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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: Letpun® TabneTku, NOKPLITHE TUIEHOYHOH 0605104K0i, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / - B2501353 Batch Quantity / 955 KG / 955 KT

Cepnsa Ne Pasmep cepuu

Analytical Repourt No./ . 2002FP25001051 Date of Analysis / 30-04-2025

AHanuTHYecKHH oTyeT Ne Jara ananmsa

Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028

JaTta npou3BoacTBa T'ogen no

Mfg. License No. / MA number: /

Ilpou3BoACTBEHHAS : 63/RR/AP/96/F/R " : :  JII-Ne(005456)-(PI'-RU)
Homep PY

aunuensus Ne

Analysis performed according ND / Araaus nposenen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524

No ]Test / IlokazaTenan Result / PesyabTaTs!

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.

1 Description / Onucanne

White or off white coloured, round, biconvex|
film coated tablet with a breakline on one side.

White core on cross section. / Kpyrasi

[UIEHOYHOM 000J04YKOM Gesloro 1Bera,
pPUCKOIf Ha O#HOH  CTOpPOHE.
MomepeyHoOM paspese — anpo OGesnoro)
LBera.

NBOSKOBEITYKIBIE TaONETKH, MOKpHIThIEKpyrisie

Hanours Oenoro ngera, ¢ pHCKOH Ha OIHOH

White to off-white core on cross section.
JIBOSIKOBBIITYKJIBIE TabNeTKH,
MOKPBITbIE IUICHOYHOH 060J104K0#1 Oeoro uny

cropoHe. Ha momepeuHoM pazpese  sapo o1l
Denoro mo mourtu Gesoro uBerTa.

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

Identification /
NaenTuduxanus

HPLC / B2XX

with the retention time of the main peak]
in the chromatogram of Cetirizine

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 standa

Hydrochloride
\Eolution. /

COOTBCTCTBYET BpPEMECHH YHEPHHBAHUA

CTaHOAPTHOTO
THIPOXIIOpUIIA.

pacTBOpa

PEMA YACPKUMBAHWUA OCHOBHOI'O NMTHKA HalXpoOMaTorpaMme
XpoMaTorpaMMe HUCIBITYEMOro pacTBOPAHOJINKHO

OCHOBHOIO TIHK4a Ha XpoMaTorpaMmMexpoMatorpamme
UETHPH3IHHAUETHPH3IHHA

eference standard solution (section "Assay").
BpeMsa ymep>kuBaHMsS OCHOBHOTO IMKa Ha
HCTIBITYEMOTO  PACTBOP
COOTBETCTBOBATh BPEMEHHU
OCHOBHOTO THKa Ha
CTaHIApTHOrO  PacTBOP
THAPOXJIOpUAA (paznen
«KonnuecTBeHHOE ONpencICHUEN).

NePKUBAHHA

Remarks: The Product confirms to ND/
Npumeuanne: IIpoaykT cooTBeTcTRYET TpeboraHusM HJJ

Conclusion: APPROVED /
3axmouenue: OJJIOBPEHO

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

Member 1 S

Checked by / Ilposepeno:
N.V. Krishna - Quality control- Team

Member

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBoautens
Ajay Kumar - Quality Assurance- Team
Member n

(

Print Date /TaTta: 30-04-2025

Print Date /[lata: 30-04-2025

Print Date /Hara: 30-04-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3IA

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Herpun® tabneTky, NokpuIThHe MIEHOYHOH 060m0oukoii, 10 mr

Market / Poinok : Russia / Poccus

Batch No. / . B2501353 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepun

Analytical Repourt No./ . 2002FP25001051 Date of Analysis / 30-04-2025

AHasuTHYecKH#H oT9eT No JlaTta anaanza

Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028

JaTta npousBoacTea Togen xo

Mfg. License No. / MA ber: /

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

JnueH3us Ne

Analysis performed according ND / Anann3 nposegen no H/: JITI-Ne(005456)-(PT-RU)-150524

Test / IloxazaTean

Result / PesyabTaTs!

Specification / Hopma

UV- spectrophotometry /
Y ®- cnekrpodoromerpus

Complies / CooTBeTcTBYET

'The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
isolution 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 ®-CcrneKTpr! HOrTIOMEHHA HCTIBITYEMOTQ
pacTBOpa M CTaHJApTHOTO  pacTBOpa
LIeTHPH3HHA TUapoxiopuna B obiactu ot 200
no 400 HM JAOMKHBL UMETh MUKCUMYMb)
MOTJIOLEHHUA IIpU OOHOM M TOH Xe JJIMHE
BOJIHEI C JONYCTHMEIM OTKIIOHEHHEM + 2 HM.

3 Water content/

INot more than 8.0% /

€M HH L]

ConepxkaHue BOAbI 2.6% wiw/2,6% IHe 6onee 8,0 %
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOpOAHOCTD A03HPOBAHHBIX 3.0/3,0 than 15.0 / [Nokasarens npuemneMoctd (AV)

inoskeH OpiTh He Gonee 15,0.

S] Dissolution / PacTBopenue

99%, 101%, 100%, 98%, 98%, 98%

ot Iess than 80% (Q) of the labeled amount
f C21HosCIN2O3-2HCI (cetirizine
ihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMMHAJIBHOTO COAEPIKAHHA
(C21H25CIN2O3-2HCI (uernpuzvna
ruapoxJiopua) yepe3 30 MuH.

Remarks: The Product confirms to ND/
IIpumeuanne: Iponykt cootsercTByeT TpeboBanusam HIT

Conclusion: APPROVED /
3aknwodyenne: OJOBPEHO

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

Member g

Checked by / IIpoeepeno:
N.V. Krishna - Quality control- Team
Member

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurens
Ajay Kumar - Quality Assurance- Team
Member ~

Print Date /ara: 30-04-2025

Print Date /Jara: 30-04-2025

Print Date /ata: 30-04-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Hpoaykr: IletpuH® TabneTky, NOKPHITHIE TIEHOYHOH 060oukoi, 10 Mr
Market / Peinok : Russia / Pocenst
Batch No. / . B2501353 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pasmep cepuu
Analytical Repovrt No. / . 2002FP25001051 Date of Analysis / 30-04-2025
AHanuTHYeCKHH oTueT No JlaTa aHaIH3a
Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028
Jara npon3Boacrea T'ogen o
Mifg. License No. / MA numﬁer° /
IIpounsBoacrBenHast : 63/RR/AP/96/F/R : JITI-Ne(005456)-(PT-RU)
Homep PY
JumeH3us Ne
Analysis performed according ND / Anaaus nposenen no HJI: JIII-Ne(005456)-(PT-RU)-150524
Ne est / IlokazaTennb Result / PesyabraThl Specification / Hopma
6 Impurities / IIpumecu >
Less than Limit of Detection (LOD =
Impurity A / 0.005%) / Huzxe npenena oOGHapyKeHHA
IIpumecs A I10 = 0,005%) Not more than 0.2 % / ne 6onee 0,2 %
Impurity B /
ITpumecs B Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity C / Hrioke npenena KOJTU4ECTBEHHOIO
ITpumecs C ornpeneneuus (ITKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 % -
Impurity D /
IIpumecsy D Less than LOQ (LOQ = 0.017%) / Huxxe [Not more than 0.2 % / He 6osee 0,2 %
Impurity E / npenesna KONMYECTBEHHOTO OMNPENEIEHUA
[Ipumecs E TIKO = 0,017%) Not more than 0.2 % / He 6onee 0,2 %
Impurity F /
[Ipumecs F Not detected / He o6HapyeHa INot more than 0.2 % / ue 6onee 0,2 %
Any individual unidentified 0.03% / 0,03%
impurity / JIto6as exMHUYHAsA Not more than 0.2 % /
HeugeHTUUuMpoBaHHas npuMeck [Less than Limit of Detection (LOD = |ue 6onee 0,2 %
0.015%) / Hwxke npenena o6HapykeHUs
(ITO = 0,015%)
Total impurities / 0.07% / 0,07% Not more than 2.0% /
Cymma mpuMeceii He Gonee 2,0%
0.2% / 0,2%
7 Assay / Konn4ecTBCHHOC Mot loag than 9.0 mg and not more than
onpenejeHHe 11.0 mg C>1HpsCIN2O5-2HCI (cetirizine
9.90 mg / 9,90 Mr dihydrochlooride) in table.t (between 90,0 %
99.0% / 99.0% nd 110,0 % of label claim)./ Or 9,0 Mr oo
’ 11,0 Mr Cz;H2sCIN2O5-2HCI (uerupusnna
uruapoxsiopun) B tabaerke (ot 90,0 % mo
o - 110,0 % OT HOMHHAJILHOTO COAEPIKAHUA).

Remarks: The Product confirms to ND/

Ilpumeyanue: IIpoxykT coorBeTcTBYeT TpebopaHmam HJI

Conclusion: APPROVED /
3axawudenue: OJJOBPEHO

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

Member g

Checked by / IIposepeHo:
N.V. Krishna - Quality control- Team

Member g

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykopoauTens
Ajay Kumar - Quality Assurance- Team
Member '

Print Date /ara: 30-04-2025

Print Date /Hara: 30-04-2025

Print Date /ara: 30-04-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
IIpoaykr: Letpun® TabneTku, NOKPEITHIE MIEHOYHOM 06004Koi, 10 Mr
Market / PoiHok : Russia / Poccus
Batch No. / . B2501353 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pasmep cepun
Analytical Repourt No./ . 2002FP25001051 Date of Analysis / 30-04-2025
AnanuTHdecknii oTyer Ne Jara ananuza
Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028
JlaTa npoH3BOACTBA T'onen o
Mfg. License No. / MA ber: /
TIpoH3BOACTBeHHAS : 63/RR/AP/96/F/R namuer: JITI-Ne(005456)~(PT-RU)
Howmep PY
JnneH3ns Ne
Analysis performed according ND / Anaan3s nposegen mo H/I; JIII-Ne(005456)-(PT'-RU)-150524

i

Test / IlokaszaTean

Result / Pe3yabTaThl

Specification / Hopma

8

Subdivision of tablets /
Jlesienne TabneTok

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 % to 125 % of the average mass. /
TabneTkH COOTBETCTBYIOT TPeOOBAHUAM, ECIIH
He 6onee 1 equHIYHAS Macca OTKIIOHSETCS 3a
npeaenst 85%-115% ot cpenHel Macchl.
TabneTkH He COOTBETCTBYIOT TPeOOBaHUAM,
cii Gonee yeM | HHAMBHAYaNBHAs Macca
IOTKJIOHASTCA OT TUX TPE/IeNIOB WITH, eCIH |
WHAWBHY&JIbHAs Macca OTKIIOHSIETCS 3a
npenensl 75%-125% oT cpenHel Macchl.

Microbiological purity* /
MukpoGuonornyeckas
JHCTOTA*

a) Total aerobic microbial count /
O6wmee yucno adpoOHBIX
MHUKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / O6imee uncio

MNOXKKERRIX H THIECHERRIX rpnﬁnn

c) E. coli

Not Applicable

Not Applicable

Not Applicable

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

INot more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g/ OtcyrcTBue 5 1 1

Remarks: The Product confirms to ND/
Ilpumeuanne: Iponykr coorsercTRyeT TpeboraHusam H]T

Conclusion: APPROVED /
3axawyenne: OJIOBPEHO

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

Member g

Checked by / ITpogepeHo:
N.V. Krishna - Quality control- Team

Member

Approved by: Manager/Executive /
OpobpeHo: Menemxep / PykoBoauresns
Ajay Kumar - Quality Assurance- Team
Member n

Print Date /J]ata: 30-04-2025

Print Date /[lata: 30-04-2025

Print Date /[Jara: 30-04-2025
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‘Dr. Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IIpoayxT: Hetpun® TabieTky, OKPHITHIE IUIEHOYHOH 06onoykoi, 10 Mr

Market / PoiHox : Russia / Poccus

Batch No. / . B2501353 Batch Quantity / 955 KG /955 KI"

Cepusn Ne Pazmep cepuu

Analytical Repovrt No./ . 2002FP25001051 Date of Analysis / 30-04-2025

AHanHTHYECKHI oTyeT No JlaTa aHanusa

Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028

JlaTa npou3BogcTBA T'open no

Mig. License No. / MA number: /

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

JIHLIeH3Hs Ne

Analysis performed according ND / Ananus nposeaen no HJI: JII-Ne(005456)-(PT-RU)-150524

o ]Test / Iloka3aTenn

Result / PeaynbTaThl

Specification / Hopma

10 Package / YnaxkoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / I[To 10 Tabaetok B
MBX/TIABX//amoMuHreBOM OiuHcTepe.
o 3 GnucTepa BMECTe C JINCTKOM-

BKJIAZIBIIIEM YIIAKOBAHEI B MAYKy
KApTOHHYIO.

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

[lo 10 Tabnerok B
[BX/TIABX//amoMunnerom Gnucrepe. ITo 2
rmu 3 GaMcTEepa BMECTE C THCTKOM-
B

KJIaAblIEM YNIAaKOBaHbl B MAYKY KapTOHHYIO.

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can be absent in the
Certificate of Analysis / IIpoBoauTcs Npou3BOAUTENEM NIPH BHIYCKE IEPUOANYECKH: A Kakaoi 20-0if cepuu wiK He MeHee 1
pasa B rof. ITokasarens MoxeT ObITE He BKIIIOUeH B CepTudukat aHanu3a GUPMEL.

Remarks: The Product confirms to ND/
IIpumeyanne: ITponykT cooTBeTcTBYeT Tpebopanusam HJL

Conclusion: APPROVED /
3axmoyenne: OJJOBPEHO

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

Member t&_

Checked by / IIporepeHo:
N.V. Krishna - Quality control- Team

Member

Approved by: Manager/Executive /
Onob6peHo: MeHemxkep / PykoBoautens
Ajay Kumar - Quality Assurance- Team
Member w

Print Date /JTata: 30-04-2025

Print Date /Hara: 30-04-2025

Print Date /ara: 30-04-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3IA

Product: Cetrine film coated tablets, 10 mg
Ilpoaykr: Letpun® tabneTky, MOKPHITHIE IIEHOYHOH 060m0ukoi, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2501353 Batch Quantity / . 955KG/955 KT

Cepuna Ne Pa3zmep cepnn

Analytical Repovrt No. / . 2002FP25001051 Date of Analysis / 30-04-2025

AHaMUTHYECKHI oTdeT No JlaTa ananusa

Date of Manufacture / . 15-04-2025 Date of Expiry / . 31-03-2028

Jlara npounsBoacTBa Toxen no

Mfg. License No. / MA ber: /

TIpon3BoacTBeHHAs : 63/RR/AP/96/F/R namoer: s JII-Ne(005456)-(PT-RU)
Homep PY

JTHIEH3HsT No

Analysis performed according ND / Anasau3 npoeeaen mo HJI: JIII-Ne(005456)-(PI"-RU)-150524

API name / Haumenopanne A®C: Cetirizine dihydrochloride / IleTupu3uHa AMruapoXI0puUL

INN / MHH: Cetirizine / IleTupusux

API manufacturer batch number / BT00-24080

Homep cepun nponsgoantens A@C:

FP Manufacturer API Batch number / FBRA00641

Homep cepuu cydctanuun npoussogureis I'JID:

API Manufactured by & country / Glochem Industries Pvt. Ltd., India /

IIpousBoautens A@C, cTrpana: I'noxem Unnpactpuec I1T. JITa., MHaus

Name, address, authorization No for  FP Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,

manufaoturing site / Control site / Releaso oite / 53, 51&83, Bachupally Village, Bachupally Mandal, Modohal

HaumeHoBanmne, aapec, THIEH3NA AN Malkajgiri Distrist — 500090, Telangana State, India (license No

IIpousBoacTBenHas miuomanka / Ilnomwaaka KOHTPOJIsS 63/RR/AP/96/F/R). / TIpousBoacTBeHHOE MoApazaeneHue-11,

kadecTsa / Ilnomaaka Beimycka VYwuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynamm

Bwmamxk, bauynannmm Mannan, Meayan Manakamkrupu
Huctpuxt — 500090, mrat Tenanrana, Mugus (JIunenzus 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».

3akai0oueHHe 0 cooTBeTcTBHM: «HacTosinuM s MOATBEPXKIAl0, YTO TpPHUBENeHHas Bhille HHGOpMaLMs SABJSETCS JOCTOBEPHOU U
TOYHOH. OTa cepus MPOXYKLMH NpoH3BeNeHa (BK/IIOYas YNMAkOBKY (MApKHMpPOBKY) M KOHTPOJIb KaueCTBa) Ha BHILIEYKa3aHHOMH
MPOH3BOICTBEHHON TNoUIaNKe (MNOINAIKAX) R MOJHOM CONTRETCTRUM ¢ TpeforaHusMu TIparun Hasnexameil MpouIROICTREHHON
npakTHkk EBpasuiickoro skoHoMuueckoro coroza (GMP/EAEU/RU/00573-2022) u TpeGoBaHHUAMU KOHTpOJI1 KadecTBa
JIEKAapCTBEHHBIX CPEJICTB, @ TAKKe B COOTBETCTBUM CO CHELM(HUKALMAMHE, COICPIKAIUMUCI B PETHCTPALHOHHOM HOCHE CTPaHbI-
MMIOpTepa. 3anucyu No NPOU3BOACTBY, YIAKOBKE U aHAJIW3y NPOBEPEHEI, U YCTAHOBJIEHO MX COOTBEeTCTBHE TpeboBaHusaM [paBun
HaJJIS)KAIIEeH MPOM3BOJACTBEHHON NpakTUKU EBpasuiickoro 3kOHOMHUYECKOTO COI03a.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: IponykT cooreTcTBYET TpeboBanusam H]J 3aknuenne: OJOBPEHO

Prepared by / IToarorosneno: Checked by / ITposepeno: Approved by: Manager/Executive /

D. Latha - Quality control- Team N.V. Krishna - Quality control- Team Onobpeno: Menemxkep / Pykosoaurens

Member Member Ajay Kumar - Quality Assurance- Team
l—&,, . Member ~
]

Print Date /lata: 30-04-2025 Print Date /[lara: 30-04-2025 Print Date /ara: 30-04-2025




