CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Dr.Reddy’s €%¢

Product : Razo enteric-coated tablets, 20 mg

HI’JUJ’I‘\_'I\‘:LP%O(R).EJICTI(H. MOKPLITHIE KILLEYHOPACTBOPHMOH 000/104KOH, 20 Mr

Market / PoiHoK : Russia / Poccust

'Batch No. / , <« |Batch Quantity/ 1500000 tab /

Cepus Ne ¢ [E2205005 Pazmep cepun " 1500000 tab

Analytical Report No. /. 394441501901 Date, 0l Snialysis) : 30/03/2025
AHanuTu4ecKui oTyeT No _|/TaTa anasn3a

Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027

|ZlaTa npon3BOACTBA I'ogen a0 -

Mfg. License No. / : .

IpouszBoacTBeHHas : 59/RR/AP/97/F/R IIXI;‘ numbers EoMeR : JIII-Ne(004603)-(PT-RU)
JuneH3ust Ne - - -
Analysis performed according ND No / Anann3s nposegen no HJ{ Ne: JITI-Ne(004603)-(PT'-RU)-130224

Pagelof6/Crp.1u36

| Ne Test / Iloxazatenan ' Result / Pe3ynl;TaEI Specification / Hopma

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. / Kpyrible, 1BOSKOBBITYKIIble

'Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrisie,

1 | Appearance/ OnucaHue

JBOSIKOBBINYKNbIC TAOJETKH,
MOKPBITEIE 000NOUKOH KEATOrO
1[BETa C MAPKHPOBKOIT KPpacHOro
useta «KRB20» Ha onHoii cTopoHe.

TabJIeTKH, NOKPBITBIE 000JI0YKON OT CBETNO-
YKEJITOrO 710 )KEJTOro LiBeTa C MapKHPOBKOH
kpacHoro usera «RB20» Ha ogHOM cTOpoHE.
Ha nonepeuHom pazpese sinpo oT 6enoro 1o
nouTH Gesioro uBera.

Ha nonepeuHom paszpeze anpo
Oenoro LiBeTA.

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 ynepuBaHHS OCHOBHOIO MUKa Ha
XpoMaTorpaMme UCNbITYEMOro PacTBopa
JIOJDKHO COOTBETCTBOBATL BPEMEHH
yaepKUBaH{s OCHOBHOIO MHKa Ha
XpoMarorpaMmme pacTBopa CTaHAAPTHOro
obpasua pabenpasona HaTpus (pasaen
«KonnuecTBeHHOE OnpeaecHIe).

‘Identification By HPLC /
Hpentudukauns BIKX

[ S

Complies as prescribed /
CoorBeTcTBYeT TPEOOBAHHAM

206.14 mg /206,14 mr 212.68 mg £ 5 % (202.05 to 223.31 mg) /

212,68 Mr + 5 % (ot 202,05 Mr 1o 223,31 mr)

3 | Average weight /
Cpeansist macca

Remarks : The Product confirms to ND/
ITpumeuanne: [TpoayxT cooTBeTcTBYeT TpeOOoBaHHAM HJI

Conclusion : APPROVED /
3akniouenne: OJJIOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
[ToaroTosnexo: K‘&i:j-c I p(JBc‘pcrm =P Onobpeno: Menemxep / PykoBoanrens

Date/ Date /

Date /
}["65 '&2{' j:[_a’[‘a; a’ ’0_3 - ?0’26— I[aTa:

Hara:

3 03 S




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Se
Dr.Reddy’s Q;‘

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

¥ - “
poayxrt: Pa3o”, TabneTky, MOKpPLITBIE KUILIEYHOPACTBOPHMON 0booukoi, 20 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / ) Batch Quantity / 1500000 tab / o
Cepns Ne - _._CZS_(BOOS_ ‘Pasmep cepHH * 1500000 tab -
Analytical Repo\}‘t No. 7/ . 890001801901 Date of Analysis / . 30/03/2025

AHaJuTHYECKHIT oTYeT No JlaTa apann3a

Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027

JaTta npou3BoJacTBa T'oxen oo

Mfg. License No. / .

Tpou3BoACTBeHHAs : 59/RR/AP/97/F/R 11‘,43‘," number: /HOMEP . p1y No(004603)-(PT-RU)
Jnuensust Ne

Analysis performed according ND No / Anasin3 nposeacn mo HJI No: JITI-Ne(004603)-(PI'-RU)-130224

Page2o0f6/Crp.2 n36

4 | Dissolution / PacrBopenne | Unit-1/Equnnua-1 | 0% |m01M hydrochloric acid solution — not more
Unit-2/Eauanua-2 2% than 10 % of CisHyoN3O3SNa (Rabeprazole
Unit-3/Epunanua-3 | 2%  |sodium) label claim in 2 h. / B 0,1 M pacTsope
Unit-4/Eannnua-4 2% | XJIODMCTOBOJOPOIHON KHCNOTHI — He Gosee
Unit-5/Equnuia-5 39 [10% OT  HOMHHANBHOIO  COAEPXAHMS
Unit-6/Eannuna-6 29/ CisH20N30O3SNa (pabenpazon HaTpus) depes 2|
Average / Cpenn. 3nauenne: 2 % |*
Unit-1/Enunmia-1 85 % (In buffer solution pH 8.0 — not less than 75 %
Unit-2/Egnnuna-2 85% [(Q) of CisHioN30O3SNa (Rabeprazole sodium)
Unit-3/Enunnua-3 87 % |label claim in 60 min. / B 6ydepHom pacTBope
Unit-4/Eaununa-4 85% |pH 8,0 — ne menee 75 % (Q) OT HOMUHAJIBHOTO
Unit-5/Eaquuuna-5 859, |comepxanus  CisHxoN3O3;SNa  (pabemnpazon
~ Unit-6/Epunnua-6 | 87% HaTpus) Yepes 60 MuH.
Average / Cpens. 3Hauenne: 86 %
5 | Related Substances /

Poacreennbie InpUuMecu

Rabeprazole N-oxide/
Pa6enpazona N-oxcua

Rabeprazole Sulfone/
Pabenpazona cynsdon

'Rabeprazole Methoxy analog/
Pa6enpazona MeToKCH aHaNOF

Rabeprazole Chloro analog/
Pabenpaszona xnopo ananor

Below LOQ (LOQ = 0.022 %) /
Huxe npeﬂena KOJUUCCTBEHHOIO

onpeaeneuus (J1IKO = 0,022 %)

0.09% / 0,09%

0.04% / 0,04%

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

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

‘Not more than 0.5 % / He 6onee 0,5 %

Not detected / He oOHapyxeHa

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

Remarks : The Product confirms t

o ND/

Ipumeuanue: [ponykT coorBeTcTBYET TpeGoBaHusm HJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

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

[ToaroroBneHo: k - [Tposepenoy hﬂ_j Onobpeno: Menemxep / PykoBoautens
& Al — S —

Date / ' Date / Date / =1 D3 oY

Hara: 3 {«9}’&023( Jara: > ~03~2024 | Mata:




CERTIFICATE OF ANALYSIS

Dr.Reddy’s Q,‘:‘

CEPTUOPUKAT AHAJIM3A
Product : Razo®, enteric-coated tablets, 20 mg ]
Hpogyxr: Pa3o”, TabeTky, NOKpbIThIE KUILEYHOPACTBOPUMOIt 060104 KO, 20 MT - B
Market / Peinok : Russia / Poccus
Batch No. / . . Batch Quantity / . 1500000 tab / B
|Cepust Ne : (€2505000 | Pa3mep cepun " 1500000 rab -
Analytical Repourt No./ . 890001801901 Date of Analysis/ . 30/03/2025
AHannTH4yecKHi oTyer No JaTta anajusa o
Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027
JaTa npouzBoacTea Tonen oo _
Mfg. License No. / )
IIpousBoacTBeHHAs : 59/RR/AP/97/F/R g;é MuMDEse EIOMER : JIII-Ne(004603)-(PT-RU)
IHIeH3Hs Ne | - o
Analysis performed according ND No / Ananns nposeaen mo HJ Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3of6/Crp.3m36

'Rabeprazole Sulphide/
PaGenpazona cynbhun

Rabeprazole Related compound
A/ Pabenpazona
POACTBEHHAsS NpUMech A

Rabeprazole Related compound
C/ Pa6enpazona
poacteeHHas npumech C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [lpumecs npu RRT
| 1,37 (macca m/z=310
HUMUAA307)

| Specified Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs
npu RRT 1,51 (macca m/z=458
feHzuMuna3051a aaIyKT)

|Individual unidentified impurity
/ EnuHu4Has

HEWJEHTH(H UM POBAHHAS
MPUMECDH

0.04%/0,04%

Not detected / He obHapy xena

Below LOD (LOD =0.02 %) /
Hwxe npeaesa obuapyxenus (110 =
0,02 %)

Not detected / He oOHapyxKeHa

Not detected / He oOHapyxeHa

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

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

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

'Not more than 0.5 % / He 60nee_0,5 %

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

Not more than 0.5 % / He 6onee_0,?%

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

Total impurities / Cymma
NpUMECER

0.2%/ 0,2%

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

RemarKks : The Product confirms to ND/
ITpumeuanue: [Tponykr cooTBeTcTBYeT TpeboBanuam HJ{

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

[ToaroroBneHo: ](, (ﬁt}(‘a IIpoBepeHdy’ ?).A_/ Onobpeno: Menemkep / PykoBoanTens
. — y g

Date / Date / Date / <1 93 S

Hata: g \"63?‘;2&( Hata: A ~03-2024 | [ara:




@e
Dr.Reddy’s Q;"

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg
(3 “ o
ITpoayxT: Pa3o ¥, TaBNeTKy, TOKPBITHIE KUIIEUHOPAcTBOPHMOii 060s101KOH, 20 MI

Market / Prinok : Russia / Poccus

Batch No. / L Batch Quantity / _ 1500000 tab / i
Cepus Ne P CEtR00 Pazmep cepuu * 1500000 Tab ]
Analytical Repovrt No./ . 890001801901 Date of Analysis / . 30/03/2025

AnagutHueckuii oruer No B JaTa anaauza -
Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027

Jata npousBoacTBa T'open o o

Mfg. License No. / ) N
HponseoncTBenHan . 59/RR/AP/97/F/R 11‘,4;‘ number: /Homep . jry v 004603)-(PT-RU)

JuneH3us No -

Analysis performed according ND No / Anann3s nposegen no HJ Ne: JH-NQ(00460§-(FF -RU)-130224

Page4 of 6/ Crp.4u3 6

6 ‘Residual Solvents content /
OcTaToYHbIE OpraHuYecKue
pacTBOpHUTE N

1279 ug/tab/ 1279 MK Ha
TabneTky

Uniformity of dosage units /
OnxHOpPOOHOCTH
JO3MPOBAHHBIX €IHHHI

3.9/3,9

\Isopropanol — not more than 2621 pg per tablet
/ Uzonponanon — He 6onee 2621 MKT Ha
TabJETKY

Acceptance value (AV) should be not more than|
15.0. / Tlokazarenp npuemieMoctn (AV)
noJoKeH ObiTh He Gonee 15,0.

Microbiological purity*/ MukpoGuosoradeckas yucTora™

a) Total aerobic microbial count|
/ Ob1wee unucno 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 / Ob1uiee uucno
JPOXOKEBBIX H MNECHEBBIX
rpubos

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

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

'c) E.coli

Absent in 1g/
OrcyrcTByeT B I

Shall be absent in 1g/
JIo/DKHbBI OTCYTCTBOBATh B 1 T

Assay / KoandecTBeHHOE
ompenejeHune

197 mg/ 19,7 mr

18.0 to 22.0 mg of Ci1sH20N303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /

Ot 18,0 mMr o 22,0 mr C;sH20N303;SNa
(pabenpazon Hatpus) (ot 90 no 110 % ot
HOMHHANbHOIO COAEPKaHus) B Tabnerke.

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoayxr coorBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
[MonrorosneHo: k&h’-‘j—[ﬂ [TpoBepeHO; ~ Onobpero: Menemxep / Pyxosoautens
g
Date / Date / Date / oS
) 93N
Jara: 8 [ B 2028 Jara: 2)~03 ~-0024— Hara: S




@
y °@® CERTIFICATE OF ANALYSIS
Dr. Reddy S Q.’ CEPTUGUKAT AHAJIM3A

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

Tpomyxt: Pa3o", Tabnetku, MOKPHITHIE KILIEHHOPACTBOPHMOIT 060.104KOi, 20 MT - |
Market / PoIHOK : Russia / Poccust

Batch No. / . e [Batch Quantity / __ 1500000 tab / o N
Cepusn Ne - S Pa3mep cepun * 1500000 Tab

Analytical Report No. / . 890001801901 Date of Analysis / . 30/03/2025

AnanuTHuecKHii oTueT Ne HdaTa anamnza |
Date of Manufacture / - 11/02/2025 Date of Expiry / . 31/01/2027

JlaTa npou3BoacTBa T'ogen no N
Mfg. License No. / . .

e ——— : SO/RR/AP/97/F/R 11‘)43‘," number: /HOMEp .y No(004603)-(PT-RU)

JIMneH3us Ne _ -
Analysis performed according ND No / Anann3 nposeacu mo HJI Ne: JITT-Ne(004603)-(PT-RU)-130224

- PageSof 6/ Crp.Sn3 6

| 10 [Packaging / Ynakoexa 15 tablets in a (PVC/A/PA) foil 15 tablets in a (PVC/Al/PA) foil /aluminum foil
/aluminum foil blister. 2 blisters with | blister. 1 or 2 blisters with a package insert in a
a package insert in a carton. / 1o 15 |carton. / Tlo 15 Ttabnetox B Gnucrepe w3
tabneTok B biuctepe n3 (TIBX/AJI/TIA) donbru  /  anroMUHUEBOH
(TIBX/AJ/TIA) donbru / ¢donpru. Ilo 1 unm 2 Onucrepa BmecTe C
aNFOMUHKEBON (ONbTH. 2 GucTepa | NMCTKOM-BKJIAABILIEM B IA4Ky KAPTOHHYIO.
BMECTE C JINCTKOM-BKJIaJblLIEM B
Na4yKy KapTOHHYIO

| API name / HanmenoBanne ADC: Rabeprazole sodium / PaGenpa3zon HaTpust
| INN/ MHH: Rabeprazole / PaGenpason
API manufacturer batch number / ACRH004345 & ACRH004372

Homep cepuu npoussoantens ADC:

FP Manufacturer API Batch number /

Homep cepuu cybcTaHUHH FCRA02702 & FCRA02703
 IPOM3BOAUTEISI JId:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
HponzeoanTteas ADC, cTrpana: I-p Peaan'c JTaboparopuc JIta., Manus.
r . . |
Name, address, authorization No for | pr5 174 3 Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
FP manufacturing site / Control site / NG .
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
elease Si (License No 59/RR/AP/97/F/R)
HaumeHoBaHUe, aipec H HOMeP n
POM3BOACTBEHHOE MopasaeaeHne - 3, yuacTku Ne 41, vacts 42, yactb 45 1
JIMIEH3WH TJI0IAJKH,
STOILei yacThb 46, bauynannu (Bunnamk), bauynannu (Manpan), Meauan
GSYRIE GBI A Mankamkrupu (JInct.), wrat Tenanrana, Muausa (Jlnuensus Ne

NMPOHU3BOACTBO/KOHTPOJIbL
xauectBa/Bbinyck I'JID / 75 9/RR/AP/9T/F/R)

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

ITpumeuanue: [TponykT coorseTcTByeT Tpebosanusm HJJ 3axaoyenne: OJJOBPEHO

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

[TogroToBneno: K‘(QC@L& IIposepeno; No—r Onobpeno: Menemxep / Pykosoaurens
et i s>

Date / Date / Date / Y

0RO BV 93 N
JlaTa: Z1-03-R 2( Hata: 2)~03 -~ W24 | Jara: B




&e
, 0 & CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘-‘ CEPTUOUKAT AHAJU3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa30", TabneTku, NOKpbITbIE KHILEUHOPACTBOPHMOiT 060M04KOH, 20 MI

Market / PoiHOK : Russia / Poccus

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

Cepus Ne £ (C2500005 Pasmep cepun * 1500000 Tab

Analytical Repog‘t No./ . 890001801901 Date of Analysis / . 30/03/2025

AHaguTHYecKHii oTueT No JaTa aHaauza ]
Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027

JaTta npousBoacTea T'onen no o

Mfg. License No. / .

| S ——— : S9/RR/AP/97/F/R i‘fYA number: / Homep . ppy v 004603)-(PT-RU)

Junen3us Ne .
Analysis performed according ND No / Anaqn3 nposeaen o HJL Ne: JIII-Ne(004603)-(PT"-RU)-130224 S |
Page 60of 6/ CTp. 6 m3 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».

3akJ/1049eHHe 0 COOTBeTCTBHH: «HacTosuM 1 moATBepKAat0, YTO NpUBEeHHAas Bbllle HH(GOpMALUs SBIAETCS JOCTOBEPHOH
W TOYHOM. DTa cepus NpoAyKLHMH IPon3BeeHa (BKNtOYas YNAKOBKY (MapKHPOBKY) H KOHTPOJIb KAYECTBA) HA BbILIEYKA3aHHOM
TIPOM3BOACTBEHHOM TUIolaaKe (TMIOLaAKax) B MOMHOM COOTBETCTBMM ¢ TpeboBaHusivu [IpaBun HajnexaileH
TIPOM3BOACTBEHHOMN NpakTukk EBpasuiickoro skoHomuueckoro cotwsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TPeGOBAHUAMHN KOHTPOJIS KAUECTBA IEKAPCTBEHHBIX CPEACTB, & TAKKE B COOTBETCTBUHM €O CNEUUPUKALIHAMH, COACPKALLNMHUCS
B PErUCTPALMOHHOM JI0ChE CTPaHBI-UMIIOpTepa. 3allucH N0 MPOU3BOCTBY, yNakoBKe U aHaU3y MPOBEPEHBI, U YCTAHOBAEHO
X cooTBeTCTBHE TpeboBanusaM [paBui Haaaexallel MPoU3BOACTBEHHOH MPpaKTHKK EBpasuiickoro 3KOHOMMUECKOTO CO03ay.

Remarks : The Product confirms to ND/ B Conclusion : APPROVED /
IMpumeuanue: ITpoaykT coorBeTcTByeT Tpeboanusm HJI Baxsouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToBeHo: }(\ &@Lﬁ‘ ' I'I]'-nﬁx.‘]k‘.Hum,\/ Onobpeto: Menemxep / PykoBoantens
Date / Date / Date / Ty 7 AN
Jara: AR Iara: 21 ~03-~202¢ Jara:




