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Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykr: Pazo®, TabneTky, MOKPBITHIE KHLIEYHOPACTBOPHUMO# obonoukoii, 20 mr

Market / Poinox

: Russia / Poccust

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

Cepus Ne 2 2301078 Pa3zmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001795433 Date of Analysis / . 25/02/2025
AHAJIHTUYECKHI oTHeT Ne Jara ananuza

Date of Manufacture / . 27/12/2024 Date of Expiry / . 30/11/2026

Jata npoussoacTea Topen no

Mfg. License No. /

ITpou3BoacTBeHHAs : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI-RU)

auneH3us Ne

Analysis performed according ND No / Anaau3s nposeged no HJ Ne: JITI-Ne(004603)-(PT-RU)-130224

No Test / [Toxa3zaTesn

Result / PesyabraTs!

Page 1 of 5/Crp. 1 m35
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. / Kpyriibte, IBOSKOBBIYKIIBIE
TabJ1eTKH, NOKphIThIe 06010UKOH
CBETJIO-XKEJITOrO LBETa C MApKUPOBKOIA
kpacHoro usera «RB20» Ha ogHOMH
cropoHe. Ha nonepeduHom paspese sapo
6enoro ugera.

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. /
Kpyrible, 1BOSIKOBLINYKJIbIE TAONETKH, TOKPHITHIE
06OJIOUKON OT CBETJIO-XKENTOTO 10 HKENTOro UBETa
¢ MapKHpOBKO# kpacHoro 1peta «RB20» Ha onHol
cropone. Ha monepeuHoM pazpese aapo ot Henoro
JI0 MOYTH 6eJioro nBeTa.

2 | Identification By HPLC /
Haentudpmxanus BIKX

Complies as prescribed /
CootBeTcTBYET TpeOOBAHUIM

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

yIOep >KUBaHHSA OCHOBHOTO NHKA Ha
XpOMaTOrpaMme HCIBITYEMOrO pacTBOPa A0JDKHO
COOTBETCTBOBATh BPEMEHU YIEP>KHBAHHS
OCHOBHOTr'0 NMKa Ha XpOMaTOrpaMme pacTropa
cTaHnapTHoro obpasua pabenpasona HaTpust
(paznen «KonuuecTBEHHOE ONPECIEHUEN).

3 | Average weight /
Cpeausist macca

209.01 mg /209,01 mr

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

AEiZa)

Remarks : The Product confirms to ND/
Ipnmeuanne: JIpoaykT cootBeTcTBYeT TpeboBanusm HJ{

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / 2z Checked by / Approved by: Manager/Executive /
[MToaroTesneno; Iposeperoy” [ ) ‘\"“_/ Onobpeno: Menemxkep / PykoBoaurtennb
Date / 03 ep 0025 | Date/ Date / an —¥L -
Jlara: Tara: 927~-62- wa"HaTa:
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

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

Hpoaykr: Pazo®, TabneTku, NOKPhITHE KHIIEUHOPACTBOPHMOH 060104K0i, 20 Mr

Market / Poinox : Russia / Poccust

Batch No. / . C2501973 Batch Quantity / . 1500000 tab /
Cepus Ne Pasmep cepuun 1500000 Ta6
Analytical Repourt No./ . 890001795433 Date of Analysis / . 25/02/2025
AHajuTH4eckHii oryeT Ne Jara anannsa

Date of Manufacture / . 27/12/2024 Date of Expiry / . 30/11/2026
Jarta npounspoacrea T'onen mo

Mfg. License No. /

IMponssoacTeenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JHIeH3HsT No
| Analysis performed according ND No / Anasus nposeaen no HJI Ne: JHI-Ne(004603)-(PT-RU)-130224

Page2of 5/Crp.2 m35

Pa6enpazona N-okcun

Rabeprazole Sulfone/ Pabenpasona
cynb¢oH

Rabeprazole Methoxy analog/
Pa6enpazosna MeTOKCH aHasor

Rabeprazole Chloro analog/
Pa6enpaszona xnopo ananor

Rabeprazole Sulphide/
Pa6emnpazona cynbdun

Rabeprazole Related compound A/
Pa6enpazona poacreeHHas
npumech A

npenena KoJH4EeCTBEHHOrO ONpPEAENeH s
(ITIKO = 0,022 %)

0.07%/0,07%

Not detected / He o6HapykeHa

Not detected / ne oGHapyxena

0.04% /0,04%

Not detected / He obHapyxeHa

4 | Dissolution / PacTBopenue Unit-1/Enunnna-1 2% In 0.1 M hydrochloric acid solution — not more than
Unit-2/E quania-2 0% 10 % of C13H20N303SNa (Rabeprazole sodium) label
Unit-3/Enununa-3 0% claim in 2 h. / B 0,1 M pacrsope
Unit-4/E qunuua-4 0% XJIOPUCTOBOJOPOHOM KHCIOTH! — He 6onee 10 % ot
Unit-5/Equamnia-5 1% HOMUHAJILHOTO conep>KaHus Ci1sH20N303SNa
Unit-6/EquuuLa-6 0% (pabernpazon HaTpus) uepes 2 u.
Average / Cpenn. 3Hadenne: 1 %
Unit-1/Eqununa-1 87 % In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Eqununua-2 87 % CisH20N3;03SNa  (Rabeprazole sodium) label claim
Unit-3/Equnnia-3 83 % in 60 min. / B 6ydepuom pacteope pH 8,0 — ue menee
Unit-4/Enunnna-4 88 % 75% (Q) OT HOMHHAaNBHOrO  COHEPXKaHHs
Unit-5/Eaunnua-5 87 % CisH20N303SNa (pabernpason Hatpust) uepes 60 MUH.
Unit-6/Equnnua-6 86 %
Average / Cpenn. 3Hauyenue: 86 %
5 | Related Substances /
PoacTBeHHBIE TpUMeCH
Rabeprazole N-oxide/ Below LOQ (LOQ = 0.022 %) / Huxe|Not more than 0.5 % / He 6osnee 0,5 %

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

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 %

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykr coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenue: OAOBPEHO

7 )]
Prepared by / 2 2" Checked by / Approved by: Manager/Executive /
Ho,uromsnem:% npogepeﬁmﬂ Onobpeno: Menemxep / PykoBogutens
Date / 0.2-ep~ Qops | Date/ Date / g oL oy
Hara: Hata:  ©72-~-n7-9mo« | Jara:




Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

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

lpoaykT: Pazo". TaGnerkil, MOKPHITEIE KMIIEYHOPACTBOPHUMOH 0605109KOH, 20 MI

Market / Poinok : Russia / Poccus

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

Cepus Ne £ €2501978 Pasmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001795433 Date of Analysis / . 25/02/2025
AHajuTHYecknii otueT No JlaTa ananuza

Date of Manufacture / . 27/12/2024 Date of Expiry / . 30/11/2026

Jata nponssoacTsa Togen 1o

Mfg. License No. /

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

Analysis performed according ND No / Ananus nposesen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page3 of 5/Ctp.3 m35

Rabeprazole Related compound C/
Pabenpa3ona poncreeHHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ipumeck npu RRT
1,37 (macca m/z=310 umunazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / [Tpumecs npu
RRT 1,51 (macca m/z=458
6eH3nuMuAa30Na aiayKT)

Individual unidentified impurity /
Enuununas
HeuaeHTH(HUUMPOBAHHAS TPHMECE

Below LOD (LOD = 0.02 %) / Huxe
npenena obnapyxenus ([10 = 0,02 %)

Not detected / He o6HapyskeHa

Not detected / He oOHapykeHa

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 6,5 %

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 %

6 |Residual Solvents content /
OcTaTouyHbIe OpraHnuvecKne
pPACTBOPHTEIH

1545 pg/tab / 1545 mkr na TabieTky

Isopropanol — not more than 2621 pg per tablet /
H3onponaHon — He 6osee 2621 MKr Ha TabieTky

\1

Uniformity of dosage units /
OaHOpPOAHOCTDb AO3UPOBAHHBIX
eIHHMI

42742

Acceptance value (AV) should be not more than
15.0. / Tlokazatens npuemnemoctu (AV) momked
6bITE He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [Mponykr coorBercTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Dl
Prepared by / 2 Checked by / Approved by: Manager/Executive /
Iloarotosnexo: prepex—xo@ o~ Onobpeno: Menenxep / Pykoronutens
Date / 23 - Qop5 | Date/ - Date / LY L
Hara: Jlara: O~ ~ 24902~ | Hara:




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
ITpoayier: Pazo”, raGneTky, MOKpbIThIE KHIICHHOPACTBOPHMOIT 060104KOH, 20 MP

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

Cepus Ne AEZSUOTB Pa3zmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001795433 Date of Analysis / . 25/02/2025

AHasnTHYECKHIT 0T9eT No JaTa ananusa

Date of Manufacture / . 27/12/2024 Date of Expiry / . 30/11/2026

Jara npousBogcrea T'oxen no

Mfg. License No. / -
IIpoussoacTBeHHASt : 59/RR/AP/9T7/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

JuneHsus Ne

[Analysis performed according ND No / Auanu3 nposeaen no HJ Ne: JITII-Ne(004603)-(PI"-RU)-130224

Page4 of S/ Crp.4u3 5

Microbiological purity*/ MuxpoGuosornyeckas yucTora*

a) Total aerobic microbial count /
Obwee yucno aspobHbIX
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 / O6iwuee uncno
JPOXOKEBBIX M MJIECHEBBIX TPUGOB

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

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

c¢) E.coli

Absentin 1g/
OtcyrctByet B 1r

Shall be absent in 1g /
JIo/KHEL OTCYTCTBOBATH B 1 T

Assay / KosinuecTBeHHOe
onpegeJieHue

19.7 mg/ 19,7 mr

18.0 to 22.0 mg of CisH30N1035Na (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr go 22,0 mr Ci3H20N303SNa
(pabenpazosn Hatpus) (ot 90 no 110 % ot
HOMMHAJIBHOT'O COEpXaHus) B TabneTke.

10

Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / [To 15
tabnetok B 6auctepe u3 (IIBX/AJI/TIA)
¢donbru / amroMuHHEBOH Goabru. 2
6rucTepa BMECTE C THCTKOM-
BKJIA/ILIIEM 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 Tabnerox B Guucrepe u3
(TIBX/AJI/TIA) doneru / amomunnesoit gonsry. [lo
1 vnu 2 6nucrepa BMecTe ¢ JIHCTKOM-BKJIaAbIIIIEM B

MayKy KapTOHHYIO.

API name / Hanmenosanne A®C:

Rabeprazole sodium / Pabenpazon HaTpus

INN/ MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npoussoautenns A®C:

ACRH003918

FP Manufacturer API Batch number /
Homep cepun cyGcranuun
npoussoaurTes ['JIPD:

FCRA02585

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpnmeyanwne: [IponykT cooTBeTcTBYET TpeboBanusM HJT 3axkniouenne: OJJOBPEHO

Prepared by / p;/‘/{{/’/ Checked by / Approved by: Manager/Executive /
[oaroroBneno}s e [TpoBepeHo; 9 = Onobpeno: Menemkep / PykoBoautens
Date / PO 9 2025 Date / Date / @)~y
Jara: Z Hara: 27~60 ~-2.,2  — Jara:
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Dr. Redd y's ‘_’.. CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

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

Tpoaykr: Pa3o®, TabneTku, NOKPHITHIE KMITIEYHOPACTBOPUMOLT 0605104K0it, 20 Mr

Market / PoiHox : Russia / Poccust

Batch No. / ] Batch Quantity / . 1500000 tab /
Cepus Ne P C2501973 Pasmep cepuu " 1500000 Ta6
Analytical Repo“rt No./ . 890001795433 Date of Analysis / . 25/02/2025
AHanauruyecknii oTyer Ne JlaTa anayim3a

Date of Manufacture / . 27/12/2024 Date of Expiry / . 30/11/2026
Jata npoussoacrsa T'ogen oo

Mfg. License No. /

IIpouseoacTeeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
|HueH3ns N

| Analysis performed according ND No / Auanus nposeaen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

PageS5of 5/Crp.5u35

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

Ilpouszsoautenas A®C, cTpaHa: I-p Pennu'c Jlaboparopuc JItn., Muaus.

g;‘;‘f;:“l’f‘;rc‘:flsr’ii‘l‘;:‘i‘t’:‘/zg‘l’l’t‘rz"siff: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HaumeHoBaHHe, ajpec U HOMEP JHIEH3UN (Ciccnsg g ERET L)

—— Ocyl,IIeCTBJIHlO[ueﬁ ITpownsBoncTBeHHOE noapazaenenue - 3, yuactku Ne 41, yacts 42, yactb 45 U uacts

— C',I‘BO /KOHTDOME 46, bauynamm (Bunnamk), Bauynannu (Maupan), Menuan Mankamxrupu ([luct.),
p A pon wtatr Tenanrana, Uuaus (JTuueusus Ne 59/RR/AP/97/F/R)

KavecTBa/Boinyck [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».

3akio4enne 0 coorBercTBHH: «HacTOALIUM s MOATBEPKAAKD, YTO NPUBEICHHAS Bbile HH(OpMALHs ABIAETCS AOCTOBEPHON W TOYHOH.
Dta cepus NPOLYKUHH Mpou3BecHa (BKNIOYAs ynakoBKY (MapKHPOBKY) M KOHTPOJb Ka4eCcTBa) HA BBIMIEYKa3aHHON TPOW3BOICTBEHHOH
niomanke (M0LaAKaxX) B MOJHOM COOTBETCTBHM ¢ TpeOoBaHUAMH [IpaBun Haanmexanel NpoH3BOACTBEHHO mpakTHkH EBpasuiickoro
sxoHoMuueckoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHAMH KOHTPOIS KauyecTBa JEKapCTBEHHBIX
CpEACTB, a TAKXKE B COOTBETCTBHM CO CHEUMPHUKALMAMHU, COOEPXKAMMHCA B PErHCTPALIOHHOM JIOChE CTPaHBI-MMIIOpTEpa. 3arucH no
MPOU3BO/CTBY, YIAKOBKE M aHAIU3Y NPOBEPEHBI, X YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHusM [IpaBu HasIeKaleH NPOHU3BOACTBEHHOMH

MpaKTUKN EBpaznﬁcxoro 3KOHOMHYECKOIr'o COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTCTBYET TpeboBaHusM HJI 3akmouenne: OJJOBPEHO

N D
Prepared by / _ , " .| Checked by / Approved by: Manager/Executive /
[ToaroTtosseno: -~ [Tposepeno; TN~~~ Onobpeno: Menemxep / PykoBomutensb
Date / 222~ 9Or4s5 |Date/ Date / -

, ) -0 IS

Iara: Hara: 2 77 02 - ¢92e—| Jlara:




