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CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIH3A

Product : Razo”, enteric-coated tablets, 20 mg
Tponykr: Pazo®, Tabnerku, MOKPLIThIE KHLIEUHOPACTROPHMOM 000104 KOf, 20 MT

AHajquTHyeckHuii oTuer Ne

Market / Poinox ¢ Russia / Poccns

Batch No. / . C2413554 'Batch Quantity / . 1500000 tab /
Cepua No ) Paszmep cepun " 1500000 Ta6
Analytical Report No. / : 890001767933 Date of Analysis / . 14/10/2024

Jarta ananuza

Date of Manufacture /
Jara nponssogcrea

: 26/08/2024

Date of Expiry /
T'oaen go

: 31/07/2026

Mfg, License No. /
IlponsBoacTBenHasn
JHuensHs No

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

MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

Analysis performed according ND No / Auaans nposesen mo HJE Ne: JIT-Ne(004603)-(PT-R11)-130224

Pagel of 5/Crp.1 n35

Ne Test / IMokazaTenn

Result / PesyabTarsi

Specification / Hopma

1 | Appearance / Onucauue

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrisle,
JIBOSIKOBBITIYK/TBIE TaBJIETKH,
IOKPBITEIE 060JI04KOMH KENTOTO
BETa C MAPKHPOBKOHM KPacHOIo
useta «RB20» Ha onHOIt cTOpOHE.
Ha nonepeunom paspese sapo
Oenoro 1BeTa.

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. /
Kpyrnbie, nposxoesinykisie Tabnerky, MOKPHIThIE
060JIOYKO OT CBETIIO-KENTOTO 10 KENTOrO LBETa
C MapKHPOBKOH kpacHoro Lpeta «RB20» Ha ogHoit
cropore. Ha nonepeunom paspese sapo ot 6enoro
JI0 MOYTH 6eNioro LBera.

2 | Identification By HPLC /
Unenrnpuxauun BIXKX

Complies as prescribed /
CooTBeTcTByeT TpeGOBaHUSIM

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 MHKA Ha
XpOMAaTorpaMme MCHEITYEMOTO PACTBOPA AOHKHO
COOTBETCTBOBATH BPEMEHH yIEP)KUBAHHS
OCHOBHOrO NWKa Ha XpOMaTorpaMMe pacTBopa
CTaHaapTHoro o6pasiia pabenpasosa HaTpus
(pasnen «KomuuecTBeHHOE ONpeneneHue»).

3 | Average weight /
Cpeausis Mmacca

207.27 mg /207,27 mr

212.68 mg+ 5 % (202.05 to 223.31 mg) /
212,68 mr £ 5 % (ot 202,05 mr mo 223,31 mr)

4 | Dissolution / PacTBopenne Unit-1/Eannuua-1 3% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Eaununa-2 5% 10 % of Ci3H20N303SNa (Rabeprazole sodium) label
Unit-3/EnuHunna-3 4% claim in 2 h. / B 0,1 M pactBope
Unit-4/Equnnua-4 2% XJIOPMCTOBOAOPOAHOM KHUCIOTH — He Gosiee 10 % ot
Unit-5/EquHuua-5 3 % HoMuHanbHOrO  copepxanna  CigHaoN3;O3SNa
Unit-6/EqnHALa-6 3% (pabenpa3zon Hatpus) yepes 2 .

Remarks : The Product confirms to ND/
ITpumeuanne: [IponykT cootBeTcTBYeT TpeboBanusm HJ[

7

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / BQ,) a > Checked by /
oo ==

Approved by: Manager/Executive /

[ToaroroBneng:< [MposepeHo«" ~ D Onobpeno: Menemikep / PykoBoauTess
Date / | o - Date/ Date / \§ 02V
Jlara: ( W Hara: 145 (&) ~ 20902¢{ | Jara:
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CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJIH3A

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

ITpoayxr: Pazo®, Tadnerkii. OOKPLITHIE KHINEHHOPACTBOPUMOTT 0Gonoukoii, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / . C2413554 ‘Batch Quantity / . 1500000 tab /
Cepun Ne ) Pasmep cepun " 1500000 Tab
Analytical Report No. / . Date of Analysis /

AHanuTnyecknii oryer Ne : 890001767933 Jarta anaauza : 14/10/2024
Date of Manufacture / . Date of Expiry /

T ——— : 26/08/2024 Vi ao : 31/07/2026
Mfg. License No. /

IpounssoacTBenuas : 59/RR/AP/97/F/R MA number: / Homep PY : JIT-Ne(004603)-(PT-RU)
JHuensns No

|Analysis performed according ND No / Anaans nposenes no H/A Ne: JITT-Na(004603)-(PTI'-R1)-130224

—

Page2 of 5/Crp. 2 w35

Average / Cpenn. 3HaueHue: 3 %

Unit-1/Eannnua-1 86 %
Unit-2/Enmnina-2 94 %
Unit-3/Equnnua-3 87 %
Unit-4/Epynnua-4 91 %
Unit-5/Enmsna-3 93 %
Unit-6/Eausnia-6 93 %

Average / Cpenn. sHauenne: 91 %

75% (Q) or

HOMHWHAJIBHOIrO

5 | Related Substances /
POJ.'ICTBeHHbIe npunmecn

In buffer solution pH 8.0 — not less than 75 % Q) of
CisH20N303SNa  (Rabeprazole sodium) label claim
in 60 min./ B 6ydepuom pactBope pH 8,0— He Menee
cozepKaHus
CisH20N303SNa (pabenpaszon HaTpus) uepes 60 MUH.

Rabeprazole N-oxide/
Pa6enpazona N-okcug

Less than LOQ (LOQ: 0.022%)/
Hmxe npenena xonuuecteenHoro
onpenenenns (IKO: 0,022%)

cynsdoH

Rabeprazole Sulfone/ PaGenpasona

0.08%/0,08%

Rabeprazole Methoxy analog/
Pa6enpazona meToxcu ananor

Not detected / He o6Hapyskena

Rabeprazole Chloro analog/
Pa6enpasona xiopo ananor

Not detected / He o6HapysxeHa

Rabeprazole Sulphide/
Pa6enpazona cyabbun

Less than LOQ (LOQ: 0.027 %)/
Hixe npeaena koJMYeCTBEHHOrO
onpeaenenus (ITKO: 0,027%)

Rabeprazole Related compound A/
PaGenpa3sona poacreeHHas
npumech A

Not detected / e oGHapy>keHa

Rabeprazole Related compound C/
Pa6enpazona poacreeHnas
npumeck C

Below LOD (LOD = 0.02 %) / Hixe
npenena obxapyxenus (IO = 0,02 %)

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

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

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

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

Remarks : The Product confirms to ND/
Ilpumeuanwne: [Tponykr Cm'!TBETC“I;?;V}F/',TpeﬁOBEIHHﬂM HI

Conclusion : APPROVED /
3akuouenne: OJJOBPEHO

Prepared by / ,_\ . [ Checked by / Approved by: Manager/Executive /
IToaroToBineHo: \-W ﬂpoaepeao:@ 7 Onobpeno: MeHemxep %Py}oso.umenb
Date / ﬁLQ/ Date / Date / \Q o~V
Tata: 20 % JHara: 15 ~ (0 ~Qe2¢ | Hara:




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Qe
Dr.Reddy’s Q,’.'

Product : Razo", enteric-coated tablets, 20 mg
Mpogywr: Pazo”, raGnerwn, NOKPLITLIE KHITEYHOPACTBOPHMOIT 06onoukoii, 20 Mr

Market / Puinox : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

| Cepun No i 21 3554 Pa3ssmep cepun " 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AHaanTnuecknii oruer Ne + 890001767933 Jarta anammsa + 1471072024

Date of Manufacture / . Date of Expiry /

L — : 26/08/2024 Tozen 10 : 31/07/2026

Mifg, License No. /

IpounsBoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITT-Ne(004603)-(PI-RU)
Jnuensua Ne

Analysis performed according ND No / Ananus mposenes no HJl Ne: JITT-No(004603)-(PI-RU)-130224

Page3 of 5/Crp.3 m35
Not more than 0.5 % / He 6onee 0,5 %

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / TIpumecs npu RRT
1,37 (macca m/z=310 ummnaazon)

Not detected / He oGHapykena

Not detected / ne o6Hapyxena Not more than 0.5 % / He 6onee 0,5 %

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / TIpumecs npu
RRT 1,51 (macca n/z=458

GeH3umMugaszona anaykr)

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

Individual unidentified impurity /
Ennunynas
HEeNACHTHDULIMPOBAHHAS MPUMECE

Below BDL (BDL~= 0.1 %) / Husxe
nopora perucrpauuu (T1P 0,1 %)

Total impurities / Cymma
npumecei

0.1%/0,1%

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

6 |Residual Solvents content /
OcTaToYHBbIE OpraHHYecKUe
pacTBOpHTEIN

1602 pg/tab / 1602 Mkr Ha TabneTky

7 | Uniformity of dosage units /
OXHOPOJHOCTH A03HPOBAHHbBIX
eMHUL

47/4,7

6BITH He Goriee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: ITponykT coorBeTcTBYeT TpeGoBanusM HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

]
Prepared by / i’ / Checked by / Approved by: Manager/Executive /
[Moarorosnexo: y G [Tposepeno: g ( 0N _» Onobpeno: Menemxep / PyKOBO}IMTCJ‘Ib
Date / [~y ~ Date / Date / \G 0 A
Jara: (O 2024’ Tlata: & ~(0~7m 22,( Jlara:

Isopropanol — not more than 2621 g per tablet /
Hsonponanon — He Gonee 2621 Mkr Ha TabneTky

Acceptance value (AV) should be not more than
15.0. / ITokazarens npuemiemoctu (AV) moikeH
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CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIH3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykr: Pazo”, tabnerkn, MOKPLITHIE KUWIEWHOPACTEOPHMOIT 0G0104Koi, 20 Mr

JHueH3us No

Market / Prinok : Russia / Poccus

Batch No. / . C2413554 \Batch Quantity / . 1500000 tab /

Cepnus No ) Pazyep cepun © 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AnanuTHYecknii oryer No + 830001767933 Jarta anaauza 8 L0z

Date of Manufacture / ; Date of Expiry / ;

T ————— 1 26/08/2024 Toen 10 : 31/07/2026

Mfg, License No. /

MponssoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

i
{Analysis performed according ND No / Auanns nposenen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Paged4 of 5/ Crp. 4 u3 5

Microbiological purity*/ MukpoGuonoruueckas uncrora*

a) Total aerobic microbial count /
Ob1ee yucio aspodHbix
MHKPOOPraHH3MOB

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 / OBwee yucno
JPONIKEBBIX M MIIECHEBLIX rPHOOB

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

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

¢) E.coli

Absentin 1g/
OtcyTerByer B 11

Shall be absent in 1g /
JomxHe! oTcyTcTBOBaTh B 1 I

Assay / KoanuecrBennoe
onpeaeneHue

19.7 mg/ 19,7 mr

18.0 to 22.0 mg of CisH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Or 18,0 mr 10 22,0 mr C13H20N30;SNa
(pabenpazon Hatpus) (ot 90 no 110 % ot
HOMHHAJILHOTO COIEP)KaHHUs) B TabneTke.

10

Packaging / Ynakoska

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
tabnerok B Gnucrepe us ([IBX/AJI/TIA)
donsru / antomMmuHUeBOH Gonbru. 2
61ucTepa BMECTE C TIUCTKOM-
BKJIaJIILIEM B [1AYKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / T[lo 15 Tabnerox B 6aucrepe w3
(TIBX/AJV/TIA) donsru / amomunmnesoii donsru. ITo
1 unu 2 Gamcrepa BMECTE C JIMCTKOM-BKIaABIIUEM B
MayKy KapTOHHYHO.

Remarks : The Product confirms to ND/
Ilpumeuanne: [Ipoaykt coorBercTByeT TpeboBanusam HJJ
) 24

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / [ Checked by / Approved by: Manager/Executive /
IToAroToBieHo: KM nposepemf P4 Onobpeno: Meuemxkep /3P/);Koso,umenb
Date / | L~O-Lo). Date / ) Date / \§ AG-PMY
Jara: 1O L Jara: %510 ~20 2¢{ | Nata:




CERTIFICATE OF ANALYSIS

Qe
Dr. Reddy’s ‘.o' CEPTHOHKAT AHAJIH3A

Product : Razo”, enteric-coated tablets, 20 mg
Mpoaysr: Paso®, tabnerku. nokperrsie KHIIEYHOPACTBOPIMOM odoouKkoii, 20 Mr
Market / Peinox : Russia / Poccus
Batch No. / Batch Q ity /

. 02413554 uantity . 1500000 tab /
(A:EEHSI Ne Pazmep cepun " 1500000 Ta6

nalytical Report No. / . Date of Analysis /

AHanuTaveckii oraer No : 890001767933 Hata anamaa 1 14/10/2024
Date of Manufacture / Date of Expiry /

. piry .
), g— 1 26/08/2024 Togen 10 1 31/07/2026
Mfg, License No. /
ITponssoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
JHueHsns Ne
Analysis performed according ND No / Anaans nposenen no HJL Ne: JII-Ne(004603)-(PI"-RU)-130224

PageSof5/Crp.5m35

API name / Hanmenosaune ADC: Rabeprazole sodium / PaGenpason natpua

INN / MHH: Rabeprazole / Padenpason

API manufacturer batch number /

Homep cepun nponssonnrenss AOC: ACQHO00043

FP Manufacturer API Batch number /

Homep cepuu cyGeTanuun FCQA00245

nponzsoanrtens I'JId:

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

IpoussoanTtens ADC, crpana: H-p Penau’c JTaGopaTopuc JIta., Muams.
g;':f;::;’c‘:f;;‘;:‘l‘t’:‘fg‘l’l’:rl(:"sff: } FTO Unit 3. Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
HanmenoBaHme, agpec u HOMep JTHUEH3UH (License No SO/RR/AP/97/F/R)

MIOWANKH, oCyMIeCTBASIOmEH Hpcfizsom:"rae;moe noapaziesnerine - 3, yuacricn No 41, uacte 42, yacts 45 v yacts
MPOHIBOXCTEO/KOHTPOS 46, bauynannu (Bunnams), Bauymammi (Mannan), Memquan Mankamiripu (Qucr.),
e — wrrat Tenanrana, Maans (Jhiuenzia Ne 59/RR/AP/QT/E/R)

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 establishedy.

3akmouenne o cooTsercTBHY: «HACTOAWMM 5 MOATBEPXKAI0, UTO MPUBENEHHAs BbILIE MHQOPMALIMA ABIAETCS AOCTOBEPHOH M TOYHOM.
Ita cepus NMPOAYKLMH Npou3BefeHa (BKIOUAA yMakoBKy (MapKMpOBKY) M KOHTPONb KAuyecTBa) Ha BBIIIEYKA3aHHOM MPOM3BOACTBEHHOI
mowanke (UIOLAAKaX) B NONHOM COOTBETCTBHM ¢ TpeGoBaHuamu [lpaBun Haanexauiel Npou3soacTBenHoM npakTukn Espasuiickoro
3KOHOMHHYeckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) n Tpe6oBaHHsAMU KOHTPOJIS KAuecTBa NEKAPCTBEHHbIX
CPeICTB, a TAKXKE B COOTBETCTBHM CO CHELMPHUKALMAMM, COAEPKAILMMHCSA B PErHCTPALMOHHOM [OChE CTPaHbl-UMIIOpTEpa. 3amicH 1o
NpPOW3BOJCTBY, YNAKOBKE v aHANU3Y IPOBEPEHBI, H YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHUaM [IpaBun Haasexalel mpou3BOACTBEHHOM

PpaKTUKHA EBpaBHﬁCKOI‘O SKOHOMHYECKOrO COHO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TponyKT cooTBeTCTBYeT TpeGoBanusM HJI 3axaouenne: OJJOBPEHO

> Approved by: Manager/Executive /

Prepared by / M Checked by /
l'Iogromuneuo@ Hposepeﬂoqf’ﬁ ; Onobpeno: Menemxkep / %\LKB_BOI[HTGJ‘[L

e

Date / Date / \ ] 10O

Date / -
Hara: (L1020 ?/4 Jara: 5 -1o-~ ?/OZu Jara:




