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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Mpoaywr: Pazo®, radnerxii. TOEPLITEIE KHWETHOpacTBOpHMon oboNioukoii, 20 mr -
Market / PoiHok : Russia / Poccus

Batch No. / . C2413556 Batch Quantity / . 1500000 tab /

Cepun Ne ) Pasmep cepun " 1500000 Ta6

Analytical Repo“rt No./ : 890001767952 Date of Analysis / . 14/10/2024
AHaguTHYecKkHii oTuer No Jdara aHaamza

Date of Manufasture / : 30/08/2024 Date of Expiry / . 31/07/2026

Hara npouszsoacrsa Tonen no

Mfg. License No. /

Ipoussoacreennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIIE-Ne(004603)-(PT-RU)
JHueH3HE No

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

Page1 of 5/ Cip. 1 u35

[ Ne Test / IToka3zatean

Result / PesyabTaTs!

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrinsle,
JBOAKOBLIMTYKIIbIE TabJIETKY,
IOKPEBITBIE 000JIOYKOI HKENTOTO
LBETa C MapKUPOBKOIT KpacHOro
uBeta «RB20» Ha onHOI cTOpoHe.
Ha nonepeynom paspese sapo
6enoro nera.

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. /
Kpyritbie, AROAKOBLIMYKIIbIE TaBAETKH, MOKPHITHE
060JI0YKOIT 0T CBETIO-KENTOrO A0 XKENTOIO HEBETA
C MapKHpPOBKO# kpacHoro useta «RB20» Ha oaHoii
cropoHe. Ha nomepeunom paspese sapo ot 6enoro
[0 1104TH 6eyoro uBeTa.

2 | Identification By HPLC /
Hpentnduxauus BIWKX

Complies as prescribed /
CootBetcTByeT TpeboBaHUAM

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
YOEP>XKMBaHUS OCHOBHOTO MHKA Ha
XPOMATOrpaMMe HCIMBITYEMOro pacTBOpa AOHKHO
COOTBETCTBOBATH BPEMEHH YAEP)KUBAHUS
OCHOBHOTO IMUKa Ha XpPOMATOIpaMMe pacTBopa
CTaHAApTHOTO 00pa3ua pabenpasona HaTpus
(paznen «Konu4ecTBEHHOE OTIpENeNneHHe»).

3 | Average weight /
Cpennssi Macca

205.83 mg /205,83 mr

212.68 mg £ 5 % (202.05 to 223.31 mg) /
212,68 Mr+ 5 % (o1 202,05 mr g0 223,31 mr)

4 | Dissolution / Pactsopenune Unit-1/Enunuua-1 3% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Enuanna-2 3% 10 % of CisH20N303SNa (Rabeprazole sodium) label
Unit-3/Egununa-3 4%, claim in 2 h. / B 0,1 M pactsope
Unit-4/Epunnia-4 2% XJIOPUCTOBOAOPOAHOM KHCIOTH! — He Gonee 10 % ot
Unit-5/EquHnua-5 1% HOMHHalbHOrO  comepkaHus  CigHaoNiO3SNa
Unit-6/Equanua-6 4% (pabenpason Hatpus) yepes 2 u.

Remarks : The Product confirms to ND/
IIpameyanne: [Ipoaykt coorsercTByer TpeGoranusM HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

’-ITroduct : Razo", enteric-coated tablets, 20 mg

Mponykr: Paso®, tabnerxit, TIOKPLITHIC KHILIEYHOpacTBOPHMOIT 00onoukoii, 20 Mr

aunensns Ne

Market / Poinok : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /
2 1 g
Cepust Ne SEAERD Pasmvep cepun " 1500000 Ta6
Analytical Report No. / . Date of Analysis / .
AHajauTHUecKHii oTueT No 890001767952 Jata ananusa it HAOR0P%
Date of Manufacture / - 30/08/2024 Date of Expiry / . 31/07/2026
Mara npoussoacrea Togen a0
Mfg. License No. /
IIpoussoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-N2(004603)-(PT-RU)

Analysis performed according ND No / Ananus nposesen no H/T1 Ne: JIT-Na(004603)-(PT-RU)-130224

Page2 of 5/ Crp.2 u3 5

Average / Cperin. 3nadenve: 3 %

Unit-1/EmiHia-1 86 %
Unit-2/Eanmiina-2 92 %
Unit-3/Eauuuna-3 90 %
Unit-4/Enunuia-4 90 %
Unit-5/Enunnna-5 92 %
Unit-6/Eaunnua-6 92 %

Average / Cpean. 3nauenue: 90 %

In buffer solution pH 8.0 — not less than 75 % (Q) of]
CisH20N;O03SNa  (Rabeprazole sodium) label claim
in 60 min. / B SydepHom pactope pH 8,0 — e meHee
75% (Q) oT HOMHHAJBHOrO colepkaHus
Ci3H20N303SNa (pa6enpazon HaTpua) uepes 60 MUH.

5 | Related Substances /
PoxcTBenHbie npumech

Rabeprazole N-oxide/
Pa6enpazona N-oxcua

Rabeprazole Sulfone/ PaGenpasona |
cybdoH

Rabeprazole Mcthoxy analog/
PaBernpasona MeTokcu ananor

Rabeprazole Chloro analog/
Pabenpazona xnopo atanor

Rabeprazole Sulphide/
Pa6enpazona cynbdun

Rabeprazole Related compound A/
Pabenpasona poacteenHas
npumecs A

Rabeprazole Related compound C/
Pabenpasona poacreenHas
lnpu»Mecra C

Less than LOQ (LOQ: 0.022%)/
Huxe npepena xonuuecTseHHOro
onpeaenenns (ITKO: 0,022%)

0.09% / 0,09%

Not detected / He oBnapysxena

Not detected / He oGHapy:xeHa

Less than LOQ (LOQ: 0.027 %)/
Huxe npepena konvuecTsenHoro
onpenenenns (ITKO: 0,027%)

Not detected / ne o6uapysxeHa

Below LOD (LOD = 0.02 %) / Huxe
npeaena obuapyxenus (I10 = 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 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 %

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

Remarks : The Product confirms to ND/
IIpumeuanmue: [TpoaykT cootBeTcTBYET TpeboBanusim HJI

Conclusion : APPROVED /
3axaouenne: OJIOBPEHO

A ™
Prepared by / p o 21~ Checked by / Approved by: Manager/Executive /
IMoaroroBneno: C\_,p-_‘{;p ITposepeHo: _'_J“\.rﬁ__,/f OnobpeHo: Menemxkep / Pykosoautens
Z ,/
Date / Date / Date /
I's~-(O- 2 . 18 o~y
Jara: B10-2024 Hara: 16-10~2p2¢4 | Hara:




CERTIFICATE OF ANALYSIS

| o
Dr. Reddy’s ‘.o. CEPTU®UKAT AHAJIN3A

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

Mpoaykr: Pazo™, Tabaerki, noxpeirsie KHIIEYHOpacTBOPHMOI oGonoukoii, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / ., 1500000 tab/
Cepus Ne ol tl Pazmep cepun " 1500000 a6
Analytical Repourt No./ . 890001767952 Date of Analysis / . 14/10/2024
AHanuTnyecknii oruer No |darta ananusa

Date of Manufacture / . 30/08/2024 Date of Expiry / . 31/07/2026
Hara npon3soacrea Toaex 10

Mfg. License No. /

IponssoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIIT-Ne(004603)-(PT-RU)
JTHIeH3HH No

Analysis performed according ND No / Ananus nposenen no H/IL Ne: JITT-Ne(004603)-(PT-R1U)-130224

Page3 of 5/ Ctp.3 m3 5
Not more than 0.5 % / He 6onee 0,5 %

Specified Impurity at
about RRT 1.37 Not detected / He o6HapyxeHa
(Mass m/z=310

Imidazole) / INpumecs npu RRT
1,37 (macca m/z=310 ummaazon)

Specified Impurity at Not detected / ne oGnapyskeHa Not more than 0.5 % / He Gonee 0,5 %

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / [Tpumecs npu
RRT 1,51 (macca m/z=458
6eH3uMuaa301a a/UTYKT)

. » . - . - = i . o0 o
Individual unidentified impurity / Below BDL (BDL= 0.1 %) / Hinke Not more than 0.2 % / He 6onee 0,2 %

Envunnynas
A nopora peructpatnu (ITP 0,1 %)
HEMAESHTUDULUPOBAHHAS NPUMECH

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
npuMecei

6 |Residual Solvents content / 1378 ug/tab / 1378 mkr na Tabnerxy |Isopropanol — not more than 2621 pg per tablet /
OcTaTouHbIe OpranuyecKue Hzonponanon — ne 6onee 2621 MKr Ha Tabnerky
pacTBOpUTENH

7 |Uniformity of dosage units / 25/2,5 Aceptance value (AV) should be not more than 15.0.
OaHOPOAHOCTH 103HPOBAHHBIX / Tloka3zarens mpuemnemoctd (AV) nomkeH GBITE He
€AHHHUIL 6onee 15,0.

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

Ipumeuanne: Tpoxykr COOTBCTCT/}S;:‘;’[ TpebosaHusiv HJT 3axmouenune: OJJOBPEHO

P,

Prepared by / : @QC/ — | Checked by / Approved by: Manager/Executive /

Hoarorosneno: X< Hpoaepemi’/""_ :\jf“—’“ﬂ Onobpero: MeHemxep f&osonmenb

Date / | L~o~0 024 Date / ' Date / VR0 Sy,

Hara: Jara: & -10-20204 Hara:
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CERTIFICATE OF ANALYSIS

CEPTHDOHKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykt: Pa3o®, tadnericu, NOKPBITKIC KHIIEUHOPACTBOPHMOH 06oa0ukoii, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / . C2413556 Batch Quantity / . 1500000 tab /

Cepust No ) | Pasmep cepun 1500000 Ta6

Analytical Repourt No./ f . 890001767952 ].)a.t.e of Analysis / . 14/10/2024
AHnanntuyeckuii otyer No Jara anasuza

Date of Manufacture / - 30/08/2024 Date of Expiry / . 31/07/2026

MaTa nponssoncrea I'oaen a0

Mfg, License No. /

IlpoussoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIN-N2(004603)-(PT-RU)
JuueHsus Ne

Analysis performed according ND No / Ananns nposesen no H,I Ne: JII-No(004603)-(PI"-RU)-130224

Page4 of 5/ Crp. 4 u3 5

'8 Microbiological purity*/ Mukpo6uoaoruyeckas uncrora®

a) Total aerobic microbial count /
O61uee yncmo a3pobHLIX
MHKPOOPraHu3MoB

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 / O8wee uncro
JPONOKEBBIX W IIECHEBLIX TPHOOB

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

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

¢) E.coli

Absentin 1g/
OrcyTcrByer B 11

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

9 |Assay / KonudecTBeHHOe
onpeaejieHHe

199 mg/ 19,9 mr

18.0 to 22.0 mg of CisHa0N303;SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr o 22,0 mr CigH30N3;03SNa
(pabenpazon Hatpus) (ot 90 mo 110 % ot
HOMHHANILHOTO COAEPXKAHHA) B TablIeTKe.

10 |Packaging / YnakoBka

15 tablets in a (PVC/Al/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / [To 15
tabnetok B 6mHctepe u3 (IIBX/AJI/ITA)
doneru / amomunuesoit pomeru. 2
6nHcTepa BMECTE ¢ TMCTKOM-
BKNAABILIEM B TAYKY KAPTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 rabmetox B 6aucrepe u3
(TTBX/AJI/TIA) dosnbru / anvoMunnesoii donsru. [To
1 unu 2 Grcrepa BMECTE C JIMCTKOM-BKJIABILIEM B
MavkKy KapTOHHYIO.

API name / Haumenosanue ADC:

Rabeprazole sodium / Padenpazon natpus

INN / MHH:

Rabeprazole / Pabenpazon

Ll |

Remarks : The Product confirms to ND/
IIpumeuanne: [TponykT coorTBetcTBYET TpeboBanuam HJT

L™

Conclusion : APPROVED /
3axmouenne: OOBPEHO

Prepared by / e > 245" | Checked by / Approved by: Manager/Executive /

[MToarorosneng: r2 [posepenor—, | Opnobpeno: Menemkep / PykoBoantens
)) —7 37

Date / | S~ p-202 : Date / - Date / - R s

Hara: < Hara: |6 -10 -~ 2024 Iara: \TADI




CERTIFICATE OF ANALYSIS

. oo
Dr. Reddy’s ‘... CEPTHOHKAT AHAJIH3A

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

Tlpoaywer: Paso™, tadaerin, nokpbrrsie KHIUEUHOPacTBOpUMOil 00os0uKoii, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
: C241 -

Cepus Ne 3356 Pazmep cepun " 1500000 a6

Analytical Report No. / . Date of Analysis /

AnanuTHYecKHit oTueT No 3 1890001167552 Jlata ananusa g Lo

Date of Manufacture / . Date of Expiry /

v cioasboagma : 30/08/2024 Tome 10 : 31/07/2026

Mfg. License No. /

Ilponssoacreennas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)~(PT-RU)

JinuenIna Ne

Analysis performed according ND No / Auanus nposejen mo H Ne: JITT-Ne(004603)-(PT-RU)-130224

PageSof 5/Crp.5u3 5

| API manufacturer batch number /
Homep cepun npounssoautens ADC: ACQHO00059
FP Manufacturer API Batch number /
Homep cepun cybcranuuu FCQA00246
nponseoantenn I'Jd:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IlponsBoauTeas A®C, crpaua: H-p Pennu'c Jlaboparopuc JIta., Uanus.
g;‘:f; ::t:l;et?lslil?:’tg(t):l/zét;(1)1]t1r1:losffer / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / © Bachupally (Mandal)., Medchal-Malkajgiri (Dist.), Telangana , India
HanmenoBaHnmue, ajpec 1 HoMep JHIEH3HH (License No S9/RR/AP/S7/E/R)
———— ocyl,ueCTBnmomeifl IIpouzeoncreenHoe noapasaenetye - 3, ywactku Ne 41, yacts 42, yacts 45 ¥ yacTs
npomBoac,TBO A 46, bagynannv (Bunanamk), bauynamu (Manpan), Meguan Mankamxrupu (Jucr.),

wrrat Tenanrana, Muaus (JTuuensvs Ne 59/RR/AP/97/F/R)

KavecrBa/Bbinyck [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 establishedy.

3akI0ueHHe 0 COOTBETCTBIH: «HacTOSMM 5 MOATBEPXIALO, YTO NPUBEAEHHAS BhIIE MHMOPMALIMS ABNAETCS JOCTOBEPHON U TOUHOIR.
Ota cepus NMPOAYKLMK NPOw3BENeHa (BKIOYAs YNakoBKy (MAPKHPOBKY) M KOHTPOJNIb KAYECTBA) Ha BhILIEyKA3aHHOH MPOM3BOACTBEHHOM
nnomake (MIomaiKkax) B OJHOM COOTBETCTBHM C TpeGoBaHuamu [lpaBun HaaNmexaliel NPOH3BONCTBEHHOM NPAKTHKH Espazuiickoro
3koHoMuyeckoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6oBaHHsIMH KOHTPONsS KadecTBa JIeKapCTBEHHBIX
CPEACTB, & TAaKXKE B COOTBETCTBHH CO CNEUMPHUKAUMIMH, COACPKAUIMMUCA B PETHCTPALMOHHOM OCHE CTPAaHBI-UMITOPTEpPA. 3alMCH MO
TIPOM3BOACTBY, YIAKOBKE H aHAIM3Y NPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHHM [IpaBuil Hajsexaleil NPON3BOACTBEHHOM

NpaKTUKu EBpaSHF[CKOI‘O 3KOHOMMHYECKOTO COHO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIponykT cooTBeTcTBYET TpeboBanusm HJI 3akmouenne: OJOBPEHO
Ve
Prepared by / 9] Checked by / Approved by: Manager/Executive /
gﬂﬂ"?’ e s . .
HoarorossneHo: Aj=-— ﬂpoacperﬁ N\ —p Onobpeno: Menemxkep / PykoBoOuTess
,Ll// _ 4 -'/ ——
Date / N Date/ Date / \R AD A
Tara: [ BNO -2 4 et (B-(0-9072e4 | Hara 4




