&
_Dr.Red dy’s ".. CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIA3A

Product : Razo®, enteric-coated tablets, 20 mg
TpoayxT: Pa3o®, TaGneTky, MOKPBITHIE KIIIEYHOPACTROPHMOiT 060104K0i, 20 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne + 2504405 Pasmep cepuu * 1500000 Tab

Analytical Repo‘}'t No. / . 890001807043 Date of Analysis / . 26/04/2025
AmnanuTHueckuii oraer Ne JlaTa anaJjnza

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

Jara npousBoacTsa ToneH g0

Mfg. License No. / .

HponsBoxcTeennas : SO/RR/AP/97/F/R lﬁ%,A number: /Homep . 1y, 004603)-(PT-RU)
JIHneH3us No

Analysis performed according ND No / Anaau3 nposexen mo HJI Ne: JITI-No(004603)-(PT'-RU)-130224

Pagelof 6/Cip.1u36

Ne Test / [TokazaTenb Result / PesynabTaThl Specification / Hopma
1 | Appearance / Onucanue Round, biconvex, yellow coated Round, biconvex, light-yellow to yellow
tablets imprinted "RB20" with red coated tablets imprinted “RB20” with red ink
ink on the one side. White tablet core |On one side. White to off-white tablet core on
) cross-section. / Kpyrisle, IBOSKOBBINYKIIbIE
on cross-section. / Kpyribie, =
TabJeTKH, TOKPBITEIE 000JIOYKOR OT CBETIIO-
AEPAISSEPINISIRIC Ta(svneTKH’ XEJITOrO O JKEJITOro [[BETa C MAPKHPOBKOM
TIOKPBITBIE 060NIOUKOH XENTOro KpacHoro usera «RB20» Ha ogHO# cTopoHe.
LIBETa C MAPKUPOBKOM KPACHOTO Ha nmonepeynoM pazpese sapo ot 6enoro 10
nsera «RB20» Ha onHO# cTopoHe.  |MOYTH 6€J10T0 IBETA.
Ha nonepeuyHoM paspese sapo
6enoro uBeTa.
2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
Hpentudpuranusa BIXKX CoorBetcTByeT TpeOOBaHUAM 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 ynep>xuBaHHusSI OCHOBHOTO ITHKA Ha
XpoMaTorpaMmme UCIIbITYEMOTO pacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHU
yIEpKUBaHUS OCHOBHOTO MUKA Ha
XpoMarorpaMMme pacTBopa CTaHJapTHOTO
obpazla pabenpazona HaTpust (pasgen
«KonuvecTBeHHOE OMpeJIENIEHHEY).
3 | Average weight / 207.92 mg /207,92 mr 212.68 mg £ 5 % (202.05 to 223.31 mg) /
Cpennsisi Macca 212,68 mr £ 5 % (ot 202,05 mr no 223,31 mr)
| Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IponykTt cooTBeTcTBYET TpeboBanmsm H]T 3aknouenue: OHOBPEHO
~ 7 T
Prepared by / Checked by / "1, Approved by: Managerf Executive“;’;
Ioarorosnexo: @ l'[posepez-:W Onobpeno: Menewkep / PYKoBOAHTEND
-0
Da Date Date /
Z[a;z:/ 26-04-2025" I[aTa:/ 25’04.-2@‘5 Hata: DA ot - 202K
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_Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Razo”, enteric-coated tablets, 20 mg
[Tpoxykr: Pa3o®™, TabneTkn, noKphIThie KHITeYHopacTBOpnMoii obonoukoii, 20 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne e e Pasmep cepun " 1500000 Tab

Analytical ReportNo./ . g50001 007043 Date of Analysis / : 26/04/2025
AHajguTHYecKH# oTyeT No Jarta aHanu3a

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

Hdara npoussoacrsa Togen 10

Mifg. License No. / .

TpomspoacTBennas : SO/RR/AP/97/F/R 1}\)4; number: /HOMEP . 51 004603)-(PT-RU)
JIHneH3ns Ne

Analysis performed according ND No / Anasnus nposenen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page2of 6/ Ctp.2 u3 6

4 | Dissolution / PacTBopenne

 Unit-1/Enuanna-1 2 %
Unit-2/Ennunnna-2 1%
Unit-3/Eauaunna-3 2%
Unit-4/Enunanna-4 4%
Unit-5/Enuauna-5 3%
Unit-6/Eaunnna-6 2%

Average / CpenH. 3HaueHue: 2 %

In 0.1 M hydrochloric acid solution — not more
than 10 % of CisH0N:O3SNa (Rabeprazole
sodium) label claim in 2 h. / B 0,1 M pacrsope
XJIOPUCTOBOJIOPOJHOH KHUCNOTEL — He 6Oonee
10% oT HOMMHAIBHOTO  COAEpPIKAHUS
Ci1sH20N303SNa (pabenpason Harpus) uepes 2
q.

Unit-1/Epunania-1 88 %
Unit-2/Exunnna-2 89 %
Unit-3/Eaunanna-3 89 %
Unit-4/Epununa-4 89 %
Unit-5/Enununa-5 87 %
Unit-6/Ennnuna-6 86 %

Average / CpenH. 3Hauenue: 88 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of Ci1sH20N303SNa (Rabeprazole sodium)
label claim in 60 min. / B 6ydeprom pactsope
pH 8,0 — He meHee 75 % (Q) OT HOMHHAJIBLHOIO
cogepxanust  CigHaoN3O3SNa  (pabenpazon
Hatpus) yepes 60 MUH,

5 | Related Substances /
PoacrBeHHBIE IPHMECH

Rabeprazole N-oxide/
Pabenpasona N-okcuz

Rabeprazole Sulfone/
Pabenpazona cyishon

Rabeprazole Methoxy analog/
Pabenpasona METOKCH aHANoT

Rabeprazole Chloro analog/
Pa6enpa3zona xjg0po aHayor

0.09%/0,09%

Below LOD (LOD = 0.008 %) /
Huxe npenena obuapyxenus (110 =
0,008 %)

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

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

Not detected / He obHapyxeHa

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

Not detected / He 0oOHapyxeHa

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

Remarks : The Product confirms to ND/

IIpumMeuanne: [Tponykt cooTBeTcTBYeET TpeboBanusm HJI

N

Conclusion : APPROVED /
3armouenne: OJJOBPEHO

[Approved by: Managerﬁ@_xccuti_yé]

Prepared by / Checked by / xecut

[oarorosneHo: 6)/- ﬂpoeepengﬁ OnoGpeno: Menemwxep / Pykosonutens
2> g_k

Date / Date / C-0A- ~ | Date /

Hara: >6-o0U-2025" IlaTa: 26-04~2225 Hara: Suonr 2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa30®, TabneTku, NOKPHITHE KMIIEYHOPACTBOPUMOH 060710uK0i, 20 MI

Market / PoiHOK : Russia / Poccus

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

Cepusa Ne e €2508405 Pa3zmep cepun * 1500000 Tab

Analytical Repo:‘t No./ . 890001807043 Date of Analysis / . 26/04/2025
AHanuTH4YecKH# oTyeT No JlaTa ananmu3za

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

Jara npousBoacTBa I'onen no

Mifg. License No. / .

TIpou3sBojicTBeHAAs : 59/RR/AP/97/F/R I“,'[;," number: /HoMep . 11y \.(004603)-(PT-RU)
JuneH3us Ne

Analysis performed according ND No / Anasaus nposegen o HJI Ne: JIII-Ne(004603)-(PI'-RU)-130224

Page3 of 6/ C1p.3 u36

Rabeprazole Sulphide/
Pa6enpasona cynsdun

Rabeprazole Related
compound A/
Pabenpazona poacTBeHHas
npumech A

Rabeprazole Related
compound C/
PaGenpazona poacTeeHHast
npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Ipumechb mpu
RRT 1,37 (macca m/z=310
HUMHA300)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / I[Tpumecs
npu RRT 1,51 (macca
m/z=458

OeH3UMH1a30]1a aAYKT)

Individual unidentified
impurity / Eaxunuynas
HEeHJICHTHDHIHPOBAHHAS
pUMech

0.03%/0,03%

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

Not detected / He o6HapyxeHa

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

Below LOD (LOD = 0.02 %) /
Hinxe npenena obHapyxenus (I10 =
0,02 %)

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

0.01%/0,01%

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

Not detected / He oOHapykeHa

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: ITponykt coorBeTcTByeT TpeboBanusM HJI

Conclusion : APPROVED /

3akmouenne: OJOBPEHO
) T

Prepared by / Checked by / 2 C@/fj: ~Approved by: Mana gel@z;ecutiw:;f;f
IToaroroBneHo: @. IIposepeHno: P 5 = Onobpeno: Menemkep / PykoBoanTens
Date / Date / oL Date / &t

Jara: 26-04 ~2025 Iara: 260472725 Jara: O o\ r2oly”




CERTIFICATE OF ANALYSIS

e
Dr.Reddy’s €3¢

CEPTU®UKAT AHAJIU3A

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

® " -
IIpoayxr: Pa3o”™, TabneTku, MOKPBITHIE KHIIEUHOPACTBOPIMOIT 060104KOH, 20 Mr

Jaunensus Ne

Py

Market / Peraok : Russia / Poccus

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

Cepus Ne el Pasmep cepun * 1500000 Tab

Analytical Repo“rt No./ . 890001807043 Date of Analysis / . 26/04/2025
AHanuTHYecKHit oTuer No HJata anammsa

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

| laTa nponsBoacTBa Toxen no

Mifg. License No. /

IIpoussoacTBenHasn . SO/RR/AP/97/F/R MA number: /Homep . ;yrp ny004603)-(PT-RU)

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

Page4of 6/ Crp. 4 n36

Total impurities / Cymma
npuMeceit

0.1%/0,1%

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

6 |Residual Solvents content /

1437 ng/tab/ 1437 mxr Ha

Isopropanol — not more than 2621 pg per tablet

OnHopoaHocTh
AO3UPOBAHHBIX €XHHHI]

OcTaTOo4HBIE OpraHuYecKHe TabneTky / M3onponanon — ve 6onee 2621 MKT Ha
PacTBOPHTEJIH TabIEeTKY
7 |Uniformity of dosage units / 24/2,4 Acceptance value (AV) should be not more than

15.0. / Tlokazatens mnpuemnemoctd (AV)
JomkeH ObITh He 6otee 15,0.

8 | Microbiological purity*/ Muakpo6noJioruuyeckass 4ucToTa*

a) Total aerobic microbial
count / Obiee dncno
a3po6HBIX MUKPOOPTaHH3MOB

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

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

b) Total combined yeasts and
mould count / O6iee ymncno
JPOMOKEBBIX U TJIECHEBBEX
rpu6oB

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

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

¢) E.coli

Absentin 1g/
OTtcyTCcTBYET B 1T

Shall be absent in 1g/
JIOJKHBI OTCYTCTBOBATE B 1 T

9 |[Assay/ KoymyecTBeHHOE
omnpenesieHHe

20.2 mg /20,2 mr

18.0t022.0 mg of C1sHz0N303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /

Ot 18,0 MTI" 10 22,0 Mmr C13H20N303SNa
(pabenpazoun nvarpus) (ot 90 1o 110 % ot
HOMMHAITLHOTO COZISpKaHUs) B TabJIETKe.

Remarks : The Product confirms to ND/

Ilpumeuanmne: IIpoaykt coorBeTcTByeT TpeboBaHusiM HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
D

~ A k
Prepared by / Checked by / 7z <" | Approved by: ManagerlExecutive)/
IToaroroBneHo: & ITposepeno: éﬁ/ Ono6peno: Menemkep / PykoBOIUTENH
Date / Date / 604 Qo025 Date / LS
-oy - ’ )
Iara: 26-04-r025" Iarta: > d — Jara: 2 Lo Aoy




| .
Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20

mg

Hpoayxer: Pa30®, TabieTkH, NOKPBITHIE KUILIEUHOPACTBOPUMOIL 060m0uK0i, 20 Mr

Market / PuiHOK : Russia / Poccus

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

Cepust Ne D Pa3mep cepun * 1500000 Tab

Analytical Repo:‘t No. / . 890001807043 Date of Analysis / . 26/04/2025
AHasnTHYeCKHi oTueT Ne JlaTa aHa/iH3a

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

Jarta npouszBoacTea Togen go

Mifg. License No. / .

1 ——— . SO/RR/AP/97/F/R g{{é number: /HOMEp . 11y, (004603)-(PT-RU)
JINIEH3us Ne

Analysis performed according ND No/ A

HaJm3 nposeaeH mo HI Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page50f6/Crp.5u3 6

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / [To 15
Tabnetok B baKcTepe U3
(TIBX/AJI/TIA) doneru /
amoMyHueBoit Gospru. 2 6MucTepa
BMECTE C JIMCTKOM-BKNA/IBILIEM B
MAavKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerox B 6aucTepe u3
(IIBX/AJI/TIA)  domeru  /  amomMuHHeBol
doneru. Ilo 1| wunm 2 Onmctepa BMecte ¢
JIMCTKOM-BKJIA/IBIIIEM B TAYKY KAPTOHHYIO.

API name / HaumenoBanne ADC:

Rabeprazole sodium / Pabenpason HaTpust

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Howmep cepun npouzsogurensi APC:

ACRHO004188

FP Manufacturer API Batch number
Homep cepun cyGeranuu
npoussoautess ['JID:

/
FCRA02704

API Manufactured by & country /
IpouszBoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu'c Jlaboparopuc JIta., Uuaus.

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

HaumenoBaHHe, agpec 4 HoMep
JIMIICH3UH ILTOIIAKH,
ocylecTBJIS IO el
NPOU3BOACTBO/KOHTPOJIb
KavecTBa/Boinyck IJI® /

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)

ITpou3BoACTBEHHOE MOJIpa3feneHue - 3, yyacTku Ne 41, wactp 42, 4acTb 45 U
yacThb 46, Bauynanmu (Bumnamk), bauynamm (Maugarn), Meguan
Mankamxrapu (Jucr.), wrar Tenanrana, Maaus (JInnensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

IMpumeyanue: [IpoxykT cooTBeTcTBYeT TpeboBanusaM HJJ

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

~

h

Prepared by / Checked by / /d;ﬂ/f"/ /;Iipprﬂovcd by: Manageﬁgpﬂ{ﬁcﬂ@?

IToaroToBneHo: & IIposepeno: }& Onobpeno: I\@heue;m\'epf PykoBoauTens
Q=

Date / Date / G-04- - Date / '

Jara: >6-0U-2015 Jara: 2 4-20%5 Jara: O b o, 2025




B . ®
. Dr.Reddy’s 1'.. CERTIFICATE OF ANALYSIS
) CEPTHU®UKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoaykr: Paszo”™, TabneTku, MOKPBITHIE KAIIEYHOPACTBOPHMO# 0605104KOiH, 20 MT

Market / PpiHOK : Russia / Poccus

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

Cepusa Ne § C0 D Pazmep cepun * 1500000 Tab

Analytical Rep0ft No./ . 890001807043 Date of Analysis / . 26/04/2025
AHaJIHTHYeCKH# oTueT Ne JlaTa anaausa

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

Jata npou3BoAcTBa T'onen no

Mfg. License No. / MA number: / Home

IIpon3BoacTBeHHast : 59/RR/AP/97/F/IR Py ’ P . JITI-Ne(004603)-(PT-RU)
JHIeH3ust Ne

Analysis performed according ND No / Auasu3 nposeaen mo HJ{ Ne: JIII-Ne(004603)-(PI'-RU)-130224

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».

3akioueHHe 0 cOOTBETCTBUM: «HacTosmmM s HoATBEPXKAAO, UTO HpUBEAEHHAs BhIIE HHOOPMALUS SABISAETCS TOCTOBEPHOM
U TOHYHOW. DTa cepus MPOAYKIUHU NPOou3BeAcHa (BKITFOUas YTAKOBKY (MAPKUPOBKY) U KOHTPOJIb KA4eCTBa) Ha BhIIIEYKA3aHHOM
TPOU3BOACTBEHHON Tmomagke (MIomaaKax) B IOJHOM COOTBETCTBUM ¢ TpeboBaHusamu [IpaBun Halnexaineit
MPOU3BOACTBEHHOI npakTuku EBpazuiickoro sakoHoMuueckoro cowsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeOOBaHUSIMH KOHTPOJIS KA4ECTBA JIEKAPCTBEHHBIX CPEJICTB, 4 TAK)KE B COOTBETCTBUU CO CIIELIU(UKALIAMHU, COACPKATAMHUCS
B PErUCTPALIOHHOM JI0ChE CTPaHBI-MMIIOPTEPA. 3alHCH 110 MPOU3BOJICTBY, YIAaKOBKE U aHAJIM3Y NPOBEPEHBl, H YCTAHOBIIEHO
UX COOTBETCTBUE TpeOoBaHusM [IpaBui HaaIexallel MPOU3BOACTBEHHON NpakTHKU EBpa3uiickoro 3K0HOMUYECKOTO COH03a).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykr coorBercTByeT TpeboBaHusim HJJ 3akmouenue: OJOBPEHO
-

Prepared by / & Checked by / 7 )9625*” “Approved by: Managcrﬂf:‘&:cuti\i;}
IToarororneHo: IIpogepeHno: c;,lﬁ/ OmnobGpeno: %ﬂl-leﬂ‘ﬂfep)‘ Pykosoaurens
rl

C

Date / Date / ~9p2.5| Date/ il
Jara: 26 -04-202S | Jlara; 26042 JaTa: 2bron, o2y’




