Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Llerpia® TabieTky, NOKpLITHIE IWIeHOYHOH 060104KOH, 10 Mr

Market / PuiHOK : Russia / Poccust

Batch No. / . B2502751 Batch Quantity / 955 KG / 955 KT

Cepusn No Pasmep cepun

Analytical Repo:-t No./ . 2002FP25002298 Date of Analysis / 30-09-2025

AHaJIMTHYecKHii oTueT No JlaTa ananuza

Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028

JlaTa npoH3BOACTBA T'open o

Mfg. License No. / MA number: /

IIpoM3BOACTBEHHAS : 63/RR/AP/96/F/R . JITI-Ne(005456)-(PT-RU)
Homep PY

JHueH3HA Ne

Analysis performed according ND: / Ananus nposenen no HJL: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka u MaKeThl yTBepskaenbi: 17.02.2025

Result / Pe3yabTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyribie IBOAKOBBIMYKIbIE TaONETKH,
MOKPBITBIE  I[DICHOUHOH  060J1049KO0iM
Gemoro 1BeTa, ¢ PUCKOH Ha OHHOH
cropore. Ha mnomepedHom paspese —
saapo Genoro 1BeTa.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyriusle JBOSKOBBITYKIIbIE TabNETKH,
HOKpBIThIE TUIEHOYHOH o0onodko# 6enoro
WIH TIOYTH GEJIOTo 1BETa, C PUCKOi Ha OJHOMI
cropone. Ha nonepedHoM paspese sxpo OT
Genoro o MoYTH 6€I0ro HBETA.

Ne Test / llokazaTean
1 Description / Onncanue
2 Identification /
HNaenTuduxamus
HPLC / B3XX

The retention time of the main peak in the
chromatogram of test solution comply|
with the retention time of the main peak

in the chromatogram of Cetirizing
Hydrochloride  reference standard|
solution. /

BpeMx YAEPKHABAHUA OCHOBHOI'O IIMKA HA
XpoMaTorpaMMe HUCIBITyEMOro pacTBOpa
COOTBCTCTBYET BPEMEHHU YIACPKHUBAHWA

OCHOBHOTO MHKa Ha XpOMaTorpaMMe
CTAHHApTHOTO pacTBopa LETUPU3MHA
rUIpOXJIOPUIA.

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride

reference standard solution (section "Assay").
Bpemst yIAepXMBaHMA OCHOBHOIO TIHMKa Ha
XpoMarorpamMMe — HCHBITYEMOrO  pacTBOpd
TOJKHO COOTBETCTBOBATh BpPEMEHH
yIepKUBAHHA OCHOBHOTO IHKa Hal
XpOMarorpaMmMe  CTaHHApPTHOTO  PacTBOpa
[eTUPU3HHA THAPOXJIOPHIA (pazzmen

«KonmiecTREHHOE onpeneneHne»).

Remarks : The Product confirms to ND/

IMpumeuanue: Tpogykr coorBercTBYeT TpebosanuaM HJl

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / ITposepeno:  [|Checked by (AQA)/ Approved by: Quality

[ToaroToBieHO: D. Latha - Quality control- |[[IposepeHo (AOK): Assurance/Authorized person /

Y. Venkateswara Rao - Team Member V. Prashanth - Quality Onobpeno: ObecneueHne

Quality control- Team Assurance- Team Member kagecTBa/OTBETCTBEHHOE JIHMLIO:

Member ﬁ G. Sivaji- Quality Assurance- Team
i hrééﬁ Member ?;_%:\,«

Date /Jlata: 30-09-2025 Date /[ara: 30-09-2025 Date /JTata: 30-09-2025 Date /ata: 30-09-2025




Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Hpoxykr: Lerpun® tabiaeTky, HOKPHIThIE ITeHOYHOH 0601049K0i, 10 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . B2502751 Batch Quantity / 955 KG / 955 KT

Cepusa Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25002298 Date of Analysis / 30-09-2025

AHanuTHYecKHi oTyeT No JaTa anaiausza

Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028

JlaTa Npon3BOACTBA I'ogen a0

Mfg. License No. / MA number-: /

IponseoacTeeHHAs : 63/RR/AP/96/F/R = ’ JITI-Ne(005456)-(PT'-RU)
Homep PY

JIMIEH3HA Ne

Analysis performed according ND: / Ananus npoBexen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkHpoBKa H MaKeThl YTBepxaeHbl: 17.02.2025

UV- spectrophotometry /
Y®- ciextpodoTomMeTpHs

Complies / CooTBeTCTByET

The UV-spectrum of the test solution and thej
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 ®-CHeKTpsl NOTJIOIIEH U UCTIBITYEMOT O,
pacTBopa M CTaHAApTHOLO  pacTBOpA
LleTHPH3WHA TUApOXJIopraa B obact ot 200
no 400 HM [JOJDKHBEL WMETh MAKCHMYMBI
NOTNIOIIEHHs IIPH OOHOHM M TOM XKe MJIHMHE
BOJIHBI C IOTYCTHMBIM OTKJIOHEHUEM + 2 HM.

3 Water content /

INot more than 8.0% /

e AMHMIL

Copep:xaHue BOAbI 3.4%/3,4% He 6omee 8,0 %
4 L[;niformity of dosage units / Acceptance value (AV) should be not more
AHOPOTHOCTH J03MPOBAHHBIX 55/55 than 15.0 / IMokasatens npuemneMoctd (AV)

nomxeH 6piTh He 6onee 15,0.

5 Dissolution / PacTBopenne

103%, 103%, 101%, 100%, 101%,

INot less than 80% (Q) of the labeled amount
of C21Ha5CIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJIEHOTO COAEPXAaHUA

102%.

C21H2sCIN,O;3-2HCI (ueTupususa

imuruapoxiopun) yepes 30 MUH.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
pumeuanue: IIpoxykT coorBeTcTBYET TpeboBanmam HIL 3akmwoyenne: OJJOBPEHO
Prepared by / Checked by / IIpoBepeHo: |[Checked by (AQA)/ Approved by: Quality
IToaroToBneHo: D. Latha - Quality control- [|[IpoBepeno (AOK): Assurance/Authorized person /
Y. Venkateswara Rao - Team Member V. Prashanth - Quality Onobpeno: ObecricyeHue
Quality contrgl- Team Assurance- Team Member kavyectBa/OTBETCTBEHHOE JIULO:
Member ] G. Sivaji- Quality Assurance- Team

Lﬂw Member ?_%:)‘_/
f _—

Date /]Jlata: 30-09-2025 Date /[Tara: 30-09-2025 Date /[{aTa: 30-09-2025 Date /[Tata: 30-09-2025




| Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Tpoaykr: LlerpuH® TabneTky, NOKPHITHIE IUICHOYHOH 000/104K0#H, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2502751 Batch Quantity / 955 KG /955 KT

Cepus No Pazmep cepun

Analytical Repo:'t No./ . 2002FP25002298 Date of Analysis / 30-09-2025

AHAJIMTHYECKHH oTdeT Ne JlaTa anaaunsa

Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028

JlaTa npoH3BOACTBA Tonen go

Mfg. License No. / MA number: /

IponsBoacTBeHHas : 63/RR/AP/96/F/R ’ JII-Ne(005456)-(PT'-RU)
Homep PY

JHLeH3Na Ne

Analysis performed according ND: / Ananmns nposenen mo HJL: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBK2a M MaKeThbl yTBepaaensl: 17.02.2025

6 Impurities / IIpumecu

[mpurity A /
[Tpumecs A
[mpurity B /
[Tpnvecs B
[mpurity C/
[pymvecs C
Impurity N/
[Ipumeck D
* [Impurity E /
[Tpumecs E
Impurity F /
[Tpumecs F

Any individual unidentified
impurity / JTlro6as equHUYHAA
HeMIeHTUGHIPOBAHHASA IPUMECh

Total impurities /
CymMa npumecei

Not detected / He o6HapyxeHa

pezena KOJHIeCTBEHHOTO OTpeNeneHuA
(TTKO = 0,010%)

Not detected / He o6HapyxeHa
Not detected / He obHapyxeHa
0.04%/0,04%

Not detected / He o6HapyxeHa

0.07% /0,07%

0.2%/0,2%

Not more than 0.2 % / ue Gomnee 0,2 %
Less than LOQ (LOQ = 0.010%) / Hike [Not more than 0.2 % / ne 6onee 0,2 %
Not more than 0.2 % / He 6omee 0,2 %
Not more than 0.2 % / He 6oiee 0,2 %
INot more than 0.2 % / He 6omnee 0,2 %
Not more than 0.2 % / He 6onee 0,2 %

INot more than 0.2 % /
He 6oee 0,2 %

INot more than 2.0% /
He 6onee 2,0%

Remarks : The Product cor;ﬁrms to ND/

Mpameuanue: [Ipoxykr cootBeTcTBYeT TpeGoBanuam HJL

Conclusion : APPROVED /
3aknouenne: OJJOBPEHO

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieueHne
kauecTa/OTBETCTBEHHOE JIUIIO:

G. Sivaji- Quality Assurance- Team
Member ‘f—%\ﬂ_—/

Prepared by / Checked by / TIposepeno:  ||Checked by (AQA) /
[loaroToBaEHO: D. Latha - Quality control- |[[Iposepero (AOK):
Y. Venkateswara Rao - Team Member V. Prashanth - Quality
Quality contlgg Team Assurance- Team Member
Member

3 )
Date /ata: 30-09-2025 Date /ara: 30-09-2025 Date /[{ara: 30-09-2025

Date /Jlata: 30-09-2025




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Lletpus® TaGneTKH, HOKPHITEIC ILIEHOTHOH 0007109KOH, 10 Mr

Market / PeiHoK : Russia / Poccust

Batch No. / . B2502751 Batch Quantity / 955 KG / 955 K"

Cepus Ne Pa3smep cepun

Analytical Repourt No. / . 2002FP25002298 Date of Analysis / 30-09-2025

AnanuTnueckuii oTyeT No JlaTa aHaaH3a

Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028

JlaTa npou3BOACTBA T'onen mo

Mfg. License No. / MA ber: /

TIpou3BoACTBEHHAS : 63/RR/AP/96/F/R el JII-Ne(005456)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananus nposegen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapxupoBKa H MaKeThI YTBepokaeHbl: 17.02.2025

7 Assay / Konu4ecTBeHHOE
onpenenaeHue

- 9.94 mg /9,94 mr
99.4% / 99,4%

Not less than 9.0 mg and not more than
11.0 mg CyH,5CIN2O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 Mr 1o
11,0 Mr C21HasCIN2O3-2HCI (ueTupusuHa
muruapoxiopun) B Tabnerke (ot 90,0 % mo
110,0 % OT HOMHHAIBHOTO COAEPHKAHMA).

8 Subdivision of tablets /
enenue TabIeTOK

Complies / CoOTBETCTBYET

The tablets comply with the test, if not more
than | 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. /
TabneTku COOTBETCTBYIOT TPEOOBAHMUAM, €CIU
He Gosiee 1 eTMHHAYHAS Macca OTKIOHSETCS 3a
npenenst 85%-115% oT cpeanei MacCEl.
'TabaeTKH He COOTBETCTRBYIOT TpeOOBaHUAM,
ecii Gonee ueM 1 MHAMBUIYalIbHas Macca
OTKJIOHAETCSA OT ITHX IIPEIENIOB WIIH, €CIH 1
MHAMBUIYyaJIbHAsA Macca OTKIOHAETCS 34
npenensl 75%-125% ot cpeaHeit Macchl.

9 Microbiological purity* /
Mukpo6uosiornyeckas
THCTOTA*

a) Total acrobic microbial count /
Oobniee yrciao a3poOHBIX
MHKPOOPTaHU3MOB

Not Applicable

INot more than 1000 CFU/g /
He Gonee 1000 KOE/r

Remarks : The Product confirms to ND/

[Ipumeuanmne: IIpoaykT cooTBeTCTBYET TpeOboBaHMAM H]I

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Checked by / ITposepeHo:
D. Latha - Quality control-
Team Member

ly

Prepared by /
[NoprorosneHo:
Y. Venkateswara Rao -

Quality contrgl- Team
Member

Checked by (AQA) /
[Npoeepero (AOK):

V. Prashanth - Quality
Assurance- Team Member

Wk

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecneyeHue
kauecTBa/OTBETCTBEHHOE JIULIO:

G. Sivaji- Qualjty Assurance- Team
Member  (

Date /[JaTa: 30-09-2025 Date /dara: 30-09-2025

Date /]lata: 30-09-%025 Date /JaTta: 30-09-2025




i . .
Dr.Red dY’S Q'.. CERTIFICATE OF ANALYSIS
" CEPTUOHNKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Hpoayxr: Lletpun® TabneTku, MOKPHITHE ILICHOYHOH 060104uKol, 10 Mr
Market / Poinok : Russia / Poccus
Batch No. / . B2502751 Batch Quantity / 955 KG /955 KT
Cepusi Ne Pazmep cepuu
Analytical Repovrt No./ . 2002FP25002298 Date of Analysis / 30-09-2025
AHaJlHTHYECKHIi oTueT Ne JlaTa aHanu3a
Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028
JlaTa npousBoacTBa T'ogen no
Mfg. License No. / MA ber: /
ITpou3BoacTBeHHAs : 63/RR/AP/96/F/R number: JITT-Ne(005456)~(PT"-RU)
Homep PY

JuneH3us Ne
Analysis performed according ND: / Ananu3 npoeener no HJI: JIIT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeTbl YTBepaxkaeHsl: 17.02.2025

b) Total combined yeasts and
mould count / O61ee yucio
IPOMCOKEBBIX M IVIECHEBBIX IPUOOB

c) E. coli

Not Applicable

Not Applicable

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

Shall be absent in 1g / OtcyrerBue B 1 r

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 Tabnetok B
IMRX/TINTR X //amaMuHAeROM QTACTENE,
[lo 3 6nucTepa BMECTE C TUCTKOM-
BKJIAABIIIEM YIaKGBaHBI B NAYKY

KapTOHHYIO.

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

Mo 10 TadmeTox B

MMBX/TIABX//amomunuerom onucrepe. 1lo 2
1K 3 6iHcTepa BMeCTE C JIMCTKOM- ’
BKJIaIBIILIEM YTIAKOBAHBI B IAYKy 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. / [IpoBomuTCS MPOU3BOMUTENEM TIPH BEITYCKEe MEPUOAMIECKH: A1 Kaxno# 20-0ii cepuu
win He MeHee 1 pasa B rox. [ToxasaTens MokeT ObITh He BKIFOYEH B CepTrdhUKaT aHaNN3a GUPMBL.

Remarks : The Product confirms to ND/

[Mpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboanusM HJ|

Conclusion : APPROVED /
3axmodenue: OJOBPEHO

Prepared by /

Checked by / IIpoBepeHo:

Checked by (AQA) /

Approved by: Quality

IToaroToBneHO:
Y. Venkateswara Rao -

Quality controly Team
Member

D. Latha - Quality control-
Team Member

VI

ITposepeno (AOK):
V. Prashanth - Quality
Assurance- Team Member

)

Assurance/Authorized person /
Opnobpeno: ObecnegeHue
ka4ecTBa/OTBETCTBEHHOE JINIIO:

G. Sivaji- Quality Assurance- Team
Member '(‘_%ﬂ_,

Date /[Tara; 30-09-2025

Date /[ara: 30-09-2025

\
Date /[Tara: 30-09-2025

Date /[{ata: 30-09-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Lletpun® TableTkH, NOKPbITHIE IIeHOYHOH 0060104K0#, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2502751 Batch Quantity / 955 KG / 955 KT

Cepust Ne Pa3smep cepun

Analytical Repo:‘t No./ . 2002FP25002298 Date of Analysis / 30-09-2025

AHannTuyeckuii oryer Ne JlaTa aHanusa

Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028

JlaTta npon3BoACTBa TopeH no

Mfg. License No. / MA number: /

IpounssoacTEeHHAN : 63/RR/AP/96/F/R : JITT-Ne(005456)-(PI'-RU)
Homep PY

JHuen3us Ne

Analysis performed according ND: / Ananu3 nposenen mo HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapknpoBka 1 MakeTbl YTBepakaenbl: 17.02.2025

API name / Hanmenosauune AD®C:

Cetirizine dihydrochloride / LieTMpH3HHa IUTHAPOXIOPUL,

INN / MHH:

Cetirizine / lleTupusrH

Homep cepum cyocTaniimu npousBoguress I'JID:

API manufacturer batch number / BT00-25030
Homep cepuu mpousBoantesia ADC:
FP Manufacturer API Batch number / FBSA00168

API Manufactured by & country /
Hpouspoaurens A®C, crpaHa:

Glochem Industries Private Limited, India /
I'noxem Ununactpuec Ilpaiiut JInmuten, Mupus

Name, address, authorization No for FP manufacturing
site / Control site / Release site /

HaumeHoBaHHe, apec, JHLEH3U A
IIpousBoncTBenHas nowagka / Ilnowmanka KOHTPOJIA
KadecTna / Ilnomaaka BoInmycka

Formulation Tech Ops — 11, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / TIpon3BocTBEHHOE Moapasaencuue-Il,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamiu
Bwuiamk, bauynamiu Mangan, Mendan Manakapxrapu
JTuctpukt — 500090, wtat Tenanrana, MHmua (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 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».
3aK/Ir0YeHHe 0 COOTBETCTBHH: «HacTOAIMM g MOATBEpIKAAr0, YTO MpHBEICHHAS BEIE MHGOpMALKs ABIAETCA HOCTOBEPHOU 1
TOYHOMH. JTa cepHsA NPOAYKIMH NpOM3BEAeHA (BKIIOYas YNAakoBKY (MapKHpOBKY) M KOHTPOJb KayeCTBa) Ha BHIILCYKa3aHHOH
HPOM3BOICTBEHHO ILTOIaKe (IUIOMaAKax) B IOJHOM COOTBETCTBUH ¢ TpeboBaHmsIMH [IpaBin Hagmexallel NpOU3BOACTBEHHON
MpakTHKA EBpasuiicKoro SKOHOMHYECKOTO COH3a M TpeOOBaHMAMH KOHTPOJS Ka4eCTBA JIEKAPCTBEHHBIX CPCICTB, A TAKXKE B
COOTBETCTBHMH CO CTIEIU(PHUKALMAMHE, COAEPM AIMMHUC B PETHCTPALIIOHHOM JOCHE CTPAaHBI-MMIIOPTEPa. 3alUCH MO IPOU3BOJICTBY,
YIAKOBKE M aHANU3y NPOBEPEHbI, M YCTAHOBJIEHO MX COOTBETCTBHE TpeOoBaHuAM I[IpaBmn Hajnexalledl NMpOH3BOICTBEHHOM

TIPAKTUKHU EBp%HﬁCKOFO 3KOHOMHYECKOTI'0 COIO3a».

Remarks : The Product confirms to ND/
IIpumeuanue: [ponykr coorsercTyeT Tpebosanuam HJI

Conclusion : APPROVED /
3axmiouenune: OJOBPEHO

Prepared by / Checked by / IlposepeHo:
[1oAroTOBIEHO: D. Latha - Quality control-
Y. Venkateswara Rao - Team Member

Quality con

A

Member

tro; Team

Checked by (AQA) /
[Mposepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

1Ny

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecniedeHue
kauecTea/OTBETCTBEHHOE JIUILIO:

G. Sivaji- Qu{a_]iﬁs—lirance- Team
C

Date /Tara: 30-09-2025 Date /JaTa: 30-09-2025

Member
Date /[Tata: 30-09-2025 Date /[lata: 30-09-2025




