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Dr.Reddy’s Qr.'

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
Hpoaykr: Pazo”, rabnerku, nokpeirsie KHIIEYHOPACTBOPHMOIT 06osoukoii, 20 mr

Market / Poinox : Russia / Poccns

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

Cepun Ne P C2413557 Pazmep cepun " 1500000 Ta6

Analytical Repo“rt No. / . 890001768383 Date of Analysis / . 16/10/2024
AnanuTHyecknii oTyer No JaTta anannza

Date of Manufacture / - 30/08/2024 Date of Expiry / . 31/07/2026

Jara nponssoacrsa Topen no

Mfg. License No. /

IMponssoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITT-N2(004603)-(PT-RU)
TuueHsus Ne

Analysis performed according ND No / Anasus Aposeaen mo HJL Ne: JIT-Ne(004603)-(PT-R1U)-130224

Pagel of 5/Crp.1 u35

Ne |

Test / MMokazaTenn

Result / PesyabTaThl

Specification / Hopma

1

Appearance / Onucanne

Round, biconvex, yellow coated tablets
imprinted "RB20" with red ink on the
one side. White tablet core on cross-
section. / Kpyrinbie, 1BOSKOBBITYKITbIE
TabNeTKH, NOKPBITHIE 060I0YKO
JKEJITOrO LIBETa C MapPKUPOBKOE
KpacHoro useta «RB20» wa onpnoit
cropoHe. Ha monepeunom paspese sapo
6enoro upera..

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. /
Kpyrisie, nposkopsimyxsie TabnerTku, nokphitbie
060N0YKOI OT CBET/I0-KENTOr0 10 XKENTOro HBETA
€ MapKHPOBKOH KpacHoro Leera «RB20» Ha oauoii
cropoHe. Ha nonepeunom paspese sapo or 6enoro
Ito mouty Genoro UBeTa.

Average / Cpend. 3Hauenue: 3 %

2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
Haentudnkauns BIXKX CootBetcTByET TpebOBaHMAM 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
YIEPKMBaHHS OCHOBHOTO NHKA Ha
XpOMaTorpaMme HCIBITYEMOTO PacTBOpa AOIKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHHS
OCHOBHOTO NIWKa Ha XpPOMAaTorpaMme pacTBopa
CTaHAApTHOro obpasua pabenpasona HaTpus
(pa3nen «KonnuecTBEHHOE ONpeneeHute»).
3 | Average weight / 208.26 mg / 208,26 mr 212.68 mg £ 5 % (202.05 to 223.31 mg) /
Cpeansist Mmacca 212,68 mr£ 5 % (o1 202,05 mr oo 223,31 mr)
4 | Dissolution / PacTBopenne Unit-1/Equnuua-1 0% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Epunnua-2 10 % of C13H20N3O3SNa (Rabeprazole sodium) label
Unit-3/EguHnna-3 3% claim in 2 h. / B 0,1 M pacrope
Unit-4/Eqununa-4 3% XJIOPUCTOBOAOPOAHOM KHCNOTE — He Gostee 10 % ot
Dnits5/Eanonng.s 39 HomuHanbHOro  cojepxanus  CgHzN3O;3;SNa
Unit-6/Eannnna-6 3% (pabenpasosn HaTpus) uepes 2 4.

[N

Remarks : The Product confirms to ND/
IIpameuanne: IIponykt cooTBeTcTBYET TpeboBanusam HJJ

_~

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by / B ' Checked by / Approved by: Manager/E_xecutive /
HOAFOTOBneHO:{jQp% [posepenq: [ —ud OnobpeHo: MeHeﬂmeE{ iyg‘osozlmenb
Date / 0 4 Date / Date / 184 4o . 2o
Jara: grto— Jara: [ ~(0 .0 mpoey | Jara:




CERTIFICATE OF ANALYSIS
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CEPTHDHKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 20 mg

Market / Puinok : Russia / Poccus

Mponywr: Pazo®, tadaerin. nokpobrrsie KHLeaHopacTeopuMoii oGonoukoii, 20 Mr

Batch No. / . C2413557 Batch Quantity / . 1500000 tab /

Cepusn Ne ) Pazmep cepun " 1500000 Tab

Analygcal Repovrt No./ . 890001768383 Date of Analysis / . 16/10/2004
AnanuTnyeckuii otuer No Hdarta ananuza

Date of Manufacture / . 30/08/2024 Date of Expiry / . 31/07/2026

ata npon3ssoacrea T'ogen no

Mfg. License No. /

IponseoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-N2(004603)-(PT-RU)
JAHuensusg Ne

Analysis performed according ND No / Ananuns nposeaen no HJI Ne: JII-Ne(004603)-(PT-RU)-130224

Page2 of 5/ C1p. 2 m35

In buffer solution pH 8.0 —not less than 75 % (Q) of|
CisH20N303SNa  (Rabeprazole sodium) label claim
in 60 min. / B Sydeprom pacteope pH 8,0 — He Menee
75% (Q) oT HOMWHANBHOTO  comep)KaHHs
CigH20N3035Na (paGenpazon Hatpus) uepes 60 Mum.

Unit-1/Eqununna-1 84 %
Unit-2/E quuunua-2 90 %
Unit-3/Eanunua-3 89 %
Unit-4/Eaqunnua-4 91 %
Unit-5/Equnanua-5 96 %
Unit-6/Equanua-6 94 %

Average / Cpenn. 3Hauenue: 91 %

5 | Related Substances /
Poacreennbie npumecn

Rabeprazole N-oxide/
Pabenpasona N-okcun

Rabeprazole Sulfone/ Pabenpazona
cynethou

Rabeprazole Methoxy analog/
Pabernpazona metokcu amanor

Rabeprazole Chloro analog/
Pabenpa3zona xnopo ananor

Rabeprazole Sulphide/
Pabenpazona cynshun

Rabeprazole Related compound A/
Pabenpasona poacrBeHHas
'npumecs A

Less than LOQ (LOQ: 0.022 %)/
Huxxe npenena konuuecTBeHHOro
onpeaenenus (ITKO: 0,022%)

0.09% /0,09%

Not detected / He o6Hapyxena

Not detected / He oGHapyxeHa

Less than LOQ (LOQ: 0.027 %)/
Hinke npenena KONHYECTBEHHOTO
onpenenenus (ITKO: 0,027%)

Not detected / He obHapykeHa

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 Gosee 0,5 %

Not more than 0.5 % / He Gonee 0,5 %

Not more than 0.5 % / He Gonee 0,5 %

Remarks : The Product confirms to

ND/

Iipumeuanne: [IpogykT cooTBeTcTBYET TpeboBanusM HJJ
g
72

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / 1/////-: 2237 Checked by / Approved by: Manager/Executive /
IMonrotosneno: /" p4 [Tposepeno: ™ < OnobpeHo: MGHC-_‘L}I\'}-_:p / PykoBoauTens

L, Ava =
Date / ~ Date / Date / R4~
Hara: (0/ [0”20% Hata: (4] ~((D ~Qppey | Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A

Product : Razo”, enteric-coated tablets, 20 mg

Mpoayicr: Pazo®, TAOICTK, [TOKPBITBIE KHIIEUHOPACTBOPHMOMN 00004Koi, 20 MT

Market / Puinok : Russia / Poccus

Batch No. / ‘Batch Quantity / 1500000 tab /
: 3 H

Cepus N SRS Pasmep cepun © 1500000 Tab

Analytical Report No. / . Date of Analysis /

AnajiuTHYecKHif oTyer No : 890001768383 Jarta ananauza : 16/10/2024

Date of Manufacture / . Date of Expiry /

[ ——— : 30/08/2024 e : 31/07/2026

Mfg. License No. /

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

JiHeH3un Ne

Analysis performed according ND No / Auaaus nposenen no H/I Ne: JITT-Na(004603)-(PIT-RU)-130224

Page3 of 5/Crp.3 u3 5

Rabeprazole Related compound C/
Pabenpasona poacrseHnas
npuMecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ipumecs npu RRT
1,37 (Macca m/z=310 umugazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITprimecs npn
RRT 1,51 (macca n/z=458
6ensuMuaasona agnyKr)

Individual unidentified impurity /
EnuHuuHas
HEMAEHTHOULIMPOBAHHAS MPUMECEH

Below LOD (LOD = 0.02 %) / Hixe
npenena o6Hapyxenus (T10 = 0,02 %)

Not detected / ve o6Hapysxkena

Not detected / He o6Hapysena

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

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

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

Not more than 0.5 % / He 6o:1ee 0,5 %

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

Total impurities / Cymma
npumeceit

0.1%/0,1%

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

6 |Residual Solvents content /
OcTaToyHble OpraHuyecKne
pacTBOpHTEIU

1441 pg/tab / 1441 mkr na TabneTky

Isopropanol — not more than 2621 pg per tablet /
Hsomponanon — He 6onee 2621 Mkr Ha TabneTky

7 |Uniformity of dosage units /
OaHOpoAHOCTL J03HPOBAHHBIX
e HHUI

43/43

Aceptance value (AV) should be not more than 15.0.
/ Tlokazatenb npuemneMoctu (AV) noykeH GbITh He
Gonee 15,0.

Remarks : The Product confirms to

ND/

IIpameuanne: [IpogyxT coorBeTcTBYeT TpeGoBanusim HJI

Conclusion : APPROVED /
3akmwoyenue: ONOBPEHO

)
Prepared by / P il /Q/Q/c "Checked by / Approved by: Manager/Executive /
HOHFOTOBneHOW [poseperof OnobpeHo: Menemxep / PykoBogurensb
_ &l a
Date / /) ~ Date / Date / \GA o~ W
Hara: /0 ~2224 Hara: Jara:
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
Mpoaywr: Pazo®, ranerii, MOKPLITEIC KHLIEYHOPACTBOPHMOIT 0doioukoii, 20 Mr

JaHueH3ua No

Market / Poinok : Russia / Poccus

Batch No. / . (2413557 Batch Quantity / . 1500000 tab /

Cepus Ne Pasmep cepun 1500000 Ta6

Analytical Repovrt No./ . 890001768383 Date of Analysis / . 16/10/2024
AHanuTHYecKnii oTyer No Jata anannza

Date of Manufacture / © 30/08/2024 Date of Expiry / . 31/07/2026

Hara nponssoncTsa l'ogen no

Mfg. License No. /

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

Analysis performed according ND No / Ananns nposeaen no HJI Ne: JITI-No(004603)-(PT"-RU)-130224

Page4 of 5/Crp. 4 w3 5

8 | Microbiological purity*/ Mukpo6uonoruaeckas uncrora*

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /

O6bLuee uncio a3pobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r

MHKPOOPraHU3MOB

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /

mould count / O6uee uyncno Memnee 10 KOE/r He 6onee 100 KOE/r

JPOMOKEBBIX U IIECHEBBIX IrPUboB

c) E.coli Absentin Ig/ Shall be absentin 1g/

Orcytcetyer B 1T JomxkHel oTcyTcTBOBaTh B 1 1
9 |Assay / KosinuectBeHHoe 19.5 mg/ 19,5 mr 18.0 to 22.0 mg of CisH20N303SNa (Rabeprazole

onpeaeeHne sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr mo 22,0 mr C;gHz0N303SNa
(pabenpaszon uatpus) (ot 90 1o 110 % ot
HOMMHAJILHOTO coAepiKaHus) B TabeTke.

10 |Packaging / Yuakoska 15 tablets in a (PVC/AV/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil
/aluminum foil blister. 2 blisters witha | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / [To 15 carton. / Tlo 15 rabnerok B 6aucrepe u3
Tabnerok B 6nmctepe u3 ([IBX/AJI/IIA) | (TIBX/AJI/TIA) donsru / amomunueroii onsra. ITo
donery / amomunuesolt Gonbru. 2 1 mnu 2 6nvcrepa BMeCTe ¢ JIMCTKOM-BKJIABIIIEM B
6aucTepa BMECTE C JIMCTKOM- Ma4yKy KapTOHHYFO.

BKJIaJBIIEM B TAYKY KaPTOHHYIO

Remarks : The Product confirms to

LY

ND/

IIpumeuyanne: [Tpoxykt cootBeTcTBYET TpeGoBanusm HJJ

Jh)

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Prepared by / P ffj Checked by / Approved by: Manager/Executive /
Houromsneao% [posepenoz/ A\ 7 Onobpeno: Meremiep / PykoBogutens
- ¥ . NA
Date / Date / Date / | Ao ~vM
~tO~ 20,
Hara: [grto-Lo24 Hara: [ Y ~(0-~20%u , | Mara:




CERTIFICATE OF ANALYSIS

. Qe
Dr. Reddy’s ‘.0. CEPTHOHKAT AHAJTI3A

Product : Razo", enteric-coated tablets, 20 mg —|
| Hpoaykr: Paso™, Taénerki. no KPBIThie KHINEYHOPACTBOPHMOii 0bosoukoii, 20 Mr
Market / PoiHoK : Russia/ Poccus
gatch No./ . C2413557 Batch Quantity / i 1500000 tab /

epus Ne Pasmep cepun 1500000 Ta6
Analytical Report No. / Date of Analysis /

= ysis )

AnanuTtHyecknii oTuer No f E0001iG8sE3 Jdarta anagausza § 1D
Date of Manufacture / . Date of Expiry /
Iigva SpouBoHETsa : 30/08/2024 ToneH 10 : 31/07/2026
Mfg. License No. /
IponseoacTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

anuensus No |
Analysis performed according ND No / Anaaus nposeaen no HL Ne: JITI-Ne(004603)-(PT'-RU)-130224

PageSof 5/Ctp.5u35

API name / Haumeuosanne ADC: Rabeprazole sodium / PaGenpazon natpus
INN/ MHH: Rabeprazole / PaGenpazon
API manufacturer batch number /
Homep cepun nponssogutens ADPC: ‘:ggﬁggggfg
ACQHO00069
FP Manufacturer API Batch number /
Homep cepnm cy6eranunu 22 g
nponssoantenn [JID: HEQA00047
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
NpousBoauresns APC, crpaua: H-p Pennu'c Jlaboparopuc JItn., Uaams.
N —
Pl ::;‘;etf‘r’li‘;;‘::‘fg‘:::ﬁ";f: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
HanmenoBanue, agpec H HOMep JMIXEH3HH (License No S9/RR/AP/97/F/R)
T —— ;ueCTBJlﬂlOlHeﬁ IIpoussoacTBeHHOE moapasaenenue - 3, yuactku Ne 41, vactb 42, yacts 45 1 yacTs
npoussouc;'BJKOHTpo.r!b 46, Bauynannn (Bunnamx), Badynanmm (Maupan), Mexnuan Mankamkripu (Jucr.),
kauecrsa/shmyci TJID / wrat Tenanrana, Muaus (JTnuensust Ne 59/RR/AP/97/F/R)

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».

3axunoyenue o cooTBeTcTBMM: «HacToSIKUM A MOATBEPX A0, UTO [PHBEAEHHAS BhILIE HH(OPMALs SBJIAETCA AOCTOBEPHOM M TOYHOIL.
Ota cepus MPOAyKLMM NpOH3BEAcHa (BKJIIOYAs yNaKoBKY (MapKUPOBKY) M KOHTPOIb KauecTBa) Ha Bblll€yKa3aHHOH MPOM3BOACTBEHHOM
motwazke (MiomaaKax) B MONHOM COOTBETCTBUM ¢ TpeGoBaHuami [Ipasun samnexawed Npou3BoOACTBEHHOH npakTuku Eppasuiickoro
sKkoHOMuU4eckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHMSMH KOHTPOJA KauecTBAa JIEKAPCTBEHHBIX
CPEACTB, & TAKXKE B COOTBETCTBMM CO CreLM(HKALIMAMY, COAEPKALIUMUCA B PErMCTPALIHOHHOM AOCLE CTPaHBI-MMIIOPTEPa. 3amkcH o
TIPOU3BOACTBY, YIIAKOBKE M aHANTU3Y NPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBHE TpeboBaHMsM [ IpaBu HaaexXallei Npou3BOACTBEHHO

MpaKTHKHU EBp&HﬁCKOFO SKOHOMHWYECKOIro COro3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt coorBetcTBYET TpeGoBannsaM HJI 3axarouenne: OJJOBPEHO

N D
Prepared by / > /3/31‘52/5 Checked by / - Approved by: Manager/Executive /
IToarotoseHo:; ‘/,/; [Tposeperoy] ™ Onobpeno: Merexep / PykoBoauTe b
Date / Ay - DO Date / Date / 1G4 0 WM
Hara: /q o ZO% Jara: _ | Hara:




