~

Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Iponykt: Letpua® TabneTKH, NOKPHIThIE INIEHOYHOH 0601104K0i1, 10 MI
Market / Poinok : Russia / Poccus
Batch No. / . B2501917 Batch Quantity / 955 KG /955 KT
Cepusa Ne Pasmep cepun
Analytical Repovrt No./ . 2002FP25001630 Date of Analysis / 30-06-2025
Ananutndyeckuii oruer Ne JMarta ananusa
Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028
Jata npon3BoacTBa T'ogen go
Mfg. License No. / MA ber: /
IMpousBoacTBeHHast : 63/RR/AP/96/F/R el JITT-Ne(005456)-(PT"-RU)
Homep PY

JuueH3us Ne
Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapknpoBka H MakeThl yrBepxkaenni: 17.02.2025

Ne Test / Iloxa3aTenanb

Result / PesyabTaTh!

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrnele HBOSKOBBIYKIbIE TaOJETKH,
TIOKPBITBIE
femoro 1mBera, ¢ PHCKOH Ha OAHON
cropore. Ha momepeunoM paspese —
saapo 6enoro ugera.

JIUICHOYHON  000J109KO0M

White or off white coloured, round, biconvex
film coated tablet with a breakline ‘'on one
side. White to off-white core on cross section.
/ Kpyrnsie ABOSKOBBIYKIBbIE TabIeTKy,
MOKPHITEIE TUIEHOYHO! obonoukoif Geroro
WIH HO9TH OeJIoro 1BeTa, ¢ pUCKOit HA onHO
cropore. Ha monepeyHoM paspe3e sOpo OT
6eJ1oro 10 NOYTH GENOro UBeTa.

Identification /
NneaTnduxauus

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
Hydrochloride
solution. /
BpeMs ynepKHBaHHS OCHOBHOTO IHKA H
XpPOMAaTOrpaMMe KCIBITYEMOI'O PacTBOP
COOTBETCTBYET BPEMEHH YIEpPKHBAHMAYNEPKABAHHS
IOCHOBHOTO TIMKA Ha XPOMaTOIpaMMEXpOMAaTOrpaMMe
CTAaHIAPTHOTO pacTBOpPa I[ETHPH3HHALNCTHPH3HHA TRIPOXJIOpHI2
rHIpOXJIOPUAA.

chromatogram of Cetirizine
reference standard

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").
BpeMmsi ynepxuBaHHs OCHOBHOTO IIMKA Ha

pOMaTorpaMMe  HCHBITYEMOTO  pacTBOpal
OJDKHO COOTBETCTBOBAaTh BPEMEHH
OCHOBHOT'O mKa  Ha

CTaHJapTHOIO  PAcTBOP:

(paznen
«KoIugecTBeHHOE oTpelieNICHHEY ). |

Remarks: The Product confirms to ND/
IIpumeyanne: ITpooyKT COOTBETCTBYET

TpeboBanuam HJL

Conclusion: APPROVED /
3axawuyenue: OJOBPEHO

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

Member é

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

Member @/

Approved by: Manager/Executive /
Onotpeno: Menemxep / PykoBoautens
V. Prashanth - Quality Assurance- Team

Member
i)

Print Date //Tata: 30-06-2025

Print Date /Jlata: 30-06-2025

Print Date /[ata: 30%06-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IpoaykT: LleTprH® TabneTKH, MOKPHITHIE IUICHOYHOH 00071014K0#, 10 Mr

Market / Puinok : Russia / Poccus

Batch No. / . B2501917 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepum

Analytical Repourt No./ . 2002FP25001630 Date of Analysis / 30-06-2025

AHanuTHyeckuii oTyer No Jlata ananusa

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JaTa npousBoacTBa Tonen no

Mfg. License No. / MA number: /

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

JiHLeH3usa Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThI YTBepskaeHbI: 17.02.2025

Ne Test / Iloka3aTennb

Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /
V®- cnexTpodoTomeTprs

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®-crnekTphl NOrIOMEHHUA UCIIHITYEMOT'O,
pacTBOpa W CTaHEApTHOTO  pacTBOpa
HEeTUPU3NHA THAPOXJIopuaa B obmacta ot 200
mo 400 HM [ODKHBI VIMETh MaKCHMYMBI
[OTNIOIICHHA NpH ONHOHM H TOH KE MJIHHE
BOJHEI C IOMYCTHMBIM OTKJIOHEHHEM + 2 HM.

3 ‘Water content /

INot more than 8.0% /

CAHHHI

ConeprxaHue BOIbI 32%/3,2% He 6onee 8,0 %
4 Uniformity of dosage units / lAcceptance value (AV) should be not more
OaHopoRHOCTH 103HPOBAHHBIX 51/5.1 than 15.0 / IToka3zarens npuemnemMocts (AV)

ToJDKEH ObITh HE Gonee 15,0.

5 Dissolution / PacTBopenne

I |

| 100%, 96%, 101%, 99%, 102%, 100%.

Not less than 80% (Q) of the labeled amount
of C21Ha5sCIN>Os-2HCI (cetirizine
klihydroch]oride) after 30 min. / He MeHee
80 % (Q) OT HOMHHAJILHOT'O COCPXKaHUs
C21H25CIN>O53-2HCI (ueTupuzuna
imurunpoxsopun) gepe3 30 MUH.

Remarks: The Product confirms to ND/

ITpumeuanne: ITpogyKT coOTBETCTRYET TpeboBanusaM HJI

Conclusion: APPROVED /
3axmoyenue; OJJOGPEHO

iy

Prepared by / ITloarorosneHo: Checked by / IIpoBepeHo:
D. Latha - Quality control- Team A.Susmitha - Quality control- Team
Member Member

&

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

Member
)

Print Date //Jata: 30-06-2025

Print Date /Tata: 30-06-2025

Print Date /Jlata: 30-06-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets,

10 mg

ITpoaykr: LleTpuH® TabNETKH, IOKPHITHIE TNICHOUHOH 000104K0#, 10 Mr

Market / PbiHok : Russia / Poccud

Batch No. / . B2501917 Batch Quantity / 055 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25001630 Date of Analysis / 30-06-2025

AHaauTnyeckunii oruet Ne Jarta ananu3a

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JlaTa npousBoacTBa T'onen no

Mfg. License No. / MA number: /

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

JIHueH3Hs1 No

Analysis performed according ND: / Ananus npoeeaes no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeTh] YTBepaaeHbl: 17.02.2025

Ne I Test / IlokasaTens Result / PesynbTaThl Specification / Hopma
6 Impurities / ITpumecu
Not detected / He o6Hapy»xeHa
Impurity A /
[Mpumecs A Below LOQ (LOQ = 0.010%) / Huwxe  [Not more than 0.2 % / ue 6onee 0,2 %
Impurity B / npenesa KONMIEeCTBEHHOTO ONpeNeNCHNA
[Ipumecs B (ITKO = 0,010%) Not more than 0.2 % / se 6onee 0,2 %
Impurity C /
[Mprmecs C Below LOQ (LOQ =0.017%) / Huxe  [Not more than 0.2 % / ne 6onee 0,2 %
Impurity D / rpezesna KoJIM4eCTBEHHOTO ONpeeeHus
[Tpumecs D (ITKO = 0,017%) INot more than 0.2 % / ve 6onee 0,2 %
Impurity E /
[Ipumecs E Not detected / He oOHapyxeHa INot more than 0.2 % / ne 6onee 0,2 %
Impurity F /
[Tpumecs F 0.03%/0,03% INot more than 0.2 % / ne 6onee 0,2 %
Any individual unidentified Below LOD (LOD = 0.015%) / Huxke
impurity / JIro6as e nuHIYHAsA npenena oduapyxenus (I10 = 0,015%) [Not more than 0.2 % /
HEeNIEeHTHONIIHPOBaHHAs! TIPUMECH ae Gonee 0,2 %
0.07%/0,07% I
Total impurities / Not more than 2.0% /
CyMma npumeceit 0.2%/0,2% He 6onee 2,0%
7 Assay / KonndecTBeHHOE Not less than 9.0 mg and not more than
onpeaejieHHe 11.0 mg C21H»sCIN203-2HCI (cetirizine
9.93 mg /9,93 Mr dihydrochloride) in tablet (between 90,0 %
99.3%/99,3% and 110,0 % of label claim). / Ot 9,0 Mr 10
11,0 mr C;1H,5CIN2O3-2HCI (uetupusuna
imurugpoxyiopun) B Tabnerke (o1 90,0 % no

Remarks: The Product confirms to ND/
IMpumevanue: IIpoayKT cooTBeTCTBYET TpeboBanmam HJI

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

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

Member t%/‘

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

Member 5
“(

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

Member
)

Print Date /JTara: 30-06-2025

Print Date /[Jata: 30-06-2025

Print Date /[ara: 30-06-2025
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Dr.Reddy’s “5.'.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Letpun® TableTKH, NOKPLITEIE IIEHOYHOM 0601049Kk0M, 10 MI

Market / PbiHOK : Russia / Poccus

Batch No. / . B2501917 Batch Quantity / 955 KG /955 KT

Cepust Ne Pazmep cepun B

Analytical Repovrt No. / . 2002FP25001630 Date of Analysis / 30-06-2025

AHaauTHYeCKH# oTdeT No JlaTa ananu3a

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JlaTa mpou3BOACTRA Togen no

Mfg. License No. / MA ber: /

TIponsBoACTBEHHAs! : 63/RR/AP/96/F/R pumber: : JIII-Ne(005456)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananus nposenen no HJI: JIIT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka u MakeThl yTBepaaeHbt: 17.02.2025

Ne Test / Ilokazarenb

Result / Pe3yabTaThl

Specification / Hopma

110,0 % oT HOMHHATILHOTO COJEPKAHNA).

8 Subdivision of tablets /
Jenenue TabaeTox

Complies / CooTBeTCTBYET

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 % ta 125 % of the average mass. /
TabneTkH COOTBETCTBYIOT TPEOOBAHUAM, €CITN
He 6osiee 1 emMHAYHASA Macca OTKIIOHIETCA 3a
npenensl 85%-115% oT cpenseil Maccsl.
TabneTKy He COOTBETCTBYIOT TPeOOBAHUAM,
ecid Gosiee yeM 1 MHAMBULyalIbHAs Macca
OTKJIOHAETCSA OT ATHX MPEAENOB WK, ecid |
MHOMBHIyadbHAsA Macca OTKIOHIETCS 3a
npenensl 75%-125% ot cpenHel MacChl.

9 Microbiological purity* /

MukpoGHoJIorndecKast

| YHCTOTA* |
{a) Total aerobic microbial count /

Ob1mee YHcI0 a3pOOHBIX

MHKPOOPTraHU3MOB

b) Total combined yeasts and

mould count / Ob1ee yucio
NPOMOKEBBIX U ILTECHEBBIX TPUOOB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

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

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

Shall be absent in 1g/ O1cytcTBHE B 1 T

Remarks: The Product confirms to ND/

Ilpumevanue: IIpogyKT COOTBETCTBYET TpeboBaHuam HJI

Conclusion: APPROVED /
3axmouenue: OAOBPEHO

Qe

Prepared by / IlogrotosneHo: Checked by / ITposepeHo:
D. Latha - Quality control- Team A.Susmitha - Quality control- Team
Member Member

=

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

Member ( m[ ]
m

Print Date /Iata: 30-06-2025

Print Date /[Jara: 30-06-2025

Print Date /Jlata: 30-06-2025
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Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg ,
Mponykt: LleTpus® TabIeTKH, IOKPHITEIE IVIEHOYHOH 0607104KO0#, 10 Mr
Market / PbiHOK : Russia / Poccus
HAEChENOx/ . B2501917 Batch Quantity / . 955KG /955 KT
Cepus Neo Pazmep cepun
Analytical Repovrt No. / . 2002FP25001630 Date of Analysis / . 30-06-2025
AHanuTndyecknii oraer Ne JlaTa aHainu3a
Date of Manufacture / . 10-06-2025 Date of Expiry / . 31-05-2028
JlaTa npon3BOACTBA Toxen no
Mfg. License No. / MA number: /
IlpousBoacTBEeHHAS : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PT'-RU)
Homep PY
JuneH3usa Ne
Analysis performed according ND: / Auanus nposeaen no HJI: JIIT-Ne(005456)-(PT'-RU)-150524

Labeling and artworks approved: / MapkupoBKa W MaKeThbl YTBep:kaeHbI: 17.02.2025

Ne Test / IlokasaTenn Result / PesynbTaThl Specification / Hopma

10  |Package / YnakoBka 10 tablets in PVC/PVDC//aluminum 10 tablets in PYC/PVDC//aluminum blister. 2
' blister. 2 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabmetoxk B |a carton. /

IBX/TIIBX//amomunaueBoM Gructepe. |[To 10 TabneTok B

[To 2 Giuctepa BMECTe ¢ TUCTKOM- [IBX/TIIBX//amoMunuesoM OmucTepe. 1o 2
BKJIAABIIEM YIIAKOBAHbI B MAYKY WK 3 GIHCTepa BMECTE C JINCTKOM-
KapTOHHYIO. BKJIAJIBIIIEM YIIAKOBAHKI 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. / [IpoBoguTcs IPOM3BOAUTENEM IIPH BHITYCKE IEPHOMMYECKH: 1Sl KaxK10# 20-0i cepun
Wiy He meHee 1 pasa B rox. [okasatens MoxeT G5ITE He BiUTIOYeH B CepTHOHKAT aHANM3A QUPMBL.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Mpumedanue: [Tpoaykr cooTBeTcTBYeT Tpebosanuam HJL 3axmiouenne: OJJOBPEHO
Prepared by / IloaroToBneHo: Checked by / IlpoBepeHo: Approved by: Manager/Executive /
D. Latha - Quality control- Team A.Susmitha - Quality control- Team Ono6peno: Menemxep / Pykosonurens
Member Member \ V. Prashanth - Quality Assurance- Team

‘&f/’ A Member

' )

Print Date //Tara: 30-06-2025 Print Date /[Tata: 30-06-2025 Print Date //TaTa: 30-06-2025\
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
IMpoaykT: LleTpuB® TabneTky, DOKPHITHIE IIIEHOYHOH 0001049KO0H, 10 M
Market / Poinok : Russia / Poccus
Batch No. / . B2501917 Batch Quantity / 955 KG /955 KT
Cepusi No Pasmep cepuu
Analytical RepOft No. / . 2002FP25001630 Date of Analysis / 30-06-2025
AHanuTnueckuii oTyer No JlaTa anann3a
Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028
JlaTa npon3BoACTBA T'onen no
Mfg. License No. / MA ber: /
IIpousBoacTBEHHAs : 63/RR/AP/96/F/R pumber: JITI-Ne(005456)~(PI"-RU)
Homep PY
JuneH3usi Ne
Analysis performed according ND: / Ananus nposeaen no H/I: JITT-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeTbl yTBepxaeHb: 17.02.2025

API name / HanmenoBanue ADC:

Cetirizine dihydrochloride / LleTupusuna IUrMAPOXJIOPHN

INN / MHH:

Cetirizine / lleTupuzns

Homep cepuu cy6eTtannum npoussoaurtens [JId:

API manufacturer batch number / BT00-25008
Howmep cepuu npoussoantens A®C:
FP Manufacturer API Batch number / FBSA00064

API Manufactured by & country /
IIpousBoantenb ADC, cTpaHa:

Glochem Industries Private Limited, India /
I'noxem Unpactpuec Ilpaiisut JInmuren, Manus

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

Hanmenusanne, agped, ANUEHSAN LI
INpouseoacTBeHHas miomaaka / Ilnomanka KoHTpoas
kadecTBa / Ilnomanka Buimycka

Formulation Tech Ops —II, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54£&83, Bachpally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / IlpousBoncTBeHHOE NoapasaeneHue-11,

Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 n 83, bagynamnmn
Bumnamk, bauynamny Masgan, Meauan Manakapkrupu
Juctpukr — 500090, wrart Tenanrana, Uamms (JIuuensus 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».

3aksouense 0 cooTBeTcTBHM: «HacToAIyM s MOATBEpPXKAAI0, UTO NpPHBEACHHad Bbille MH(poOpMaIUa ABIAETCA AOCTOBEPHOH M
TO4YHOH. DTa cepHsi NPONYKIMH MpoM3BeleHa (BKOYas YNaKOBKY (MapKUpOBKY) W KOHTPOIb KadecTBa) Ha BhIIIEYKa3aHHOMH
MIPOM3BOJCTBEHHOMN MIomaake (M10maakax) B IOJTHOM COOTBETCTBHMH ¢ Tpeboramusimu IlpaBun Hagnexamed DpOM3BOACTBEHHOM
npakTUku EBpasuiickoro skoHomuueckoro cowsa (GMP/EAEU/RU/00573-2022) u Tpe6OBaHHMAMH KOHTPOJNSL KadecTBa
JIEKapCTBEHHBIX CPENCTB, a TaKkKe B COOTBETCTBHH CO CHEeLMHKALHUAMH, COAEPKAIMMMHCS B PETHCTPALIHIOHHOM JOChE CTPAHBI-
UMIopTepa. 3anKcH MO MPOM3BOJCTBY, YIIAKOBKE M aHAJM3y MPOBEPEHBI, H YCTAHOBJICHO HX COOTBETCTBHE TpeOoBaHuaM IIpaBui
Hamuiexarueif IpoN3BOACTBEHHOIM NMpakTHKK EBpa3znifckoro SkOHOMHYECKOTO COK03ay.

Conclusion: APPROVED /
3akmouenune: OJOBPEHO

Remarks: The Product confirms to ND/
Ilpumeyanue: IpomykT cooTeeTcTBYET TpeboBanusIM HJI

Prepared by / [loarotosneno: Checked by / IIpoBepeHo: Approved by: Manager/Executive /
D. Latha - Quality control- Team A.Susmitha - Quality control- Team Ono6peHo: Menemxep / Pykoonuresb
Member Member V. Prashanth - Quality Assurance- Team

Member

&

Print Date /[Tata: 30-06-2025

g —

Print Date /JTata: 30-06-2025

)

Print Date /Jlata: 30-06-2023




