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] y °o® CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘.‘ CEPTHO®HKAT AHAJA3A

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

Hpoayxr: Pa3o”, tabnerku, nokphiThie KHLeMHOPAcTBOpUMOii obomoukoii, 20 Mr

Market / Peinox : Russia / Poccusa

Batch No. / . C2514312 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pasmep cepun 1500000 Tab

Analytical Repovrt No./ . 890001849736 Date of Analysis / . 25/11/2025
AHaJuTHYECKHIT 0TyeT Ne JaTa aHanu3a

Date of Manufacture / . 08/09/2025 Date of Expiry / . 31/08/2027

JlaTa npou3soacrsa Topen no

Mfg. License No. /

IponsBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(004603)-(PI"-RU)
nunen3us Ne

Analysis performed according ND No / Ananns nposener mo HJ{ Ne: JITI-Ne(004603)-(PT'-RU)-130224

Haentndpuxauusa BIAKX

COOTBCTCTByeT TpeGOBaHMﬁM

Pagelof 5/Crtp. 1 M35

Ne Test / Iloxa3atean Result / PesysabtaThl Specification / Hopma

1 | Appearance / Onucanue Round, biconvex, light-yellow coated Round, biconvex, light-yellow to yellow coated
tablets imprinted "RB20" with red ink on |tablets imprinted “RB20” with red ink on one side.
the one side. White tablet core on cross- | W hite to off-white tablet core on cross-section. /
N —— Kpyrusie, ABOSKOBBIMYKIIbIC TabIeTKH, MTOKPhITHIE

p 6 4 060104KO0IT OT CBETIO-HKENTOTO [0 IKEITOro LBETA

SARISTAR, IOKPHITHIC ODO/IONKCH _  |c MapxupoBxkoii kpacHoro useta «RB20» Ha omHo#M
CBETJIO-JKENTOrO LBETa C MAPKUPOBKOM | cropone. Ha nonepeuHoM paspese aapo ot Genoro
KpacHoro nsera «RB20» Ha onHO#H [0 nouTH 6enoro LBeTa.
cropoHe. Ha nonepeynom paspese sapo
Gernoro LeTa.

2 | Identification By HPLC / Complies as prescribed / 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). / Bpemsa
yJAEpKHUBaHUS OCHOBHOTO IHKa Ha
XpOMAaTOrpaMMme MCIIBITYEMOI'0 PacTBOpPa AOKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHUA
OCHOBHOI'O [TMKa Ha XpOMaTOrpaMMe pacTBopa
cranpaprTHoro obpasua pabenpasona HaTpHA
(pazmen «KonnuecTseHHOe onpeieicHHe).

Average weight /
Cpeanss macca

214.00 mg / 214,00 mr

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr cootBeTcTBYeT TpeboBauusaM HJT

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / o N ' Checked by / Approved by: Manager/Executive /

[ToAroToBNEHO: %"// Hpoaepeu@)‘wﬁ’ Onobpeno: Menemxep / PykoBonurens
et o il — V

Date / 22 Date/ Date / oty 1 A8

Jara: 2511 il Jara: D7 ~({~2¢:0 — Hara:
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_ y 5 CERTIFICATE OF ANALYSIS
Dr.Red dY S ‘ @ CEPTHDUKAT AHAJIU3A

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

ITpoayxr: Pazo”, TaGnerky, noKkpeIThie KHMEUHOPACTBOPHMOI 060/104K0i, 20 MP

Market / Poinox : Russia / Poccus

Batch No. / . 02514312 Batch Quantity / . 1500000 tab /
Cepns Ne i Pazmep cepun * 1500000 tab
Analytical Report No. / . 890001849736 Date of Analysis / . 25/11/2025
ARajsutHyeckHii oTueT No : JlaTa anaausa )

Date of Manufacture / . 08/09/2025 Date of Expiry / . 31/08/2027
JlaTa npousBoacTBa T'ogeHn no

Mfg. License No. /

IIpousBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JIHIEeH3HA Ne

Analysis performed according ND No / Ananus nposenen mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page2 of 5/ Cr1p.2 135

In 0.1 M hydrochloric acid solution — not more than
10 % of C13sH30N303SNa (Rabeprazole sodium) label
claim in 2 h. / B 01 M pacrsope
XJIOPHCTOBOJIOPOAHO# KHCIOTHI — He Gonee 10 % ot
HomuHaneHOoro  coaepkauua  CigHzoN303SNa
(pabenpazosn HaTpus) yepes 2 u.

4 | Dissolution / PactBopenne Unit-1/Enuanna-1 1%
Unit-2/Enusuna-2 2%
Unit-3/Eqununa-3 1%
Unit-4/Equnnna-4 1%
Unit-5/Enununa-5 2%
Unit-6/Enununa-6 2%
Average / Cpenn. 3Hauenye: 2 %
Unit-1/Epunmnia-1 87 %
Unit-2/Epununna-2 88 %
Unit-3/Eaunnna-3 87 %
Unit-4/Enunnna-4 87 %
Unit-5/Enunnna-5 85 %
Unit-6/Enunuia-6 87 %

Average / Cpenn. 3HaueHue: 87 %

In buffer solution pH 8.0 — not less than 75 % (Q) of
C13H20N303 SNa (Rabeprazole sodium) label claim
in 60 min. / B 6ydepHom pactBope pH 8,0 — He MeHee
75% (Q) OT HOMHHAJNBHOIO  COIEpXKAHHS
CisH20N303SNa (pabenpazon Hatpus) yepe3 60 MuH.

5 | Related Substances /
PoacTBeHHBIE IPHMECH

Rabeprazole N-oxide/ Below LOQ (LOQ =0.022%) / Huxe
Pa6enpazona N-okcun npegena KOMMYeCTBEHHOTO OTpeieSIeHUs!
(ITKO =0,022%)

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

Rabeprazole Sulfone/ PaGenpa3ona

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

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

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

cyneou 0.08% / 0,08%
Rabeprazole Methoxy analog/

PaGenpa3zona METOKCH aHAJIOT 0.04% / 0,04%
Rabeprazole Chloro analog/ Not detected / He o6HapyxeHa
Pa6enpazona xyopo aHaior

Rabeprazole Sulphide/

Pa6enpazona cynsdun 0.08% / 0,08%

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

Rabeprazole Related compound A/
Pabenpazona poacTBeHHast Not detected / e o6HapyxeHa
npumecs A

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanne: [Mpogykr coorBeTcTBYET TpeboBaHusam HJ 3axmouenne: OJJOBPEHO

Prepared by / _piia “| Checked by / Approved by: Manager/Executive /

Tloarotoenerof 772 IMposepeng? /TN _ 2 Onobpeno: Menepkep / PykoBogurens
L’jitﬁ,'—-' j e B e pP

Date / Date/ Date / '

2 s a0y
Jlara: 22912224 Hara: 27~ 20 24—| Nara: -
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‘Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoayxr: Pa30®, Tabnerkn, NOKpHITEE KMIIEYHOPACTBOPUMOH 060m04K0#, 20 MT

Market / PoiHOK

: Russia / Poccus

Batch No. / . C2514312 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pasmep cepuu * 1500000 Tab

Analytical RepOft No./ . 890001849736 Date of Analysis / . 25/11/2025
AHajuTHYeCKHIi oTueT No JarTa anaauza

Date of Manufacture / . 08/09/2025 Date of Expiry / . 31/08/2027

JaTa npounsBojacTBa T'onen go

Mfg. License No. /

IIpousBoacTBeHHAst : 59/RR/AP/9T/F/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
Junen3us Ne

Analysis performed according ND No / Ananns nposeaen mo BJI Ne: JIII-Na(004603)-(PT-RU)-130224

Page3of S/ Crp.3 w35

Rabeprazole Related compound C/
Pa6ernpazona poncTBeHHas
npumecs C

Below LOD (LOD = 0.02 %) / Huxe npenena
obHapyxenns (110 = 0,02 %)

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / lpumecs npu RRT
1,37 (macca m/z=310 ummnazomn)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / TlpuMecs npu
RRT 1,51 (macca m/z=458
6eH3MMUAA30IIa AAOYKT)

Individual unidentified impurity /
Enunuunas
HEeHJICHTH(UIIMPOBAHHAS MIPUMECh

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

0.03%/0,03%

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

Not detected / He o6HapyxeHa

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

Below BDL (BDL= 0.1 %) / Hinxe
nopora perucrpauuu (ITP 0,1 %)

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

Total impurities / Cymma
npuMeceH

0.2%/0,2%

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

6 |[Residual Solvents content /
OcTaTouHbIe OpraHuyYecKHe
PACTBOpPHTENH

1902 pg/tab / 1902 mxr Ha Tabnerky

Isopropanol — not more than 2621 pg per tablet /
Hzonponaxon — He 6osiee 2621 MKT Ha TabneTky

7 |Uniformity of dosage units /
OXHOPOJHOCTH AO3HPOBAHHBIX
eIMHHL

29729

Acceptance value (AV) should be not more than
15.0. / Tlokasatens mpuemiemoctd (AV) momked
6wiTh HE Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHusM H]J 3akmarouenne: OJJOBPEHO
~

Preparedby/ o -~ "Checked by / Approved by: Manager/Executive /
TTOAroTOBNEHO: o 2"~ | pose eHg(“— N Onobpeno: Menemkep / PykoBonuTtens

Fr—— ponep l N~ P B
Date / 2,; "/’”Q;JQ o Date/ Date / a9 LYY
Hara: Jara: D 2~ {(~D¢ D P —JlaTa:
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_ y ‘o. CERTIFICATE OF ANALYSIS
Dr.Redd YS Ne CEPTHUOHKAT AHAJIA3A

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

Ipoayxr: Pa3o®, TabeTkn, NOKPHITHIE KUIIEYHOPACTROPHMOit 060710UKOH, 20 Mr

Market / Poiox : Russia / Poccus

Batch No. / . C2514312 Batch Quantity / . 1500000 tab /
Cepust Ne ) Pasmep cepun * 1500000 Ta6
Analytical Repovrt No./ . 890001849736 Date of Analysis / . 25/11/2025
AHaauTHYecKHii oTyer No JaTa ananuza

Date of Manufacture / . 08/09/2025 Date of Expiry / . 31/08/2027
JlaTa npou3BOACTBA T'onen mo

Mifg. License No. /

IpousBoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
JHUeH3us Ne

Analysis performed according ND No / Auanu3 npoBeaen mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page4 of 5/Crp. 4 u35

8 | Microbiological purity*/ MuxpoonoJioruteckast 4ncrora*®

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

O6imee yucno a3po6HEBIX Menee 10 KOE/r He 6onee 1000 KOE/r

MHKPOOPTaHH3MOB

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

mould count / O6iee uucio Memnee 10 KOE/r He 6onee 100 KOE/r

JIPOMOKEBBIX U [UIECHEBBIX TPUb0B

c) E.coli Absentin 1g/ Shall be absent in 1g /
OrcyrcrByer B Ir JIOMXHEI OTCYTCTBOBaTh B 1 T

9 |Assay / KosnyecTBeHHOE 19.6 mg/ 19,6 mr 18.0 to 22.0 mg of C;sHz0N303SNa (Rabeprazole

onpeaeyieHue sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 Mr mo 22,0 mr C13H20N303SNa
(pabemnpazon narpus) (ot 90 mo 110 % ot
HOMHHAJIFHOTO COJeprkaHHs) B TabneTke.

10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AIV/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. / ITo 15 carton. / Ilo 15 Tabnerok B Oimcrepe u3
Tabnetok B Gnucrepe u3z (IIBX/AJI/ITA) | (IIBX/AJV/ITA) dhonsru / amomunueBoii donsru. ITo
donbru / amomunneroit gonsru. 2 1 unu 2 Gnucrepa BMECTE C JIMCTKOM-BKJIAIBIIEM B
6aMcTepa BMecTe C JIHCTKOM- Ma4Ky KapTOHHYIO.

BKJIA/(BIIIIEM B MAYKy KAPTOHHYIO
API name / Haumenosanne ADC: Rabeprazole sodium / PaGenpazon HaTpus
INN /MHH: Rabeprazole / Pa6enpazon
APIT manufacturer batch number / ACSHO00712

Homep cepuu npoussoauTess ADC:

FP Manufacturer API Batch number /
Homep cepuu cy0cTaHIIHH FCSA00516
npoussoaurteas I'JId:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: IIpoaykr COOTBETCTBYCT TpeboBanmsiM H]J 3axmouenue: OJJOBPEHO
Prepared by/ _—, _—, & | “Checked by/ Approved by: Manager/Executive /
Hogrorosneno: (& [Iposepeno; NP Onobpeno: Menemxep / PykoBoautens

o S S
Date / 7)-2005 Date / Date / A - \eW
Hara: 2 Hara: Q.7 ~L| ~ Dpp 4 Hata:

. = _
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, y q.. CERTIFICATE OF ANALYSIS
or. ReddY S Ne CEPTHDUKAT AHAJIN3A

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

Tpoayxr: Pazo”, Tabnerkn, moKpeITEIE KHLICYHOPACTBOPHMOI 0600uK0ii, 20 Mr

Market / PoiHok : Russia / Poccua

Batch No. / . Batch Quantity / . 1500000 tab /
Cepusi Ne t Clalaiid Paszmep cepuu * 1500000 Ta6
Analytical Repo“rt No./ . 890001849736 Date of Analysis / . 25/11/2025
AHaauTHYecKHif oTueT Ne JlaTa ananu3a

Date of Manufacture / . 08/09/2025 Date of Expiry / . 31/08/2027
JlaTa npousBoacTBa T'ogen o

Mifg. License No. /

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

Analysis performed according ND No / Anasns nposeaes o HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page50of 5/Crp.5u35

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

Iponssoautenn APC, cTpana: I-p Pemau'c JTaboparopuc Jita., Huanus.

et ifnzi:l;t:i(t)en/zéggltlrl:losif:: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India

HaumenoBanue, aipec H HOMep JHIEH3HH {[ternse Nb; SHRRIARISHER]

E— ocy:uecTBnmomeifl IpomsBoncTBeHHOE noapaseieHue - 3, yuactiku Ne 41, vacts 42, wacte 45 U yacts

TOBHER C',I‘BO Y I—— 46, bauynamwu (Bunnamk), bauynanmu (Maxgan), Meguan Mankamkrupu (Jucr.),
p A P wrrat Tenanrana, Uupns (JIunensus Ne 59/RR/AP/97/F/R)

KavecTBa/Boinyck I'JI® /

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».

3akmoyenne o0 coorBercTBHH: «HacToALMM s MOATBEPXK A0, YTO MPUBEACHHAS Bbille HH(OpMALUA SBIAETCA AOCTOBEPHOH H TOYHOMM.
3ta cepus NpoAyKUMM npou3BeneHa (BKIOYas YnakoBKy (MapKHpPOBKY) M KOHTpPOJb Ka4ecTBa) Ha BhILIEYKa3aHHOH NPOM3BOACTBEHHON
mromazke (MIomankax) B MOJHOM COOTBETCTBHHU ¢ TpeGoBauuaMmu IIpaBui Haanexarmeil NPOM3BOACTBEHHON NpakTHKH EBpasuiickoro
skoHoMuueckoro coto3za (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHMAMH KOHTPOJIA KauyecTBa JEKApCTBEHHBIX
CPEJICTB, a TAaK)KE B COOTBETCTBHMM CO CreLM(UKALMIMY, COASPXKAIMUMHUCS B PETHCTPALIHOHHOM J0ChE CTPaHBI-MMIIOpPTEpa. 3alHcH Mo
MPOM3BOJICTBY, YIIAKOBKE U aHAJIM3Y MPOBEPEHEI, H YCTAHOBIIEHO MX COOTBETCTBHE TpeboBaHHAM IIpaBui Haexalei nporu3BOACTBEHHOM

NpakTHKU EBpa3uiickoro 5KOHOMHUYECKOTO COIO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponyxt COOTBCTCTBXE;I‘/ :‘rp660BaHI/I5[M H]I 3axmouenne: OJOBPEHO
Prepatedby/ ,— 2>, =< |-€hecked by/ Approved by: Manager/Executive /
ﬂogromanel-m:vgf/ c [TpoBeper N\ 2 Onobpeno: Menemxep / PykoBoaurens
Date / 2.3 (]~ 2.2 | Date/ — Date / s ~y ~as™
Hara: Hara: Q 7 ~[ |~ 202 | Hata:






