Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: Ierpuu® Tabnerku, NOKPHITHIE MIeHOYHOH 06omoukoi, 10 Mr

Market / Poinok : Russia / Poccus

g Atchelil I : B2500928 Echjuan ity 955 KG /955 KT

Cepust Ne Pasmep cepun

Analytical Rep(irt No./ - 2002FP25000780 Date of Analysis / 31-03-2025

Anagutndyecknii oruer Ne JlaTa aHaau3a

Date of Manufacture / . 19-03-2025 Date of Expiry / 29.02-2028

JlaTa npon3BoACTBa T'ogen no

Mfg. License No. / MA ber: /

IIpousBoacTBeHHast : 63/RR/AP/96/F/R pumber: JII-Ne(005456)-(PT'-RU)
Homep PY

JnneH3us Ne

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

Ne

'Test / Iloka3zaTean

Result / PesyanTars

Specification / Hopma

1

Description / Onucanne

White coloured, round, biconvex film
coated tablet with a breakline on one side.
Whitc corc on croaa scction. / I(pyravic
NBOSIKOBBIIYKNbIC TAONETKH, MOKPBITHIE
[UIEHOYHOM 000J10uKoii Genoro IiBera, C
pUCKOli Ha OOHOH  CTOpOHE.
momepeyHoM pazpe3e — AApo Oenoro
LBETA. -

Halnourn Genoro 1Bera, ¢ pHUCKOH Ha OJHOH

White or off white coloured, round, biconvex|
film coated tablet with a breakline on one side.
Whitc to off-whitc oorc on oross acction.
Kpyrnsie JIBOSAKOBBIITYKITBIE TabyeTky,
MOKPBITHIE IUIEHOYHOM 060104KO#H 6eJ10r0 HiTH

cropoHe. Ha momepeuHoM paspese sapo o7
Gesioro 1o noyru 6ey1oro Lpera.

Identification /
NnenTnduxanus

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 Cetirizing

The retention time of the main peak in the
chromatogram of test solution should complyj
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride

Hydrochloride reference
solution. /

standardreference standard solution (section "Assay").

BpﬁMﬁ yAepXHBaHUA OCHOBHOIO IHMKa H
HUCIIBITYCMOT'O pacTBOp:

BpeMst yaep>KUBaHHs OCHOBHOTO [IHKA HAXPOMATOTrpaMMe
XpOMAaTOrpaMMe HCIBITYEMOrO PaCTBOPAAOIKHO
COOTBETCTBYET BpEeMEHH YAEPKHBAHHSYIEPKHBAHHUS

COOTBETCTBOBATH
OCHOBHOTI'O

OCHOBHOTO TMHKAa HA XPOMAaTOrpaMMEXpOMarorpaMMe  CTaHJapTHOTO
TAHAAPTHOrO pacTBopa LETHPH3IMHALETHPH3HHA THIPOXJIOpHIA (pazzen
rUapoXIopHIa. «KonuuecTBeHHOE ONPEAEIEHUEY).

Remarks: The Product confirms to ND/
IIpumeuanue: Ilponykt cooTsercTryet TpebopaHusM HJJ

Conclusion: APPROVED /
3axmouenue: OOBPEHO

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

Member ;

Checked by / TIpogepeHo:
KVV.Satyanarayana - Quality control-
Team Member

Approved by: Manager/Executive /
Ono6peHo: MeHemxkep / PykoBomurens
Ajay Kumar - Quality Assurance- Team
Member n

cd

Print Date /Tata: 31-03-2025

Print Date /dara: 31-03-2025

Print Date /J{aTa: 31-03-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoayxr: Lletpna® TabieTky, TIOKPBITEIE IUIEHOYHOH 000s104K0M, 10 Mr

JuueH3Insa Ne

Market / Poinok : Russia / Poccus
Batch No. / . B2500928 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pasmep cepun
Analytical Repo“rt No. / - 2002FP25000780 Date of Analysis / 31-03-2025
AHanuTHYeCKMil oTyeT Ne Jara ananuza
Date of Manufacture / . 19-03-2025 Date of Expiry / 29-02-2028
JlaTa npousBoacTBa T'onen mo
Mfg. License No. / MA number: /
: : -No -(PI'-
IlponsBoacreennas 63/RR/AP/96/F/R Howmep PY JII-Ne(005456)-(PT'-RU)

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

Ne Test / IlokazaTens Result / PesynsTaTe:

Specification / Hopma

UV- spectrophotometry /
Y ®- cnekrpodoTomMeTprs

Complies / CooreercTByer

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
]solution in the range 200 nm to 400 nm should
orhibit maxima absorbance at about (v sau
wavelengths with an allowed variation of +2|
nm./ Y ®-cnexTps! NOMIOMEHHs HCTIBITYEMOTo
pacTBOpa M CTaHIApTHOTO  pacTBOP

LIETHPH3HHA THApOXIopHUna B obnactu ot 200
10 400 HM [JOKHBI HMEThH MAaKCHMYMBI
MOrJIoleHHAs NpU OOHOM W TOH Xe IJIMHE
BOJIHBI C IOMYyCTHMBIM OTKJIOHEHHEM + 2 HM.

Il

Water content/
Conepxanune BogbI

2.6% wiw / 2,6%

Not more than 8.0% /
He 6onee 8,0 %

Uniformity of desage units /
OAHOPOAHOCTH 03U POBAHHBIX
e/ {HHHULL

4.7/4,7

Acceptance value (AV) should be not more
than 15.0 / IMokazarens npuemieMmoctu (AV)
L]O.Tmceu ObITH He boniee 15,0.

Dissolution / PacrBopenne

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

Not less than 80% (Q) of the labeled amount
of C21HasCIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAEHOTO COEPIKAHHS
C21H25CIN203°2HCI (uetupusuna
nuruapoxsopun) sepes 30 MuH.

Remarks: The Product confirms to ND/
Ipumeuanue: ITpoaykr coorsercTyeT Tpe6oBanmsam HJT

Conclusion: APPROVED /
3aknouenne: OJOBPEHO

Prepared by / IToaroTosneno: Checked by / IIposepeno:
D.Latha- Quality control- Team

Member @

Team Member

KVV.Satyanarayana - Quality control-

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosomurens
Ajay Kumar - Quality Assurance- Team
Member n

3

Print Date /Hara: 31-03-2025 Print Date /J{ara: 31-03-2025

Print Date /{ata: 31-03-2025




Dr. Ready’s “:'.

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lletpua® TabneTku, MOKPHITHIE IUIEHOYHO 0bosouko#, 10 Mr
Market / PeiHok : Russia / Poccus
Batch No. / . B2500928 Batch Quantity / 955 KG / 955 KI"
Cepus Ne Pasmep cepun
Analytical Repo“rt No./ . 2002FP25000780 Date of Analysis / 31-03-2025
AHanuTHueckuii oTueT No JaTa anannza
Date of Manufacture / . 19-03-2025 Date of Expiry / 29.02-2028
JlaTa npoH3BOACTBa I'ogen g0
Mfg. License No. / MA number: /
IIpousBoacTBeHHAsK : 63/RR/AP/96/F/R er: JITI-Ne(005456)-(PT"-RU)
Homep PY
JHIeH3UA Ne
Analysis performed according ND / Anaju3 npoBeaed mo HJ/I: JITI-Ne(005456)-(PI'-RU)-150524

e

Test / IloxazaTean

Result / PesyabTaTnl

Specification / Hopma

6

Impurities / Ilpumecu

Impurity A/
[Tpnmecs A
Impurity B /
ITpumecs B
Impurity C/
Ipumecs C
Impurity D /
[Tpumecs D
Impurity E /
IIpumeck E
Impurity F /
ITpumecs F

Any individual unidentified
impurity / Jio6as enuHuyHas

Total impurities /
Cymma npumeceit

HeuaeHTHHIMPOBaHHAS IPUMeCh

Less than Limit of Detection (LOD =
0.005%) / Hivke npeena oGIapy:ieIin
(ITO = 0,005%)

Less than LOQ (LOQ =0.010%) / Huxe
[pezena KOMYeCTBEHHOTO OTIpeAeIeH U
(IIKO = 0,010%) -

Less than LOQ (LOQ = 0.017%) / Huxe
npenena KOMMYECTBEHHOTO ONpeeIeH s
(ITKO = 0,017%)

Less than LOQ (LOQ = 0.003%) / Huxe
npenesna KOJMMYECTBEHHOTO ONpeAeieH s
(IIKO = 0,003%)

0.03%/ 0,03%

Less than Limit of Detection (LOD =
0.015%) / Hmwke npenena oGHapykeHUST
(ITO =0,015%

0.06% / 0,06%

0.1%/0,1%

Not more than 0.2 % / ne 6onee 0,2 %
Not more than 0.2 % / ne 6oiee 0,2 %
Not more than 0.2 % / He Gonee 0,2 %
Not more than 0.2 % / He Gonee 0,2 %
INot more than 0.2 % / "e 6onee 0,2 %
Not more than 0.2 % / ue 6osee 0,2 %

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

INot more than 2.0% /
He Gounee 2,0%

Assay / KonngecTBeHHOE
onpenejieHne

9.97 mg/ 9,97 mMr
99.7%/ 99,7%

Not less than 9.0 mg and not more than
11.0 mg C»;HzsCIN2O3:2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
tand 110,0 % of label claim)./ Ot 9,0 mMr mo
11,0 mr CyHp5CIN, O3 2HCI (uetnpuzrna

imuruapoxsisopua) B Tabnetke (ot 90,0 % no

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

IIpumeuanue: IlpoayxT coorBeTcTBYET TpeboBanusiM HJJ

3axkmoyenue: OJIOBPEHO

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

Member ‘

Checked by / lIpoBepeHo:
KVYV.Satyanarayana - Quality control-
Team Member

Approved by: Manager/Executive /
OnoGpeno: Meunemxkep / PykoBonurens
Ajay Kumar - Quality Assurance- Team
Member (A

ced

Print Date /Jlata: 31-03-2025

Print Date /Jata: 31-03-2025

Print Date //Tara: 31-03-2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUO®HNKAT AHAJIHU3A

Product: Cetrine film coated tablets, 10 mg

Hpoayxr: LleTpuH® TabNeTKH, TOKPHITHIE MIICHOYHOH 0607104K0iA, 10 M

Market / Poinok : Russia / Poccus

Batch No. / . B2500928 Batch Quantity / 955 KG /955 KT

Cepus N\e Pasmep cepun

Analytical Repo“rt No./ . 2002FP25000780 Date of Analysis / 31-03-2025

AHanuTHYeCKHIi oT4eT Ne JlaTa ananmnza

Date of Manufacture / . 19-03-2025 Date of Expiry / 29.02-2028

JlaTa npon3BoAcTBa T'oxen xo

Mfg. License No. / MA ber: /

IIpou3BOACTEEHHAS : 63/RR/AP/96/F/R numoer: JII-Ne(005456)-(PT-RU)
Homep PY

JuneH3ns Ne

Analysis performed according ND / Ananuns npoBenen mo H/: JITI-Ne(005456)-(PT-RU)-150524

Ne ITest / Iloxasarenn

Result / PesyabTarnt

Specification / Hopma

110,0 % oT HOMHHAJILHOTO COAEPXKaHUA),

Subdivision of tablets /
Jenenue TabaeToK

Complies / CooTBeTcTBYyET

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. /
TabneTku COOTBETCTBYIOT TpeOOBaHUAM, €CITH
He Oonee 1 enHUYHAA Macca OTKJIOHSETCS 3a
npenenst 85%-115% ot cpenHeit MacckL.
TabneTky He COOTBETCTRYIOT TPeOOBaHUM,
ecnu Gonee uem | MHAMBHIYaNnbHas Macca
OTKJIOHAETCA OT STHX MpeleNIOB UITH, eciH 1
WHIMBHAYaJbHAS Macca OTKJIOHSETCS 3a
npenensl 75%-125% ot cpenHer Macchl.

Microbiological purity* /
MukpoGHosioruyeckKas
YHCTOTAY

Obmee yucIo a3pobHBIX
MMKPOOPTaHHU3MOB

b) Total combined yeasts and
mould count / O6miee yucio

c) E. coli

a) Total aerobic microbial count /

OPOFOIKEBLIX U IVICCHEBBIX I‘pI/I60B

Not Applicable

Not Applicable

Not Applicable

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

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

Shall be absent in 1g/ OrcyrcTBUE B 1 T

Remarks: The Product confirms to ND/
IIpumeuanne: IlpoaykT cooTBeTCTBYET TpebopaHusM H]|

Conclusion: APPROVED /
3akawuenune: OTOBPEHO

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

Member z

Checked by / IIposepeHo:
KVV.Satyanarayana - Quality control-
Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonutens
Ajay Kumar - Quality Assurance- Team

Member u?

Print Date /[arta: 31-03-2025

Print Date /Mara: 31-03-2025

Print Date /JlaTa: 31-03-2025




e @0
Dr.Reddy’s Q;.'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykt: lletpyn® TabneTkH, MOKPLITEIE MIEHOYHO 060mouKoii, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . B2500928 Batch Quantity / 955 KG /955 KT'

Cepus Ne Pazmep cepun

Analytical Repovrt No./ - 2002FP25000780 Date of Analysis / 31-03-2025

Ananutndecknii oryer No JaTa ananmsa

Date of Manufacture / . 19-03-2025 Date of Expiry / 29.02-2028

JlaTa npon3BoacTBa T'open no

Mfg. License No. / MA number: /

IlpousBoacTBeHHasn : 63/RR/AP/96/F/R n el JIII-Ne(005456)-(PT-RU)
Homep PY

JunensHsa Ne

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

Ne  [Test/Iloxasarens

Result / PesyabTaTnl

Specification / Hopma

10  |Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 Tabnetox B
[IBX/TIABX/ anomunmesom Guuerspe.
ITo 3 6nucTepa BMECTE C TMCTKOM-
BKJIAJILILIEM YITAKOBAHEI B [TAYKY
KapTOHHYIO.

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

[To 10 Ta8aeToK B
MBX/TIABX//amomuauesom 6uctepe. Io 2
1M 3 GupcTepa BMECTE ¢ IMCTKOM-

BKJIaAbIIEM YITAKOBAHEBI 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 / ITpoBomuTCs IPOM3BOAMTENEM TIPH BBITYCKE MEPHOIUUECKH: IS KaXaoit 20-0it CEpHH HJIH He MeHee 1
pasa B rof. ITokasatens MoxeT GEITh He BKIIOYeH B CepTH(HKAT aHaNH3a GUPMEL

Remarks: The Product confirms to ND/
Ipumeuanne: ITponykT cooTBercTByeT TpeGosanusam HJT

Conclusion: APPROVED /
3akmouenne: OJOBFPEHO

Prepared by / IToarorosiexo: Checked by / ITporepeno:
D.Latha- Quality control- Team

Member g

KVV.Satyanarayana - Qualjty control-
Team Member A/‘_'

Approved by: Manager/Executive /
OnobpeHo: MeHemxep / PykoBomures
Ajay Kumar - Quality Assurance- Team

Member cé-[)

Print Date /JlaTa: 31-03-2025 Print Date /[ara: 31-03-2025

Print Date /dara: 31-03-2025




Dr. Re;'ldy’s “!‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
ITpopyxrt: Lletpru® TabneTku, NOKPHITHIE IIEHOYHOM obosoukoi, 10 Mr

Market / Puinok : Russia / Poccus

patch No.7 : B2500928 Batch Quantity / . 955KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No./ - 2002FP25000780 Date of Analysis / 31-03-2025

AHanuTu4eckmii oTyeT No JlaTta ananu3za

Date of Manufacture / . 19-03-2025 Date of Expiry / . 20.02-2028

JlaTa mpoH3BOACTBA Tomen 10

Mfg. License No. / MA ber: /

IIpou3BoxcTBEHHAs : 63/RR/AP/96/F/R e :  JIII-Ne(005456)-(PT-RU)
Homep PY

JHIEeH3HA No

Analysis performed according ND / Ananus nposenen mo H/L: JITI-Ne(005456)-(PI'-RU)-150524

API name / HaumenoBanune A®PC: Cetirizine dihydrochloride / HeTupusuHa qUrHIpOXIOpUA

INN / MHH: , Cetirizine / LleTupusun

API manufacturer batch number / BTO00-24077

Homep cepuu npousogurens A®C:

FP Manufacturer API Batch number / FBRA00614

Homep cepun cy6cranuun npousBogutesi IJID:

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

IIpoussoantens A@C, crpana: I'moxem Hupactpuec Ipt. Jita., Maous

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

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

HaumeHoBaHHe, agpec, THUEH3IUT AT Malkajgiri Distrist — 500090, Telangana State, India (license No

IIpousBoacTBenHas maomanka / Ilnomaaka KoOHTpoJs 63/RR/AP/96/F/R). / IlpousroncTBeHHOe oapazneneHue-1],

KavecTBa / ILnolmaaka BeInmycka Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu

Bunnamxk, Bauynannuy Manpan, Menquan Manakafkrapu
Huctpukt — 500090, wrat Tenanrana, Maaus (JIunensus 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».

3akai04eHne o cooTBeTCTBMH: «HacTosAIMM s OATBEPK/Aal0, YTO NpHUBENEHHAas Bbille HHGOpMauKs SBISETCS JOCTOBEPHOH U
TOYHOH. OTa cepHst MPOAYKLHH NpoH3BemeHa (BKIIOYas YNakoOBKY (MapKMPOBKY) M KOHTPOJb KayecTBa) Ha BBINIEYKAa3aHHOI
NIPOU3BOACTBEHHOH IUIolaaKe (IUIOMaAKax) B IOJTHOM COOTBETCTBHH C TpeGoBaHusMH [IpaBun Hajsexainei Npou3BOICTBEHHOMH
npaktHkd EBpasuiickoro skoHomuyeckoro corwsa (GMP/EAEU/RU/00573-2022) u Tpe6OBaHMAMH KOHTPOJISL KadyecTBa
JIEKapCTBEHHHIX CPEJCTB, a TAKXKE B COOTBETCTBUH CO CHELMPUKAUMAMM, COACPKALIIMMUCI B PETMCTPALIMOHHOM TOCHE CTPaHBI-
HUMIOpTepa. 3aNKCH MO NMPOU3BOACTBY, YIIAKOBKE M aHaNM3y NMPOBEPEHbl, U YCTAHOBICHO MX COOTBETCTBHE TpeOoraHuAM Ilpasun
Hapuiexalneii poH3BOJCTBEHHOM NpakTHKK EBpasuiickoro 3kOHOMHYECKOT0 COK3ay.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: Ilponykt coorBeTcTBYET TpeboBaHusam HJ{ 3axmogyenue: OTOBPEHO
Prepared by / IToarotorneHo: Checked by / Ipogepeno: Approved by: Manager/Executive /

Ajay Kumar - Quality Assurance- Team

Member Team Member
L&(’ Member D{‘\

Print Date /lata: 31-03-2025 Print Date /[Tata: 31-03-2025 Print Date /Jata: 31-03-2025

D.Latha- Quality control- Team | KVV.Satyanarayana - an!ity control- | Omo6peno: Menemxkep / PykoBoaurens




