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Dr.Reddy’s ‘_‘.‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product : Razo’, enteric-coated tablets, 10 mg
[poaykT: Pazo®, TabneTkn, nokpsithie KHLIEYHOPAcTBOPHMOIl obomoukoii, 10 Mr

Market / Puinox : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /

Cepns Ne e Pa3zmep cepun 700000 Tab

Analytical Repo‘}'t No. / . 890001845123 Date of Analysis / . 31/10/2025
AHanuTHYecKHii oTyeT No JlaTa anamu3a

Date of Manufacture / . 11/08/2025 Date of Expiry / . 31/07/2027

Hata nponssogcraa Togen no

Mfg. License No. / .

Ipou3BoACTBEHHAS : 59/RR/AP/97/F/R I“,’;‘," mumber: fEoweg JITI-Ne(004603)-(PT-RU)
Jingensus Ne

Analysis performed according ND No / Anasns n posenen mo HJT Ne: JITI-Ne(004603)-(PI'-RU)-130224

Pagelof 6/Crp.1u36

Ne Test / IloxazaTenn

Result / PezynbTaThl

Specification / Hopma

1 | Appearance / Onucanue
|

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. White
tablet core on cross-section. /
Kpyrinsle, 1BOSKOBLITYKIIBIE
TabNeTKH, MOKPHITHIE 0B60NIOUKOi
KOPHYHEBAaTO-PO30BOI0 IBETA C
MapKHUPOBKOH YEpPHOro 1[BETa
«RB10» Ha oxmnoii ctopone. Ha
HOIIEPEUHOM paspese Aapo Gesioro
[[BETA.

Round, biconvex, pink to brownish-pink
coated tablets imprinted “RB10” with black
ink on one side. White to off-white tablet core
on cross-section. / Kpyrimsle, ABOSKOBBITYKIbie
TabJeTKH, TOKPBIThIE 0GOIOUKOH OT PO30BOrO
M0 KOPHYHEBATO-PO30BOIO I[BETA C
MapKMpOBKOH 4epHoro 1eta «RB10» Ha
onHOM cTopoxe. Ha nonepeusom paspese sapo
ot 6eJ10ro A0 Mo4TH Henoro HBeTa.

2 | Identification By HPLC /
HNpentuduxanua BIXKX

Complies as prescribed /
CootgercTByeT TpeboBaHUSIM

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 yaepikuBaHHs] OCHOBHOTO ITMKA Ha
XpOMaTorpamMmme HCIBITYEMOTO PacTBOpa
JOJDKHO COOTBETCTBOBATH BpeMEHH
yIAEPKUBaHHUs OCHOBHOTO MHKa Ha
XpoMaTorpaMMme pacTBOpa CTaHJapTHOroO
obpasiia pabenpazona Hatpus (pasgein
«KonuuecTBeHHOE ONpeAETIEHHEY).

3 | Average weight /
Cpenuss macca

105.18 mg /105,18 mr

109.30 mg = 7.5 % (101.10 — 117.50 mg) /
109,30 mr % 7,5 % (ot 101,10 Mr 70 117,50

MT)

4 | Dissolution / PactBopenne |  Unit-1/Exunnia-1 5% |In 0.1 M hydrochloric acid solution — not more
Unit-2/Epununa-2 6% than 10 % of CisHN3O3SNa (Rabeprazole

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

IIpumeuanne: Ilpogykr coorercTByeT TpeboBanusm HJT 3axmouenne: OJOBPEHO

Prepared by / P Checked by / Approved by: Manager/Executive / %’,

IoaroropneHo: @f [TposepeHo: L@ Onobpeno: Menemxkep / PykoBomire

Date / co AD7Y Date / o Date / A OFW

Jara: %\ J Hara: 1\f 15 2015 Jara:




Dr.Reddy’s Q_'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A
Product : Razo", enteric-coated tablets, 10 mg
[poxykr: Pazo®, Tabnerku, MOKPLITBIE KillleurnopacTeopumoli oGonoukoii, 10 mr
Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 700000 tab /
Cepus Ne e Pazmep cepun 700000 Tab
Analytical Repo:‘t No. / . 890001845123 Date of Analysis / . 31/10/2025
Ananurnuecknii oryer Ne JlaTa aHa/m3za
Date of Manufacture / - 11/08/2025 Date of Expiry / . 31/07/2027
Jdara nponssoncrsa Tonen 1o
Mfg. License No. / .
IIpom3soacTeennas : 59/RR/AP/9T/F/R II\,/I; nurmbers | Howep : JIII-Ne(004603)-(PT-RU)
Juruensis Ne

Analysis performed according ND No / Anajus nporeaen mo HJI Ne: JHI-N2(004603)-(PI'-RU)-130224

Page2of 6/ Ctp.2 3 6

|_Unit-3/EzmHHua-3 4%
Unit-4/Eiuanna-4 2% |
Unit-5/Equnnna-5 6 %
Unit-6/Enunumna-6 5%

Average / CpenH. 3Hauenue: 5 %

sodium) label claimin 2 h. /B 0,1 M pacTtBope
XJIOPUCTOBOAOPOOHOM KHUCIOTBI — He 6ojiee
10% or HOMHMHANBHOTO  comepKaHHs
C1sH20N3038Na (paGenpazon natpus) gepes 2
q

Unit-1/Enununna-1 86 %
Unit-2/Enununa-2 84 %
Unit-3/Enquauna-3 85 %
Unit-4/Epuauna-4 84 %
Unit-5/Enquunna-5 87 %
Unit-6/Enqununa-6 86 %

Average / Cpenu. 3Hauenue: 85 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of Ci3H0N303SNa (Rabeprazole sodium)
label claim in 60 min. / B 6yheprom pacTBope
pH 8,0 — He meHee 75 % (Q) or HOMUHANBEHOTO
conepxanust  CisHzoN3O3SNa  (pa6empazon
HaTpus) yepes 60 MUH.

5 | Related Substances /
PoacrBenHble npuMecH

Rabeprazole N-oxide/
Pabenpazona N-okcuz

Rabeprazole Sulfone/
Pabenpazona cynbbhon

Rabeprazole Methoxy analog/
'Pabenpasona MeTOKCH aHaNOT

Rabeprazole Chloro analog/
Pabenpazona xnopo aHanor

0.09 %/ 0,09 %

0.05 %/ 0,05 %

Not detected / He obHapyxeHa

Not detected / He 0OHapyxeHA

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

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 %

Remarks : The Product confirms to ND/
Ilpumeuanne: [IponykTt cooTBeTcTByeT TpeboBaHmsIM HJJ

Conclusion : APPROVED /
3aksmouenue: OJJOBPEHO

Prepared by / i
TToarorosnexno: @/

. ol

Checked by /
IIposepeno: [@

Approved by: Manager/Executive / f—/{_____- —
Onobpeno: Menekep / Pykosonure/is

Date / 6\,(0‘1"'“
|| Mara:

Date /

Jlara: N-1b-0lS

Date / 2110~2-0nLK

Hara:
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 10 mg

Mpoxyxr: Pa3o®, tabnerku, nokpsirbie KHUIEYHOPACTBOPHMOIT 0bonoukoli, 10 mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /

Cepusi Ne $ €2513364 Pasmep cepun 700000 Tab

Analytical Report No. / . Date of Analysis / .

AnanuTnuyecknii oryer Ne ° BR0091845125 JlaTa ananu3a + 3171072025

Date of Manufacture / . 11/08/2025 Date of Expiry / . 31/07/2027

JlaTa npon3BogcTea Topen o

Mfg. License No. / .

IpowssoncTBenHan : 59/RR/AP/97/F/R 1124;‘ number: "HOMED . 1111 No(004603)-(PT-RU)
JinueHsns Ne

|Analysis performed according ND No / Anaius nporeen mo HJT No: JITI-Ne(004603)-(PI'-RU)-130224

Page3of6/Crp.3m36

Rabeprazole Sulphide/
‘Pa6enpa30na cynbbhua

Rabeprazole Related compound
A/ Pabenpasona
POICTBEHHAs IPUMECh A

Rabeprazole Related compound
C/ Pabenpaszona
poacTBenHas npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / ITpumech npu RRT
1,37 (macca m/z=310
MMHJIA30JT)

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

imidazole adduct) / [Tpumecs
npu RRT 1,51 (macca m/z=458
6eH3uMuna3zona aaayKT)

Individual unidentified impurity
! EquHuunas
HeHAeHTUDHIMPOBAHHAS
[IpHMeCh

0.04 %/ 0,04 %

Below LOD (LOD =0.019 %) /
Huxe npenena o6uapyxenus (ITIO
=0,019 %)

Below LOD (LLOD =0.02 %) / Huxe
npenena obuapyxenus (I10
=0,02 %)

0.02 %/ 0,02 %

Not detected / He o6HapyxeHa

0.10%7/0,10 %

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 more than 0.5 % / He 6onee 0,5 %

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

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

Remarks : The Product confirms to ND/
I pumeuanune: [IpoaykT cooTBeTcTBYeT TpeboBaHusaM HJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / , Checked by / Approved by: Manager/Executive / g‘
Ioarorosneno: G‘L al [Tposepeno: L@ Ono6peno: Menemxkep / Pykosoauren

Date / ) Date / ~— | Date / 2140 =, ¥ .
Hara: 8 e . Hara: z |~ 10~L0Ls JHara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHPHUKAT AHAJIU3A

Product : Razo”, enteric-coated tablets, 10 mg

Iponyker: Paso®, Tabnerin, nokpeitsie KulIeYHopacTBopimoii obonoukoii, 10 mr

ABanuTHYeCKHii oT4eT No

Market / Poinok : Russia / Poccus

Batch No. / Batch Quantity / 700000 tab /
: C2513364 :

Cepna Ne ik Pazmep cepun " 700000 Tab

Analytical Report No. / . 890001845123 Date of Analysis / . 31/10/2025

Jata ananu3a

Jaunensua Ne

Date of Manufacture / . Date of Expiry /

 ———— : 11/08/2025 e : 31/07/2027

Mfg. License No. /

HpoisEoacTBenasy . S9/RR/AP/9T/F/R oA number: "HOMED . 111 N004603)-(PT-RU)

Analysis performed according ND No / Ananus nporenen no HJI Ne: JIT-Ne(004603)-(PI"-RU)-130224

Page4 of 6/ Crp. 4 u3 6

" [Total impurities / Cymma 0.3%/0,3% Not more than 2.0 % / He 6onee 2,0 %
npumecei
6 |Residual Solvents content / 961 pg/tab /961 Mkr Ha Tabnetky |Isopropanol —not more than 1379 pg per tablet
OcraTo4Hble OpranuYecKne / Visonpormanon — ve 6onee 1379 mkr na
PacTBOPHTEIH Tabaeriy
7 |Uniformity of desage units / 33437 Acceptance value (AV) should be not more than
OnHopoaHOCTH 15.0. / Tlokasatens mnpuemnemoctH (AV)
JMO3HPOBAHHBIX €JHHHL JoikeH 6bITh He Gosiee 15,0,
8 | Microbiological purity*/ MukpoGuoJiornueckas YyucTora*
a) Total aerobic microbial count Less than 10 CFU/g / Not more than 1000 CFU/g /
/ OB1iee YHUCIIO a9pOBHBIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHUKPOOPTraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obiriee unciio Menee 10 KOE/r He 6onee 100 KOE/r
JPO}OKEBBIX U MJIECHEBBIX
rpubos
c) E.coli Absentin 1g/ Shall be absent in 1g /
OrcyrctByeT B 1T JloJKHBL OTCYTCTBOBaTH B 1 T
9 Assayi/ KonuuecTBennoe 9.8 mg/ 9,8 mr 90mg to 11.0mg of CisH2N303SNa
ompene/ieHUe (Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 90 mMr go 11,0 mr C;sHzoN3O3;SNa
(pabenpazon wnarpus) (or 90 go 110 % ot
HOMHHAIEHOTrO COfiepkanus) B TabneTke.

Remarks : The Product confirms to ND/

Ipumeuanue: IIpogykr coorBeTCcTBYET TpedoBaHmsM HJJ

Conclusion : APPROVED /
3axkmouenune: OJOBPEHO

Prepared by / = Checked by / Approved by: Manager/Executive /
HOHFOTOBneHO(,gQ/ ITpoBepeHo: lép Onobpeno: Menemkep / Pykosoiires

Date / Date / Date / 2410 —~2 e
Hara: '27( (0 <V e Hara: - 107105 Jarta:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A
Product : Razo", enteric-coated tablets, 10 mg
Hpoayxr: Paso”, Tabnerkn, MOKpbITbIE KHLIEYHOPACTBOPHMOI 060n0uK0i, 10 Mr
Market / Puinok : Russia / Poccus
Batch No./ Batch Quantity / 700000 tab /
: €251 .
Cepun Ne L1356 Pazmep cepun * 700000 Tab
Analytical Report No. / . Date of Analysis /
Ana;aTHYecKHi oTyer No s Jara ananuza s AKIGATES
Date of Manufacture / . Date of Expiry /
e Tt I — : 11/08/2025 o : 31/07/2027
Mfg. License No. /
IIpousBoacTBeHHAST : 59/RR/AP/97/F/R ID,/;,A BNEEed ¢ (Efonep : JIII-Ne(004603)-(PT-RU)
JHnensus Ne
| Analysis performed according ND No / Anann3s nposenen mo HJ Ne; JITI-Ne(004603)-(PT"-RU)-130224

Page50f6/Crp.5u36

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister with
a package insert in a carton. / ITo 15
TabneTok B 6nHcTepe U3
(IIBX/AJITIA) donwru /
IOMHMHHIEBOH Qonery. 1 Giuctep
BMECTE C JIICTKOM-BKIABIIIEM B
HayKy KapTOHHYIO

15 tablets in a (PVC/A1/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerok B Gmicrepe w3
(IIBX/AJ/TIA)  doneru  /  amomumneBoi
Gonbru. Mo 1 mmu 2 6mucrepa BmecTe ¢
JTACTKOM-BKJIJBILIEM B IAYKy KAPTOHHYIO.

API name / HanumeHnosanue A®PC:

Rabeprazole sodium / Pabenpason natpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponssogutenss ADC:

ACSHO000859 & ACSH000869

Homep cepun cyGeTanmun
mpoussoaureas I'JID:

FP Manufacturer API Batch number /

FCSA00479 & FCSA00480

API Manufactured by & country /
Ipoussogurens A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India
J-p Pepnu’c Jlabopatopuc Jita., Uuaus.

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

HaunmenoBanue, agpec 1 HOMep
JIHIEH3NH ITOIANKH,
ocyuecTBJSIOMIeH
NPOH3BOACTBO/KOHTPOJIb
kauectna/Beinyck TJID /

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)

[IpousBoacTBeHHOE NOApazaeineHue - 3, ydactku Ne 41, yacts 42, yacts 45 u
yacth 46, bauynannu (Bumianxk), bauynannu (Mangan), Meguan
Mankamxrupu ([uct.), wrar Tenanrana, Unaus
(JTuuenzus Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/
Ipnumevanue: [IpoaykT coorBeTCcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / Jégp L
IloAroTOBNAEHO: @/ ITposepeHo: @ Onobpeno: Menemxep / Pykosojire

Date / Date / ~— | Date/ SO0 ~2K
Jara: 3 \‘ 19 /WW Hara: 3 \~) C)(‘m Jara:
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Dr. Reddy’s ‘ p. CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Razo", enteric-coated tablets, 10 mg ]
[poayxr: Pazo", taGnericn, NOKPBITHIE KHIIEYHOPACTBOPHUMOIT 000J109K0ii, 10 Mr

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 700000 tab /

Cepus Ne il Pasmep cepun ' 700000 tab

Analytical Repog‘t No. / . 890001845123 Date of Analysis / . 31/10/2025

AnanuTHYecKmii oTyer No Jara anaausa

Date of Manufacture / . 11/08/2025 Date of Expiry / . 31/07/2027

Hdara npou3ssojcTea Ilogen o

Mfg. License No. / .

IpoussojcTEennas . SO/RR/AP/97/F/R yeA number: /HOMEP . 1111 Na(004603)-(PI-RU)

Jntensua Ne

{Analysis performed according ND No / Ananu3 nposeaen mo HJI Ne: JITT-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.

3akaro4enne o cooTBeTcTBHA: «HACTOSIIMM 51 IOATBEPXKNAIO, YTO MPHBE/ICHHAS BBIIIE WH(OpMALKSA ABIAETCS 0CTOBEPHOM
U TOYHOMU. ITa CepHst POAYKLMK MPpou3BeieHa (BKITOUAs YIIaKOBKY (MAPKHPOBKY) H KOHTPOIb Ka4yecTBa) Ha BhIIUEYKA3aHHOM
NMPOH3BOACTBEHHOH IUIoianKe (IIOWIAAKaX) B TNONHOM COOTBETCTBHH C TpefoBamMsmu I[lpaBun mamrexameif
NPOM3BOACTBEHHOM NPaKTUku EBpasuiickoro skoHoMm4eckoro cow3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TPeGOBaHUAMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEJCTB, & TAKXKE B COOTBETCTBHH CO CIELHMUKALUIMH, cofiepXKalMHCs
B PErHCTPAUHOHHOM JI0ChE CTPAHBI-UMIIOPTEPA. 3aMHCH [0 POU3BOACTBY, YIIAKOBKE M aHAJIU3Y NPOBEPEHEI, H YCTAHOBJIEHO
HX cooTBeTCTBUE TpeboBanuaM [Ipapun Hagnexalrel MPOU3BOACTBEHHON MPaKTHKU EBpasniickoro SKOHOMHUYECKOTO COIO3a.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axnouenue: OJOBPEHO

Ilpumevanne: Ilponykt coorseTcTByeT TpeboBanusam HJT
Checked by / Approved by: Manager/Executive /
o IIposepeno: L@ Opobpeno: Menemkep / PykoBopurens

Date / AW Date / U015 E:;Z / Zl~ 1D NNK

| Hdara: cAla s Hara:

Prepared by /
oarorosneno: {_




