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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
Ipoayxr: Pa30®, TabneTkn, NOKPBITEE KHIIEIHOPACTBOPHMOi 060104KO#, 10 Mr

Market / Ppinox : Russia / Poccus

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

Cepus Ne : (2514307 Pa3mep cepun * 700000 rab

inalytlcal Rep0}‘t No./ . 890001849738 Date of Analysis / . 25/11/2025
HaJTHTHYECKHH oTyeT Ne JlaTa aHajH3a

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

JlaTa npou3BoACcTBa T'onen no

Mifg. License No. / MA ber: / H

TIpou3BoJCTBEHHAs : S9/RR/AP/97/F/R PY number: fHOMED . JIII-Ne(004603)-(PT-RU)

JHieH3us Ne

Analysis performed according ND No / Anaju3 nposexen mo HJI Ne: JIIT-Ne(004603)-(PT'-RU)-130224

Pagelof 6/ Crp. 1 u36

Ne

Test / IToxazaTean

Result / Pe3yabTaThi

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. /
Kpyrible, TBOSKOBBITYKIIbIE
TaONEeTKH, TTOKPHITEIE 000I0YKOH
KOPHYHEBATO-PO30BOr0 I[BETA C
MapKHpPOBKOM YEPHOTO IIBETA
«RB10» Ha ogHo# cropoHe. Ha
MIOTIEPEYHOM pa3pese sIpo Gesoro
I[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. / Kpyriible, ABOSIKOBBINYKJIBIE
TabIeTKH, MOKPEITEIE 000NIOUKO OT PO30BOr0
JI0 KOPHYHEBATO-PO30BOrO LBETA C
MapKHpOBKOi YepHoro nBera «RB10» Ha
oaHoii cropoHe. Ha monepeynom paspese S1po
ot Geytoro 710 mouTtH 6eyoro NBeTa.

Identification By HPLC /
Hnentudpunxanus BIKX

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHAM

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 ynepXMBaHHs OCHOBHOT'O ITHKA HA
XpOoMaTorpaMMe HCTBITYEMOrO PacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yIep>XHBaHHUS OCHOBHOTO NHKa Ha
XpOMaTorpaMMe pacTBOpa CTAHAAPTHOTO
o6pasua pabenpa3zona Harpus (paszaen
«Konu4ecTBEHHOE ONPEEICHHEY).

Average weight /
Cpennsas macca

106.11 mg /106,11 mr

109.30 mg + 7.5 % (101.10 ~ 117.50 mg) /
109,30 mr + 7,5 % (ot 101,10 mr z10 117,50
M)

Remarks : The Product confirms to ND/
IIpumedanne: IIpoaykT cooTBeTcTBYET TpeboBanusM HJ|
N

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

/)
Preparedby/ 2, o2 “~1Checked by / Approved by: Manager/Executive /
ﬂonromunel-w;};jjf’"f“" IIposepeno: N 2 Ono6peno: Meremkep / PykoBoauTeNb
— - e
Date / Date / - Date /
: ~ A8 v
Jara: 2511~ 2005 Jara; Q) ~( (~267 | lara: Sy
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product : Razo", enteric-coated tablets, 10 mg
Iposyxkr: Pa3o®, tabierku, NOKpLITEIE KHILIEYHOPACTBOPHMOit 0G0oouKoit, 10 Mr
Market / Ppinok : Russia / Poccus
Batch No. / . Batch Quantity / . 700000 tab /
Cepus Ne e Pasmep cepuu * 700000 T26
Analytical Report No. / . 890001849738 Date of Analysis / - 25/11/2025
AHajnuTHYeCKHii oTder Ne ° JlaTa aHanu3a i
Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
HJaTta nmpousBoacTBa ' I'ogen no )
Mifg. License No. / .
| ————— : S9/RR/AP/97/F/R i‘,‘; number: /HoMep . 17 3.(004603)-(PT-RU)
JnneH3us Ne
Analysis performed according ND No / Ananu3 nposeaen mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page2of 6/ Crp. 2 n3 6

In 0.1 M hydrochloric acid solution — not more

4 TDissolution / PacTBopenne

than 10 % of CisH20N3Oi:SNa (Rabeprazole

sodium) label claim in 2 h. / B 0,1 M pacrBope

XITOPHCTOBOLOPOIHONH KHCIOTHI — He Oonee

10% OT HOMHMHANBHOTO  COJEpP)KAHMS

Unit-1/Enunuia-1 3%
Unit-2/Exguuuna-2 3%
Unit-3/Enununa-3 3%
Unit-4/E npnuna-4 4%
Unit-5/Enuunna-5 4%
Unit-6/Exunumna-6 4%

CisH20N303SNa (pabenpason Harpus) depes 2

Average / Cpens. 3Hauenue: 4 %

9.

In buffer solution pH 8.0 — not less than 75 %

(Q) of Ci3H2N303SNa (Rabeprazole sodium)

label claim in 60 min. / B 6ydepHom pactBope

pH 8,0 — ne menee 75 % (Q) OT HOMHHAJIEHOTO

cogepxanus  CisHaoN3O3:SNa  (pabGenpazon

Unit-1/Enunnia-1 87 %
Unit-2/Enunanna-2 85 %
Unit-3/Exunanna-3 83 %
Unit-4/Enununa-4 84 %
Unit-5/E nununa-5 86 %
Unit-6/EnunHuna-6 85 %

HaTpus) uepe3 60 MUH.

Average / Cpenn. 3HaueHue: 85 %

5 | Related Substances /
PoacTBeHHBIe IpHMeECH

Rabeprazole N-oxide/
Pa6enpazona N-okcuxg

Rabeprazole Sulfone/
Pa6enpazona cynrsdon

Rabeprazole Methoxy analog/
Pa6enpazona METOKCH aHaIor

Rabeprazole Chloro analog/
Pa6emnpazona xJgopo aHaJIor

0.11 %/0,11 %

0.05 %/ 0,05 %

Ilpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanusm HJI

~

Below LOQ (LOQ =0.022%) /
Hwxe mpefiena KONMHYECTBEHHOTO
onpeaenenus (ITKO =0,022 %)

Not detected / He o6HapykeHa

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

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 0.5 % / He 6onee 0,5 %

3akinouenue: OJIOBPEHO

Prepared by / oy O ,/G:J‘f Checked by / Approved by: Manager/Executive /

I'[ozlroroaneno:(,..g Jg,% <aall [Iposepeno: ~ 2 Onobpeno: Menemkep / PykoBoaurens
e = b

Date / A)~9 o) | Date/ Date / a1 -\

Jara: 27)-2Z Jlara: 2 )] ~2p 32, Hara:
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIA3A

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

Ipoaykr: Pa3o®, TabneTky, NOKPHITEIE KAIIEYHOPACTBOPHMOi 060104K0#, 10 Mr

Market / Peinox : Russia / Poccus

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

Cepus Ne e bl Pazmep cepun ° 700000 tab

Analytical Repovrt No./ . 890001849738 Date of Analysis / . 25/11/2025
AHaquTHYEeCKH oTyeT Ne JlaTa anHa/n3a

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

JaTa npou3BoAcTBa Tonen g0

Mifg, License No. / .

| e —————— : 59/RR/AP/97/F/R 1;1;’4 number: /HoMep . 117y 30(004603)-(PT-RU)
JHnen3ust Ne

Analysis performed according ND No / Anasn3 nposegen mo HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page3 of 6/ C1p.3 m3 6

Rabeprazole Sulphide/
Pabemnpazona cynshun

Rabeprazole Related compound
A/ Pabemnpazona
pOJCTBEHHAs MPUMeECh A

Rabeprazole Related compound
C/ Pabemnpazona
poncTBeHHas mpumech C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / ITpumeck mpu RRT
1,37 (Macca m/z=310
HMHI230I1)

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

imidazole adduct) / ITIpumecs
npu RRT 1,51 (Macca m/z=458
6eH3UMHUa301a aJTyKT)

Individual unidentified impurity
/ EnuHAYHAS

HEeHJIeH THQHIMPOBaHHAS
IpUMECh

0.06 %/ 0,06 %

Not detected / He o6HapyxeHa

Below LOD (LOD =0.02 %) / Huxe
npexaena obHapyxenus (I10
=0,02 %)

0.01 %/ 0,01 %

Not detected / He obHapyxeHa

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

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 0.5 % / He 6o1nee 0,5 %

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

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

IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHmaM HJJ 3axmouyenne: OJOBPEHO

Prepared by / (/':;, B — “Checked by / Approved by: Manager/Executive /

[MoarorosneHo: > jf%l’:‘:’,ﬂ il Hpoaepenog‘ ™ 2 Ono6peno: Menemkep / PykoBonurens
i et ) inf ~

Date / D4)-2205 Date/ Date / Uy oW

Hara: Hara: P72 =i~ ?(1'2‘,~ —JTaTa:
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CERTITICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Hpoaykr: Pazo®, TabnerkH, TOKPBITHIE KHINIEYHOPACTBOpUMOii 0bomoukoif, 10 Mr

Market / PuiHok : Russia / Poccus

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

Cepua Ne i Pa3mep cepun * 700000 Tab
Analytical Repog‘t No. / . 890001849738 Date of Analysis / . 25/11/2025
AHaquTHYECKHIT oTUeT N2 JaTta ananuza

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

JlaTa mpou3BoncTBa TI'ogen no

Mifg. License No. / MA number: / Home

IIpousBoacTBEHHAS : S9/RR/AP/97/F/R PY ) P JITI-Ne(004603)-(PT'-RU)
JuueHzus Ne
|Analysis performed according ND No / Anaan3s nposeaen no HJI Ne: JITI-Ne(004603)-(PI’-RU)-130224

Page40f 6/ Crp. 4 u3 6

Total impurities / Cymma
npuMecei

02%/02%

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

Residual Solvents content /
OcTaTo4HbIE OPraHHYECKHE

949 pg/tab / 949 mxr Ha TabneTky

Isopropanol — not more than 1379 pg per tablet
/ Uzonponianon — ue Gonee 1379 Mkr Ha
TabeTKy

AO3HPOBAHHLIX CAHHHIT

PaCTBOPHTEH
7 |Uniformity of dosage units / 7.1/7,1 Acceptance value (AV) should be not more than
OaHOPOAHOCTH 15.0. / Ilokaszatems mnpueMiemMoctH (AV)

JoJnkeH ObITh He Gonee 15,0.

Microbiological purity*/ Mukpo6uoiornyeckas 4YucToTa*

a) Total aerobic microbial count
/ Ob1ee YuCIO a3poOHBIX
MHKPOOPTaHH3MOB

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 / O6uiee yucso
JIPOMOKEBEIX U TJIECHEBBIX
rpuboB

Less than 10 CFU/g/

Menee 10 KOE/r

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

¢) E.coli

Absentin 1g/
OtcytcrByeT B 1T

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

Assay / KoinuecTtBeHHOE
onpeaesieHHe

9.7mg/ 9,7 wmr

90mg to 11.0mg of C;sHN303SNa
(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Or 90 mr mo 11,0 mMr CisHzN;O3SNa
(pabenpazon Hatpus) (ot 90 mo 110 % ot
HOMHHAJIBHOIO COZIepXkKaHus) B TabNeTKe.

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykT coorBeTcTBYeT TpeboBanusm HJJ

N\

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / o
l'[o,ur'moaﬂem:j: 2=
“”’f/":}'

—

e

2 C’)r Checked by /
~ | Ilposepenoy7 7 2

Approved by: Manager/Executive /
Ono6bpeno;: Menemxep / PykoBonuTenb
V

Date /...
Iara:

227~ 2025

JlaTa:

Date /

27 A ~202-

Date /
—Hara:

AN~ oY~
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 10 mg
HpoayxT: Pa30®, TabneTky, NOKPHIThIE KHIIEYHOPACTBOPHMOi 0607104K0, 10 Mr

Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 700000 tab /
Cepus Ne # LaItaal Pazmep cepun * 700000 Tab
Analytical Report No. / . 890001849738 Date of Analysis / . 25/11/2025
AHanuTHYeckHii oTaeT Ne JlaTa ananu3a
Dateof Manaiasture/  , 15590055 Date of Expiry / : 31/08/2027
aTa NpPoM3BOACTBA I'ogen no
Mfg. License No. / .
| T — : S9/RR/AP/9T/E/R g‘;} number: /Homep . 11y N (004603)-(PT-RU)
JHIeH3us Ne

Analysis performed according ND No / Auaan3 nposeaen no HJ Ne: JITI-Ne(004603)-(PT'-RU)-130224

PageSof 6/ Crp.Su3 6

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil

15 tablets in a (PVC/AI/PA) foil /aluminum foil

/aluminum foil blister. 1 blister with
a package insert in a carton. / ITo 15
TabneTok B 6nucrepe u3
(IIBX/AJI/TIA) dosnbru /

blister. 1 or 2 blisters with a package insert in a
carton. / ITo 15 Tabnerox B Gnucrepe u3
(IIBX/AJITIA) ¢onerd /  amrOMHHHEBOMR
¢omeru. Ilo 1 umu 2 OGaucrepa BMecTe C

aIIOMHHHEBOH donbru. 1 6Gnucrep
BMECTE C JIACTKOM-BKJI3/IBIILIEM B
IayKy KapTOHHYIO

JTUCTKOM-BKJIAJIBIIIIEM B NAYKy KAPTOHHYIO.

API name / HaumenoBauue ADPC:

Rabeprazole sodium / Pabenpasosn HaTpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npoussogures ADPC:

ACSH000749 & ACSH000750

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH
npousBogurens ['JIdD:

FCSA00518 & FCSA00519

API Manufactured by & country /
ITpoussoaurenn ADC, ctpana:

Dr. Reddy's Laboratories Ltd., India
J-p Pennu'c Jlabopatopuc JIta., naus.

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

HaumenosaHnue, aapec H HomMep
JIHUEH3HH IUIOMIANKH,
OCylIecTBIAIOLI el
NpOH3BOACTBO/KOHTPOJIbL
KavecTBa/Boinyck I'JID /

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)

ITpousBoACTBEHHOE MOApa3eNicHue - 3, yuacTku Ne 41, gacth 42, yacts 45 u
yacth 46, Bauynanmu (Bumnamk), bauynamm (Mangan), Mengan
Mankaxrupu (Jucr.), mrar Tenanrasa, Uunaus
(JTurensus Ne S9/RR/AP/97/F/R)

)

Remarks : The Product confirms to ND/
IIpumeuanmue: Ilpoaykrt cooreTcTBYeET TpeboBaHUsIM HJJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

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

IToarorosneHo: ! IIposepeHo: m %, Onobpeno: Menemxep / PykoBoautenb
=/ — )

Date / Date / Date / NPT

Jara: JlaTa: Q77— ~2021lara:
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
Ipoaykr: Pazo®, TabneTkH, MOKPHITHIE KHIIEYHOPACTBOPHMOIi 060104K0i, 10 Mr
Market / Peinox : Russia / Poccust
Batch No. / . Batch Quantity / . 700000 tab /
Cepus Ne e Pa3mep cepuu * 700000 Tab
Analytical Report No. / . 890001849738 Date of Analysis / . 25/11/2025
AHajguTHYecKii oruer Ne * JlaTa anann3a i
Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
JlaTa npou3BoAcTBa ) T'opgen po )
Mifg. License No. / MA number: / Homep
IpousBoacTBEeHHAS : 59/RR/AP/97/F/R Py : : JIII-Ne(004603)-(PT-RU)
JuneH3ns Ne
Analysis performed according ND No / Ananus nposeaes no HJI Ne: JIII-Ne(004603)-(PI'-RU)-130224

Page 6 of 6 / C1p. 6 H3 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.

3ak10ueHHe 0 COOTBeTCTBHH: «HacToAIMM 51 MOATBEPIXKAAt0, YTO MPHBEICHHAS BbILIEe HHHOPMALHS SBJISETCS JOCTOBEPHOM
H TOYHOH. DTa cepHs MPOAYKLUHH NPOH3BeeHa (BKIIOYAs YIAKOBKY (MAPKHPOBKY) M KOHTPONB Ka4eCTBa) Ha BHIIEYKa3aHHO#
NPOM3BOJCTBEHHON Tomaake (IUIOMaAKax) B TMONHOM COOTBeTCTBHH ¢ TpeboBaHmsmMu IlpaBun Hamnexamueit
MpOU3BOACTBEHHOM MpakTHKH EBpazuiickoro sxonoMudeckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGoBaHHAMY KOHTPOJIS KaYeCcTBa JIEKAPCTBEHHBIX CPEJICTB, 4 TAKXKE B COOTBETCTBHH CO CrielH(pUKANUIMH, COIEPKAIMTAMHUCS
B PEFHCTPALMOHHOM JIOChE CTPAHBI-UMIIOPTEPA. 3aITHCH O TIPOU3BOACTBY, YIIAKOBKE U aHAM3Y IIPOBEPEHEL, B YCTAHOBJIEHO
UX COOTBETCTBHUE TpeboBanmsaM [IpaBui Hanexalel Mpou3BOICTBEHHOMN pakTHKH EBpa3sHiickoro SKOHOMHYECKOTO COI03a.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmouenue; OJOBPEHO

Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBaHmaM H]J

Prepared by / — _ (2<>+Checked by / Approved by: Manager/Executive /
: A . .
Iloarorosneno: \ "= ~ IlpoBepeno: N Onobpeno: Menemxkep / PykoBoguTens
=T — ) e 3~
Date / Date / Date /
2] ~ & A
arta:--- Z | 202 Jara: 0 7~ ~200 Hara: ey




