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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

|ﬁ'od uct : Razo®, enteric-coated tablets, 20 mg

Hpoaykr: Pa3o®, tabnerku. nmokpeITeic KMLIEYHOPACTBOPUMO# 060N0UKOM. 20 Mr

Market / Poinox : Russia/ Poceus

Batch No. / . 2411383 Batch Quantity / . 1500000 tab /

Cepusa Ne ’ Paimep cepun 1500000 Tab

Analytical Repovrt No./ . 890001758947 Date of Analysis / . 31/08/2024

| AHaTHTHYecKHiE oTyeT Ne Jarta anannsa -

Date of Manufacture / . 30/07/2024 Date of Expiry / . 30/06/2026

JMara nponseoacTea ToaeH o

Mfg. License No. /

Ilpou3BoacTeennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)
JIHueH3us Ne

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

Pagel1 of5/Crp.1mu35

Ne

Test / Moka3zaTenn

Result / Pesynbratsl

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, JBOSKOBBITYKbIE
TabJeTKH, NMOKPBITEIE 060J0UKOM
CBETJIO-XKENTOTO LIBETA C MAPKHPOBKOM
kpacHoro useta «RB20» Ha onHoit
cropoue. Ha nonepeyHom paspese 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. /
Kpyrabie, 1BOsSKOBBINyKbie TaGNETKH, OKPEHITEIE
060/104KOI OT CBETIIO-XKENTOr0 IO XKEJITOTO LBETA
¢ MapKHpOBKOH KpacHoro upeta «RB20» Ha omHoit
cTopoHe. Ha nonepeuHoM paspese aapo ot 6eioro
1o noutu 6enoro usera.

Identification By HPLC /
Upentudukauna BIKX

Complies as prescribed /
CootBeTcTByeT TpeOOBAHHAM

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
yIOepKHUBaHKsl OCHOBHOTO TKKa Ha
XpOMaTorpaMMme UCIBITYEMOrO PACTBOPA A0JHKHO
COOTBETCTBOBATH BPEMEHHU yIEPIKUBAHHS
OCHOBHOI'O [TMKAa HA XpPOMAaTOrpaMMe pacTBopa
craHmapTHoro obpasia pabenpa3soa HaTpus
(pazmen «KonuyecTBEHHOE ONPee/IeHUEN).

Average weight /
Cpeansist macca

210.10 mg/ 210,10 mr

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

Remarks : The Product confirms to ND/
Ilpumeyanne: [IpoayxT coorBeTcTByeT TpeboBanusM H/J

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

OyD
Prepared by / Checked by / | Approved by: Manager/Executive /
[ToaroroBneHo: Séﬂ ITposepeHo: OnobpeHo: Menemxkep / PykoBoantenb
Date / 32024 | Date/ &, Jcp | Date/ e
Hara: / Jlara; 2 X K Hara: Xlo £ Léf
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Dr.Reddy’s Q,’a

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa3o®, rabnerku, MokpbITsie KHLIEUHOPACTBOPMMO# 00010MKO, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / . 2411383 Batch Quantity / . 1500000 tab /

Cepus Ne ) Paszmep cepun 1500000 tab

Analytical Repo“rt No. / . 890001758947 Date of Analysis / . 31/08/2024
AuanuTuyeckHii oruer No JlaTa ananausa

Date of Manufacture / . 30/07/2024 Date of Expiry / . 30/06/2026

Jarta npousBoacrea Tonen no

Mfg. License No. /

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

Analysis performed according ND No / AHaau3 nposeaen nmo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page2 of 5/Crp.2 n3 5

4 | Dissolution / PacTBopenue

/In 0.1 M hydrochloric acid solution — not more than

10 % of C1sH20N303SNa (Rabeprazole sodium) label

|claim in 2 h. / B 01 M pacreope

XJIOPHCTOBOJOPONHOM KUCIOTE! — He Gonee 10 % oT

HOMHMHAJILHOFO  COIEpIKaHUs Ci3H2N3035Na

Unit-1/Equnnua-1 3%
Unit-2/Eaununa-2 3%
Unit-3/Enunuua-3 3%
Unit-4/Enunuua-4 1%
Unit-5/EquHnLa-5 2%
Unit-6/Equnvia-6 3%

(paGemnpason HaTpus) uepes 2 4.

Average / Cpens. 3Hayenue: 3 %

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

CisH20N;O3;S8Na  (Rabeprazole sodium) label claim

T 175%

in 60 min./ B 6ydeprom pacreope pH 8,0 — He menee
(Q) OT HOMHMHAJIBHOTO  COOEP)KAHHS

CisH20N30;38Na (pabenpazon Hatpus) uepes 60 MuH.

Unit-1/Eaunnua- | 89 %
Unit-2/Eaunnua-2 93 %
Unit-3/EauHniia-3 93 %
Unit-4/Enuuuua-4 | 94 %
Unit-5/EquHuua-5 94 %
Unit-6/Equanua-6 90 %

Average / CpenH. 3nauenne: 92 %

Related Substances /
PoacTBeHHbIE MPUMeECH

Rabeprazole N-oxide/
Pabenpazona N-okcun

Not detected / He oGHapyseHa

Rabeprazole Sulfone/ Pabenpazona
cynedon

0.12%/0,12%

Rabeprazole Methoxy analog/
Pabenpazona MeTokcu aHaIor

Not detected / He o6HapyeHa

Rabeprazole Chloro analog/
Pabenpazona xyi0po aHaior

Not detected / He o6HapysxeHa

Rabeprazole Sulphide/
Pabenpasona cynsdun

|Below LOQ (LOQ =0.027 %) / Huxe
npeaena KONMWUECTBCHHOTO OMpeNeNeHHs

Rabeprazole Related compound A/
Pabenpazona poacreeHHas
npumech A

(ITKO = 0,027 %)

Not detected / He obnapysxeHa

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 6osiee 0,5 %

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr coorBeTcTBYeT TpedoBaHusm HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

yd
Prepared by / 4 Checked by / S 5| Approved by: Manager/Executive /
[ToarorosneHo: gé“ﬂ [IpoBepeno: = Ono6peno: Menemkep / PykoBogutens
Date / 2\ 0§ 2072 Date / DI LA Date / ' ¢ 10
Jara: ‘1 Iata: g /oL Hata <) Z/?




CERTIFICATE OF ANALYSIS

[ X3
Dr.Red dy’s ‘... CEPTU®HUKAT AHAJIM3A

’—l’Toduct : Razo®, enteric-coated tablets, 20 mg

Mpoaykr: Pazo®. TaGnerkil, NOKPBITHIE KHLIEYHOPACTEOPIMOIT 06onoukoii, 20 mr

Market / Puinok : Russia / Poccust

Batch No. / . C2411383 Batch Quantity / _ 1500000 tab /

Cepus Ne ) ] PazmMep cepun " 1500000 Tab

Analytical Repovrt No./ . 890001758947 Date of Analysis / . 31/08/2024
AHanuTHueckmii oTyeT Ne - | daTa ananusa -
Date of Manufacture / © 30/07/2024 Date of Expiry / . 30/06/2026

Jata npousBoacrea Toxen ao

Mfg. License No. /

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

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

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

|Rabeprazole Related compound C/
Pabenpa3ona poncreeHHas

npumecs C Not detected / He oBHapyxeHa

Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.37 Not detected / He 0BHapyxeHa
(Mass m/z=310

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

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

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / TTpumecs npu
RRT 1,51 (macca m/z=458
OGeH3uMHaa3ona ailyKT)

Not detected / e o6HapyxeHa

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

EJI:HH“"ZI;H HOORANHAS TOMMECL Below BDL (BDL= 0.1 %) / Huxe
HeugeHTHHLIP 4 RN nopora peructpaunu (TP 0,1 %)

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
npumecen
6 |Residual Solvents content / 1587 pg/tab / 1587 mkr Ha Tabnetky | Isopropanol —not more than 2621 g per tablet /
OcraTouHble OpraHuyecKue Hzonponaxon — He Gonee 2621 Mkr Ha TabneTky
pPacTBOpHTEH
7 | Uniformity of dosage units / 3.1/73,1 Aceptance value (AV) should be not more than 15.0.
OaHOpoAHOCTH XO3MPOBAHHLIX / Toka3zarens npuemsieMocTh (AV) noskeH ObITh He
eIHHHIL Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Iponykr coorBeTcTBYET TpeboBanusam HJJ 3axnwoyenue: OJJOBPEHO
[
Prepared by / Checked by / - ﬁ{/»?;ﬁ’ | Approved by: Manager/Executive /
[Toprorosaeno: 4 IIposepeno: {57~ OnobpeHo: Menemxkep / PykoBoauTensb
: pE .
Date / z ('@8 -—Zoﬁk/ Date / 1 Date / =
rO% -~ 1o L
Hara: Hara: 3 = 20% Hara: Tie&o




Qe
Dr.Reddy’s ‘,’o.

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

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

_ll_pﬂl)-'wr: Pa30®. rabnerku. nokprirhic KHLIEYHOPACTBOPHMOTT 000704 K0#, 20 Mr

Market / PeiHok : Russia / Poccus

Batch No. / . C2411383 Batch Quantity / . 1500000 tab /

| Cepin Ne ) Pazmep cepun 1500000 Tab

Analytical Report No. / . Date of Analysis /

AuaguTtuueckuii otyer Ne o CEOOO R Mara anannza i SOl

Dat i N
ate of Manufact‘ure/ . 30/07/2024 Date of Expiry / . 30/06/2026

JaTa npoussopcrea Tonen no

Mfg. License No. /

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

Jinuensus No

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

Page4of 5/ Crp. 4 u3 5

8 | Microbiological purity*/ Muxpo6uonornueckasi uucrora*

Obwee yncmo a3pobHbIX
MUKpPOOPraHU3MOB

a) Total aerobic microbial count /

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 / O6ee uncno

JAPOMKKEBBIX H TUICCHEBBIX FpHGOB

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

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

¢) E.coli

Absentin 1g/
OrcyterByet B IT

Shall be absent in 1g/
JomxHel oTcyTcTBOBaTE B 1 T

9 |Assay / KonnuecTBeHHoe
onpeaeneHune

19.7 mg/ 19,7 mr

18.0 to 22.0 mg of CisH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr no 22,0 mr C13H20N303SNa
(pabenpazou natpus) (ot 90 no 110 % or
HOMMHANTLHOTO COAEpaHusi) B TabeTke.,

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 2 blisters with a

package insert in a carton. / Io 15

Tabnerok B 6nuctepe u3 (ITBX/AJI/TTA)

doneru / antoMunneBoit ponsru. 2
6nucrepa BMecTe ¢ TMCTKOM-
BKJIABILIIEM 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. / Tlo 15 Tabnerok B Omucrepe u3
(TIBX/AJUTIA) ponbru / amomunmnesoit donbru. Ilo
1 nin 2 6nucrepa BMeCTe ¢ TUCTKOM-BK/IAABIIEM B
nayKy KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanwne: [Ipoaykr cooreTcTBYET TpeboBaHisM HJT

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / )
ITonrorosnexo: %ﬁﬁ,

Checked by /
Hposepeﬂo.___(z*’

| Approved by: Manager/Executive /
Onobpeno: Menemikep / PykosonuTens

.
-

Date /
Hara:

8!@92&27

Date /
Jlata:

g oL 2074

Date /
Jara:

2zl g 12T




, @®  CERIIFICATE OF ANALYSIS
Dr.Reddy’s Qe CEPTH®UKAT AHAJIA3A

Product : Razo®, enteric-coated tablets, 20 mg ]
| Hponyxrt: Pa3o®, tabnerku, nokpeiteie KIeqHopacTBopuMoi obonoyukoit, 20 Mr
Market / PoiHok : Russia / Poccun
Batch No. / Batch Quantity / 1500000 tab /
: C2 5

Cepusi Ne SLHisE Pa3mep cepun ° 1500000 Tab
Analyti ) i

nalytical Repovrt No. / : 890001758947 Date of Analysis / . 31/08/2024
| AHasTMTHYeCKHIT oTueT No JaTa ananusa
Date of i

ate of Manufacture / . 30/07/2024 Date of Expiry / . 30/06/2026
Jata npouzBoacrsa Togen no
Mfg. License No. /
IlpomsBoacTeennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

JiHueH3us Ne !
Analysis performed according ND No / Anaaus nposenen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page Sof 5/Crp.S5m3 5

API name / Haumenosanue ADC: Rabeprazole sodium / PaGenpazon HaTpus

INN / MHH: Rabeprazole / Pabenpazon

API manufacturer batch number / ACQHO004396

Homep cepuu npoussoautenss ADC: ACQH004424

FP Manufacturer API Batch number /

Homep cepun cy6eranunn gggﬁggggg

npoussoaurens LJIP:

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

Mpoussoantens A®C, cTrpana: H-p Pepnn’c JTaGoparopuc JIta., Unagus.

]:;n:;;:g ';iis;i2;?;::;“8(;?:::'05::; / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HaumeHoBaHHe, aApec M HOMeD JHUEH3HH R

B —— ocy:ueCTBJmlomeﬁ IIpouzBoacTeeHHOE Noapasnenenue - 3, yuactku Ne 41, yacts 42, yacTb 45 v 4acThb

TDOH3BO C',I‘BO OHTDOME 46, Bauynannu (Bunnamx), bauynannu (Maugan), Menuan Mankamkrupu (Juct.),
P A P wrat Tenanrana, Muausa (JInueHsus Ne 59/RR/AP/97/F/R)

kadecTBa/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».

3aksoueHHe 0 cooTBeTcTBUM: «HacToAIMM 5 MOATBEPK A0, UTO NMPHUBENCHHAS Bbillle HHPOPMALUS SBISETCA JOCTOBEPHOM W TOUHOM.
3Ota cepus NpoAyKUHH MpouiBeaeHa (BKIIIOYAs YNakoBKY (MapKUPOBKY) M KOHTPOJIb KauecTBa) Ha BhILICyKa3aHHOW MPOHM3BOACTBEHHOM
nyowanxe (MI0Wankax) B MOJHOM COOTBETCTBHU ¢ TpebosaHusimu [lpaBun Haaliexalleit Npou3BoACTBEHHOM ripakThikn EBpasuiickoro
sxoHoMuueckoro cow3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHSIMH KOHTPOJIS KAYeCTBA JICKAPCTBEHHBIX
CPEICTB, & TAlOKE B COOTBETCTBHUU CO CrEeLMpUKALMIMU, COAEPXKALIMMHCS B PErHCTPALMOHHOM AOChE CTPaHbl-UMMOpTEpa. 3anucH no
NPOMU3ROICTBY, YNAKOBKE U aHANN3Y NPOBEPEHBI, H YCTAHOBIIEHO HX COOTBETCTBUE TpeboBaHUsaM [IpaBun Haanexauei MPOU3BOACTBEHHOM

MPAaKTUKH EBpa3VIl>']CKOFO JKOHOMHYECKOI'0O COr3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: I1poaykt coorseTcTByeT TpeboaHusm HJ| 3akarwyenue: OJOBPEHO

A
Prepared by / Checked by //~ 2> ,24*“ | Approved by: Manager/Executive /
IoaroroBneHo: ’_ﬁ IIposepeno: = OpnobpeHo: Menemkep / PyxoBonuTess
Date / 207 Date / 2 ) et 52 Date / _ et
Hara: “?f(pg L/ Hara: Slros2024 Hata: T\ =g




