| Dr.-Reddy’s ".'».'.

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Lletpun® Tabnetky, NOKpbITHIE INIEHOYHON 060n04koH, 10 Mr
Market / Peinok : Russia / Poccus
Batch No. / . B2502754 Batch Quantity / 955 KG / 955 KT
Cepun Ne Pa3zmep cepun
Analytical Repovrt No./ . 2002FP25002285 Date of Analysis / 30-09-2025
AHanuTudecknid oTuyer Ne Hara ananusa
Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028
JarTa npou3BoacTBa T'oaen 1o
Mfg. License No. / MA number: /
ITpou3BoACTBEHHAS : 63/RR/AP/96/F/R ’ JITI-Ne(005456)-(PT-RU)
Homep PY

JuuenHznsa Ne
Analysis performed according ND: / Ananns npoeeneH no HJI: JIIT-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkHpoBKa H MaKeThl yTBep:kaeHbl: 17.02.2025

Ne Test / Iloka3arenan

Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrieie NBOSKOBBINYKJbIE TableTKH,
TIOKPBITEIE  TUICHOUHOW  0060104KOH
fesoro 1LBeTa, C pPUCKOM Ha OOHOU
ctopone. Ha momepeunoM paspeze —
aqpo 6e0To LBeTa.

White or off white coloured, round, biconvex

/ Kpyrisle [OBOSKOBBIYKJIBIE TaOIeTKH,

film coated tablet with a breakline on one
side. White to off-white core on cross section.

TOKpEITHIE IUIEHOYHOH 000J104Ko0if Genoro
PUTH TIOYTHU G€NIOTO IBETA, C PUCKOM Ha OHOM
cropoHe. Ha monepedHoM paspese s1po OT
Gemnoro o mogtw 6enoro UBeTa. |

TIdentification /
NnenTndpukauus

HPLC / BOXX

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 Cetirizine
Hydrochloride = reference
solution. /

Bpems yaep>KUBaHHSI OCHOBHOIO ITHKa Ha
XpOMaTOrpaMMe HCIBITYEMOIO pacTBopa

OCHOBHOIO IIHKa Ha XpOMaTorpamMM
CTaHIAPTHOTO pacTBopa LETHPU3UH
FHOPOXJIOpUIA.

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|
standardlreference standard solution (section "Assay").
Bpems ymepuBaHWS OCHOBHOTO IHKa Ha
XpOoMaTorpaMme
MOJDKHO
COOTBETCTBYET BPEMEHH YICPXHBAHHAYIEPKHUBAHUS
XpoMaTorpaMme
LEeTHPU3UHA
«KONMUYeCTBEHHOE OTIPEICTIEHUE).

HCIBITYEMOTO
COOTBETCTBOBATh
OCHOBHOTO
CTAaHJAPTHOTO
CHAPOXJIOpHUIA

pacTeopa
BpEMEHH
1121¢:] Ha
pacTeopa
(pazmen

Remarks : The Product confirms to ND/

IIpumeuanne: IIpoaykt cooTBeTCTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

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

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

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

Quality controlxTeam Assurance- Team Member Ka4ecTBa/OTBETCTBEHHOE JIULIO:

Member éL Lg# G. Sivaji- Quality Assurance- Team
" W Member

Date /Jlata: 30-09-2025 Date /JlaTa: 30-09-2025 Date /JTara: 30-09-2025 Date /[dara: 30-09-2025




' Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Iponykr: IeTpu® TabneTky, MOKPHITHIE IIIEHOYHOM 0607109K0H, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2502754 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3mep cepun

Analytical Repovrt No. / . 2002FP25002285 Date of Analysis / 30-09-2025

AHanuTHYecKHi oTueT Ne Jara anann3a

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JaTa npou3BoAcTBa Togen no

Mfg. License No. / MA ber: /

IIpouszBoacTBeHHAs : 63/RR/AP/96/F/R e JITI-Ne(005456)-(PI'-RU)
Homep PY

JueH3us Ne

Analysis performed according ND: / Aranus npoeenen o HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka U MaKeTbl yrBepaaeHbr: 17.02.2025

UV- spectrophotometry /
YV O- ciekTrpodoToMeTpus

P

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. / VO-CUEKTIPbE HOLIOUIEHUS MEULLTYEMU1'Y
pacTBopa M  CTaHAAapTHOTO  pacTBOpa
LIeTHPU3MHA THOPOXJIoprAa B obnacty oT 200
mo 400 HM OOMKHEL UMETh MaKCHMYMBI
MOTJIOLEHMs] TIPM OJHOHM M TOH e UINHE
BOJIHBI C TOMYCTHMBIM OTKIIOHEHHEM % 2 HM.

3 Water content /

[Not more than 8.0% /

‘ConepaxaHne BOIbI 2.7%/2,7% He 6onee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more;
OnHOpOAHOCTD XO3HPOBAHHBIX 4.0/4.0 than 15.0 / [Tokazarens npuemieMocTd (AV
e HHUI ’ momkeH 6uITh He Gonee 15,0.

5] Dissolution / PacTBopenue Not less than 80% (Q) of the labeled amount

98%, 101%, 101%, 98%, 98%, 98%.

of C21H25CIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHHANLHOTO COAEPIKAHHUA
C21H25CIN203-2HCI (ueTupusuHa
nuruapoxnopun) yepes 30 MuH,

Remarks : The Product confirms to ND/

IIpumeyanue: IIpoxykt cooTBeTcTBYET TpeboBanmam HJ

Conclusion : AI;PROVED /
3axmouenue: OJOBPEHO

Prepared by /
[ToarorosneHo:

Y. Venkateswara Rao -
Quality contr(g\Team

Member

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

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

)

V. Prashanth - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpero: ObecnieueHNe
kauecTBa/OTBETCTBEHHOE JINIIO:

G. Sivaji- Quality Assurance- Team
Member

Date /Tata: 30-09-2025

Date /[Tara: 30-09-2025

Date /Mara: 30-09-2025

Date /ITara: 30-09-2025




'Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Ierpun® TabneTku, HOKPHITHE IWIEHOYHOH 060104KoM, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2502754 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repo:’t No./ . 2002FP25002285 Date of Analysis / 30-09-2025

AHaJIMTHYeCKHIi 0TyeT No Jarta ananusa

Date of Manufacture / : 11-08-2025 Date of Expiry / 31-07-2028

JlaTa nponsBoacTBa I'ogen go

Mfg. License No. / MA number: /

IIpousBoacTBeHHasI : 63/RR/AP/96/F/R er: JITT-Ne(005456)-(PT'-RU)
Homep PY

JnneH3us Ne

Analysis performed according ND: / Auanus nposeaen no HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKkeThbl YTBep:kaeHbl: 17.02.2025

6 Impurities / Ilpumecn

Impurity A /
[Tpumech A
Impurity B /
[Ipumecs B
Impurity C/
[Tpumecs C
Impurity D /
[Mpumecs D
Impurity E /
[Ipumecs E
Impurity F/
[Tpumecs F

Any individual unidentified
impurity / JIio6as equHA4HASL
HEWIEHTH(HIIPOBAHHAA IPUMEChH

Total impurities /
CymMa OpHUMccci

INot detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.010%) / Huxe
mpe/ena KOMMIECTBEHHOTO ONPEEeNeHNUs
(ITKO = 0,010%)

INot detected / He oOHapyxena

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

Not detected / He o6HapyxeHa

0.07% /0,07%

0.2%/0,2%

INot more than 0.2 % / He 6oxaee 0,2 %
Not more than 0.2 % / He 6onee 0,2 %
Not more than 0.2 % / ve 6osiee 0,2 %
Not more than 0.2 % / "He 6onee 0,2 %
INot more than 0.2 % / ue 6omee 0,2 %
INot more than 0.2 % / ne 6omnee 0,2 %

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

Not more than 2.0% /
11¢ 6omcc 2,0%

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
Jaxknwuyenmne: OJOBPEHO

[Mpumeuanue: IIpoaykT cooTBETCTBYET TpeboBanusam HJI

Prepared by /
IToxrorosneHo:
Y. Venkateswara Rao -

Quality contrpl- Team
Member
)

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

2

Checked by (AQA)/
IMpoeepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

o)

Approved by: Quality
Assurance/Authorized person /
Ono6peno: Obecrieaenue
kayecTBa/OTBETCTBEHHOE JIUIIO:

G. Sivaji- Quality Assurance- Team
Member

T

Date /[JaTa: 30-09-2025

Date /[ara: 30-09-2025

Date /Jlata: 30-09-2025

Date /[lata: 30-09-2025




" Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IIponyxkr: Iletpua® TabneTkH, MOKPHITHIE INMEHOYHOH 060M09K0H, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2502754 Batch Quantity / 955 KG /955 KT

Cepnsa Ne Paszmep cepun

Analytical Repourt No. / . 2002FP25002285 Date of Analysis / 30-09-2025

AnanutTndeckuii oryer Ne JlaTa anajm3a

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JlaTta npousBoacTBa I'open o

Mfg. License No. / MA number: /

IIpou3BoACTBEHHAS : 63/RR/AP/96/F/R er: JII-Ne(005456)-(PT-RU)
Homep PY

Juuen3ns Ne

Analysis performed according ND: / Auanus nposenen mo HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapxkupoBKa U MakeThl YTBepKkIeHbI: 17.02.2025

7 Assay / KoinyecTBeHHOE

OIIpCAC/ICHUE

9.90 mg /9,90 Mr
99.0% / 99,0%

INot less than 9.0 mg and not more than
11.0 mg C21HasCIN203-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 Mr mo
11,0 Mr C2;H,5CIN,O3-2HCI (neTupusnna
imuruapoxiopun) B Tabnerke (ot 90,0 % mo
110,0 % OT HOMHHAJILHOTO COJCPKAHMSA).

Subdivision of tablets /
Ilenenne TabNeTOK

Microbiological purity* /
Mukpobnosornyeckas
uncToTa®

a) Total aerobic microbial count /
(O01ee YHCIO adpOOHBIX
MHKPOOPraHu3MoB

Complies / CooTBETCTBYET

Not Applicable

The tablets comply with the test, if not more
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. /
TabaeTK COOTBETCTBYIOT TPEOOBAHMAM, €CITH
e Oojiee | enMHMYHAS Macca OTKIOHIETCS 3a
openensl 85%-115% ot cpenHeil Macchl.
TabeTKH He COOTBETCTBYIOT TPEOOBaHUSM,
ecniu Gontee yeM 1 WHOUBMOYallbHas Macca
OTKJIOHSIETCS OT STHX NPENENOB WIH, €CIH 1
VHAUBHOyaJbHAS Macca OTKJIOHIETCS 3a
npenensl 75%-125% ot cpenneii Macchl.

INot more than 1000 CFU/g /
He 6onee 1000 KOE/r

Remarks : The Product confirms to ND/

INpumewanne: Iponykr coorsercroyer Tpebosanusam HJI

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Prepared by /
ITongroroBneHo:
Y. Venkateswara Rao -

Quality contppl- Team
Member g

Team Member

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

Checked by (AQA) /
IMpoeepeno (AOK):
V. Prashanth - Quality

-

wl

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Ono6peno: ObecnicueHne
kadecTBa/OTBETCTBEHHOE JIMIIO:

G. Sivaji- Quality Assurance- Team
Member

Date /Mara: 30-09-2025

Date /Jlara: 30-

09-2025

Date ;’,Ha]"ra: 30-09-2025

Date /flata: 30-09-2025




' Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTU®UAKAT AHAJI3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: Ietpuu® TabjieTkH, MOKPHITHIE MNEHOYHOH 00010uK0M, 10 MIr

Market / Poinok : Russia / Poccus

Batch No. / . B2502754 Batch Quantity / 955 KG /955 KT

Cepust Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25002285 Date of Analysis / 30-09-2025

AHanuTHYECKHIi oTyeT No JlaTa aHaJIn3a

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JlaTa npon3BoAcTRA T'onen go

Mfg. License No. / MA number: /

IIpousBoAcTBEHHASA : 63/RR/AP/96/F/R ' JITI-Ne(005456)-(PT"-RU)
Homep PY

JuueH3usi Ne

Analysis performed according ND: / Ananus nposeaen mo HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka U MakeThbl yTBep:kaeHbl: 17.02.2025

c) E. coli

b) Total combined yeasts and Not Applicable INot more than 100 CFU/g /
mould count / O6mee g¥cio He 6onee 100 KOE/r
IPOXMOKEBBIX U IUIECHEBBIX TPHOOB

Not Applicable

Shall be absent in 1g / OrcytcTBHE B 1 T

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 Tabnerok B
[IBX/TTIBX//amoMAHUEBOM ONHCTEPE.
[To 2 6nucTepa BMECTe € JIMCTKOM-
BXJIAJBIIIEM YIIAKOBaHbI B HAYKY

KapTOHHYIO.

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

[To 10 TabneTok B
[MBX/T1OBX//antomuuuerom onuctepe. Ilo 2
win 3 6mucrepa BMeéTe ¢ TMCTKOM-
BKJIAZIBIIEM YII2KOBAHEI B TIAYKY 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. / ITIpoBOZHTCS IPOM3BOAUTENEM MPH BHIITYCKe NEPHOAMYECKH: s Kax ok 20-ok cepun
Wid He MeHee 1 paza B ron. ITokasarenb MoxkeT 65T He BIToueH B CepTudukar aHanuza GUpMBL

Remarks : The Product confirms to ND/

IIpumeuanne: IlponykT cooTBeTCTBYeET TpeboBanmsaM HJJ

Conclusion : APPROVED /
3axmouenne: OTOBPEHO

Prepared by /
IToarorosneHo:
Y. Venkateswara Rao -

Quality contrg]- Team
Member

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

Checked by (AQA) /
ITposepeno (AOK):
V. Prashanth - Quality

a0

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
OnoGpeno: ObecniedeHre
kayecTBa/OTBETCTBEHHOE JHIO:

G. Sivaji- Quality Assurance- Team
Member

Date /Tata: 30-09-2025

Date /[aTa:

30-09-2025

T
Date /Mata: 30-09-2025

Date /[ara: 30-09-2025




' Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: Iletpna® T1a67€TKY, MOKPLITHE INIEHOYHOH 060n049K0i, 10 Mr

Market / PeiHok : Russia / Poccus

Batch No. / . B2502754 Batch Quantity / 955 KG / 955 KT

Cepnsa Ne Pa3zmep cepun

Analytical Repovrt No./ . 2002FP25002285 Date of Analysis / 30-09-2025

AHaguTndecknii oryer Ne Jata anannsa

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JlaTa npousBoacTBa T'open no

Mfg. License No. / MA number: /

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

JuneH3ust Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapknpoBka H MaKeThl yTBep:kaeHst: 17.02.2025

API name / Haumenopanne ADC:

Cetirizine dihydrochloride / IleTupusiHa IUTHAPOXIOPHL

INN / MHH:

Cetirizine / IleTupuszun

Homep cepun cy6eTanunu npoussoauntes I'JID:

API manufacturer batch number / BT00-25030
Homep cepun nponspoaurtesiss ADC:
FP Manufacturer API Batch number / FBSA00168

API Manufactured by & country /
IIpouseoautens ADC, crpana:

Glochem Industries Private Limited, India /
I'moxem Munactpuec Ipaiisut Jlumuren, Muanus

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

HaumeHoBaHue, aipec, THLEH3US JJI
IIpoussoacTBenHast miouiagka / [lnowanka KOHTpoas
xavecTra / Iliomaaka BeInycka

Formulation Tech Ops — I, Survey No. 42p, 43, 44p, 45p, 46D,
53, 54883, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / TIpon3BoACTBEHHOE Noapa3aeneHue-11,
Vuactiu Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Bumnamk, bauynammu Manpan, Memyan Manakaxxkrapu
JIuctpukt — 500090, wrat Tenanrana, Muaua (JIuuensma 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».
3aknuenue 0 cooTBeTcTBUM: «HacTOAIMM A NOATBEPIKAAI0, YTO MPUBCACHHAA BblE MHPOPMALMSL SBIAEICH JOCTUBEPHOA 1
TOYHOM. DTa Cepus NMPOLYKLMH MPor3BeleHa (BKIMOYas YNAKOBKY (MapKHpPOBKY) M KOHTPOJb KauecTBa) HA BhIIIEYKa3aHHOM
MPOM3BOACTBEHHOMN IIOMANKe (IUIOMANKaX) B HOJIHOM COOTBETCTBUH ¢ TpebopaHusaMH [IpaBun Haauiexale! NpoU3BOACTBEHHOM
npakTuky EBpasuiickoro 5KOHOMHYECKOrO COI03a M TPeOOBaHMAMH KOHTpOJS KayecTBAa JIEKApCTBEHHBIX CPEACTB, @& TAaKXKe B
COOTBETCTBHH CO CHEUMPUKALMSIMH, CONEPKAIUMAICA B PETHCTPAUHOHHOM JOChE CTPaHBI-UMIOpTEpa. 3anuck Ho IPOU3BOICTBY,
YIaKkoBKe M aHau3y IPOBEPEHB!, M YCTAHOBICHO WX COOTBEeTCTBHe TpeOoBaHusM IIpaBun Hamiexallel NPOHU3BOJCTBEHHOM

OpaKTUKH EBp%HﬁCKOFO 3KOHOMHYECKOTO COHO3a».

Remarks : The Product confirms to ND/
IIpumevanne: Ilponykr coorsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

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

2y

Prepared by /
IoarorosiieHo:
Y. Venkateswara Rao -

Quality conqu- Team

Checked by (AQA) /
ITpoepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneucHue
kauecTBa/OTBETCTBEHHOE JIHIIO:

G. Sivaji- Quality Assurance- Team
Member

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

Date /I[at\ra: 30-09-2025 Date //Tara: 30-09-2025




