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Dr.Reddy’s €z

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Razo”. enteric-coated tablets, 20 mg
Mpoayir: Paso®, rabiierki, NOKphITHIE KHIIEYHOPACTBOPHMOIT 060104KOI, 20 Mr

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepusi Ne e Pazmep cepuu " 1500000 Tab

Analytical Report No. /
AHanMTHYecKHit oTyeT Ne

: 890001751178

Date of Analysis /
JlaTa anajamza

¢ 23/07/2024

Date of Manufacture /
Hara npoussoactea

: 14/06/2024

Date of Expiry /
Tosnen o

: 31/05/2026

Mfg. License No. /
ITpoussoacreennasn
minen3ns Ne

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

MA number: / Homep PY :

JITI-Ne(004603)-(PT-RU)

Analysis performed according ND No / Ananus nposenen mo HJI Ne: JITT-Ne(004603)-(PI'-RU)-130224

Page1of 5/Crp.1 w35

Ne Test / TlokasaTen

Result / Pe3yabTaTsi

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriible, ABOSKOBBIMYKITbIE
TabJIeTKH, NOKPHITEIE 060N0UKOH
CBET/IO-XENATOr0 LIBETA C MAPKHUPOBKOM
kpacHoro usera «RB20» Ha onHoif
cropone. Ha nonepeuHoM pa3spese sapo
6enoro upera.

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. /
Kpyriiele, ABOSKOBBIITYKIIblE TaBNETKHU, TOKPHITHIE
060J104KOIi OT CBETJIO-XKENTOrO A0 XKENTOrO LBETa
€ MapKHpOBKOH KpacHoro LBeTa «RB20» Ha ogHoit
cropone. Ha nonepeunom paspese sapo ot 6eioro
A0 nouty 6eoro useTa.

~|

Identification By HPLC/
Naentudnrxanus BIXKX

Complies as prescribed /
CootBeTcTBYeT TpeGOBAHHAM

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
YIAEpKUBAaHHsl OCHOBHOTO MMUKA Ha
XpOMaTOrpaMMe HCTBITYEMOr0 paCTBOPa JOMKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHHS
OCHOBHOTO NMHKa Ha XpOMaTOrpaMme pacTBopa
cTannapTHoro obpasia pabenpasoa HaTpus
(pazgen «KonuuecTBeHHOE OMpENENeHHED).

3 | Average weight /
Cpeansisa macca

207.48 mg /207,48 mr

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

Remarks : The Product confirms to ND/
Ilpumeuanne: [Tpoaykr cootBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by / /@,49‘/ Approved by: Manager/Executive /
IMoaroroenexo: @ ITposepeno: i1z OnobpeHo: Mernemxep / PykoBoauTens
Date / 9 Q - Date / ¥ = . 0P 4 Date / a_G ~0) o
Jlara: <0 (\+ 102)’ Jara: % Hara: b




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 20 mg
MpoaywT: Paze”, TabieTki, MOKPLITEIC KALLEUHOPACTROPUMOi 060704KOH, 20 MI
Market / Poinox : Russia/ Poccust
Batch No. / ] Batch Quantity / . 1500000 tab /
Cepust Ne + €2409531 Pa3mep cepun * 1500000 Ta6
Analytical Repovrt No. / . 890001751178 Date of Analysis / . 23/07/2024
AHAJMTHYECKHIT OTUeT Ne HaTta ananuza
Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026
JaTta nponsBoacTBa Tonen o
Mfg. License No. /
IIpoussoacreennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JIHLeH3us1 Ne

[Analysis performed according ND No / Auasm3 nposenen no HJ1 Ne: JITI-Ne(004603)-(PT-RU)-130224

Page2 of 5/Crp.2 u3 §

4 | Dissolution / PacTBopenne

In 0.1 M hydrochloric acid solution — not more than

110 % of C1sH20N3035Na (Rabeprazole sodium) label
claim in 2 h. / B 0,1 M pactope

XJIOpPUCTOBONOPOAHOM KHCoThl — He Gosee 10 % oT

HOMMHAJIBHOTO  COAEp)KaHHUs Ci1sH2oN303SNa

Unit-1/Enununa-1 [ 1%
Unit-2/E qunnna-2 1%
Unit-3/Ennnuua-3 0%
Unit-4/Eqununa-4 1%
Unit-5/Equnanna-5 0%
Unit-6/Equnnna-6 0%

(pabenpazon HaTpus) uepes 2 u.

Average / Cpenn. 3uayenue: 1 %

In buffer solution pH 8.0 — not less than 75 % (Q) of|

Ci8H20N303SNa (Rabeprazole sodium) label claim

|in 60 min. /B 6ydepaom pacteope pH 8,0 — He MeHee

75% (Q) oOT HOMHUHANBHOrO  COHEP)KAHHSA

C1sH20N303SNa (pabenpazon Hatpus) uepes 60 MHH.

Unit-1/Eqununa-1 91 %
Unit-2/Equnyua-2 88 %
Unit-3/Envnunua-3 89 %
Unit-4/E qununa-4 90 %
Unit-5/EquHnna-5 90 %
Unit-6/Equnuia-6 89 %

Average / Cpenn. 3Hauenue: 90 %

5 | Related Substances /
PoacrBenubie mpumecu

Rabeprazole N-oxide/
Pabenpazona N-okcun

Rabeprazole Sulfone/ Pabenpasona
cynan¢oH

Rabeprazole Methoxy analog/
Pabenpazona Merokcu aHanor

Rabeprazole Chloro analog/
Pabenpasona xjsopo aHanor

Rabeprazole Sulphide/
Pa6enpazona cynbdpun

Rabeprazole Related compound A/
Pabenpazona poacrBeHHast
npuMech A

Not detected / He o6HapyskeHa

0.13%/0,13%

Not detected / e oGHapyxeHa

Not detected / He obHapyxena

Below LOQ (LOQ = 0.027 %) / Huxe
npezena KoNu4eCTBEHHOTO
onpenenenus (ITKO = 0,027 %)

Not detected / ne o6Hapy»xeHa

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

Not more than 0.5 % / He 6osee 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 %

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykr cootBeTcTBYET TpeboBaHusaM HJT

1

A

Conclusion : APPROVED /
3axawuyenne: OJOBPEHO

5
. Approved by: Manager/Executive /

Prepared by / Checked by / - il

IloarotoBneHo: Af@ IIposepeHo: /(/_}J - | Onobpeno: Menemxep / PykoBOAUTEND
Date / Date / GO -2 i Date / AG D A
Jara: 26‘_0 j —2>02Y Jara: 2 Hara: i




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Razo®

, enteric-coated tablets, 20 mg

MpoayxT: Pazo™, tabaetki, nokpeirsie KHlieyHopacTBopHumoii obonoykoid, 20 Mr

Market / Puinok : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /
Cepus Ne el Pa3mep cepun * 1500000 a6

Analytical Report No. /
AnanauTHYeckHii oTyet Ne

: 890001751178

Date of Analysis /
Jlara ananuza

1 23/07/2024

Date of Manufacture /
Hdara npoussogcrsa

: 14/06/2024

Date of Expiry /
I'oaen no

: 31/05/2026

Mfg. License No. /
IpoussoacTeennan
Junensust Ne

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

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

Analysis performed according ND No / Anasnu3s nposesen no HJI Ne: JITI-Na(004603)-(PT-RU)-130224

Page3of 5/ Crp.3 u3 5

=

Rabeprazole Related compound C/
Pa6enpa3ona poacreenHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Ipumecs mpu RRT
1,37 (Macca m/z=310 nmunazoun)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / TIpumecs npu
RRT 1,51 (macca m/z=458
6eH3uMMaa3ona aanyKT)

Individual unidentified impurity /
EnuHuuHas
HeWAeHTH(UIHUPOBaHHAS TIPUMECh

Not detected / He obuapysxena

Not detected / He oGHapyskeHa

Not detected / He o6HapyxeHa

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

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

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

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

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

Total impurities / Cymma
npumecei

0.1%/0,1%

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

Residual Solvents content /
OcTaToyHbIe OpraHnyecKHe
PACTBOpHUTEH

1448 pg/tab / 1448 mxr Ha Tabnetky

Isopropanol — not more than 2621 pg per tablet /
H3zonponanon — He 6oniee 2621 mkr Ha Tabnerky

Uniformity of dosage units /
OaHOpPOAHOCTL A03HPOBAHHDIX
eIHHUL

2.7/2,79

Aceptance value (AV) should be not more than 15.0.
/ Tlokazatens npuemsiemoctu (AV) 10JbKeH ObITh He
6onee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanne: [Tpoaykr coorBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axmrouenne: O/ OBPEHO

Q P
Prepared by / Checked by / , & ¥ Approved by: Manager/Executive /
IMoarorosneHo: @ IIposepeno; J:%"\ 72 e Onobpeno: Menemxep / lg}ﬁso,umenb
Date / ~200y Date / Q00 Date / ST Ta PN
JHara: 1&{3@ Hara: 28 6 Jara: e




@
Dr.Reddy’s ‘_'o.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

[Product : Razo®, enteric-coated tablets, 20 mg ]
I ponywr: Pazo®, tadnerku, nokpeireie KHLIETHOPACTBOPHMOIT 0b0moukoii, 20 Mr
Market / Poinox : Russia / Poccust
Batch No. / . C2409531 Batch Quantity / . 1500000 tab /
Cepun No ) Pa3mep cepun 1500000 Ta6
Analytical Repourt No. / . 890001751178 Date of Analysis / . 23/07/2024
AHanuTuyeckuii oTqyer No Hdarta ananusa
D -
ate of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026
Jdata npoussojscrsea Topen 1o
Mfg. License No. /
IpoussoacTeennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JnneH3ns Ne

Analysis performed according ND No / Anaaus nposenen no HJ[ Ne: JITT-Ne(004603)-(PT-RU)-130224

Page 4 of 5/ Crp. 4 u3 5

8 | Microbiological purity*/ Mukpo6uosoruueckast uncTora*

a) Total aerobic microbial count /
Obmee yncno ad3poGHEIX
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 / O61ee uucno
NPONOKEBBIX M MIECHEBBIX IPHEOB

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

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

¢) E.coli

Absentin 1g/
OtcyTcTByeT B IT

Shall be absent in 1g/
HomxHse! oTcyTcTBOBaThL B 1 T

9 |Assay / KonuuecrseHHoe
onpexeJieHHe

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 MT OO 22,0 Mr C18H20N3038Na
(pabenpazon Harpus) (ot 90 go 110 % ot
HOMMHA/BHOTO COJIEpKaHHus) B TabNETKeE.

10 | Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnetok B 6nucrepe uz ([IBX/AJIITA)
¢onbru / amoMUHKEROM GONBIH. 2
6nmcTepa BMECTe C JIMCTKOM-
BKJIaJBILIEM B MAYKy KAPTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerok B Gukcrepe w3
(IIBX/AJI/TIA) donbru / amomunuesoit donern. [o
1 mnu 2 6itneTepa BMECTe C JIMCTKOM-BKIIABILIEM B
MayKy KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoayxT coorBeTcTBYET TpeGoBanusm HJJ

[ -/"‘

Conclusion : APPROVED /
3axnouenune: OJJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checkedby/—>, =

[loprorornexo: L@ IIposepeHo: W Onobpeno: Menemxep / PykoBoguTens
Date / YO Date / o5 Date / LW Y
Jara: 9/6 ‘\9\## H Jlara: 2% —20% Jara: e




@
Dr.Reddy’s €z

CERTIFICATE OF ANALYSIS
CEPTHODHKAT AHAJIM3A

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

Mpoayxt: Pazo”, taGnerku, nokpsithie KAUIeYHOPACTEOpHMOIT 06ooukoii, 20 Mr

Market / PoiHok : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
: C24 ;

Cepust Ne s Pasmep cepun " 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AnanuTudecknii oruet Ne =E2000I oIS Jara ananuza i

Date of Manufacture / . Date of Expiry /

e . : 14/06/2024 Tozen 110 : 31/05/2026

Mfg. License No. /

Ipoussoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PI'-RU)

JHLeH3us Ne

|A_nalysis performed according ND No / Ananus nposeien mo HJE Ne: JITI-Na(004603)-(PT-RU)-130224
Page50of 5/Crp.5m 5

API name / HanmenoBanne A®C: Rabeprazole sodium / Padenpazon uatpus

INN / MHH: Rabeprazole / PaGenpason

API manufacturer batch number /

Howmep cepun npoussoanrens A®C: ACQH00:595

FP Manufacturer API Batch number /

Homep cepuu cyGeranuuu FCRAO00068

npouszBoauteas I'JId:

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

IIponspoanrtenr ADC, cTpaua: J-p Penau’c JlaGoparopuc JIta., Unaus.

?;':‘ne; ::f‘;‘::ffr’i';‘l;‘:i‘;’:‘/zgt;’l't‘rg"sif:’: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

Release site / Bachupally (Mandal?, Medchal-Malkajgiri (Dist.), Telangana , India

HaumeHoBaHHe, agpec ¥ HOMep JIHIEH3IHH SEai GNP RAe GI)

T 0, IS Cames vl IpowussoncTeeHHOe monpasaenenue - 3, yuactku Ne 41, yactb 42, yacts 45 4 4acTs

l'lpOH3BOllc”I'BO et 46, bauynann (Bunnamk), Bauynannn (Mannan), Menuan Mankamkrupu (Jucr.),
wrar Tenanrana, Muausa (JIunensus Ne 59/RR/AP/97/F/R)

kadecrBa/Boinyck I'JI® /

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».

3axmovenue o cooTBeTcTBHM: «HacToAUMM 5 TOATBEPIKAAIO, YTO IPHBEIEHHAA BhIIE HHOPMALIMS SBISETCA JOCTOBEPHOH H TOUHOIL.
Ota Cepust MPOAYKLHMHM Npou3BeacHa (BKTIOYAs YNakoBKy (MapKHUPOBKY) U KOHTPONb KAauecTBa) Ha BBIIICYKA3aHHON MPOH3BOACTBEHHOMN
nowazke (Molaakax) B MOJHOM COOTBETCTBHH ¢ TpeGoBaHusmu [IpaBun Hajnexalnel NPoU3BONCTBEHHOM MpakTHki EBpasuiickoro
akoHOMHUueckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6OBaHHAMM KOHTpPONS KauyecTBa JIEKAPCTBEHHBIX
CPeCTB, a Takke B COOTBETCTBMM CO CIELMPUKALMAMY, CONEPKALUMMUCS B PErMCTPALMOHHOM [OChE CTPAaHBI-MMIIOPTEPA. 3alycH Mo
TIPOW3BOJCTBY, YNAKOBKE H aHA/IU3Y [IPOBEPEHEI, U YCTAHOBJIEHO HX COOTBeTCTBUE TpeGoBanusaM [Ipasmw Haaexalue NpoW3BOACTBEHHOM

PaKTHKU EBpaSPlﬁCKOl"O 9KOHOMHYECCKOTO CO103a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpogykr coorBercTByeT TpeboBanusaM HJJ 3axknoyenue: OJOBPEHO

Prepared by / Checked by / bﬂ _ p_ﬁgl :Approved by: Manager/Executive /

[Toarorosnexo: lﬁ@) TIposepeHo: é’)_ej;f_{/ Onobpeno: Menemxep / PykoBonutesb
= 35

Date /

Date / Date / :
ate ')/6‘.6:’ LYy ate [ 1321 2024 Taa: LGN NN

Jara: Hara:




