Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IMpoayxr: LerpuH® TabneTkH, MOKPHITHIE IUTEHOYHOM 06010UKOii, 10 Mr

Market / PoiHOK : Russia / Poccust

Batch No. / . B2500477 Batch Quantity / 955 KG / 955 KI'

Cepusn Ne Pazmep cepun

Analytical Repo“rt No./ - 2002FP25000383 Date of Analysis / 25-02-2025

AHanuTHYeckHnii oTyer Ne JlaTta aHanu3a

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JlaTa npousBoacTBa T'open mo

Mfg. License No. / MA ber: /

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

JIHIeH3ua Ne

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

Ne ]'_l“est / Iloxazatenn Result / PesyabTaThl

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 to off-white core on cross section.

White core on cross section. / Kpyrnsie
NBOSKOBBIMYK/bIE TaOJIETKH, TOKPHITHI
TUIEHOYHOH o6oyoukoit Oemoro 1gera,
PHCKOH Ha OOHOM  CTOpOHE.
nonepeyHoM paspese — sAgpo benor
uBeTa.

Hamoutu Gemoro 1BeTa, ¢ PUCKOM Ha OIHOM

Kpyrmnsie JIBOSIKOBBIITYKJIBIE TabyeTKy,
NOKPBITHIE IUIEHOYHOH 06010uK0it Genoro wiy

pone. Ha momepedHoM paspese sapo OT
ibesioro no noutH 6eoro Leera.

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

Identification /
Nnenrnduxanns

HPLC / BOXX

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

ydrochloride  reference  stand

ference standard solution (section "Assay").
BpeMsi yoepKHBaHMA OCHOBHOIO MHKAa Ha

H
~solution. /

CTAHHAPTHOrQ  pacTBOpa
THIPOXJIOPHAA.

Bpems yaep)kHBaHUs OCHOBHOT'O ITHKa HAXPOMaTOrpaMMe
XPOMaTOrpamMMe HUCIBITYEMOT0 PacTBOP: HOKHO
COOTBETCTBYET BpPEMEHH YAEPKHBAHHAYAEPKHBAHHSA
OCHOBHOTO TIHKa Ha XPOMaTOrpaMMexpoMaTorpamme
LETHPH3HHALETHPHIKHA

HCIIBITYEMOI'0
COOTBETCTBOBATh
OCHOBHOT'O
CTaHIapTHOTO
THIPOXJIOpHIA
«KonuyecTBeHHOE ONpENeNICHHE)).

ITHKa

pacTBop
BpEMEHH
Ha
pacTBop.
(pazzen

Remarks: The Product confirms to ND/
IIpumeuanue: IpoaykT cooTBeTcTBYET TpeboraHusm H]I

Conclusion: APPROVED /
3aknaouedue: OJIOBPEHO

Prepared by / ITonroroenexo: Checked by / Ilposepeno:
M. Brahmaji- Quality control- | D. Latha - Quality control- Team
Team Member Member

A

=".

Approved by: Manager/Executive /
Onob6peHo: Menemxep / PykoBoguteins
V. Prashanth - Quality Assurance- Team

Member
LNY

Print Date /ara: 26-02-2025 Print Date /[ara: 26-02-2025

Print Date /Jlata: 26-02-2025 {




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: IeTpuH® TabneTku, NOKPHITHIE IICHOYHOI 060s104K0#H, 10 Mr

JUIeH3ns Ne

Market / Peinok : Russia / Poccus
Batch No. / . B2500477 Batch Quantity / 955 KG / 955 KT’
Cepus Ne Pasmep cepun
Analytical Repo“rt No./ . 2002FP25000383 Date of Analysis / 25.02-2025
Ananurnyeckuii oTyet Ne JlaTa ananusa
Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028
HaTa npouspoacTaa T'ogen xo
Mfg. License No. / MA number: /
: ’ -No -(PI'-
IponspoacTBeHHAs 63/RR/AP/96/F/R Homep PY JITI-Ne(005456)-(PI"-RU)

Analysis performed according ND / Anaans nposenex mo HJL: JITI-Ne(005456)-(PI'-RU)-150524

INo Test / IToxazaTenn Result / Pe3yabTaThl

Specification / Hopma

'UV- spectrophotometry /
Y®- cnekrpodoToMeTpus

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 ®-cnexTps! HOrJIoMEeHU] UCTIBITYEMOTO
pacTBOpa M CTaHAAapTHOTO  pacrBopal
UEeTHpPH3MHA THapoxyopua B obiactu ot 200 -
o 400 HM [OOMKHBEI HMMETh MaKCHMYMBI
MOrJIOMIEHH TIpH OJHOM M TOM Xe IHHE
BOJIHEI C HOIYCTUMBIM OTKJIOHEHHEM + 2 HM.

3 Water content/
Copep:kaHue BOAbI

2.4% wiw / 2,4%

Not more than 8.0% /
He Gonee 8,0 %

4 Uniformity of dosage units /
OaHOpPOIHOCTH JO3HPOBAHHLIX
eTMHHUIL

4.7/4,7

|Acceptance value (AV) should be not more
than 15.0 / INoka3zarens npuemaeMocta (AV
nonxkeH 6uiTh He Gonee 15,0,

S Dissolution / PacTBopeHne

101%, 103%, 102%, 103%, 104%, 102%

Not less than 80% (Q) of the labeled amount
of C21HzsCIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHAJILHOTO COACP)KAHUAL
C21Ha5CIN2O3-2HCI (1ietipusuza
nurunpoxnopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeyanue: IIpoaykt coorBercrByeT Tpeboranusm HJ|

Conclusion: APPROVED /
3axaouenue: OJIOGPEHO

Prepared by / Iloarorosneno: Checked by / IIpoeepeHo:
M. Brahmaji- Quality control-

Team Member Member

WLy

D. Latha - Quality control- Team

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBonurens
V. Prashanth - Quality Assurance- Team

Member U}'M

Print Date /Nara: 26-02-2025 Print Date /Jarta: 26-02-2025

Print Date /Jlata: 26-02-2025 \




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: Lerpua® TabneTkH, MOKPHITEIE INIEHOYHO 06onouko#, 10 Mr

JIHUeH3ns Ne

Market / Puinok : Russia / Poccust

Batch No. / : B2500477 atch ORantityl 955 KG / 955 KT

Cepus Ne Pa3zmep cepun

Analytical Repo“rt No./ - 2002FP25000383 Date of Analysis / 25.02-2025

AHajguTHdecKnii oTyeT No JlaTa anannza

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JaTa npousBoacTBa T'ogen go

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS ¢ 63/RR/AP/96/F/R ' JIT1-Ne(005456)-(PI"-RU)
Homep PY

Analysis performed according ND / Ananu3 nposenex mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

Any individual unidentified
impurity / JIro6as exquHu4Has
HenpeHTHOHIHpoBaHHasA npuMeck [0.07% / 0,07%

(ITKO = 0,041%)

Total impurities / 0.2%/0,2%

CymMa npuMecett

npeaena KOMUYECTBEHHOI'O ONpeaeneHms

Ne est / Ilokazarenn Result / PezyabTaTsl Specification / Hopma
6 Impurities / lIpumecn .
Not detected / He obHapy:xeHa

Impurity A /
[pumecs A Less than LOQ (LOQ = 0.010%) / Hinke [Not more than 0.2 % / ue 6onee 0,2 %
Impurity B / Mpeziesa KOJTM4YECTBEHHOTO OIPEAeneH s
ITpumecs B (ITKO = 0,010%) Not more than 0.2 % / ue 6onee 0,2 %
Impurity C /
[Mpumecs C 0.02%/ 0,02% Not more than 0.2 % / ne 6onee 0,2 %
Impurity D /
[pumecs D INot detected / He o6Hapy»xeHa Not more than 0.2 % / re 6onee 0,2 %
Impurity E /
[Mpumeck E 0.03% / 0,03% INot more than 0.2 % / He Gonee 0,2 %
Impurity F /
TIpumecs F Less than LOQ (LOQ = 0.041%) / Huxe [Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % /
He Gonee 0,2 %

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

7 Assay / KonnuecrBeHHOE
onpeneJeHne

10.07 mg/ 10,07 mr
100.7% / 100,7%

Not less than 9.0 mg and not more than
11.0 mg CzHasCIN2O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
nd 110,0 % of label claim)./ Ot 9,0 mr no
11,0 mr C2;Hz5CIN2O5-2HCI (ueTnpHuzuna
uruapoxnopun) B tabnerke (ot 90,0 % no
110,0 % OT HOMHMHAILHOTO COIEPIKAHHA).

Remarks: The Product confirms to ND/
IIpumeuanne: Ilpoaykt coorBeTcTBYET TpeGoBaHusM H]L

Conclusion: APPROVED /
3akarwdenue: OTOBPEHO

Prepared by / Tloarorornexo: Checked by / Ilpoeepeno:
M. Brahmaji- Quality control-

Team Member Member

D. Latha - Quality control- Team

~=* o

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBoauTenb
V. Prashanth - Quality Assurance- Team
Member

Print Date /Jlara: 26-02-2025

Print Date /JTata: 26-02-2025

Print Date /Jlata: 26-02-2025  \




s

Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LlerpuH® TabieTky, MOKPHITHE IIEHOYHOH 0600uKo#, 10 Mr

Market / PeiHok : Russia / Poccus

patelom! : B2500477 atch Quanitysf 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repo0rt No. / . 2002FP25000383 Date of Analysis / 25.02-2025

AHanuTHYeCKHIi oT4ueT No JlaTta aHaqu3za

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JlaTa npousBoacTBa Togen no

Mfg. License No. / MA ber: /

IIpou3BoacTBeHHAs : 63/RR/AP/96/F/R fumoer: JIIT-Ne(005456)-(PT-RU)
Homep PY

JinueH3ust Ne

Analysis performed according ND / Auanus nposegen mo HI; JITI-Ne(005456)-(PI'-RU)-150524

No

Test / [loka3aTean

Result / PesynabTaThl

Specification / Hopma

8

. |Subdivision of tablets /

JlesieHHe TabIeTOK

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. /
ITabneTkH COOTBETCTBYIOT TPEOOBaHUAM, €CIIH
He Oonee 1 emMHUYHAA Macca OTKIIOHAETCA 3a

npenens: 85%-115% ot ¢peaHed MACCHL.
Tabnerky HE COOTBETCTBYIOT TPEOOBaHUAM,
ecnu Ooniee ueM 1 HHAMBHUAYaNbHAA Macca
OTK/IOHAETCS OT STUX NPEAENOB Uy, eciu 1
WHAMBHAYANbLHAA Macca OTKIIOHSETCS 3a
npepens 75%-125% ot cpeaHen Macckl.

Microbiological purity* /
MukpoGHonorudeckas
uncroTa*

a) Total aerobic microbial count /
O6mee 4rcio a3poOHBIX
MHKPOOPTaHU3MOB

Not Applicable

Not Applicable
b) Total combined yeasts and
mould count / O6mee yncno
IIPOOKEBBIX M IUIECHEBBIX IPHOOB

c) E. coli Not Applicable

Not more than 1000 CFU/g /
He Gosee 1000 KOE/r

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

Shall be absent in 1g/ OtcyTcTBUE B 1 T

Remarks: The Product confirms to ND/
Ipumeyanne: IponykT cooTBeTcTBYeT TpeboBanusm HJJ

Conclusion: APPROVED /
3axaouenue: ONOBPEHO

Prepared by / ITonrotroeneno:
M. Brahmaji- Quality control-
Team Member

Checked by / IIpoeepeHo:
D. Latha - Quality control- Team

Member (-ga"/_,,_

~=z,

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopomurens
V. Prashanth - Quality Assurance- Team

Member L n W
\

Print Date /JJara: 26-02-2025

Print Date /Jara: 26-02-2025

Print Date /[Jata: 26-02-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

HpoaykT: LeTprH® TabieTKU, MOKPHITHIE ILIEHOYHO# 060n0ukoH, 10 Mr

JIMIeH3ns No

Market / Poinox : Russia / Poccus

patch No./ : B2500477 Batch Quantity / 955 KG /955 KT

Cepus Ne Paszmep cepun

Analytical Repovrt No./ - 2002FP25000383 Date of Analysis / 25-02-2025

Ananurnyecknii oruet Ne Jara anaanza

Date of Manufacture / . 08-02-2025 Date of Expiry / 31-01-2028

JlaTa npon3BoacTBa I'ogen go

Mfg. License No. / MA number: /

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

Analysis performed according ND / Anaaus nposeaex nmo HJI: JII-Ne(005456)-(PI'-RU)-150524

Ne  [Test / IokasaTens Result / PesyapTaTsl

Specification / Hopma

10 Package / YnaxkoBka

KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 TabneTox B
[IBX/TIABX//amomunnerom Ormcrepe.
[To 2 6nucTepa BMECTE C JIMCTKOM-
BKJIAJBIIEM YIaKOBAHEI B TAUKY

10 tablets in PVC/PVDC//aluminum blister. 2

a carton. /

[To 10 Tabnerok B
TIBX/TI[IBX//amomuuuesom Giucrepe. o 2
unu 3 GircTepa BMECTeE € JIMCTKOM-
BKJTaZbIIEM YIIaKOBaHEL B TAYKy 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 / I[IpoBoaHTCS MPOU3BOAHUTENEM IIPH BHINMYCKe MepUOIUYecKU: I kaxnoit 20-oii cepuy wiM He MeHee 1
pasa B rof. [Toxazarens MoXeT OBITh He BUIIOYEH B CepTudHkaT aHaIH3a QHPMBEL

Remarks: The Product confirms to ND/
IIpumeuanue: [Iponykt coorBeTcTBYET TpeboBaHuaM HIT

Conclusion: APPROVED /
3axnrwuenne: OJIOBPEHO

Prepared by / IToarorornieHo: Checked by / IlposepeHo:
M. Brahmaji- Quality control-

Team Mem%f"

Member

D. Latha - Quality control- Team

LKy

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBonuresns
V. Prashanth - Quality Assurance- Team

Member M

Print Date /lara: 26-02-2025

Print Date /ara: 26-02-2025

A

Print Date /JTata: 26-02-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Mpoaykr: [letprua® TabneTkH, NOKPHITHE TIIEHOYHOH 060/10uK0i, 10 M
Market / Peinok : Russia / Poccus
Jachi N : B2500477 Batch Quantity / . 955KG/955 KT
Cepns Ne Pazmep cepuu
Analytical Repourt No./ . 2002FP25000383 Date of Analysis / . 25.02-2025
AHaTUTHYeCKHil 0TUeT Ne JlaTa ananu3za
Date of Manufacture / . 08-02-2025 Date of Expiry / . . 31-01-2028
Harta nponsBoacTBa Toxen no
Mfg. License No. / MA number: /
TIpoN3BOACTBeHHAS : 63/RR/AP/96/F/R numoer: JITI-Ne(005456)-(PT-RU)
Homep PY
auueH3us Ne
Analysis performed according ND / Ananus nposeaen no HJI: JII-Ne(005456)-(PI'-RU)-150524

API name / HaumeHoBanne APC: Cetirizine dihydrochloride / IleTpu3uHa AUrHAPOXJIOPHA,

INN / MHH: Cetirizine / HeTupnzux

API manufacturer batch number / BT00X24006, BT00X24007

Homep cepun nponsoautens A@C:

FP Manufacturer API Batch number / FBRA00615, FBRA00616

Homep cepun cyocTanunu nponsoantensn I'JId:

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

IpousBoautenas A®C, crpana: I'noxem Uupactpuec I1BT. JITA., MHIUS

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

mannfacturing site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HanmeHnoBaHue, agpec, JTHIEH3US A0 Malkajgiri Distrist — 500090, Telangana State, India (license No

IlponssoacreesHast miomaaka / Ilnomaaxa kourpoas 63/RR/AP/96/F/R). / TlpoussoacTBeHHoe noapazieneHue-1l,

xaudecTBa / Ilnoimaaxka BeIMycKa Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynaniu

Buutamk, bauynayuin Mangan, Meauan Manakamkrupu
Huctpukt — 500090, wrar Tenanrana, Maaus (JInuensus 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».

3aKI04eHHe 0 COOTBeTCTBHN: «HACTOAIMM 5 TOATBEPKAAIO, UTO NMPHUBEASHHAs BHIIE HHQOpMalMs SBIAETCA JOCTOBEPHON M
ToyHOH. 3Ta cepus MPOAYKUHHU Npou3BeAeHa (BKIIOYAs YIIAKOBKY (MapKUPOBKY) H KOHTPOJb KAaueCTBa) Ha BBILCYKA3aHHOMH
NPOU3BONCTBEHHOM UTOmanke (IUIOIAAKax) B IIOJHOM COOTBETCTBMH ¢ TpeboBanHusamu TIpaBui Haexarcit TIPOU3BOACTBEHHOH
npaktuku Espasuiickoro skoHomudeckoro corosza (GMP/EAEU/RU/00573-2022) u TpeGOBaHMAMM KOHTPOJA KadeCTBa
JIEKAPCTBEHHBIX CPEICTE, 2 TaKkKe B COOTBETCTBUH CO CleUM(UKAIMAMY, COACPHAIMMUCI B PErHCTPallHOHHOM J0ChE CTPaHbI-
uUMIIopTepa. 3anucy Mo NPOU3BOACTBY, YIIAKOBKE H aHATH3Y NPOBEPEHE], M YCTAHOBIEHO HX COOTBETCTBHE TpeboBanuam Ilpasun
Hazuiekallei Npou3BOACTBEHHON NPakTUKY EBPasHACKOro 3KOHOMHUYECKOTO COI03aY.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanne: [Iponykr coorBeTcTBYET TpeboBanusam HIT 3akmouenne: OJOBPEHO

Prepared by / IToarotoeneHo: Checked by / IIpoepeHo: Approved by: Manager/Executive /

M. Brahmaji- Quality control- | D. Latha - Quality control- Team Ono6peno: Menemxep / PykoBoautens

Team Member Member V. Prashanth - Quality Assurance- Team
% .

Member W

Print Date /Jlata: 26-02-2025 Print Date /ara: 26-02-2025 Print Date /arta: 26-02-2025 {




