@ o
Dr.Red dY,S ‘.o. CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIN3A
'Product : Razo", enteric-coated tablets, 20 mg R l
Ipoaykr: Pa3o”, Tabnetku, NoKpbIThIE KHLLICYHOPACTEOPHIMONH 060104KO#, 20 Mr - B - ]
Market / Pbraok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab / =
Cepus Ne et Pazmep cepun * 1500000 Tab B
Analytical Report No./ . 9401801553 DO ARSI/ : 30/03/2025
AHanuTHYeCKHIi oTyeT No JdaTa ananmza
Date of Manufacture / . 07/02/2025 Date of Expiry / . 31/01/2027
Jara npousBoacTra T'onen 1o B -
Mfg. License No. / .
Tiponssoacreennas : SO/RR/AP/97/F/R g‘," number: /Homep . yyy . 004603)-(PT-RU)
Juuenzus Ne
Analysis performed according ND No / Anasns mposegen mo HJT Ne: JITI-Ne(004603)-(PT'-RU)-130224
- - Pagel1of6/Crp. 1136
Ne Test / [lokazaTenn Result / PesyabTaThi Specification / Hopma
1 Appearance / Onmucanne Round, biconvex, yellow coated Round, biconvex, light-yellow to yellow

tablets imprinted "RB20" withred | coated tablets imprinted “RB20” with red ink
on one side. White to off-white tablet core on
cross-section. / Kpyriibie, ABOSIKOBBIMYKIIbIE
TabNETKH, MOKPbITBIE 060JI0UYKON OT CBETJI0-

ink on the one side. White tablet core
on cross-section. / Kpyrneie,

NETH <
ABOAKOBbINYKTbIE Tab KM, JKEJITOro 10 XKEJITOTo LBeTa C MapKHPOBKOM
MOKPBITBIE 000JI04KOH XKeNTOro kpachoro usera «RB20» Ha onHO# cTopoHe.
LLBETA C MAPKUPOBKOIT KPacHOro Ha nonepe4yHom paspese sapo ot 6enoro a0

usera «RB20» Ha oHOii cTOpOHE.  |TIO4TH Oenoro LBeTa.
Ha nonepeuHom paspese sapo
OeJioro uBeTa.

2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the

HUnentudurxauusa BIKX CooTBeTcTBYET TpeboBaHUAM 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 yaep>xuBaHHsi OCHOBHOTO THKa Ha
XpOMaTorpaMMe UCTIBLITYEMOr0 pacTeopa
JIOJDKHO COOTBETCTBOBATH BPEMEHU
yAepPIKUBAHUS OCHOBHOTO MHKA Ha
XPOMaTOrpaMMe pacTBOpa CTaHJAPTHOrO
obpasua pabemnpazosia HaTpus (pazaen
«KonnvecTBeHHOE OTIpe/ieIEHNE).

3 Average weight / 206.98 mg / 206,98 mr 212.68 mg £ 5 % (202.05 to 223.31 mg) /

Cpenusns macca | 212,68 mr £ 5 % (ot 202,05 mr no 223,31 mr)

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

IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusm HJ| 3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[loarotosnexo: K\ qaq‘ﬁ : ﬂpnnepcim@ \ i o Opnobpeno: Meunemxkep / PykoBoauTenb
C ; S—

Date / Date / ' Date / 1 53 SUYS

Hara; 3 [-03 ~ o?O«Qr Jlata: 3)~03 - 2004 | Hara:




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

Average / Cpenn. 3Hauenue: 2 %

CEPTHOUKAT AHAJIM3A
[Product : Razo”, enteric-coated tablets, 20 mg g
Hpoaykr: Pazo”, Tadnierki, NOKpLIThIC KHIIEYHOPACTEOPHMOI 000104K0H, 20 Mr -
Market / Poinok : Russia / Poccust
Batch No. / . Batch Quantity / . 1500000 tab / R
Cepua Ne HEROI Pazmep cepuu * 1500000 Ta6 |
Analytical Repourt No. / . 890001801838 Date of Analysis / . 30/03/2025
AHanutnyeckuii oryet Ne Jara anannza -
Da.t.e of Ma'nufac‘t.ure / . 07/02/2025 Date of Expiry / . 31/01/2027
Jarta nponmssojcrea |Togen 10 o
Mfg. License No. / .
TpousBoxcTBeHHas : SO/RR/AP/97/F/R 11243‘,"‘ number: [HOMED . 113 No(004603)-(PT-RU)
[JIHLensust Ne ] - __ |
Analysis performed according ND No / Amanu3z nposesien no HJT Ne: JITT-Ne(004603)-(PT-RU)-130224
- - Page2of 6/ Ctp.2 u3 6 -
4 | Dissolution / PacrBopenne | Unit-1/Ennanua-1 0% mm01M hydrochloric acid solution — not more
_I@it-2_/Eﬂanua—2 2% than 10 % of CisH»0N3O3SNa (Rabeprazole
Unit-3/Exmauna-3 0% sodium) label claim in 2 h. / B 0,1 M pacrsope
Unit-4/Equnuua-4 0 % XJOPHCTOBOJOPOAHON KHUCIOTBI — He Gofee
Unit-5/Equauna-5 49, 10%  OoT  HOMHMHANBHOrO  COAEPKAHUS
Unit-6/E qunuiia-6 3%  |CisHxN3O3SNa (pabenpason Hatpus) uepes 2

4.

|In buffer solution pH 8.0 — not less than 75 %

(Q) of CisH»N30:SNa (Rabeprazole sodium)

label claim in 60 min. / B 6ydeprom pactBope

CoAEpKaHUs

pH 8,0 — ve menee 75 % (Q) oT HOMUHANBHOIO
C 13H20N3O3SNa (pa6enpason

Unit-1/Equnnua-1 90 % |
Unit-2/Eaunnya-2 88 %
Unit-3/Enuyyua-3 88 %

' Unit-4/Egunnua-4 88 %
Unit-5/Enunnua-5 90 %
Unit-6/Eannnua-6 88 %

5 | Related Substances /
Poacreennbie mpuMecH

Average / Cpepn. 3navernue: 89 %

HaTpust) uepe3 60 MUH.

Rabeprazole N-oxide/

Pabenpazona N-okcun
0,008%)

Rabeprazole Sulfone/
Pabenpazona cynbdon

Rabeprazole Methoxy analog/
Pabenpazona MeTokcu aHanor

Rabeprazole Chloro analog/
Pabenpazona xnopo aHanor

0.08%/0,08%

Below LOD (LOD = 0.008 %) /
Huxe npenena odHapyxenus ([10 =

Below LOQ (LOQ = 0.035 %) /
Huxe npenena koanuecTBEHHOTO
onpeznenenus (ITKO = 0,035 %)

|Not detected / He obHapyxeHa

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

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

Not more than 0.5 % / He 6osiee 0,5 % |

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

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

Ilpumeuanne: [Ipoxykt cooTBeTcTBYeT TpeboBaHusm HJI 3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarorosneHo: }4‘ M ) [Tporepengr: 2 Onobpeno: Menemxep / PykoBoaurens
——— S'/’

Date / __ | Date/ Date / 303 o

Jlara: A1 62 -2025 Jara: 3] ~03~9mpe;— | lara:




Qe
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJHN3A

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

Hpoaykr: Pa30®, Tabnerku, nokpeIThie KULIEYHOPACTBOPHUMOH 060s104K0#, 20 Mr - -
Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

Cepus Ne §ICEDI0G Pazmep cepun 1500000 Ta6 - ]
Analytical Repourt No. / . 890001801888 Date of Analysis / . 30/03/2025

_ AHagnTHYecKuii oTuer No JaTta ananmnza B

Date of Manufacture / . 07/02/2025 Date of Expiry / . 31/01/2027

Jara npousBoacTBa I"'ogen no - |
Mfg. License No. / 1
IIpousBoncTBeHHASI : 59/RR/AP/97/F/R 1}\,/[{,4 il g 0Lt : JIII-Ne(004603)-(PT'-RU)

JIHneH3us Ne - __|
Analysis performed according ND No / Anaan3 nposeaen no H Ne: JITT-Ne(004603)-(PT'-RU)-130224

'Rabeprazole Sulphide/
Pabenpazona cynsthun

Rabeprazole Related compound
A/ Pa6enpazona
pOACTBEHHAS TPUMECH A

Rabeprazole Related compound
C/ Pabenpazona
poncreHHas mpumech C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Ipumecs npu RRT
1,37 (macca m/z=310
UMHU1a3001)

Not

—Spéciﬁed Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs
npn RRT 1,51 (macca m/z=458
OeH3MMHAa301a alAyKT)

Not

Individual unidentified impurity
/ EnunnuHas
HEUACHTU(PUUUPOBAHHAS
NpUMeECh

[0.03% / 0,03%

Not detected / He obnapyxkeHa

Not detected / He oGHapyxeHa

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

Page3of6/Cip.3m36

R _‘Not more than 0.5 % / He Gonee 0,5 %

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

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

detected / He oOHapykeHa

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

detected / He oOHapyxkeHa

Not more than 0.5 % / He 6oJiee 0,3 %

Total impurities / Cymma
npUMeceit

0.1%/0,1%

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

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ilpoaykt coorBeTcTBYET TpeboBanusm HIJ 3akmouenne: OJJOBPEHO
Prepared by / . Checked by / Approved by: Manager/Executive /
[loarorosneno: K . ﬁﬁjﬁ‘ rIpnncpel(- N\ ~—~ Onobpeno: MeHemxep / PykoBoauTens
Date / Date / Date / (

! —_ i - 343 oA
Hara: 3' 030828 Jlara: 2| ~03-0p24 | Hara:




Do
Dr.Reddy’s €z¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

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

JHen3zusg Ne

HIpogyxr: Paso’, Tabierku, noKpeiTee KHIIEYHOPACTBOPHUMON 06010uKk0M, 20 Mr - B
Market / Poinok : Russia / Poccus
Batch No. / _ Batch Quantity / _ 1500000 tab / B B
Cepus Ne sEenE __|Pa3mep cepnn " 1500000 Tab |
Analytical Repourt No. / . 890001801888 Date of Analysis / . 30/03/2025
AHanuTH4YecKHii oT4yeT Ne ~ |MaTa anaamusa - |
Date of Manufacture / . 07/02/2025 Date of Expiry / . 31/01/2027
Jdara npousBoacTra - T'oneH g0 -
|Mfg. License No. / .
IIpousBoacTBEeHHAR : 59/RR/AP/97/F/R %/I;\ Sember: ATIoMED : JII-Ne(004603)-(PT-RU)

|

i_'.-\na[_\_'sis performed according ND No / Ananu3s nposesent mo HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

6 |Residual Solvents content /
OcTaTouHbIe OpraHHYecKHe
PACTBOPHTE/IH

1417 pg/tab/ 1417 Mkr Ha
TabNeTKy

7 |Uniformity of dosage units /
OaHopoaHOCTH
HO3HPOBAHHBIX e THHHI]

26/2,6

8 Micr;biological purity*/ Mukpo6HoJornueckasi 4ncTora™

‘ Isopropanol — not more than 2621 pg per tablet

Pagedof 6/ Crp. 4 m3 6

/ V3onponanon — He 6onee 2621 MKr Ha
TabneTky

Acceptance value (AV) should be not more than
15.0. / Tlokazarenh mnpuemseMoctn (AV)
JoJbkeH ObITh He 6osee 15,0.

a) Total aerobic microbial count|
/ Ob1ee 4ucno aspobHbIX
MUKPOOPTaHU3MOB

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 / O61ee uncio
IPOXIKEBBIX H MIECHEBbIX
rpubos

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

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

¢) E.coli

Absentin 1g/
OrcyrctByeT B 1T

Shall be absent in 1g/
JlomKHBI OTCYTCTBOBATH B 1 T

9 |Assay/ KosnyecTBeHHOE
onpeeneHne

20.0 mg /20,0 mr

118.0t022.0 mg of CsH>oN303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /

Ot 18,0 mr g0 22,0 mr C;sH»0N3;03SNa
(pabenpazon Hatpus) (ot 90 no 110 % ot
HOMHHAJILHOTO COJIepKaHus) B TabneTke.

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoayxT coorBeTcTBYET Tpebopanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
IoaroroBneno: Wﬁ [Tporepeng: \ 2 Onobpeno: Menemxkep / PykoBoanTens
Date / Date / Date / '

- I D3 OV
Hara: 5| 0300 Hara: ) ~03 -2pp4 | Jara: 3




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg - - B
IHpoayxt: Pa3o”, tabnerxu, HNOKPBITBIE KMINEYHOPACTBOPHMOI 00010uKOIf, 20 Mr - ]
Market / Pornok : Russia / Poccus
Batch No. / _ Batch Quantity / 1500000 tab / T
Cepun Ne A o Pasmep cepin * 1500000 Tab
inalytlcal Repourt No. / . 890001801888 Date of Analysis / . 30/03/2025

HAJUTHYECKHI oTUeT Ne JaTta ananusa |
Date of Manufacture / . 07/02/2005 Date of Expiry / . 31/01/2027
Jara npou3BoacTea T'open go |
Mifg. License No. / MA ber: / I )
TIpousBoACTBeHHAs : 59/RR/AP/97/F/R P§ fumber: 7 HOMED . JIM1-Ne(004603)-(PT-RU)
[THIeH3ust Ne ]

jﬁml.\'sis performed according ND No / Ananus nposcac_n o HJI No: JITI-Ne(004603)-(PT'-RU)-130224

PageS5of6/Crp.Su3 6

10 _Pachging / YnakoBka

| |

15 tablets in a (PVC/A1/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / o 15
TabaeTok B Onucrepe w3
(ITBX/AJVTIA) donbru /
antOMuHKeBoH Gonpru. 2 6nucrepa
BMECTE C JUCTKOM-BKJIAJbILIEM B
NnayKy KapTOHHYIO

| 15 tablets in a (PVC/Al/PA) foil /aluminum foil|
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 rtabnetok B Gnucrepe wus3
[ (IIBX/AJI/TIA) ~ doneru  /  anromMuHMEBO}
donbru. Ilo 1 wmm 2 Oauctepa BMmecTe ¢
JMCTKOM-BKJTABIILIEM B NMAYKy KapTOHHYIO.

API name / HanvenoBanue ADC:
INN / MHH:

| Rabeprazole sodium / Pabenpason HaTpuis
' Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nupoussoautens ADC:

ACRHO003955

' FP Manufacturer API Batch number
Homep cepuu cybecTanunu
npousBogureasa I'JIdD:

/
FCRA02587

| API Manufactured by & country /
Illpouzeogurens ADC, ctpana:

Dr. Reddy's Laboratories Ltd., India
J-p Peanu’c Jlaboparopuc Jita., Unaus.

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

HaumenoBaHue, agpec m HoMep
JIMIEeH3HH MLTOUIAIKH,
ocyulecTBJIsIIONI et
NPOU3BOACTBO/KOHTPOIb
KayecTBa/Boinyck I'JID /

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)

[pousBoacTBeHHOE NoApazaeneHue - 3, yqacTku Ne 41, uacts 42, yactb 45 1
yacTb 46, Bauynannu (Bunnamk), bauynannu (Manpan), Menuan
Mankamxripw (ucr.), wtar Tenanrana, Maaus (JIunensus Ne
59/RR/AP/97/F/R)

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

Ipumeuanue: [Ipoaykt cooTBeTcTBYET Tpebopatusm HI 3akaouenune: OJOBPEHO

Prepared by / " Checked by / B Approved by: Manager/Executive /

IToarorosneno: /( (qau“ ¥ ||11(1I'1C]1L.‘]-1@(,_.__‘__f7 Opnobpeno: Menenxep / PyxoBoanrens

Date / Date/ — Date / - i 4
AT

JHara: 3 f~~05 ”2—03-«.( Hata: ) ~03- 2024 — | Harta: £




Qe
Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product : Razo”, enteric-coated tablets, 20 mg o
Ipoaykr: Pa30”, TabneTky, NOKPbIThIE KULIIEUHOPACTBOPHMOI 060104KOH, 20 MP -
Market / PoiHoK : Russia / Poccus
BatchNo./ . Batch Quantity / . 1500000 tab /. — |
Cepus Ne ] Seaihios Pa3mep cepun * 1500000 Tab -
Analytical Repourt No. / . 890001801888 Date of Analysis / . 30/03/2025
| AHAJIHTHYECKHH oTHeT No Hdara ananmsa B
Date of Manufacture / . 07/02/2025 Date of Expiry / . 31/01/2027
[aTa mpon3BoacTBa T'ogen io -
(Mfg. License No. / MA number: / Home
TIpou3BoACTEeHHAs : 59/RR/AP/97/F/R sl P HOMED . IM-Ne(004603)-(PT-RU)
Jaunenzus Ne |

| Analysis performed accordil_lgﬂ) No / Anayms nposcacn no HJI Ne: JHI-Ne(004603)-(PT'-RU)-130224 N

Page 6 of 6/ CTp. 6 u3 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 established».

3aK.I04eHHe 0 COOTBETCTBUHM: «HACTOALINM s NOATBEPIK A0, 4TO MPUBEACHHAS BbIILE HH(OPMALIUS SBISETCS JOCTOBEPHOM
¥ TOUHOM. DTa cepus NpoayKLUUM Mpon3seaeHa (BKIOUAas yIakoBKy (MapKUPOBKY) U KOHTPONL Ka4eCTBa) Ha BhillleyKa3aHHOM!
NPOM3BOACTBEHHON Muowagke (miolagkax) B TNOJHOM COOTBETCTBMH ¢ TpeboBaHusAMH [lpaBun Haanexatiel
MPOU3BOACTBEHHOM NpakTHkH EBpasuiickoro skonomuueckoro coiosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeOOBaHUAMH KOHTPOJIS KQHeCTBa JIeKapCTBEHHBIX CPEICTB, a TAKXKE B COOTBETCTBUH CO clieUn(bHKALUSIMY, COACPKALLMMHUCS
B PErMCTPALMOHHOM 1OCHE CTPaHbI-UMIIOPTEPa. 3aric 1o MPOU3BOACTBY, YNAKOBKE M aHAIU3Y IPOBEPEHBI, U YCTAHOBIEHO
1X cOOTBETCTBHE TpeboBanusm [IpaBun Hagnexkael Npou3BoOACTBEHHON NPakTUKU EBpaznickoro 3KOHOMUYECKOro CO3a».

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

Ipumeuanue: IpoaykT cooreTcTBYET TpeboBaHusam HIJ 3axmaouenne: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /

[loaroroBneHo: /{ ﬁ, Hporaepcum,—__ﬂ Onobpeno: Menemxep / PykoBoantens
= S _

Date / Date / - Date / o¥

- — P R
Hara: C‘B / ~03 920;2&/ Jara: A)~03-2024 ITara: 323




