Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IpoaykT: LleTpnH® TabneTKH, MOKPHIThIe IIEHOYHOH 060109K0H, 10 Mr

Market / PoiHOK : Russia / Poccusa

Batch No. / . B2501575 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepumn

Analytical Repourt No. / . 9002FP25001290 Date of Analysis / 31-05-2025

AnanuTnueckuid otyer No Jara ananuza

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BoaCTBA I'open no

Mfg. License No. / MA number: /

IIpon3BoacTBEHHASA : 63/RR/AP/96/F/R ' JIIT-Ne(005456)~(PT-RU)
Homep PY

JuneH3ns Ne

Analysis performed according ND / Anannu3 nposegen mo HJI: JIII-Ne(005456)-(PT-RU)-150524

Ne  [Test / MokasaTens

Result / Pe3ynbTaThl

Specification / Hopma

1 Description / Onncanne

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrnbie

IIeHOYHOM 000J104Koil Genoro 1BeTa, ¢
puckoit Ha opsHoi cTopoHe. Ha
MOTIEpeYHOM pa3pe3e — sAapo Genoro
[BeTA.

NBOSKOBBIMYKJIEIE TabNeTKH, NOKPuIThIEKpyribie

White or off white coloured, round, biconvex
film coated tablet with a breakline on one side.
White to off-white core on cross section.
JBOSIKOBBIITYKIIBIE TabMeTKY,|
MOKPHIThIE INIEHOYHOM 00601109K01 6e10ro mim
royTH Oeyioro ILBeTa, ¢ PHUCKOH Ha OOHOMN
cropore. Ha monepedHoM paspese [Apo OT
Gesnoro oo mo4ytH 6eoro 1mBeTa.

2 Identification /
NnenTudukanus

HPLC / BOXXX

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 ynepKUBaHHUS OCHOBHOT'O NHKA Hal

COOTBETCTBYET BPEMEHH YHEPKHBaHHSA
OCHOBHOTO IIMKa Ha XpoMarorpaMmme
CTaHIApTHOIO pacTBoOpa
rHApOXJIOPHAA.

standardreference standard solution (section "Assay").

XpoMaTorpaMMme HCIBITYEMOTrQ paCTBopa@omx HO

LEeTHPH3HHAUETHPH3HHA

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|

B]JEMﬁ YACP)KUBAHUA OCHOBHOT'O IIMKa Ha

XpOMATOrpamMMe  HCIBITYEMOTO  PacTBOpa
COOTBETCTBOBATh BpPEMEHH

Aep)KHBAHUSA OCHOBHOTO TIFKa Ha|
XpoMaTorpaMMe  CTaHJapTHOTO  pacTBOpa
THIPOXJIOpHAA (pazmen

«KonuuecTBeHHOE onpe;[eneHHe»).

Remarks: The Product confirms to ND/
IIpumevanue: [IpomykT cooTBETCTBYET TpeboBanmaM HJJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

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

Member ﬂ?%/’_‘

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

s

Approved by: Manager/Executive /
OnoGpeno: MeHemxkep / PykoBoauTENL
Ajay Kumar - Quality Assurance- Team
Member 8

]

Print Date /J{ata: 31-05-2025

Print Date /aTa: 31-05-2025

Print Date /[aTa: 31-05-2025
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Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
ITpoaykT: LeTpua® TabieTKH, TOKPEITHIE IUIEHOYHOH 000104K0i, 10 Mr

Market / Pbinok : Russia / Poccus

Batch No. / . B2501575 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3zmep cepun

Analytical Repovrt No. / . 2002FP25001290 Date of Analysis / 31-05-2025

AHaJlUTHYeCKHH oTyeT Ne Jara aHanu3a

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BOACTBA Toxen no

Mfg. License No. / MA number: /

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

JneH3us Ne

Analysis performed according ND / Ananns nposeaes no HJI: JITI-Ne(005456)-(PT-RU)-150524

Ne Test / Ilokazarens

Result / PesyabTaTs!

Specification / Hopma

UV- spectrophotometry /
Y ®- ciexkrpodoToMeTpus

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®-CIeKTpsI MOTIOMEHNS HCIBITY EMOT0
pacTBOpa M CTaHZApTHOrO  pPacTBOpa
LeTHpH3MHA THApOXJIOpHIa B obmactu oT 200
mo 400 HM [OODKHBI HMETh MAaKCHUMYMBI
[MOTJIOIEHNH TIPH OJHOM W TO# Ke MIHHE
BOJIHBI C IOMYCTHMBIM OTKIIOHEHHEM + 2 HM.

3 Water content/

Not more than 8.0% /

CopepxaHue BOAbI 4.0% wiw [ 4,0% He 6onee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OIHOPOOHOCTH 103HPOBAHHBIX 5.0/5,0 than 15.0 / Iokazarens npuemiemocTH (AV)
eTUHUIT nomkeH ObrTh He Donee 15,0.

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

101%, 101%, 99%, 101%, 103%, 97%

of Co1Ha5CIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJILHOTO COLNEPIKAHHU
C21H25CIN>O3-2HCI (ueTupusuHa
nUrHapoxsopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
IIpnmeuanue: IIpogyKT coOTBETCTBYET TpeGosanuam HJI

Conclusion: APPROVED /
3axmouenne: ONOBPEHO

Prepared by / [ToarororneHo:
D. Latha - Quality control- Team

Member { 2

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

&

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBourens
Ajay Kumar - Quality Assurance- Team
Member n

4]

Print Date //lata: 31-05-2025

Print Date /Jlata: 31-05-2025

Print Date /[{ara: 31-05-2025




Dr. Re;idy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mponykr: LleTpuH® TaGNeTKY, HOKPHIThIE TUIEHOIHOM 0601104KO#, 10 Mr

Market / PeiHok : Russia / Poccus

Batch No./ . B2501575 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3smep cepuu

Analytical Repovrt No. / . 9002FP25001290 Date of Analysis / 31-05-2025

AHanuTHYecKHii oTyeT No JlaTa ananusa

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JlaTa mpou3BOACTBA T'ogen no

Mfg. License No. / MA number: /

IIpou3BOACTBEHHAS : 63/RR/AP/96/F/R ’ JITT-Ne(005456)-(PT"-RU)
Homep PY

auueH3us Ne

Analysis performed according ND / Ananu3s nposeaen no HJI: JITI-Ne(005456)-(PT'-RU)-150524

Ne Test / IlokazaTenb Result / Pe3yabTaThl Specification / Hopma
6 Impurities / TIpamecn
Not detected / He obHapyxeHa
Impurity A /
[prmecs A Less than LOQ (LOQ = 0.010%) / Hxe Not more than 0.2 % / He 6onee 0,2 %
Impurity B / npenena KOJHYECTBEHHOTO OINIPEAEAeHHUs
[Ipumecs B (ITKO = 0,010%) Not more than 0.2 % / ne 6oxee 0,2 %
Impurity C /
[Tprmecs C Less than Limit of Detection (LOD =  [Not more than 0.2 % / ne 6onee 0,2 %
Impurity D / 0.006%) / Hipke ipenena o6HapyKeHus
[Ipumecs D (I10 = 0,006%) Not more than 0,2 % / He 6onee 0,2 %
Impurity E /
[Tpumect E Not detected / He o6Hapyxena Not more than 0.2 % / 5e 6onee 0,2 %
[mpurity F /
[Ipumecs F 0.03% / 0,03% Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / Jlio6as eiMHU4HASA 0.015%) / Huxke npenena o6uapyxerust [Not more than 0.2 %/
nenaenTuduuuposantas npumecs (TI0 = 0,015%) He 6onee 0,2 %
0.07% / 0,07%
Total impurities / 0.1%/0,1% Not more than 2.0% /
CymMa npumeceit He 6onee 2,0%
7 Assay / KonnyecTBeHHOE INot less than 9.0 mg and not more than
onpeaesieHHE 11.0 mg C2H,sCIN,O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
o and 110,0 % of label claim)./ OT 9,0 r 10
’ i 11,0 mMr C31H2sCIN2O3-2HCI (netupusnHa
imiruapoxitopun) B Tabaetke (ot 90,0 % 1o
110,0 % OT HOMHMHAIBHOTO COAEPIKAHMSA).

Remarks: The Product confirms to ND/
Ipumeyanue: TpoaykT cooTBeTcTBYeT Tpebopanuam HJI

Conclusion: APPROVED /
3akawuyenue: OJOBPEHO

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

Member (@’

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

Member @/

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosomurenb
Ajay Kumar - Quality Assurance- Team
Member €A

A

Print Date /MTata: 31-05-2025

Print Date /Mata: 31-05-2025

Print Date /Jlata: 31-05-2025
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Dr. Ready’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

MpoayxT: Lletpun® TabneTkH, NOKPhIThIE MIeHOYHOH 0605104KO#, 10 Mr

Market / Prinok : Russia / Poccus

Batch No. / . B2501575 Batch Quantity / 955 KG / 955 KT

Cepuis Ne Pazmep cepuu

Analytical Repovrt No. / - 9002FP25001290 Date of Analysis / 31-05-2025

AnannTv4ecKHil oTuet Ne JlaTa aHanun3a

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JlaTa npoH3BOACTEA Ioaen no

Mfg. License No. / MA ber: /

Ilpon3eoacTBeHHAs : 63/RR/AP/96/F/R number: JITI-Ne(005456)~(PT-RU)
Howmep PY

auuensus Ne

Analysis performed according ND / Ananus nposesen no HJL: JITI-Ne(005456)-(PT-RU)-150524

Ne Test / IlokasaTenn Result / PesyabTaTel Specification / Hopma
8 Subdivision of tablets / Complies / CoOTBETCTBYET The tablets comply with the test, if not more
Tenenne TabneTox 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. /
TabyeTk# COOTBETCTBYIOT TpeOOBaHUAM, ECJIA
He Oonee 1 equHMYHAS Macca OTKJIOHAETCS 32
npenenst 85%-115% ot cpenHe# Maccel.
TabneTKu He COOTBETCTRBYIOT TpeOOBaHUAM,
lecnu Gonee Yem 1 HHAMBUIYallbHAs Macca
OTKJIOHASTCA OT 3THX HPENENIOB WiH, eciu 1
HHIMBHIYaJIbHAs Macca OTKJIOHAETCH 32
npenenst 75%-125% oT cpenHeil Macchl.

9 Microbiological purity* /
MukpoOuoJioruyeckas
YHCTOTA*

a) Total aerobic microbial count /
O6mmee 9rcio a3poOHBIX
MHIKpPOOPraHH3MOB

b) Total combined yeasts and
mould count / O6mee qucio

NPO¥OKEBBIX U INIECHEBBIX l"pPI60B

c) E. coli

Not Applicable

Not Applicable

Not Applicable

Not 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/ OrcytcTBHE B 1 T

Remarks: The Product confirms to ND/

Ilpumeuanue: Tpoaykt cooTBeTCTBYET TpeGoBaHMAM HJI

Conclusion: APPROVED /
3axaoyenue: OJOEPEHO

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

Member Léf’A

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

Member @/

Approved by: Manager/Executive /
Ouno6peno: Meremkep / PykoBoaurenb
Ajay Kumar - Quality Assurance- Team
Member A

Print Date /[Jata: 31-05-2025

Print Date /[{arta: 31-05-2025

Print Date /dara: 31-05-2025
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Dr.Reddy’s Q:.°

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykt: Llerpra® TabneTKH, NOKpPHITHIE IUIEHOYHOMH 0605104k0MH, 10 Mr

Market / Prinok : Russia / Poccus

Batch No. / . B2501575 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Paszmep cepuu

Analytical Repourt No./ . 2002FP25001290 Date of Analysis / 31-05-2025

AHaJHTHYecKHii oTyeT No Jata ananusa

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JlaTa npoM3BOACTBA TI'open no

Mfg. License No. / MA number: /

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

JuueH3ns No

Analysis performed according ND / Anasins nposesen no HJL: JITI-Ne(005456)-(PT-RU)-150524

Ne 'Test / IToka3aTesb

Result / Pe3yabTaThl

Specification / Hopma

10 Package / YnaxoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 TaGieTok B
[BX/TIABX//amomuHneBoM O1ucTepe.
Ilo 2 6mucTepa BMECTE € JIMCTKOM-
BKJTa/IBILLIEM YIIAKOBAHEI B ITAYKY

KapTOHHY1O.

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

[To 10 TabneTok B
[IBX/TIJIBX//antomusuesom Gmucrepe. Ilo 2
w3 6iuctepa BMECTe € JTUCTKOM-
BKJTA/IBIIIEM YTIAKOBaHBI B TTAYKY 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 / IIpoBOIHTCS NPOH3BOAMTEIEM TIPH BEIIYCKe TEPHOJWUECKH: IS Kax a0k 20-0i cepuy WK He MeHee 1
paza B rof. [loxasarens MoxeT ObITh He BiumoueH B CeprudHKaT aHanu3a GpupMmeL.

Remarks: The Product confirms to ND/
Tpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion: APPROVED /
Zaxmwuenue: OJJOBPEHO

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

Member 1 g

Checked by / [IpoeepeHo:
A. Susmitha - Quality control- Team

Member
=

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoaurensb
Ajay Kumar - Quality Assurance- Team
Member N

Print Date /[{ata: 31-05-2025

Print Date /dara: 31-05-2025

Print Date /[TaTa: 31-05-2025




ko

o

Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Hponykr: Lerpun® TabeTKy, NOKPHIThIE MIEHOYHOH 060/10uKOi, 10 Mr

Market / PeiHOK : Russia / Poccusa

Batch No. / . B2501575 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repourt No. / - 2002FP25001290 Date of Analysis / 31-05-2025

AHaJIMTHYECKHIT oTyeT Ne JlaTa anaamnsa

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JlaTa nNpoH3BOACTBA Togen no

Mfg. License No. / MA number: /

ITpon3eoacTBEeHHAsA : 63/RR/AP/96/F/R : JITI-Ne(005456)-(PT'-RU)
Homep PY

JnneHzus Ne

Analysis performed according ND / Auanus npogeses no HJI: JITT-Ne(005456)-(PI'-RU)-150524

Cetirizine dihydrochloride / LleTupn3snHa IMIHIPOXIIOPUL
Cetirizine / LeTnpusun

API name / Haumenopanne ADC:
INN / MHH:

API manufacturer batch number / BT00-25005
Homep cepun npouszsoauress ADC:
FP Manufacturer API Batch number / FBSA00061

Howmep cepun cyoctaHunn npouspoaurens I'JID:

API Manufactured by & country /

Ipoussoautens APC, crpana:

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHnoBanue, agpec, JULEH3HA 1715 :
IIpousBoacTBeHHas WIowaaka / Ilnomanka KOHTpoIst
KkadecTBa / [lnomaaka BeIMycKa

Glochem Industries Pvt. Ltd., India /
I'noxem Unpactpuec I1BT. JITA., MHOMA
Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&383, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / IIpoussoacTBeHHOE NoApasaenenue-1I,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu
Buwmamk, bagynam Masnan, Memggan ManakamXrapu
Huctpuxt — 500090, mtat Tenanrana, Magus (Jlnuensus 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».

3ak0ueHNe 0 COOTBETCTBHN: «HacTosIuM 5 MOATBEPXIAl0, YTO TIPUBENEHHAs BHIINE MH(POPMANUs ABIAETCA HOCTOBEPHOH U
ToyHOH. DTa cepus MPOAYKUMH MPOW3BENEHA (BKIIOYas yMakoBKY (MapKHPOBKY) M KOHTPONb KadecTBa) Ha BHIIIEYKa3aHHOR
TPOM3BOICTBEHHOM TUTomaKe (IUIOMIAAKaX) B [IOJHOM COOTBETCTBHH ¢ TpeOGoBanuamy [IpaBun Hauexamed MPOU3BOICTBEHHOM
npakTHKK Espasuiickoro 3xoHoMudeckoro corosza (GMP/EAEU/RU/00573-2022) u TpeGoBaHWSIMHM KOHTPONA KauecTBa
JIEKAPCTBEHHBIX CPEJICTB, A TAKXKE B COOTBETCTBHH CO CHEIM(PUKAIMAMH, COACPKANMMHCSA B PErHCTPAllHOHHOM J0ChE CTPaHbI-
MMIIOpTepa. 3aMMCcH N0 TPOM3BOACTRY, YIAKOBKE M aHANK3y NPOBEPEHBI, H YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHusiM [1pasun
HaaJIeXkallleil TPOU3BOICTBEHHOM NPpakTUKK EBpazsHiCKOro S5KOHOMHYECKOTO COFO3a).

Remarks: The Product confirms to ND/
IMpumeuanue: IIpoAyKT cOOTBETCTBYET TpeOoBaHusamM HJT

Conclusion: APPROVED /
Jaxnwuenne: OJOBPEHO

Prepared by / [logroToBieHo:
D. Latha - Quality control- Team

Member é

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

Member y
@

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoauTeNb
Ajay Kumar - Quality Assurance- Team
Member n

VA

Print Date /[{ata: 31-05-2025

Print Date /dara: 31-05-2025

Print Date //Tata: 31-05-2025




