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Dr. ReddY S ‘.‘ CEPTHOUKAT AHAJIIT3A
Product : Razo”, enteric-coated tablets, 20 mg
Hpoaykr: Paso®, TadNETKH, MOKPLITEIE KHIICYHOPAcTBOPHMOIi 0G0s04K0it, 20 Mr

Market / Poinox : Russia / Poceus

. 1500000 tab /
* 1500000 Ta6

1 30/11/2024

Batch Quantity /
Pazmep cepun
Date of Analysis /
JaTta anannza

: C2415598

i
Anannrnyecknii oTyer Ne
Date of Manufacture /
Jara NpoH3BoACTRA
Mfg. License No. /
Ipoussoncreennas : 59/RR/AP/97/F/R
JHUeH3IHT No

Analysis performed according ND No

: 890001778057

: 18/10/2024 ¢ 30/09/2026

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

! AHaam3 npoBegen mo HJI Ne: .JIH-M(OO-HSDS)»(PI"-RU)-130224

PagelofS/Cm.lmS

Specification / Hopma

Test / MokazaTtens Result / PesyastarTes

Round, biconvex, light yellow coated Round, biconvex, light-yellow to yellow coated
tablets with red ink imprinted "RB20" on |tablets imprinted “RB20"” with red ink on one side.
White to off-white tablet core on cross-section, /
Kpyrame, ABOAKOBLINYKILIE TabueTkny, NMOKPbITEIE
000/I0UKOIT OT CBETIO-HeNToro 110 JkenToro ugera
¢ MapRUPOBKOIl KpacHoro ueera «RB20x Ha O#HOH
¢Topoxe. Ha nonepeynom pazpese aapo ot Genoro
Ao nourk Genoro upera.

Appearance / Onucanne

the one side. The cross section is the core
white. / Kpyrisie, ZBOSIKOBBINYKJIbIE
TabeTKu, MOKpEITHIE obooukoii
CBETIIO-XKENTOTO 1BETa, ¢ MapKHApPOBKOii
kpacHoro usera «RB20» Ha oxmHoii
€TopoHe. Ha nonepeunom paspeze sapo
6enoro ngera.

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
YACPKMBAHUST OCHOBHOTO MHKA Ha
XpOMAaTorpaMMe HCHLITYEMOro pacTBOpa NOMIKHO
COOTBETCTBOBATE BPEMEHH Y aepKUBAHUS
OCHOBHOTO ITHKA HAa XPOMaTOrpamMme pactBopa
CTaHaapTHOro obpasua paGenpasona HaTpus
(pasnen «Konmmectsennoe OfpeaeneHue»).

Identification By HPL.C /
Haentnduxanns BIWCX

Complies as prescribed /
Cootserctryer TpeboBaHuAM

212.68 mg £ 5 % (202.05 to 22331 mg)/

210.04 mg /210,04 mr
212,68 Mr+ 5 % (ot 202,05 mr o 223,31 mr)

3 | Average weight /
| Cpeansia macca

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

Ilpumeyanue: Iponyxr COOTBETCTBYET TpeboBakusm HJT 3akmouenne: OJIOBPEHO

Prepared by / 2 O 0"" = Checked by / . Approved by: Manager/Executive /

l’[oﬂrmomenorg‘@';f/f' lposepenoy 7 o\ - Ounobpeno: Menemxep / P)’:(&%I!Teﬂb

Date / Date / T Date / pA| — 20y
SO0t |~Lo b

Hara: 3 24 Mara: B0 —((~222 17 | Hara: J
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJTU3A

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

Hpoayxt: Pazo”, 1abnerku, nokpsithie KHLeYHopacTeopHMoii odosoukoii, 20 Mr

Market / PbiHok : Russia / Poccus

Batch No. / . C2415598 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pasmep cepun 1500000 Ta6
Analytical Repovrt No./ . 890001778057 ]:)ate of Analysis / . 30/11/2024
AHajgnTHYECKHH oTUeT No Jata ananusa

Dat.e of Manufacture / . 18/10/2024 Date of Expiry / . 30/09/2026
Jlara npon3zBonacrea T'omen no

Mfg. License No. /

ITpousBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
Juuen3us Ne

Analysis performed according ND No / Ananus nposeaen mo HJL Ne: JITI-Ne(004603)~(PT-RU)-130224

Page2 of S/Crp.2 m3 5

4 | Dissolution / Pacreopenne

In 0.1 M hydrochloric acid solution — not more than

10 % of C13H20N303SNa (Rabeprazole sodium) label

claim in 2 h. / B 01 M pacrsope

XJIOPUCTOBOJAOPOAHON KUCIOTH — He Gonee 10 % ot

HOMHUHAJIBHOTO  COJIepKaHMs C1sHz9N303SNa

Unit-1/Equnmua-1 0 %
Unit-2/Eqnanna-2 1%
Unit-3/Equnnua-3 3%
Unit-4/Equnuia-4 1%
Unit-5/Enunuua-35 1%
Unit-6/EqunHuia-6 2%

(pabenpazon Hatpus) yepes 2 u.

Average / Cpenu. 3nauenue: 1 %

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

CisH20N303SNa (Rabeprazole sodium) label claim

in 60 min. / B 6ydepuom pacteope pH 8,0 — He Menee

75% (Q) oOT HOMHHANBHOrO  COIEPXAHHS

Ci18H20N303SNa (pabenpason Hatpus) yepes 60 MuH.

Unit-1/Eaunanna-1 90 %
Unit-2/Equnnua-2 88 %
Unit-3/Equunna-3 90 %
Unit-4/Equanua-4 89 %
Unit-5/Equanua-5 91 %
Unit-6/Enunnna-6 91 %

Average / Cpenn. 3nagyenne: 90 %

Related Substances /
PoacTBenHble npumecu

Rabeprazole N-oxide/
Pabernpazona N-okcun

Rabeprazole Sulfone/ PaGenpasona
cynbdoH

Rabeprazole Methoxy analog/
Pabenpazona MmeTokcu anayor

Rabeprazole Chloro analog/
Pa6enpazona xnopo aHanior

Rabeprazole Sulphide/
Pa6enpazona cynedun

Below LOQ (LOQ = 0.022 %) / Huse
npeaeciia KOJMHYECTBECHHOT O OIpEACIICHUA
(TIKO =0.022 %)

0.09% / 0,09%

Not detected / He obHapyxeHa

Not detected / He o6HapykeHa

Below LOQ (LOQ = 0.027 %) / Huxe
npesena KONMNYECTBEHHOTO ONpENCIICHHS
(ITKO =0.027 %)

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 %

Remarks : The Product confirms to ND/
IIpumeuanwne: [IponyxT cooTBeTCTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

- *
Prepared by / /J ) ﬁﬂr-"/ Checked by / Approved by: Manager/Executive /
IoarorosneHo: W ]‘[p(‘chpeHU’"}I \ y Onobpeno: Meremxep / Pyﬁgﬂﬂ:-rrcﬂb
: " / —_— /
Date / 0”'/)~QQZ( Date/ Date / Al ™
Jara: 2 Hara: 30 11 ~2004+ | Hata: suAl
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Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Hpoayicr: Pazo”, Tadnerkit. nokpeirsie kv

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

HueyHopacTeopumoii oGonoukoii, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / N Batch Quantity / 1500000 tab /

Cepun Ne 4 (C2415598 Pazmep cepun * 1500000 Tab

Analytical Report No. / . Date of Analysis /

Anagutnueckunii oTuer Ne + 890001778057 Hara ananusa F 3011172024

Date of Manufacture / . Date of Expiry /

T ——— : 18/10/2024 Tomen 10 1 30/09/2026

Mfg, License No. /

IlponsBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JinueH3us No

Analysis performed according ND No / Ananus nposegen no HJ Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3 of 5/Crp.3 w35

Rabeprazole Related compound A/
Pabenpasona poacteennan
npumecs A

Rabeprazole Related compound C/
Pa6enpazona poacTeeHHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Tpumecs npu RRT
1,37 (Macca m/z=310 umuaaso:n)

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

imidazole adduct) / ITpumecs apu
RRT 1,51 (macca m/z=458
6eH3UMHIA30/1a ALY KT)

Individual unidentified impurity /
Enunuunas
HeuaeHTU(HIHPOBaHHas MPHMECH

Not detected / He oGHapyxeHa

Not detected / He o6HapyxeHa

0.02%/0,02%

Not detected / He oGHapyxeHa

Below BDL (BDL~= 0.1 %) / Huxe
nopora perucrpauuu (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 6onee 0,5 %

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

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

Total impurities / Cymma
npumeceit

0.1%/0,1%

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

6 |Residual Solvents content /
| OcTaToYHbIE OPraHuYecKHe
pacTBOpHTeN

1583 pg/tab / 1583 Mkr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
HsomponaHon — He Gosiee 2621 MKr Ha Tabnerky

e

Remarks : The Product confirms to ND/
IIpumeuanue: IlponykT cooTBeTcTBYET TpebGoBanusmM HJT

)

Conclusion : APPROVED /
3axnwovenne: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

7 o= .

II N V IMposepeng: [ Onobpeno: Menemxep / PyxkoBqautens
OJrOTOBJIEHO: ,~ a// posep E L _;\ L2 ,}ﬁk Z»/
Date / 01 -Q02, Date / Date / ~ 04 |-
Hata: 2 6 Jlara: S0 (i ~202¢ | Hara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJIHM3A

e L o
Product : Razo”, enteric-coated tablets, 20 mg
Mpoaywt: Pazo®, taGaerkn, [MOKPEITIE KHMITETHOpacTBOPHMOIl 06osioukoil, 20 Mr

Hara nponsBojacrsa

Market / PbiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne e Pasmep cepun 1500000 Ta6
Analytical Report No. / . Date of Analysis /

Anaantuueckuii oruer Ne 1890005775050 JlaTa ananmusa L2
Date of Manufacture / . 18/10/2024 Date of Expiry / . 30/09/2026

Topen go

Mfg. License No. /
IpousBoacreennas
Junen3znsa Ne

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

MA number: / Homep PY :

JII-Ne(004603)-(PT-RU)

{Analysis performed according ND No / Auaaus nposesen mo HJL Ne: JITI-Ne(004603)-(PT-RU)-130224 |

Paged4 of 5/ Crp. 4 u3 5

7 |Uniformity of dosage units /

35735

Aceptance value (AV) should be not more than 15.0, |

OnHOpOIHOCTD KO3HPOBAHHBIX / Tloxasatens npuemnemocty (AV) qomieH 6biTs He
eAHHHI] 6onee 15,0.

8 | Microbiological purity*/ Makxpo6uonorudeckas uncrora*

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /

Obiee yncio adpoBHBIX Menee 10 KOE/r He 6omee 1000 KOE/r

MHKPOOPTaHH3MOB

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /

mould count / OB1uee uncio Memnee 10 KOE/r He 6onee 100 KOE/r

APOXIKEBBIX U TJIECHEBBIX rPHOOB

c) E.coli Absentin 1g/ Shall be absent in 1g /

OrcytcTByeT B Ir JomxHBbI OTCYTCTBOBaTh B 1 I
9 |Assay / KonnyecrBeHHoe 20.1 mg/ 20,1 mr 18.0 to 22.0 mg of CigH2N303SNa (Rabeprazole

onpeaeneHne sodium) (90 to 110 % of label claim) per tablet. /
Or 18,0 Mr 10 22,0 mMr C;3H20N303SNa
(pabenpazon Harpus) (ot 90 10 110 % ot
HOMMHAJIBHOIO COZeprKaHusi) B TabneTke.

10 |Packaging / YuaxoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil
/aluminum foil blister. 2 blisters witha | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / ITo 15 carton. / Ilo 15 Tabnerok B Gmuctepe u3
tabnerok B 6inctepe u3 ([IBX/AJI/IIA) | (TIBX/AJI/TIA) donbru / amomunnesod gonsru. ITo
¢oneru / anromunHueBoi donbru. 2 1 wnu 2 6nucrepa BMeCTe C IMCTKOM-BKJIABILIEM B
6aucTepa BMECTE C JIMCTKOM- Ma4YKy KapTOHHYIO.

BK/TAJbILIEM B MAUYKY KAPTOHHYIO

Remarks : The Product confirms to

ND/

IIprmeuanne: I[IponykTt cooTBeTcTBYET TpeboBanusm HJT

o

Conclusion : APPROVED /
3axnrouenune: OJOBPEHO

Approved by: Manager/Executive /

Prepared by / /0,&1" Checkedby/
IoaroroBneHo: \ = 2=* IIpoepeno: ( 9 \ —~1 Ono6peno: Menemxep / PyKOB%HHTeHb
& = — - - /
Date / o-11~202. Date / Date / pA-7° W
Jara: g 4 Jara: S0~} ~ 20244 Jara: 1
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’ o® CERTIFICATE OF ANALYSIS
.Dr. Reddy S ‘.‘ CEPTUD®HKAT AHAJIN3A

E :

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

[poaykr: Paso®, rabnerin, nokperrbie KHIIEYHOPACTBOPUMOIiT 06ooukoii, 20 mr

Market / PeiHok : Russia / Poccus

Batch No. / . C2415598 Batch Quantity / . 1500000 tab /
Cepun Ne Pazmep cepun 1500000 Ta6
Analytical Report No. / ] Date of Analysis /

AHanuTHYecKnii oTuer Ne b Jara anaausza RS0Z024
Date of Manufacture / ) Date of Expiry /

[ —— : 18/10/2024 Tomen 10 : 30/09/2026
Mfg. License No. /

IIponsBoacTBeHHasn : 59/RR/AP/9T7/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JHueH3Hs Ne

Analysis performed according ND No / Ananus npoeenen no HJ/I Ne: JITT-Ne(004603)-(PT-RU)-130224

Page 5 of 5/ Crp. 5 u3 5

API name / Haumenosanne A®C: Rabeprazole sodium / PaGenpazon natpus

INN/MHH: Rabeprazole / PaGenpazon

API manufacturer batch number /

Homep cepun npoussoaurens ADC: iggggggggg

FP Manufacturer API Batch number / §

Homep cepun cy6eranuuu EgQﬁgggf

npoussoauten I'JID: N Q i

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

IIpoussoanrtens ADC, crpaHa: H-p Pennu’c JlaGoparopuc JItn., UHnus.

?l‘:“:; ;‘:f‘;rcetflsr’i:“t:‘i‘t’: ‘/Zg;’l't‘rﬁ"sf:’: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

Relesse site / g Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India

HaumenoBaHue, agpec H HOMEp JIMIEH3HH e 2 DB RERIER)

TOLLANKH, OC I,IleCTBJ'lﬂlOllleﬁ [MpownseoncTeeHHoe nogpasaenenue - 3, yuactku Ne 41, gacts 42, yacTb 45 U yacTs

o 0H3BO,LIC”,I'807KOHT ok 46, Bauynanmnu (Bunnamx), bauynannu (Mannan), Mendan Mankamkrupu (JIuct.),
P P wrat Tenanrana, Hunus (JTuuensns Ne 59/RR/AP/97/F/R)

kauecTBa/Beinyck I'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 established».

3akJII04YeHHe 0 COOTBETCTBHH: «HacTosuM s IOATBEPKAAIO, YTO NPUBEACHHAS Bbllle HHOPMaLUs SBISIETCS AOCTOBEPHOM U TOUHOI.
Ota cepHsa NpoAyKLMH NPOU3BeAeHa (BKIOYas yNakoBKy (MapKUpOBKY) W KOHTPOJb KaYecTBa) Ha BbIMIEYKA3aHHOM [IPOU3BOCTBEHHOM
romazake (TIolankax) B MOJHOM COOTBETCTBHH ¢ TpeboBaHusAMY [Iparui Hautexaluell NpoOM3BOACTBEHHON npakTiku EBpasuiickoro
skoHOMHUUeckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u tpeboBaHUSIMH KOHTPOJIL KaYeCTBa JICKAPCTBEHHBIX
CPEJCTB, & TalKe B COOTBETCTBMM CO CMELM(UKALMIMH, COAEPIKAIUMMUCS B PETUCTPALIMOHHOM JOCHE CTPaHbI-UMIOpPTEPa. 3arucu nmo
TIPOH3BOICTBY, YIIAKOBKE U aHAJIM3Y MPOBEPEHBI, H YCTAHOBJICHO UX COOTBETCTBHE TpeGoBaHusM [IpaBun Haaexalei MPOU3BOACTBEHHOM

IMMPAaKTUKH EBpaBHFICKOI‘O 3KOHOMHYECCKOro COr3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponyxT coorBeTcTBYET TpeboBanusam HJJ 3axmouyenne: OJOBPEHO
\
~| Checked by / Approved by: Manager/Executive /

Prepared by / Ny (,/f/
Hoz:romanem._? &( e [']pc‘.raepeno(f.-''.'-',-\~ ~P Onobpeno: Menemxep / Pyt:gﬁ)igﬁ@ﬂb
B~ g

Date / c~ b Date / Date / A Al-0
Hara: Calll 202{ Jara: 36~ -~ 2024 | Hara: q0-1 >




