UNCONTROLLED COPY Issued on 06-11-2025
CERTIFICATE OF ANALYSIS

@e
9 Q’C
Dr.Red dy S e CEPTH®UKAT AHAJIA3A

Product : Razo®, enteric-coated tablets, 10 mg

Ipoayxr: Pazo®, TabneTky, MOKPHITHIE KHIIEYHOPACTBOPUMOH 060/10uKOH, 10 MP

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 700000 tab /

Cepus Ne + C2510087 Pazmep cepun 700000 tab

Analytical Report No. / . Date of Analysis / .

AHAaJHTHYECKHIT oTueT Ne * 890001836855 JlaTa anajmsa + 11/09/2025

Date of Manufacture / . 28/06/2025 Date of Expiry / . 31/05/2027

JlaTa npou3BojcTBa TCopen no

Mfg. License No. / .

TIpousBoAcTReHHAN . SORR/AP/YT/F/R 11‘)43‘? number: / Homep . 51y . 004603)-(PT-RU)
JuneH3usn Ne

Analysis performed according ND No / Ananus nposenen no HJI Ne: JITT-Ne(004603)-(PT'-RU)-130224

Pagel1of6/Crp.1u3 6

Ne Test / Hoxka3zateib

Result / PesyabTathl

Specification / Hopma

1 | Appearance/ Onucanue

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. White
tablet core on cross-section. /
Kpyrisie, 1BOSIKOBBIITYKIIBIE
TabJeTKH, MOKPhIThIe 000104KON
KOPHYHEBATO-PO30BOI0 1IBETA C
MapKHPOBKOM UEPHOro 1IBETa
«RB10» Ha opnoii cropone. Ha
HOTIEpeUHOM paspese a1po 6enoro
1BeTa.

Round, biconvex, pink to brownish-pink
coated tablets imprinted “RB10” with black
ink on one side. White to off-white tablet core
on cross-section. / Kpyrible, ABOSKOBRITYKIIBIE
TabJIeTKY, HTOKPBITEIE 000I0UKOI OT PO30BOTO
JI0 KOPUYHEBATO-PO30BOrO I{BETA C
MapKupOBKoif yepHoro useTa «RB10» Ha
onHoit cropone. Ha monepeudom paspese a1po
oT 0eJI0ro 10 No4YTH 6e0ro HBeTa.

Complies as prescribed /
CooTBETCTBYET TPEOOBAHUAM

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). /
Bpemst yAep:K1Banys OCHOBHOI'O MHKa Ha
XpOMATOTPaMMe HCIILITYEMOTO PacTBopa
JIOJKHO COOTBETCTBOBATH BPEMCHU
yZIep)KUBaHUs] OCHOBHOIO MHKa Ha
XpOMATOrpaMMe pacTBOpa CTaHHapPTHOIO
o6pasua pabenpasona HaTpus (pasje)l
«KOJMYECTBEHHOE OTPEIETIEHHED).

2 | Identification By HPLC /
Npentudgukanus BIXKX
3 | Average weight/

Cpennasa macca

107.82 mg /107,82 mr

109.30 mg £ 7.5 % (101.10 - 117.50 mg) /
109,30 mr = 7,5 % (ot 101,10 mr mo 117,50
Mr)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: ITpOLYKT COOTBETCTBYET tpedoBanusm HJL 3axmouenue; OJJOBPEHO

R i
Prepared by / = Checked by / Approved by: Manager/Executive /
IToAroTOBJIEHQ: ; [Mposepen TN ~~ OnobpeHo: Meﬂeﬁmep/ PyxoBonnTeib
Date / OS2 0L S Date / Date / [t 0
JaTa: St - Iara: 5~ (1 Rezs— | Hara 0
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 10 mg
Ipoayxr: Pa30®, tabnerkn, TOKPBITHIC KHLIEYHOPACTBOPUMOH 060104K0H, 10 M

Market / Poinox : Russia / Poccus

Copu Yo : C2s10087 Pasep e 700000
T L e

D;‘;Z (:,fp?;;l:,t;:;g;e/ : 28/06/2025 I?(‘;‘;Z:;f"piry/ : 31/05/2027
xl‘xq,fﬁ;,féii'lilfﬁ;.ﬁn : S9/RR/AP/97/F/R o number: / Howep JII-Ne(004603)-(PT-RU)
JUIeH3us1 Ne

Analysis performed according ND No / Ananuns nposeen no HJT Ne: JITT-Ne(004603)-(PT-RU)-130224

Page2 of 6/ Crp. 2 u3 6

4 | Dissolution / PactBopenmue Unit-1/Exunuua-1 0%  |In 0.1 M hydrochloric acid solution — not more
Unit-2/Epunnna-2 2% than 10 % of Ci3sH2N;0;SNa (Rabeprazole
Unit-3/Enununa-3 2% sodium) label claimin 2 h. / B 0,1 M pactsope
Unit-4/Eqununa-4 4% XJIOPUCTOBOJIOPOJIHOM KUCIOTE — He Gojee
Unit-5/Enununa-5 39 10% or  nHoMuHaneHOroO COlEepKaHus
Unit-6/Eaunnna-6 2% Ci1sH20N303SNa (pabenpason HaTpusy) yepes 2
Average / Cpenn. 3navenue: 2 % |9
Unit-1/Eqnuuna-1 81 % |In buffer solution PH 8.0 — not less than 75 %
Unit-2/Emnunna-2 80% [(Q) of CisHyN30;SNa (Rabeprazole sodium)
Unit-3/Ennunia-3 83 % __|label claim in 60 min. / B 6ydepHom pacrsope
Unit-4/Eaunuma-4 79 % |pH 8,0 — ne menee 75 % (Q) oT HOMUHANBHOTO
Unit-5/Equrnna-5 78 %  |comepxannd  CisHoN3O3SNa  (paGenpason
Unit-6/E iuauna-6 82 %  |Hatpus) yepes 60 mum.
Unit-7/E nuanna-7 86 %
Unit-8/F qununa-8 86 %
" Unit-9/E nuunia-9 85 %
Unit-10/Enquauna-10 82 %
Unit-11/Enqununa-11 86 %
Unit-12/E qununa-12 82 %
Average / CpenH. 3Hauenne: 83 %
5 | Related Substances /
Poacreennnie npumecu
Rabeprazole N-oxide/ Not detected / ve ofHapyxena Not more than 0.5 % / He 6onee 0,5 %
PaGenpazona N-okcu
‘ Rabeprazole Sulfone/ Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona cynabdon 0.10 %/ 0,10 %
Rabeprazole Methoxy analog/ Not more than 0.5 % / He 6oJee 0,5 %
PaGenpazosna MeTokcu ananor | o7 % / 0,07 %

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoxykr COOTBGTC’IEi}Z’I“ TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioprorosne Hposepetx@/ﬁﬁ Onobpeno: Menemxep / Pykosoaurens
Date / oSt~ 20.c5 | Date/ » Date / @S{/I\/%‘Vf
Jara: Jlara: OS5~ ~ 2@25' Jara:
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CEPTUDOUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 10 mg
. ® vy o
IIpoayxr: Pa3o®, rabnerku, IOKPLITBIC KUIIEYHOPACTBOPUMOI 060510uK0i, 10 MI

Market / Poinok : Russia / Poccus
Batch No. / . 2510087 Batch Quantity / . 700000 tab /
Cepusa Ne Pasmep cepuu * 700000 Ta6
Analytical Report No. / . Date of Analysis /
Anamurnuecknii oryer Ne -’ 890001836855 Jara ananuza + 11/09/2025
Date of Manufacture / . Date of Expiry /
Jara npoussogcrsa : 28/06/2025 Tone 10 : 31/05/2027
Mifg. License No. /

. MA number: / Home
Ipoussoacreennas : 59/RR/AP/97/F/R Py P . JII-Ne(004603)-(PT -RU)
JUeH3ns No

Analysis performed according ND No / Anann3 nposegen o HJI Ne: JII-Ne(004603)-(PI-RU)-130224

Page3 of 6/ Crp.3m36

| Rabeprazole Chloro analog/ Not detected / He oGHapyxeHa Not more than 0.5 % / He 6oiee 0,5 %
Pab6enpasosna xiopo ananor

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

Pabenpazona cynbhuz 0.03%/0,03 %

"' Rabeprazole Related compound Not more than 0.5 % / He Gonee 0,5%
A/ Pa6emnpasona Not detected / He obHapyxeHa

POZACTBEHHAs MpUMech A

Rabeprazole Related compound Not more than 0.5 % / He 6osnee 0,5 %
C/ Pabenpazona

POACTBEHHAS IPUMECH C

Below LOD (LOD =0.02 %) / Huxe
npenena oonapyxenus (I10
=0,02 %)

Specified Impurity at Not more than 0.5 % / He 6osnee 0,5 %

about RRT 1.37
(Mass m/z=310 0.02 % /0,02 %
Imidazole) / TTpumecs npu RRT
1,37 (macca m/z=310
UMUJIA301)

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

Specified Impurity at
about RR'I' 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs
npu RRT 1,51 (macca m/z=458
OeH3uMuaa30la aayKT)

Not detected / He oGHapyxeHa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: Ilpoxykr COOTBCTCTBy§%66OBaHHHM HA 3akmoyenue: OJIOBPEHO
Vs
Prepared by / , > <>~ ’€hecked by / Approved by: Manager/Executive /
Ioarorosneno: ﬁ%y/ ITposepeno; 9 /ﬁp Onobpeno: Menemyep / Pykosogurens
LR
Date / S |72 o2« | Date/ Date / ] — 2028
| Hara: Hara: OS5~ ~269 ;| lara: 0
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIVI3A

Product : Razo®, enteric-coated tablets, 10 mg
® &z v
Hpoayxt: Pa3o®, rabnerkw, IIOKPLITHIC KAMIEYHOPACTBOPUMON 060J10uKOH, 10 M

Market / Peinok : Russia / Poccus

oy o mow
vt SUO0Gsss b oAbl

Date ‘prlf,f';‘i,f?ﬁﬁﬁe’ : 28/06/2025 ?:;‘;:Efxl’“y/ : 31/05/2027
ygﬁhﬁiﬁﬂiﬁ&% : 59/RR/AP/97/F/R 11143’,‘ number: / Homep JII-Ne(004603)-(PT-RU)
JauueH3usa Ne

Analysis performed according ND No / Auains npoBejien mo HJL Ne: JITI-Ne(004603)-(PT-RU)-130224

Page4of 6/ Crp. 4 u3 6

Individual unidentified impurity
/ Ennununas
HEUAEHTUDUIIMPOBAHHAS
NpUMEChH

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

Not more than 0.2 % / He 60jiee 0,2 %

Total impurities / Cymma
npumecei

0.2%/70,2 %

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

Residual Solvents content /
OcTaTounbie opraHnveckne

1085 pg/tab / 1085 mkr Ha TabneTky

Isopropanol — not more than 1379 ug per tablet
/ U3onponanon — e 6osnee 1379 mkr Ha

DO3HPOBAHHBIX €XHHUIY

pacTBopHTe M TabJIeTKy
7 |Uniformity of dosage units / 6.1/6,1 Acceptance value (AV) should be not more than
OnHopoanocTs 15.0. / Tlokasarens npuemnemMocTu (AV)

Jlomxen OpITh He Gonee 15,0.

Microbiological purity*/ Mukpo6uonorudyeckas 4ncrora*

a) Total aerobic microbial count
/ Obee Yucio aspobHbIX
MHKPOOPraHu3MOB

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

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

b) Total combined yeasts and
mould count / O61ee uncio
JIPOACOKEBBIX U [JIECHEBBIX
rpuboB

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

Not more than 100 CFU/g /
He Gosee 100 KOE/r

¢) E.coli

Absent in 1g/
OrcyrerByer B 1T

Shall be absent in 1g/
Jomkxur oreyTeTRORATE B 1 T

Assay / KonndecTBeHHOE
onpejeneHue

9.8 mg/ 9,8 mr

90mg to 11.0mg of CisHN30:SNa
(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per lablet /
Or 9,0 MI” 10 11,0 Mmr C13H20N303SNa
(pabGenpazon uatpus) (or 90 go 110 % or

HOMHWHAJIBHOT'O coaepxcaHm) B TabneTke.

Remarks : The Product confirms to ND/
Hpumeuanue: [pogyxT coorBercTyeT TpeGosanusm HJT

14

Conclusion : APPROVED /
3akiouenne: OJOBPEHO

Prepared by / /&/&‘// ~Checked by / Approved by: Manager/Executive /
[loarorosneno 3 ITposepenoy OnobpeHo: Menemxep / PykoBojurens
Date / -0 pH |Date/ Date / o e
Jara: R54(~207 Jara: XS5 —pi~2ep2— | Jara: o~
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 10 mg
Ipoaykr: Pa3o®, rabnerku, MOKPBITHIE KUIIEYHOPACTBOPUMOii 060s10uK0i, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . 2510087 Batch Quantity / . 700000 tab /

Cepus No Pa3mep cepun 700000 Tab

Analytical Report No. / . N Date of Analysis /

AHanuruueckumii otuer Ne * 890001836855 Jara ananusa + 11/0972025

Date of Manufacture / . Date of Expiry /

Hara npoussoncrsa  28/06/2025 TI'onen no + 31/05/2027

Mifg. License No. / .

IpomssoacTBenHas . SO/RR/AP/YT/F/R II‘,%‘;‘ number: / Homep JII-Ne(004603)-(PT-RU)
JuneH3us Ne

Analysis performed according ND No / Auanus nposesen mo H Ne: JITI-Ne(004603)-(PT" -RU)-130224

PageSof 6/ Crp.5u3 6

10 |Packaging / YnaxoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister with
a package insert in a carton. / ITo 15
TabneTok B GaucTepe U3
(IIBX/AJVTIA) donsru /
amoMHuHUEBOH Qosbry. 1 Gmuctep
BMECTE € JIUCTKOM-BKJIaJbIILIEM B
nauKy KapTOHHYIO

15 tablets in a (PVC/AV/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 Tabnerox B Onucrepe u3
(IIBX/AJVTIA)  dponsru  / AMOMHHHUEBOIH
doneru. Mo 1 wmm 2 Omictepa BMmecte ¢
MHCTKOM-BKJIa/IBILIEM B NAYKY KAPTOHHYIO.

API name / Haumenoanue ADC:

Rabeprazole sodium / PaGenpazon HaTpus

INN / MHH:

Rabeprazole / PaGenpazon

API manufacturer batch number /
Homep cepun npounssogurens ADC:

ACSH000246 & ACSH000110

FP Manufacturer API Batch number /
Homep cepuu cyGeranuuu
npousBogntens I'JIdD:

FCSA00210 & FCSA00212

API Manufactured by & country /
ITpoussoantenr ADC, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pepnu'c JlaGoparopuc Jita., Unaus.

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumenoBanmne, agpec u Homep
JIMIEH3UH NIOMIANKH,
OCYIECTRITITIOUNCH
NPOU3BOACTBO/KOHTPOD
kayecrBa/Bbhinyck I'JI® /

FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

[TponasoncTrennoe nonpazienenne - 3, yaactku Ne 41, nacte 12, uacts 45 u
4acth 46, bauynanmm (Bunnamx), badynannu (Manaan), Meauan
Manxamxrupu (Jlucrt.), wrar Tenanrana, UHus
(JInuensus Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

b Sl

IIpumeuanue: Ipoaykr COOTBeTc_TGiyf,; TpeboBanusM HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / s j Checked by / Approved by: Manager/Executive /
[Toarorosaen HpOBepeH@ /\/ Opnobpeno: MeHeuiep / PykoBomgures
Date / QS5 ] - P 02 Date/ ] Date / ' '//, I Zﬂ)f
Jara: ' Jlara: 5~ ~ 2024 | ara: ol
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CEPTUDUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
Ipoaykr: Pa3o®, tabnerkn, TIOKPBITHIE KUIIEYHOPACTBOPUMO# 0605104K0i, 10 Mr
Market / Poinox : Russia / Poccust
Batch No. / . Batch Quantity / . 700000 tab /
Cepus Ne + €2510087 Pa3smep cepun " 700000 Ta6
Analytical Report No. / . Date of Analysis / .
Anamurnyeckuii oruer No ° 890001836855 Jara ananuza : 11/09/2025
Date of Manufacture / . Date of Expiry / .
Jdara npoussoacrsa  28/06/2025 I'ogen no 2 31052027
Mifg. License No. / .
ponseoncTaenas : 59/RR/AP/97/F/R NVohnumber: / Homep JTII-Ne(004603)-(PT-RU)
Juuen3ust Ne
|Analysis performed according ND No / Ananus nposenes 1o HII Ne: JII-Ne(004603)-(P-RU)-130224

Page 6 of 6/ Ctp. 6 13 6
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 establishedy.

3axumouenne o coorBercTBuu: «Hacrosmm s MOATBEPK/AIO, YTO HPHUBE/IEHHAS BhILIE HH(POPMALHS SABISETCS JOCTOBEPHOH
H TOUHOM. JTa cepus NPOAYKLMY HPOU3BEAeHA (BKIFOUast YIaKoBKy (MapKHpPOBKY) H KOHTPOJIb KayecTBa) Ha BbILICYKA3aHHOH
MPOM3BOACTBCHHON IuIoaaKe (TUIOWAAKAX) B IOJHOM COOTBETCTBUM C TpeboBanvuamyu  Ilpaeun  Hamnexameii
MPOU3BOJACTBEHHOH NpaxTHKKU EBPasuiickoro s3KOHOMHYECKOrO COI03a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBAHNSMHU KOHTPOJIS KAYCCTBA JIEKAPCTBEHHBIX CPE/CTB, & TAKKE B COOTBETCTBIHM CO CHELUPUKALHAMH, CONEPIKALIMHCS
B PerncTpalioOHHOM 10ChE CTPaHbI-UMIIOPTEpa. 3alliCH 110 IPOU3BOJCTBY, YIAKOBKE U aHaJIu3y NPOBEPEHbI, U YCTAHOBJIEHO
uX cooTBercTBHE TpeGoBanuam [IpaBuit HaaexKallel TPOU3BOACTBEHHOM NpaxkTHKH EBpasuiickoro skOHOMHYECKOro coro3a,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Tpoaykt cootBercTByeT TpeboBanusam HJ 3axmouenue: OJOBPEHO
5 |

Prepared by / %«‘9 1 Checked by / Approved by: Manager/Executive /
ITOoArOTOBJIEH)? W Iposepeso @ /7& Onobpeno: Menemkep / PykoBoauTes

- ) 7 N

T ¥

Date / S p o2 | Date/ Date / - 028~
JaTa: 1172 Jata: 5 ~{ ~ 202, Jlara: oIl






