Approved by: Manager/Executive /
TTONrOTOBNEHO: S o . 70 Onobpeno: Menemxep / PykopopnTes

OJIrO : [Iposepengd: \ Vi n00p TOKED / Py ﬁﬁ)}\
Date / 20~ | - Date / Date / oA Mo
Hara: % Jara: 20 ~1 ~002¢4 JHara: 0] V/
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Razo". enteric-coated tablets, 20 mg
HpomyT: Paz0”, TaGneTii, MOKpLITEE KHIEYHOPACTBOPHMOl 0600uKoii, 20 Mr

Market / Priox : Russia / Poccus

Batch No./ . C2415597 Batch Quantity / . 1500000 tab /

Cepna N Pasmep cepui 1500000 Ta6

Analytical Repovrt No./ . 890001778058 Date of Analysis / . 30/11/2024
AHanuTHYeCcKHId oTueT No Jara anaausa

Date of Manufac'ture / . 18/10/2024 Date of Expiry / . 30/09/2026

Jarta nponssoacrea Topnen xo

Mfg. License No. /

IMpoussoacreennan : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PI'-RU)
JHLeH3 A Ne

Analysis performed according ND No / Anasnn3 nposeaen no HJL Ne: JIT-Ne(004603)-(PI-RU)-130224

Page3 of 5/ Crp.3 m35

Rabeprazole Related compound A/
PaGenpasona poacteeHHas
nmpuMecs A

Rabeprazole Related compound C/
Pa6enpazona poacreennas
npuMecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ipumecs npu RRT
1,37 (macca m/z=310 umuzgazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / IIpumece npu
RRT 1,51 (Macca m/z=458
OeH3MMHAA30T1a aIyKT)

Individual unidentified impurity /
Enuxunynas
HEeWJIeHTHHULINPOBAHHAS NPUMECh

Not detected / He oGHapyxeHa

Not detected / He obHapyxeHa

Not detected / He oGHapyxeHa

Not detected / e o6HapyxeHa

Below BDL (BDL= 0.1 %) / Huxe
nopora peructpauuu (ITP 0,1 %)

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

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

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

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

Not more than 0.2 % / He 6onee 0,2 %

Total impurities / Cymma
npumeceit

0.1%/0,1%

Not more than 2.0 % / He 6osiee 2,0 %

6 |Residual Solvents content /
OcTaTo4YHBIE OPraHUYecKHe
PACTBOPHTEJIH

1450 pg/tab / 1450 Mkr Ha TabneTKy

Isopropanol — not more than 2621 pg per tablet /
HzonponaHon — He 6onee 2621 mxr Ha TabneTky

Remarks : The Product confirms to ND/
IIpameuanue: [Ipoaykt cooTBeTcTBYET TpebosaHmsam HJT

Conclusion : APPROVED /
3akmouyenue: OJOBPEHO

¢ 3
Prepared by / - /{"Checked by / Approved by: Manager/Executive /
IToaroroBneHo: — anlBUp(EH(}@ /\7& Onobpeno: Menemxep / PykosguuTens
! &
Date / 2ot ~Op, Date/ — Date / - 30
Hara: / 245 Jata: 30 -l ~202¢4 Jara: gl i
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Dr.Reddy’s q;'

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 m
® ’ &
Opoay™: Pa3o®, Tabnerkn, MoKpaIThie KHIICHHOPACTBOPHMOIT 060104K0i, 20 Mr

Market / Poraok

: Russia / Poccus

Batch No./ ) |Batch Quantity / 1500000 tab /

Cepusn N P C2415597 Pasmep cepun 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHanuTMYecKHil oTyeT No S 00 EEoE Jata anannsa E B0

Date of Manufacture / . Date of Expiry /

P —— : 18/10/2024 Tonen g : 30/09/2026

Mfg. License No. /

IpoussoncTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
iHnen3a Ne

Analysis performed according ND No / Anaans nposesen no HJ/L Ne: JITT-MNe(004603)-(PT-RU)-130224

Page4 of S5/ Crp. 4 m3 5

-

7 |Uniformity of dosage units /
OxHOPOAHOCTH AO3HPOBAHHBIX
eUHHL

4.0/40

Aceptance value (AV) should be not more than 15.0.
/ Tlokazarens npuemnemoctr (AV) HomkeH 6LITh He
6onee 15,0.

8 | Microbiological purity*/ Muxpo6uonoruuecikas ducrora*

a) Total aerobic microbial count /
O61ee yncno a’spobHBIX
MHKPOOPTraHH3MOB

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 / O6iee uncno
JPONOKEBBIX U TUIECHEBBIX IPUBOB

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

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

¢) E.coli

Absentin 1g/
OtcyrcrByeT B 1T

Shall be absent in 1g /
JomxHel oTCyTCTBOBaTH B 1 1

9 |Assay / KonnuecTBeHHOE
onpexesieHne

19.7 mg/ 19,7 mr

18.0 to 22.0 mg of C1sH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr g0 22,0 mr C;3H30N303SNa
(pabenpazon warpusi) (ot 90 go 110 % or
HOMHHAJILHOTO coJiep KaHus) B TabneTKe.

10 |Packaging / YnaxoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / Io 15
Tabinerok B Oinncrepe uz (IIBX/AJIIIA)
donbru / antoMUHKUEBOH (Gonbri. 2
GnucTepa BMECTE C JIMCTKOM-
BKJIa/IBIIIEM B Ma4YKy KAPTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerok B Onucrepe u3
(IIBX/AJI/TTA) donsru / amomunuesoii donsru. ITo
1 nnu 2 6nucTepa BMeCTe C JIMCTKOM-BKIAZBIIIEM B
MayKy KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanne; [TpoaykT cooTBeTcTBYeT TpeboBanusm HJI
N

—2

Conclusion : APPROVED /
3akiouenune: OJOBPEHO

Prepared by / > > 2 "Checked by /
Hoarorosexo: | W [TposepeHy”

.

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykgsonnTens
B2

3110577

Date /
Jara:

Date /
Jara:

A0 A1 ~20244

Date /
Jata:

204] -4




®e
’ @ CERTIFICATE OF ANALYSIS
Dr. Red dy S ‘.’ CEPTHUDUKAT AHAJIM3A

[Product : Razo", enteric-coated tablets, 20 mg

Mpopywd: Pazo”, Tabnerkn, nokphiThic KHIIEYHOPACTBOPHMOI oBonotkoii, 20 Mr

Market / Peinox : Russia/ Poccus

Batch No./ . Batch Quantity / . 1500000 tab /
Cepusa N? HE20159 Pazmep cepun ° 1500000 tab
Analytical Repovrt No./ . 890001778058 Date of Analysis / . 30/11/2024
AnaguTHuYecKHii oTueT No JlaTa ananuza

Date of Manufacture / . 18/10/2024 Date of Expiry/ . 30/09/2026
Jata npoussoacrsa TogeH ao

Mfg. License No. /

IlponseoAcTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT"-RU)
JuueH3nsA Ne

Analysis performed according ND No / Anaaus nposegen mo HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224
Page5of 5/Ctp.5u35

API name / HanmeHoBaHue ADC: Rabeprazole sodium / Pabenpazon HaTpus |

INN / MHH: Rabeprazole / Pabenpazon

API manufacturer batch number /

Howmep cepuu npounspoguresiss ADC: ACQHO000069

FP Manufacturer API Batch number /

Homep cepun cybeTaHuMH FCQA00247

npoussoaurens I'JID:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

IIponssoautenn AP®C, cTpana: H-p Peanu’c JTaboparopuc JIta., Unaust.

B ey (oot 1o ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

Release site /“ 1ng st e Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India

HanmeHoBanHe. a o (License No 59/RR/AP/97/F/R)

oMK, O i e’t‘:_i;:; ]::;p SERCESEE IIpousBoAcTBEeHHOE MoApaseneHue - 3, yuactku Ne 41, uacts 42, yacTs 45 1 9acTb

. onmwl:) c,TBo%l:(l)HT onb = 46, bauynamm (Buwamk), Bauynamuin (Manpan), Mexyan Mankamkrupu (Juct.),
P N pon wrat Tenanrana, Uuagus (JTuuensus Ne 59/RR/AP/97/F/R)

KkadecTBa/Boinyck I'JID /

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing
records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3axroyeHne 0 COOTBETCTBHH: «HacTosIMUM s MOATBEPIKAAIO, YTO NPHBEACHHAS BHILIE HHPOPMALIA ABJIAETCA JOCTOBEPHON U TOUHOIA.
Ota cepyus MpOAYKLHMH Npou3BeneHa (BKIOYas YNakoBKY (MapKUPOBKY) M KOHTPOJb KauecTBa) Ha BIILEYKA3aHHON IPOM3BOACTBEHHOM
nnottanke (MIomanKax) B MOJHOM COOTBETCTBUM ¢ TpeboBaHmuaMu [Ipasin Hannexained Mpou3BOACTBEHHOH npakTuku EBpasuiickoro
skoHomuyeckoro corosza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHAMH KOHTPOJISA Ka4yecTBA JIEKAPCTBEHHBIX
CPEICTB, & TAK)KE B COOTBETCTBHH CO CMELH(UKALUIMH, COAECPXKALIMMHCH B PETHCTPALHOHHOM IOCHE CTPaHbl-UMIIOpPTEPa. 3anucH Mo
TIPOM3BOACTBY, YIIaKOBKE 1 aHAH3Y MPOBEPEHLL, H yCTAaHOBJIEHO WX COOTBETCTBHE TpebosaHuAM [IpaBun Haznexate# NpoU3BOACTBEHHOMH
MpakTHKK EBpa3Hiickoro 3KOHOMHUYECKOTO COMO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpogykr coorBeTcTBYET TpeboBanuam HJJ 3axmouenne: OJOBPEHO
= S |
Prepared by / L2 2“2 | Checked by / Approved by: Manager/Executive /
[oaroToBieHo; %/ [IposepeHp: . /) Ono6peno: Menemxep / P}momrrcnb
S 35—

Date / ctf Date / Date /

/ -2 oﬁ,,/ v1|-10
Hara: & Hara: 20 1 ~207204 Harta: Elinaded




