Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg
lpoayict: Pa3o®, rabnerin, nokpeireie KHIOEUHOPACTEOPHMDIT o0omoukoii, 20 mr

Market / PoiHok

: Russia / Poccus

Batch No./
Cepun Ne

: C2409529

Batch Quantity /
Pasmep cepun

_ 1500000 tab /
* 1500000 Ta6

Analytical Report No. /

: 890001751176

Date of Analysis /

1 23/07/2024

Jnuen3msa Ne

AnajuTHYecKnii oTueT Ne Hdara anannza

Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026

JlaTa npoussoacrsa T'ogeun go

Mfg. License No. /

Ilponssoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-N2(004603)-(PT-RU)

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

Page1 of 5/Crp.1u35

[ Ne

Test / Iloxa3aTtenn

Result / PeyabTarn

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. / KpyrJibie, ABOSIKOBBIMYK/TbE
TabIETKH, OKPHITEIE 060JIOUKOM
CBETJIO-XKENTOrO LIBETA C MAPKHPOBKOI
KpacHoro ugera «RB20» Ha oaHoi
ctopoHe. Ha monepeunom paspese saapo
6enoro ugera.

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. /
Kpyriibie, ABOSKOBBITTYKITbIE TAGIETKH, TIOKPBITHIE
060JI04KOH OT CBETIIO-XKENTOrO A0 FKEITOrO LBETA
C MapKHpOBKOH KpacHoro upera «RB20» Ha onHO
cropoHe. Ha nonepeuHom paspese saapo ot 6enoro
Jio noytH 6enoro usera.

Identification By HPLC /
Haentnduxauna BIKX

Complies as prescribed /
CootBeTcTBYET TpeHoBaHHAM

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
yIEpKHBaHHU% OCHOBHOTO MHKa Ha
XpOMATOrpaMMe HCIIBITYeMOro PacTBOpa JOKHO
COOTBETCTBOBATH BPEMEHH yIEP)KUBAHHS
OCHOBHOTI'O ITMKa Ha XpoMaTorpaMme pacTBopa
cTaHmapTHoro obpasiua padenpazona HaTpus
(paznen «Konu4ecTBEHHOE OIpeieneHHER).

Average weight /
Cpeansia macca

208.45 mg /208,45 mr

| 212.68 mg £ 5 % (202.05 to 223.31 mg) /

212,68 mr+ 5 % (ot 202,05 mr oo 223,31 mr)

Remarks : The Product confirms to ND/
Ipumeuanne: ITpoaykT cooTBeTCTBYET TpeboBanusM H]I

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroBneHo: (@ [Tposepeno, 77— f\p Ono6peno: Menekep / PykoBonuTens
Date / o0y | Date/ o Date / ag 57 -
Jara: 260 Jara: 26 ~O7~%r2¢( | Nata: ™




Dr.Redd

y's Q¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg
lpoaykr: Pa3o®, tabnerin. nokpeirsie KHIIEUHOPACTBOPIMOI obonoukoii, 20 Mr

Jiuensmun Ne

Market / Poinok : Russia/ Poccus

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

Cepun Ne P C2409529 Pasmep cepun " 1500000 Tab

Analytical Repovrt No. / . 890001751176 Date of Analysis / . 23/07/2024

| AHastHTHYeCKHi oTyeT Ne Mara ananunsa

Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026

JaTa nponzsoacrea Topen no

Mfg. License No. /

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

Analysis performed according ND No / Anaan3 nposenen o HJIT Ne: JIIT-Na(004603)-(PT-RU)-130224

Page2 of S/ Cip.2 m3 5

4 | Dissolution

/ PacTBopeHne

In 0.1 M hydrochloric acid solution — not more than

10 % of CysH20N303SNa (Rabeprazole sodium) label
claim in 2 h. / B 0,1 M pacrBope

XJIOPHCTOBOJOPOJIHON KHCIOTH — He 6osee 10 % ot

HOMUHANBHOTO coaepKaHus CisH20N305SNa

Unit-1/Eannuua-1 0%
Unit-2/Equnnna-2 0%
Unit-3/Eaunnua-3 0%
Unit-4/Enununa-4 0%
Unit-5/Eaunnua-5 0%
Unit-6/Equunna-6 0%

Average / Cpen. 3Hauenue: 0 %

(pabenpa3son Hatpus) uepes 2 u.

Unit-1/Enunnna- 1 90 %
Unit-2/Eaunnna-2 91 %
Unit-3/Equunna-3 90 %
Unit-4/Eannuna-4 90 %
Unit-5/Eaunnua-5 89 %
Unit-6/Eannuna-6 92 %
Average / Cpend. 3Hauenue: 90 %

In buffer solution pH 8.0 — not less than 75 % (Q) of
CisH20N3038Na  (Rabeprazole sodium) label claim
in 60 min. / B 6ydepuom pactsope pH 8,0 — He MeHee
75% (Q) OT HOMHHANLHOIO  COAEPNKAHUA
C18H20N3035Na (pabenpazon natpus) uepes 60 MHH.

5 | Related Substances /
PoacTBeHHbIe IpUMecH

Rabeprazole N-oxide/

Below LOD (LOD =0.008%) / Huxe
npeaena obnapyxenns (110 = 0,008%)

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

Pabenpazona N-okcup

cynbdhoH

Rabeprazole Sulfone/ Pabenpazona

0.13%/0,13%

Pa6enpazona

Rabeprazole Methoxy analog/

METOKCH aHAJIOF Not detected / e obHapysxeHa

Pabenpazona

Rabeprazole Chloro analog/

XJIOpO anajior Not detected / He oOGHapysxeHa

Pa6enpazona

Rabeprazole Sulphide/

cynshua
yed 0.04%/ 0,04%

Pa6enpazona
npumMecs A

Rabeprazole Related compound A/

Not detected / He o6GHapy»xeHa
POLCTBEHHas

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

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

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

.Not more than 0.5 % / He Gosiee 0,5 %

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

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: [TpoayxT cooTBeTcTBYET TpeGoBaHusM HJJ 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: @ ITpoBepeno; i Onob6peno: Menemxep / Pykoonutens
) P el
Date / , Date/ Date /
T iGN et
Hara: 26 @q—(w Y Hara: 06 ~7- 2 27 Jara:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
| Mpoayxr: Pa3o®, Tabnerku, mokpeITLIE KMILIEYHOPACTBOPHMOL 060/10MKOM, 20 M

Market / PiHok : Russia / Poccus

Batch No. / , Batch Quantity / 1500000 tab /

Cepus Ne s Pasmep cepnu * 1500000 Ta6

Analytical Repourt No. / . 890001751176 Date of Analysis / . 23/07/2024
AHanuTHYecKHil oTueT No Mata ananuza

Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026

Jata npoussoacTBa I'open po

Mfg. License No. /

IIpousBoacTeenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuneH3us Ne

Analysis performed according ND No / Anaaus nposegen no HJI Ne: JIIT-Ne(004603)-(PI'-RU)-130224

Page3 of 5/Ctp. 3 u3 5

npumecs C

Rabeprazole Related compound C/
Pa6ernpa3zona poacTeeHHas

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (macca m/z=458
OcH3UMUIa30J1a AJTYKT)

EnuHnuHas

Individual unidentified impurity /

HenaeHTHOULIMPOBAHHAS IPUMEChH

Not detected / He obHapyxeHa

0.01%/0,01%

Not detected / He obHapyxeHa

Below BDL (BDL= 0.1 %) / Hinxe
nopora peructpauuu (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 6osiee 0,5 %

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

npumecei

Total impurities / Cymma

0.2%/0,2%

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

OcTaTouHBIe

6 |Residual Solvents content /

pacTBOPHTEH

OpraHu4ecKue

1477ug/tab / 1477 Mkr Ha Tabnerky

Isopropanol — not more than 2621 pg per tablet /
Hzonpomnanon — He Gonee 2621 Mkr Ha TabreTky

eAHHHI

7 |Uniformity of dosage units /
OaHOPOAHOCTH XO3HPOBAHHBIX

2.8/2,8

Aceptance value (AV) should be not more than 15.0.
/ Tlokazatens npuemieMocty (AV) nomkeH GbITh He

|6ostee 15,0.

8 | Microbiological purity*/ MuxkpoGHooruueckan 4HcToTa*

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpebGoBanmsim HJJ

Conclusion : APPROVED /
3axkmiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [4:2 ITposepex n 7 Onobpeno: Menemkep / PykoBonuTeis
Date / 207 Date / Date / -~ By
Hara: 26 ro('jf oty Jara: Qb6 ~OF-~ 2024 Hara: L0 A




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg
Mponyer: Pazo®, tadnerku. nokpeireie KiileyHopacTeopumoii obonoukoii, 20 Mr

Hara MpoH3IBOIACTBA

Market / Poinok : Russia / Poccus

Batch No. / ; Batch Quantity / 1500000 tab /

Cepus Ne e Pazmep cepun " 1500000 Ta6

:nalytlcal Repourt No./ . 890001751176 Date of Analysis / . 23/07/2024
HAJIHTHYECKHU oTyeT No Hara anaamnsa

Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026

T'ogen no

Mfg. License No. /
MpounseoacTeennas
Jnuensus Ne

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

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

Analysis performed according ND No / Auaaus nposenen no HJI Ne: JHI-No(004603)-(PT-R1U)-130224

Page 4 of 5/ Crp. 4 u3 5

a) Total aerobic microbial count /
Ob1mee yucio aspoGHBIX
MHKPOOPTaHH3MOB

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

INot more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / O6iuee uncno
JPOAIKEBBIX H TUIECHEBBIX TPHUGOB

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

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

¢) E.coli

Absentin 1g/
OtcyrcrByer B It

Shall be absent in 1g/
JomxHbl oTCYyTCTBOBATE B 1 T

9 |Assay / KonuuecTBenHoe 19.8 mg/ 19,8 mr 18.0 to 22.0 mg of C1sH2N303SNa (Rabeprazole
onpeaejieHne sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr oo 22,0 mr C sH2oN30O3SNa
(pabenpazon Harpus) (ot 90 go 110 % or
HOMMHAJIBHOTO COZNEp)KaHHs) B TablIeTKe.
10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil

/aluminum foil blister. 2 blisters with a
package insert in a carton. / [Io 15
Tabnetok B Oaucrepe u3 (IIBX/AJI/TIA)
¢oneru / amomunnesoil Gossru. 2
6aHcTepa BMECTe C IMCTKOM-
BKJIA[IBILIEM B Ma4Ky KapTOHHYIO

blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerok B Gnucrepe wu3
(IIBX/AJI/TIA) donbru / amoMmunrueBoii ponbru. Ilo
1 unu 2 6nucrepa BMECTe ¢ IUCTKOM-BKIIABILIEM B
Nayky KapTOHHYIO.

API name / Hanmenosanue ADC:

Rabeprazole sodium / Pa6enpason Hatpus

INN / MHH:

Rabeprazole / Pabenpasosn

Remarks : The Product confirms to

ND/

IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: ITposepet N\ Onobpeno: Menemxkep / PykoBonuTens
Date / Date / Date / RN A
Jara: LH O O(wa/j Jara: OELE~07-202¢ | Hara: he
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Dr. Reddy S ‘-‘ CERTIFICATE OF ANALYSIS

_ CEPTHPUKAT AHAJIU3A

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

Mpoayxr: Pa30®, TabneTky. NOKphIThie KMIIEYHOPACTBOPUMOiT 060IOUKOI, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / : Batch Quantity / 1500000 tab /

Cepusa Ne S Pasmep cepun * 1500000 Ta6

:nalytlcal Repovrt No./ . 890001751176 Date of Analysis / . 23/07/2024
HAJNTHYECKHI oT4YeT No JMaTa anaansa

Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026

Jara npousBoacTBa T'onen o

Mfg, License No. /

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

JMLeH3us Ne

Analysis performed according ND No / Auanus nposenen no HJI No: JITI-Ne(004603)-(PT-RU)-130224
PageSof 5/Crp.S5m3 5

API manufacturer batch number /

Homep cepuu npoussoaureas AD@C: ACQHIOHE0

FP Manufacturer API Batch number /

Homep cepynu cyGcTaHuum FCRA00067

npoussoauTens I'JId:

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

IIponssoaurens ADPC, crpana: H-p Pennu’'c Jlaboparopuc Jita., UHaus.

l;;n:;::; l:;flsr,i:;t:i(t):l/zét(;?:tlr?losf?er / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HaumeHoBaHMe, aApec H HOMeEP JIHUEH3HU (Cicense N2 RRIAR/SI/E/R)

E—— Ocyl,.l.IGCTBJ'lSIIOllleﬁ IlpouzBoacTBeHHOE noapasaenenue - 3, yqactku Ne 41, yacts 42, yacThb 45 1 yacThb

nponssonc"rso pa——— 46, bauynannu (Bunnamx), bauynannu (Mangan), Menyan Mankamkrupy (uct.),
wrtat Tenanrana, Uunus (JIuuensus Ne 59/RR/AP/97/F/R)

kauyecTBa/Beinyck I'JID /

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/r0ueHHe 0 COOTBETCTBUH: «HacTOAMmNM 51 MOATBEPIKAAIO, YTO NMPUBEAECHHAS BhIlEe HHPOPMAUUs SBIAETCA JOCTOBEPHOH U TOUHOM.
OTa cepus MpOAYKLMH Mpou3BeAcHa (BKIIOYas YakoBKy (MapKUPOBKY) M KOHTPOJIb KauecTBa) Ha BbILUEYKa3aHHOH MPOH3BOACTBEHHOMN
rutomanxe (MIoLIafAKax) B MOJHOM COOTBETCTBUH ¢ TpeGosanMsamu [IpaBun Hajiexallell POW3BOACTBEHHOH npakTHkH EBpasuiickoro
skoHomuueckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHUsIMH KOHTPOJISI Ka4€CTBA JIEKAPCTBEHHBIX
CPENCTB, a TAKXE B COOTBETCTBHH CO CHELU(PUKALMAMH, COAEPIKAUMMHCS B PETHCTPALIMOHHOM [10Che CTpaHbI-UMIOpTEpa. 3amucH no
NPOU3BOACTBY, YITAKOBKE U aHAIN3Y MPOBEPEHBI, H YCTAHOB/ICHO HX COOTBETCTBHE TpeboBaHUAM IIpaBHi Haanexallel MPOU3BOJACTBEHHOH

MPaKTUKH EBpazuiiCKOro 3JKOHOMHUYECKOro COrO3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpameyanne: IIpoaykT cooTBeTcTBYET TpeboBanusm HJ 3axkmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: L@ I'Iponepeu@ %, Onobpeno: Menemxep / PykoBonuTenb
Date / 2 6O F201 | Date/ o Date / AL
ara: (;} Y Jara: 06 ~O0T7~207 4 JaTa: 5




