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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

|P\roduct : Razo", enteric-coated tablets, 20 mg

Mpoaykr: Pa3o®, raGnerku, nokpuiThie KNUIEUHOPACTBOPIMOI 060m0uKOii, 20 MT

JnueHsusa Ne

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

Cepun Ne mETEs Pazmep cepun * 1500000 Tab

:nalytlcal Rep0}'t No./ . 890001784164 Date of Analysis / . 31/12/2024
HaJUTHYeCKU# oTyeT No Jlata anananza

Date of Manufacture / . 01/11/2024 Date of Expiry / . 31/10/2026

Jdata npoussoacraa Tonen xo

Mfg. License No. /

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

Analysis performed according ND No / Auanus nposeien no HI Ne: JITI-Ne(004603)-(PT-RU)-130224

Pagelof5/Ctp.1u35 _

(Ne | Test / Iloxasatean

Result / PesynbTaThl

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrueie, 1BOAKOBBIMTYKJIBIE
TabneTKN, TOKPHITEIE 060JIOUKOM
CBETIIO-XKENTOro 1IBETa ¢ MAPKHPOBKOM
kpacHoro useta «RB20» #a ogHoit
cropoHre. Ha nomnepeuyHoM paspese aapo
6enoro LgeTa.

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. /
Kpyraeie, 1BOAKORBITYKIbIE TAOIETKH, OKPHITHIE
060J104KOIf OT CBETIIO-XKENTOrO 10 XKENTOTO IBETA
C MapkMpOBKO# kpacHoro LBeta «RB20» Ha ogHoii
cropone. Ha nonepeunom pazpese aapo ot 6enoro
10 noutu Benoro BeTa.

2 | Identification By HPLC /
Hnentudpuxanus BIKX

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). / Bpems
yIepKHBaHUA OCHOBHOTO MMKa Ha
XpOMaTOrpamMMe HCIbITYEMOro pacTBOPa AOJKHO
COOTBETCTBOBATh BPEMEHH yIEep>KUBAHUS
OCHOBHOT'O ITHKA HA XpOMaTorpaMMe pacTBOpa
cTaHAapTHoro obpasua pabenpasona HaTpys
(paspen «KoJIMUECTBEHHOE ONpENeNIeHUe»).

3 | Average weight /
Cpeansist macca

210.42 mg /210,42 mr

212.68 mg+ 5 % (202.05 t0 223.31 mg) /
212,68 mr £ 5 % (ot 202,05 Mr g0 223,31 mr)

Remarks : The Product confirms to ND/
[Ipumeuanne: Ipoaykr cooteTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

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

IToaroroeneHo: M l'[ponepw@ /\70 Ono6peno: Menemxep / PykoBoautens

Date / Date / Date / AL A,
v

Jara: 1AM Hata: B (~)2-9p2¢y | Hara:




@e
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Razo”, enteric-coated tablets, 20 mg
Mponywr: Pazo”, rabnerku, NOKpeIThIE KHUIEYHOPACTBOPHMOIT 06004 KO, 20 MT

AHaauTH4yeckuii oTueT Ne

: 890001784164

Market / PoiHOK : Russia / Poccust

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne a2 Pasmep cepun " 1500000 Tab
Analytical Report No. / Date of Analysis / . 31/12/2024

Jara anaansa

Date of Manufacture /
Mata nponzsoncrsa

: 01/11/2024

Date of Expiry /
T'open go

: 31/10/2026

Mifg, License No. /
ITIpousBoacTBeHHAS
Jinnensusg Ne

: 59/RR/AP/97/F/R

MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

Analysis performed according ND No / Anaaus nposeaen no HJ[ Ne: JII-Ne(004603)-(PI'-RU)-130224

Page2 of S/ Ctp.2 m3 5

4 | Dissolution / PactBopenue

Unit-1/Equnuua-1 0%
Unit-2/Equnnia-2 2 %
Unit-3/Equavna-3 0%
Unit-4/Eqununa-4 0%
Unit-5/Equavna-5 1%
Unit-6/Eaunuua-6 1%

Average / Cpean. 3Hauenue: 1 %

In 0.1 M hydrochloric acid solution — not more than
10 % of C13H20N3038Na (Rabeprazole sodium) label
claim in 2 h / B 01 M pacrBope
XJIOPUCTOBOJOPOAHOMN KHCIIOTHI — HE Gonee 10 % ot
HOMHWHAJIbLHOTO coaepKaHust CisH20N303SNa
(pabenpazon HaTpus) yepes 2 4,

Unit-1/Egunuua-1 97 %
Unit-2/Equauna-2 94 %

| Unit-3/Epgunnia-3 101% |
Unit-4/Enuanna-4 95 %
Unit-5/Equauua-5 93 %
Unit-6/Enunnua-6 94 %

Average / Cpenn. 3uauenue: 96 %

In buffer solution pH 8.0 — not less than 75 % (Q) of
CisHz0N303SNa (Rabeprazole sodium) label claim
in 60 min. / B 6ydepuom pactsope pH 8,0 — He Menee
75% (Q) oOTr HOMHHAJIBHOTO  COAEpKAHHS
CisH20N3035Na (pabenpason Hatpus) yepes 60 MHH.

Pabenpazona cynbpun

Rabeprazole Related compound A/
Pa6enpasona poacreenHas
npumecs A

Hinke npegena KONU4eCTBEHHOTO
omnpenenenus (ITKO: 0,027%)

5 | Related Substances /
PoacTBeHHBIE IpHMecH
Rabeprazole N-oxide/ Not detected / He o6HapyxeHa Not more than 0.5 % / He Gonee 0,5 %
Pabenpazona N-okcua
Rabeprazole Sulfone/ Pa6enpa30_na' 0.08% /0,08% Not more than 0.5 % / He 6onee 0,5 %
cynbpoH
Rabeprazole Methoxy analog/ Not detected / He oGHapy>xeHa Not more than 0.5 % / He 6onee 0,5 %
PaGernpa3zona MeTOKCH aHasor
0, 0,
Rabeprazole Chloro analog/ Not detected / He o6HapyxkeHa Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona xsopo aHanor
Rabeprazole Sulphide/ Less than LOQ (LOQ: 0.027 %)/ Not more than 0.5 % / He 6onee 0,5 % N

Not detected / He 06HapyxeHa

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

Remarks : The Product confirms to ND/
Ipumeuanne: Ilpogykr cootBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTtosneHo: Hpoaepeu(ﬂ ~/ Onobpeno: Menemxep / Pyxosonutenb
M e __/ ] V
Date / A oLy Date / Date /
~\Vr- | AL SV
Hata: iR, Hata: 3B ~jo ~2024 Hata: >
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIIM3A

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

poayxr: Pa3o®, taGuierkn, MOKPLIThIE KHIIETHOPACTBOPHUMOI 050104KOiT, 20 Mr

Market / Poinox : Russia / Poccust

Batch No. / . C2417283 Batch Quantity / . 1500000 tab /

Cepun Ne ) Pazmep cepun 1500000 Tab

Analytical Report No. / . Date of Analysis /

AnasuTuyeckuil oTHer No AL Jata awanusa S22 0%

Date of Manufacture / . Date of Expiry /

 E—— : 01/11/2024 Toxen 10 ¢ 31/10/2026

Mfg. License No. /

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

Analysis performed according ND No / Anaau3s nposenen no HJI Ne: JITI-Ne(004603)-(PI-RU)-130224

Page3 of 5/Ctp.3 w35

|Rabeprazole Related compound C/
Pa6enpasona poncreennas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / IMpumecs npu RRT
1,37 (macca m/z=310 umunazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / TIpumeck mpu
RRT 1,51 (macca m/z=458
6eH3uMHKa3ona agnyKT)

Individual unidentified impurity /
Enunnynas
HeMIeHTUDHLIMPOBAHHAS TPUMEChH

Below LOD (LOD = 0.02 %) / Huxe
npeaena obHapyxenus (ITO = 0,02 %)

0.02%/0,02%

Not detected / ne oGHapyxena

Below BDL (BDL= 0.1 %) / Huxe
nopora perucrpauuu (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 0.2 % / He 6oiee 0,2 %

Total impurities / Cymma
npumMecei

0.1%/0,1%

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

6 [Residual Solvents content /
OcTaTo4HbIE OPraHuYecKHe
PACTBOPHUTE/IN

1468 pg/tab / 1468 Mkr Ha TabneTky

7 | Uniformity of dosage units /
| OaHOpPOAHOCTH XO3HPOBAHHBIX
eTHHHIL

39/39

Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipongykt cooTBeTcTBYeT TpeboBaHusM H/I

Conclusion : APPROVED /
3axouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: [IposepeHo: @ ~7 Onobpeno: Menemxep / PykoBoautens
Date / Date/ Date /

Jara: et Jara: S)1~12 ~202 (4 Hara:

Isopropanol — not more than 2621 pg per tablet /
Hzonponanosn — He 6oniee 2621 Mxr Ha TabneTky

Aceptance value (AV) should be not more than 15.0.
/ Tlokazatenes npreminieMoctd (AV) nomkeH ObITh He
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
[poayicr: Pazo”, Tabnerki, HoKpLITHE KUILIETHOPACTBOPHMO# 060510uKO#, 20 Mr

Market / PoiHok : Russia / Poccust
Batch No. / . 2417283 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pasmep cepun " 1500000 Tab
A i . i

nalytical Repovrt No./ . 890001784164 Date of Analysis / . 31/12/2024
AHasuTHyecKHil oTyeT Ne JlaTa ananuza
D .

ate of Manufacture / . 01/11/2024 Date of Expiry / . 31/10/2026
Jata npoussoacrsa Toaen go
Mfg. License No. /
IlpoussoacTeeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JuneH3us Ne

Analysis performed according ND No / Auanns nposenen no HJI Ne: JIII-Ne(004603)-(PT-RU)-130224

Page4 of S/ Ctp. 4 u3 5

8 | Microbiological purity*/ Mukpo6uoaornueckas yucrora*

a) Total aerobic microbial count /
O61ee uncio aspobHeIX
MHKPOOPTaHH3MOB

10 CFU/g /
10 KOE/r

'Not more than 1000 CFU/ g/

He 60nee 1000 KOE/r

b) Total combined yeasts and
mould count / O6uiee uncio
IOPOMIKEBBIX H IIIECHEBBIX TPUOOB

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

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

¢) E.coli

Absentin 1g/
OtcytcrByeT B 1

Shall be absentin 1g/
JoJKHBL OTCYTCTBOBaTh B 1 T

9 |Assay/ KomnuecTBeHHOe
onpejgeeHne

20.0 mg/ 20,0 mr

18.0 to 22.0 mg of CisH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Or 18,0 mr o 22,0 mr CisH20N303SNa
(pabenipazon sarpus) (ot 90 no 110 % ot
HOMHHAJILHOTO COIEPXKaHH:) B TabneTke.

10 (Packaging / Ynakoska

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabsetok B Gincrepe u3 (IIBX/AJI/ITA)
doneru / amomuHueBoit ¢onsru. 2
6aucTepa BMECTE C JICTKOM-
BKJIJIIIEM B NTAYKY KAPTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / TIlo 15 Tabnetok B O6nucrepe U3
(IIBX/AJ/TIA) ¢onbru / anromunueBoii donsru. Ilo
1 w2 6nucTepa BMeCTe C JIMCTKOM-BKIIaJbIILEM B
MavyKy KapTOHHYIO.

Remarks : The Product confirms to ND/
I pumeuanne: [Ipoaykt cooTBeTcTByeT TpeboBanusaM HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBnexo: M [TposepeHo; ,\/ Onobpeno: Menemxep / Pykosonntens
Date / ‘ Date/ <~ Date /

It~ 3wy
Jara: 4 Hara: S| -2 - 2024y | Hata:
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) o@® CERTIFICATE OF ANALYSIS
D r. Re d d y S Q.. CEPTU®HUKAT AHAJIN3A

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

Mpomywer: Paso”. Tabnerkn, NOKpLIThIE KHUIEYHOPACTBOPHMOii o6onodkoit, 20 Mr
Market / PeiHok : Russia / Poccust
Batch No. / . C2417283 Batch Quantity / . 1500000 tab /
Cepus Ne ’ Pa3zmep cepun * 1500000 Tab
A i . i
nalytical Repovrt No. / . 890001784164 Date of Analysis / . 31/12/2024
AHamnTuueckuii oruer Ne JlaTa anasu3a
Date of Manufacture / . 01/11/2024 Date of Expiry / . 31/10/2026
Jarta npoussoacraa B T'oaeHn oo
Mfg. License No. /
IIpousBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
|THuen3ns Ne
Analysis performed according ND No / Anaans nposenen no HJI Ne: JITT-Ne(004603)-(PT-RU)-130224

PageSof 5/ Ctp.5u3 5

API name / HaumenoBanne A®C: Rabeprazole sodium / Pabenpason HaTpust

INN/ MHH: Rabeprazole / Pabenpazon

API manufacturer batch number /

Howmep cepuu nponssoguresasas ADC: ACQH000106, ACQH000111

FP Manufacturer API Batch number /

Homep cepuu cy6ctanuun FCQA00249, FCQA00250

npoussoautens I'JIdP:

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

Iponssoanrtens A®C, crpana: H-p Pennu’c Jlaboparopuc JIta., Unaus.

S;‘:‘:;::grc‘;fls;ii‘::‘i‘t’:'/Zét;;’:t‘::l"sff: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HaumeHoBaHue, aipec U HOMep JHUEH3HH e e L)

——— ocyl’uecmnmomeﬁ IIpouzBoacTBEHHOE NoApa3aeneHue - 3, yuactku Ne 41, yacte 42, yacte 45 U yacTsb

DOH3BO C”’I‘BO KOHTDOM 46, Bauynamnu (Buwinamk), Bauynamim (Mangain), Meauan Mankamkrupy (JIucr.),
P A p wrrat Tenaurana, Uuaus (JTuuensus Ne 59/RR/AP/97/F/R)

kavectBa/Bbinyck 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».

3axJl0ueHre 0 coOTBeTCTBHH: «HacTosnM s MOATBEpXK A0, UTO NPUBEICHHAs Bhillle HHpopMaLs ABIIETCS JOCTOBEPHOI U TOUHOMH.
Ota cepus NpoLyKLHU npon3BeaeHa (BKIIoUas yNnakoBKy (MapKUpOBKY) H KOHTPOJE KaYeCTBa) Ha BbILIEYKa3aHHOH MPOHU3BOACTBEHHOM
miomanke (TUTOIaaKax) B IMOJHOM COOTBETCTBHM C TpeGoBaHusaMmu IIpaBun Hajuiexalueil NpoOM3BOACTBEHHON MpakTHKU EBpazuiickoro
sxoHoMHueckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe©oBaHHAMH KOHTPONSA Kau€cTBA JIEKAPCTBEHHBIX
CpEICTB, a TaKXKe B COOTBETCTBUH CO CrELIM(PUKALIMIMY, COAEPKAIIMMHCH B PETMCTPALIMOHHOM JOChE CTPaHbl-MMIIOpTepa. 3amvcH o
NPOU3BOICTBY, YIAKOBKE U aHAJU3y NPOBEPEHBI, U yCTAHOBIIEHO X COOTBETCTBHE TpeboBanuaM [IpaBmn Haanexalel NpoH3BOACTBEHHOH

MpaKTHUKH EBpa3PII7[CKOl"O IKOHOMHUYECCKOTO COrO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoayxT coorBeTcTBYET TpeboBaHusM HJ{ 3akaouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBneHo: ITposepeHo; ~2 OnobpeHo: Menemxep / PykoBogutens
Date / Date / Date / B An o,

Iara: )~ ot Iara: 2| ~12 ~2489 Ly Iara:




