Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTHU3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LeTpun® TabneTku, NOKPHITHE IIEHOYHO 000J104K0M, 10 MT

Market / PoiHOK : Russia / Poccus

Batch No. / . B2501927 Batch Quantity / 955 KG /955 KT

Cepusi No Pazmep cepuu

Analytical Repoyrt No./ . 2002FP25001603 Date of Analysis / 30-06-2025

ApanuTn4aeckmii oruer Ne JlaTta ananu3a

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

JlaTa npousBoacTBA T'open oo

Mfg. License No. / MA ber: /

TIponsBoACTBeHHAS : 63/RR/AP/96/F/R QMY JITI-Ne(005456)-(PT-RU)
Homep PY

JuueH3nusg Ne

Analysis performed according ND: / Ananus nposenen no HJI: JIIT-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBka U MakeThl yTBep:kaenni: 17.02.2025

Ne Test / Ilokasarean

Result / PesynbTarsl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyriieie nBOSKOBBITYKIIBIE TaGNETKH,
MOKPHITBIE  TUIEHOYHOH  000JI0YKOi
fenmoro mBera, ¢ pPHCKOM Ha OXHON
cTopoHe. Ha momepeuHoM paspese —
sapo 6enoro nBeTa.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyrisle [ABOSKOBBIIYKJIbIE TabeTkH,
HOKPHITHIE IDIEHOYHOH 0060J104Koi Geroro
WK TOYTH BEeNoTo 11BeTa, C PUCKOH Ha OHOM
cropoHe. Ha nomepeuHoM paspese SApO OT
6enoro 1o nodtH 6en0ro NBETA.

2 Identification /
NaenTudukanns

HPLC / BOXX

The retention time of the main peak in th

Hydrochloride
solution. /
BpeMs ynepkuBaHHA OCHOBHOIO IHKA H

reference

THAPOXIOpHIA.

The retention time af the main peak in the
chromatogram of test solution complyjchromatogram of test solution should comply
with the retention time of the main peakiwith the retention time of the main peak in the
in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride
standardreference standard solution (section "Assay").

Bpems ynepXHBaHMA OCHOBHOIO ITHKa Hal

XpOMATOrpaMMe HUCIBLITYCMOIO pac*rBoparuonxcHo
COOTBETCTBYET BPEMCHH YICDXKHBaHWAYICDKHBaAHHA
OCHOBHOIO ITHKA Ha XpOMAaTOrpaMMEXpoMaTOrpaMme
CTaHNIAPTHOTO pacTBOpa LOCTHPH3HHALCTHPH3HHA
«KonuyecTBeHHOE ONpeACICHHEY).

pOMAaTOrpaMMe  MCIILITYEMOTO  PacTBOpal
COOTBETCTBOBATh BPEMEHH

OCHOBHOTO nvKa Ha1

CTaHIAPTHOTO  pacTBOpa

rHIPOXJOpHIa (pa:;zm%

|

Remarks: The Product confirms to ND/
IIpumeyanne: IIpoayKT cOOTBETCTBYET TpeboBauuam HJT

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / IloarotoBneno:
D. Latha - Quality control- Team

Member g

Checked by / IIpoBepeno:
A.Susmitha - Quality control- Team

Member
o

Approved by: Manager/Executive /
Opo6peno: Menemxkep / PykoBonuTtens
V. Prashanth - Quality Assurance- Team
Member

)

Print Date /[{ata: 30-06-2025

Print Date /Hata: 30-06-2025

Print Date /JTaTa: 30-06-2025




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: LeTpru® TabieTky, HOKPHITHIE IUIEHOYHOH 000s0uKoii, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2501927 Batch Quantity / 955 KG /955 KT

Cepust Ne Pa3mep cepun

Analytical Repovrt No. / . 2002FP25001603 Date of Analysis / 30-06-2025

AHAJIUTHYECKHUIi oTyeT Ne MaTa anannsza

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

JlaTa npousBoacTBa T'onen no

Mfg. License No. / MA ber: /

TIpousBoacTBeHHas! : 63/RR/AP/96/F/R number: JITI-Ne(005456)-(PT-RU)
Homep PY

JULeH3us1 Ne

Analysis performed according ND: / Auanu3 nposenen no HJ/(: JITI-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / MapkupoBKa U MaKeThl YTBepxkaeHbl: 17.02.2025

Ne Test / IlokazaTens

Result / Pe3ynbTaThl

Specification / Hopma

UV- spectrophotometry /
VY @- ciektpodoTomeTpust

Complies / CooTBETCTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
solution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same
wavelengths with an allowed variation of +2
nm. / Y®-cuekTpsl MOTJIOEHUS UCTIBITYEMOTO
pacTBOpa M  CTaHAApTHOrO  pacTBOpA|
LeTHPH3KMHA THAPOXJIopHIa B obmact ot 200
nmo 400 HM HOMKHBI KMETh MAaKCHUMYMBI
[OTJIOINEHHUs NP OJHOHW H TOH Xe [UIKHE
BOJIHBI C JOMYCTHMBIM OTKJIOHEHHEM £ 2 HM.

3 Water content /
Counepixanue BOAbI

3.3%/3,3%

INot more than 8.0% /
He 6onee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOpPOAHOCTH NO3HPOBAHHbBIX 3.1/3.1 than 15.0 / Ioxa3zarens npueMneMoctH (AV)
eHHHUI ’ noJpKkeH OBITH He G6oiee 15,0.

S Dissolution / PacTBopenne INot less than 80% (Q) of the labeled amount

!
98%, 99%, 100%, 101%, 100%, 100%.

iof CH>sCIN2O5-2HC1 (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHHANEHOTO COACPXKAHUA
(C21H,5CIN,O3-2HCI (ueTupusnHa
muruapoxjopun) gdepe3 30 MUH.

Remarks: The Product confirms to ND/
IIpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBaHusM H]T

Conclusion: APPROVED /
3aknwuenune: OJOBPEHO

Prepared by / IloaroToBneHo:
D. Latha - Quality control- Team

Member LL%"/_

Checked by / ITpoeepeHo:
A.Susmitha - Quality control- Team
Member

a

Approved by: Manager/Executive /
Onobpero: Menemxkep / Pykoponutens
V. Prashanth - Quality Assurance- Team

Member
W)

Print Date /JTata: 30-06-2025

Print Date /[ata: 30-06-2025

Print Date /Jlata: 30-06-2025'




Dr. Réddy’s "6.'.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIVI3A

Product: Cetrine film coated tablets, 10 mg
IMTpoayxT: Lletpun® TabneTky, MOKpEIThIE TUIEHOYHOH 06o0ukoii, 10 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . B2501927 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepumn

Analytical Repovrt No./ . 2002FP25001603 Date of Analysis / 30-06-2025

AHanuTH4yeckuii oT4yeT Ne JlaTta aHanuza

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

JlaTa npoM3BOACTBa Tonen mo

Mfg. License No. / MA ber: /

TIpoM3EOACTBEHHAS : 63/RR/AP/96/F/R number: JII-Ne(005456)-(PT-RU)
Homep PY

JuneH3usa Ne

Analysis performed according ND: / Ananus nposeaex mo H/: JIII-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / MapknpoBka H MakeThl yrepskaensl: 17.02.2025

Ne Test / Iloxka3zaTenn

Result / Pe3sybTaThl

Specification / Hopma

6 Impurities / IIpamecu

Impurity A /
ITpumMecs A
Impurity B /
IMpumecs B
Impurity C /
IIpmmecy, C
Impurity D /
[pumecs D
Impurity E /
[Tprmecs E
Impurity F /
ITpumecs F

Any individual unidentified
impurity / Jlrob6as exuHUIHAsA

Total impurities /
CyMma npuMecei

HeHAEHTAGANNPOBaHHAs IIPHMECh

Not detected / He o6HapyxeHa
Below LOQ (LOQ = 0.010%) / Huxe
(ITKO = 0,010%)

Below LOD (LOD = 0.006%) / Huxe
npenena obHapyxeHus (110 = 0,006%)

Not detected / He o6HapyxeHa

0.04% / 0,04%

Below LOD (LOD = 0.015%) / Hike
npenena o6Hapyxenus (IO = 0,015%)

0.08% / 0,08%

02%/0,2%

TNpeacna KOJMIECTBEHHOTO ONIPEACIIEHUA

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

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

. [Not more than 0.2 % / ne 6o1ee 0,2 %

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

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

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

INot more than 0.2 % /
ae Oonee 0,2 %

Not more than 2.0% /
He 6o1ee 2,0%

7 Assay / Konn4decrBenHoe
onpeneieHHe

991 mg/9,91 mMr
99.1 %/ 99,1%

Not less than 9.0 mg and not more than
11.0 mg C»;H25CIN>O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 Mr 10
11,0 Mr Cy1H,5CIN2O3-2HCI (uetupusvza
imuriapoxiaopun) B Tabnerke (ot 90,0 % no

110,0 % OT HOMHHANBLHOTO COAEPIKAHMS).

Remarks: The Product confirms to ND/
Ipumeuanne: [Tpoaykr cooreercTByeT Tpebosanuam HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / ITonrorosnexo:
D. Latha - Quality control- Team

Member Z

Checked by / IlpoBepeHo:
A.Susmitha - Quality control- Team

Member ({@;

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens
V. Prashanth - Quality Assurance- Team

Member L i O

Print Date /Jlata: 30-06-2025

Print Date /Hara: 30-06-2025

Print Date /[data: 30-06-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHNOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Letpun® TabneTky, HOKPBITHE INIEHOYHOH 0601109K0#1, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2501927 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25001603 Date of Analysis / 30-06-2025

AHAJMTHYECKHHA oTUYeT Ne Jara anaausa

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

JarTa npousBoacTea Topen no

Mfg. License No. / MA ber: /

IIpousBoacTBeHHAN : 63/RR/AP/96/F/R numober: JITT-Ne(005456)-(PI"-RU)
Homep PY

JHneH3us Ne

Analysis performed according ND: / Ananus nposenen no H/I: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka H MakeTbl YTBepaxIeHbI: 17.02.2025

8

c) E. coli

Ne Test / Iloka3arenb Result / PesyabraThl Specification / Hopma

Subdivision of tablets / Complies / CooTBeTCTBYET The tablets comply with the test, if not more

Jlenenue TabaeTox ' than 1 individual mass is outside the limits of
85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTky COOTBETCTBYIOT TpeOGOBaHUSM, ECITH
He Gonee 1 equHUYHAsA Macca OTKIIOHAETCS 3a
npenens! §5%-115% oT cpenHeit Macchl.
TabneTky He COOTBETCTBYIOT TPEOOBAHMAM,
lecu 6oJiee yeM | HHAMBUIYaTbHasA Macca
OTKJIOHAETCA OT ITUX HpelNenoB WiH, eciu 1
MHANBHIyalbHas Macca OTKIOHAETCA 3a
npenensl 75%-125% ot cpenHeil Macchl.

9 Microbiological purity* /

Mukpobuonoruieckas

qHCTOTa® .

&Total aerobic microbial count / Not Applicable [Not more than 1000 CFU/g /

1ee THCIIO a3pOsHBIX He 6onee 1000 KOE/T
MHKDOOPIaHH3MOB !
Not Applicable

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

mould count / Ob1mee yucno He 6onee 100 KOE/r

IPOMOKEBBIX U IUIECHEBBIX TPHOOB |

Not Applicable '

IShall be absentin 1g / OrcyTcTBHE B 1 T

Remarks: The Product confirms to ND/
IIpumeyanue: [TpogyKT COOTBETCTBYET

TpeboBanmam HJI

Conclusion: APPROVED /
3akaruenue: OJJOGPEHO

Prepared by / IloarorosneHo:
D. Latha - Quality control- Team

Member H&ﬁ,—«

Checked by / IlpoBepeHo:
A.Susmitha - Quality control- Team

Member
@

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoaurens
V. Prashanth - Quality Assurance- Team

Member W 0

Print Date /Jlata: 30-06-2025

Print Date /JTata: 30-06-2025

Print Date /Jlata: 30-06-2025




Dr.Reddy’s €z¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Uerpua® TabieTKH, MOKPLITHIE IUIEHOYHOH 000J104KO0#, 10 Mr
Market / Poinok : Russia / Poccus
Batch No. / . B2501927 Batch Quantity / 955 KG /955 KT
Cepns Ne Pazmep cepun
Analytical Repourt No./ . 2002FP25001603 Date of Analysis / 30-06-2025
AHANUTHYECKHI oTUeT No Jlata ananu3za
Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028
JlaTa npou3BOACTBA T'ogen no
Mifg. License No. / MA number: /
IIpou3BOACTBEHHAS : 63/RR/AP/96/F/R wmboer: JITT-Ne(005456)-(PT-RU)
Homep PY
JunueHsus Ne
Analysis performed according ND: / Ananns npoened mo HJI: JIII-Ne(005456)-(PI'-RU)-150524

Labeling and artworks approved: / MapkupoBka u MakeTh! yTBepakaeHbI: 17.02.2025

Ne Test / Iloka3aTenb

Result / PesyabTaTs!

Specification / Hopma

10 Package / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 Tabnerok B
[IBX/TIJIBX//amoMuHreBOM OHCcTEpE.
[To 3 6nucTepa BMeCTE C JIUCTKOM-
BIJIAIBIIIEM YIIaKOBAHBI B TAUKy

KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 blisters and patient information leaflet in
a carton. /

[To 10 TabmeTox B
[IBX/TTJIBX//amoMuumneBoM OGiuctepe. [To 2
wiK 3 6yicTepa BMECTE € JUCTKOM-
BKJIAJIBIIIEM YIIAKOBAHEI B TAYKY KAPTOHHYIO.

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent
from the Company's certificate of analysis. / [IpoBOAHTCS NTPOH3BOANTENEM IIPH BEIITYCKE NEPHOIMUECKH: s Kax a0 20-oi cepun
win He MeHee | pa3a B rox. [Tokasarenb MOXeT ObITh He BKMOYeH B CepTHHKaT aHanM3a QHPMBIL.

Remarks: The Product confirms to ND/
Mpnmeuanue: [poxykt coorBercTBYET TpeboBaHusIM HJI

Conclusion: APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / IloaroToBneHo:
D. Latha - Quality control- Team

Member S

Checked by / IIpoBepeHo:
A.Susmitha - Quality control- Team

Member @

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoguresnsb
V. Prashanth - Quality Assurance- Team
Member

Print Date /Jlara: 30-06-2025

Print Date /JTIata: 30-06-2025

Print Date /JTata: 30-06-2025'




L. v . .
p o CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘.' CEPTHOUKAT AHAJ3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykT: LleTpun® TabneTkH, NOKPHITHIE IUIeHOYHOM 060104KoH, 10 Mr

Market / PeiHOK : Russia / Poccus

P e O% : B2501927 Batch Quantity / . 955KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25001603 Date of Analysis / . 30-06-2025

AHaJIUTHYeCKHii oTueT Ne JaTa ananiu3a

Date of Manufacture / . 09-06-2025 Date of Expiry / . 31-05-2028

Jara npousBoacTBa TogeH oo

Mfg. License No. / MA number: /

IMpon3eoacTBeHHas : 63/RR/AP/96/F/R : : JIIT-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Anamis nposeaen no HJ/I: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBka U MakeTbl YTBepxaeHsl: 17.02.2025

API name / Hanmenosanue A®C: Cetirizine dihydrochloride / LleTupu3una AUTHAPOXJIOPUL

INN / MHH: Cetirizine / IleTnpuszux

API manufacturer batch number / BT00-25007

Homep cepun npoussoauress ADC:

FP Manufacturer API Batch number / FBSA00063

Homep cepun cybcranunu npouspogutens I'JID:

API Manufactured by & country / Glochem Industries Private Limited, India /

IlponsBoautens A®C, cTrpana: I'moxem Unnactpuec Ilpakisut JIumuren, Unpus

Name, address, authorization No for FP manufacturing .

site / Control site / Release site / Formulation Tech Ops — 11, Survey No. 42p, 43, 44p, 45p, 46p,

HaumeHnarRAHMP, ANNEC, TUTICHIWT TS 53, S4& 83, Rachupally Village, Rachupally Mandal, Medchal

ITpousBoacTBeHHan miomaaka / Ilnomaaka KoOHTpOIs Malkajgiri Distrist — 500090, Telangana State, India (license No

kavecrsa / [lnomaaka Beinycka 63/RR/AP/96/F/R). / TIpou3BoacTBEHHOE ToApa3aeneHue-1],
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamnu

Bunnanx, bauynannmu Manaan, Meauan ManakamKkrapu
Juctpukr — 500090, wrrat Tenanrana, Muaus (JIunensus Ne
63/RR/AP/96/F/R).

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 (GMP/EAEU/RU/00573-2022) 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».

3aKJII04eHHe 0 COOTBETCTBHHU: «HacToAMM s MOATBEPIKIA0, YTO NPHBEACHHAs Bhie HHpopManus sSBIseTCA HOCTOBEPHOM U
TOYHOH. 3Ta cepHs NPOAYKLUWM MPOU3BeJeHa (BKIIFOYAs YMAKOBKY (MapKMPOBKY) M KOHTPOJIb KAYECTB3) Ha BhIIEYKa3aHHOQM
NPOM3BOJACTBEHHOH IUToMmanke (IUIOAaRKax) B MOJHOM COOTBETCTEHH ¢ TpeboBaHMAMM [IpaBun Hamiexaueil MpOU3BOICTBEHHOM
npakTHkH Epasmiickoro skoHoMuueckoro cow3sa (GMP/EAEU/RU/00573-2022) u TpeGoBaHHMSMH KOHTPONsI KadecTBa
JIEKADCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBHM CO CHELM(UKALUAMH, COACPKAIMMUCH B PETHMCTPALIHOHHOM HOCHE CTPaHBI-
UMIOpTepa. 3allkcH 1O IPOU3BOICTBY, YIAKOBKE U aHAJIM3y INPOBEPEHB!, M YCTAHOBIICHO WX COOTBETCTBHE TpeboBaHuAM IIpapun
HaJUIeKamel Npou3BoACTBEHHOM NpakTHKU EBpasuiickoro SKOHOMHYECKOTO COI03ay.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: Ipoaykt cooTBeTcTBYET TpeboBaHusM H]I 3akaouenne: OJJOBPEHO

Prepared by / Iloarotoesneno: Checked by / ITpoBepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team A.Susmitha - Quality control- Team OnoGpeno: Menemxep / PykoBoaurenib

Member 7 n Member V. Prashanth - Quality Assurance- Team
tz%L/ Q,/ Member \M’Lp

Print Date /[{ara: 30-06-2025 Print Date /[lata: 30-06-2025 Print Date /JTata: 30-06-2025




