Dr. Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ilpoaykr: Letpuu® rabneTku, NOKPHITHIE MIIEHOYHOMH 060JIoukol, 10 Mr

Market / Poinox : Russia / Poccus

EREERING. : B2501329 Batch Quantity / 955 KG / 955 KT

Cepusa Ne Pazmep cepnu

Analytical Repourt No./ - 2002FP25001030 Date of Analysis / 30-04-2025

AHanuTHYecKH# oTyeT Ne JlaTa ananusa

Date of Manufacture / . 09-04-2025 Date of Expiry / 31-03-2028

JlaTa npon3BoAcTBA Tonen no

Mfg. License No. / MA ber: /

IIpou3BoxcTEenHAs : 63/RR/AP/96/F/R R JII-Ne(005456)-(PT-RU)
Homep PY

JIHIEH3HA No

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

Ne Test / Iloxa3zaTens

Result / PesyabTaThl

Specification / Hopma

1 Description / Onncanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrueie
IBOSIKOBBIMYKJIbIE TAOJIETKH, noprrrbla

IICHOYHOM 060/104KOi OCiIoro 1BCTA,

puckoii Ha onHO#t cTopoHe. H
rnomepevyHoOM paspese — sapo Genoro
[BETA. .

White or. off white coloured, round, biconvex
film coated tablet with a breakline on one side.
White to off-white core on cross section.

Kpyrasie JIBOSKOBEBITYKITEIE TabJeTKy,
MOKPBITHIC INICHOYHOH 060104K0# 6CToro Wiy
noutTH Oeloro LBera, ¢ PHUCKOH Ha OJHOM
cTtopore. Ha momepedHoM paspese sapo oT
Genoro mo nouru Genoro LBeTa.

2 Identification /
HNaenTnduxanus

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 Cetirizine
Hydrochloride reference
isolution. /

standardreference standard solution (section "Assay").

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

BpeMﬂ YAEp>KUBAHHUA OCHOBHOI'O IUKa H

XpOMaTOTrpamMMe HCIIBITYEMOro PacTBOP:
COOTBETCTBYET BPEMEHM YAEPKHBAHWA
OCHOBHOTO MHK4 Ha XpoMarorpamme
CTaHIapTHOTO pPacTBOpa  UETHPH3HHA
rHApOXTOpHIA.

BpeMs ynepxuBaHUsS OCHOBHOTO THKA H%poma'mrpamme

HCTBITYEMOTO  PacTBOP

OIDKHO COOTBETCTBOBAaTh BpEeMeHH
NEPKHUBAHUA OCHOBHOTO MHKa H
XpOMaTOrpaMMe  CTaHIOApPTHOTO  PacTBOP

LEeTHPH3HHA TMAPOXJIOpHAIA (pazgen

«KonuyecTBeHHOE OTIPSHAENIEHHEN).

Remarks: The Product confirms to ND/
IIpumeuanue: IponyxT cooTBeTCTBYET TpeboBaHusIM H]|

Conclusion: APPROVED /
3akmoyenne: OJIOBPEHO

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

Member g

Checked by / ITporepeHo:
K.V.V. Satyanarayana - Quality control-
Team Member

VA

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykorogurens
Ajay Kumar - Quality Assurance- Team

Member A
e

Print Date /Hara: 30-04-2025

Print Date /[Tata: 30-04-2025

Print Date /Jata: 30-04-2025




Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: letpun® TabneTku, MOKPHITHE MIEHOYHOH 06onoukoii, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . B2501329 Batch Quantity / 955 KG/ 955 KT

Cepusn Ne Pa3zmep cepun

Analytical Repovrt No./ - 2002FP25001030 Date of Analysis / 30-04-2025

AHAJHTHYECKHI oTueT No JlaTa ananu3a

Date of Manufacture / . 09-04-2025 Date of Expiry / 31-03-2028

JaTta npon3BoacTBa Toaen no

Mfg. License No. / MA ber: /

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

JHIeH3usa Ne

Analysis performed according ND / Ananu3 nposeaen o H/I: JIIT-Ne(005456)-(PI'-RU)-150524

No Test / IlokazaTean

Result / PesyabTaThl

Specification / Hopma

\UV- spectrophotometry /
V®- cnektpodoroMeTpust

Complies / CooTBeTcTnyeT

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 ®-crieKTpHl NOTJIOMEHUs HCIIBITYEMOT
pactBOpa HW  CTaHZApTHOTO pacmopj
LeTHPH3MHA THapoxyopuaa B obnactu ot 200
mo 400 HM [OOMKHEI HMETh MAKCHMYMEI
MOTAOIEHHA TpU OJHOM M TOHM >Ke IJIMHE
BOJMHBI C JOITYCTHMBIM OTKJIOHEHUEM =+ 2 HM.

3 ‘Water content/
CoxepxaHue BOABI

2.9% wiw /2,9%

ot more than 8.0% /
He Gosee 8,0 %

4 Uniformity of dosage units /
OaHOpOAHOCTH AO3HPOBAHHBIX
e /NHMHHIY

29729

\Acceptance value (AV) should be not more
than 15.0 / Tlokazarens npuemnemoctd (AV
momkeH ObiTh He Gosiee 15,0.

5 Dissolution / PacTBopenue

100%, 102%, 98%, 99%, 101%, 98%

INot less than 80% (Q) of the labeled amount
of C2;HosCIN;O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJIEHOTO COAEP>KAHMUA
C21HosCIN2Os-2HCI (uetupuznHa
jmurugpoxnopun) dyepes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axaoyenune: ONOBPEHO

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

Member ! g f

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

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

H

Print Date /Iara: 30-04-2025

Print Date /ata: 30-04-2025

Print Date /[{ata: 30-04-2025




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTN3A

Product: Cetrine film coated tablets, 10 mg
M poaykr: LHetpuu® TabneTku, NOKphITHIE MIEHOUYHON 060m0uKkoii, 10 Mr

Market / PeiHoK : Russia / Poccus

FEAtel NG ¥ : B2501329 Batch Quantity / 955 KG /955 KT

Cepnsa Ne Pazmep cepun

Analytical Repovrt No./ - 2002EP25001030 Date of Analysis / 30-04-2025

AHaJnTHYeCKHIT oT4eT No Jara anaansza

Date of Manufacture / . 09-04-2025 Date of Expiry / 31-03-2028

JaTa npou3BoacTBa T'omxen no

Mfg. License No. / MA number: /

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

JHIeH3us Ne

Analysis performed according ND / Ananuns nposegen nmo HI: JIII-Ne(005456)-(PT-RU)-150524

onpenejicHHe

10.05 mg/ 10,05 mr
100.5% / 100,5%

No Test / IlokazaTenn Result / PesynsTaTsl Specification / Hopma
6 Impuritics / IIpuMcecn
Less than Limit of Detection (LOD =
Impurity A / 0.005%) / Huxxe npenena obHapyxeHus
Ilpumecs A (I1O = 0,005%) Not more than 0.2 % / ne Gonee 0,2 %
Impurity B /
[Tpumecs B 0.01%/0,01% Not more than 0.2 % / ue 6osee 0,2 %
Impurity C/
Ipumecs C Less than LOQ (LGQ = 0.017%) / Hiwxe Not more than 0.2 % / He 6onee 0,2 %
Impurity D / npesaesa KOAHYECTBEHHOr O OTIpeeseHHs
[Mpumecs D (ITKO = 0,017%) Not more than 0.2 % / He 6onee 0,2 %
Impurity E /
ITpumecs E Not detected / He o6HapyxeHa Not more than 0.2 % / He Gonee 0,2 %
Impurity F /
ITpumecs F 0.05% / 0,05% Not more than 0.2 % / He Gosee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / Jlro6as enuHHYHAs 0.015%) / Husxe npenena obHapyxenus [Not more than 0.2 % /
HengeHTubumpopaHHas npumecs [(T10 = 0,015%) He 6onee 0,2 %
0.07% / 0,07%
Total impurities / 0.2%/0,2% INot more than 2.0% /
CyMMa npuMecei He Gonee 2,0%
7 Assay / KonnyecTBeHHOe Not less than 9.0 mg and not more than

11.0 mg C21H25CIN203-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
fand 110,0 % of label claim)./ Ot 9,0 Mr o
11,0 Mr Cz1Hz5CIN2O3-2HCI (uetupusuna
imuruapoxiopun) B tabnerke (ot 90,0 % no

110,0 % OT HOMHHAJILHOTO COACPAKAHHS).

Remarks: The Product confirms to ND/
IIpumeuanue: IlponykT cooTBercTByeT TpeboBanmsim HT

Conclusion: APPROVED /
3axarouenne: OJJOBPEHO

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

Member %

Checked by / Ilpoeepeno:
K.V.V. Satyanarayana - Quality control-

Team Member \

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBonuTens
Ajay Kumar - Quality Assurance- Team
Member A

J

Print Date /Tara: 30-04-2025

Print Date /Jdata: 30-04-2025

Print Date /Jlara: 30-04-2025




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Hpoayxr: Iletpun® TabyieTkH, NOKPBITHIE MJIEHOYHOMK 0607104KO0MH, 10 Mr
Market / Peivok : Russia / Poccus
Batch No. / . B2501329 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pazmep cepun
Analytical Repovrt No. / - 2002FP25001030 Date of Analysis / 30-04-2025
AHanuTHYecKuii oTuer Ne JarTa ananusa
Date of Manufacture / . 09-04-2025 Date of Expiry / 31-03-2028
JlaTa mpousBoacTBa Topmen no
Mfg. License No. / MA ber: /
ponsBoacTEennAs : 63/RR/AP/96/F/R number: JIII-Ne(005456)-(PT-RU)
Homep PY
JIHeH3us Ne
Analysis performed according ND / Ananus nposenen mo HI: JITI-Ne(005456)-(PT-RU)-150524

Test / Iloka3aTean

e

Result / PesynbTaTs!

Specification / Hopma

Complies / CooTpeTcTByeT

The tablets comply with the test, if not morc
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 Gonee 1 eMHUYHAS Macca OTKIIOHAETCS 34
npenenst 85%-115% ot cpenneit MacckL.
TabneTku He COOTBETCTBYIOT TPCOOBAHUSIM,
ecni OoJiee yeM 1 MHIMBUAYanbHAs Macca
OTKJIOHAETCA OT 3THX NpeaesioB WIH, ecH 1
MHIMBHIYATbHAA Macca OTKIIOHIETCA 32
npenesisl 75%-125% oT cpenHei Macchl.

8 Subdivision of tablets /
Jenexnne TabIeTOK

9 Microbiological purity* /
MuxkpobduoJiorndeckast
qHCTOTA*

a) Total aerobic microbial count /
Obmee yncno a3pobHBIX
MHKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / O61ee yucno

IPOAOKCBEIX U TUNICCHEBBIX l"pPI6OB

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 6osiee 100 KOE/r

Shall be absent in 1g/ OrcyrcTBue B 1 1

Remarks: The Product confirms to ND/
ITpumeuanue: Ilponykt cooreercTByeT TpeGoBanuam HJJ

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

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

Member ) g

Checked by / IIpoBepeHo:
K.V.V. Satyanarayana - Quality control-

Team Member {

P

Approved by: Manager/Executive /
Onob6peHo: MeHemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member ~

Print Date /Tara: 30-04-2025

Print Date /[Tata: 30-04-2025

Print Date /JIara: 30-04-2025
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Dr.Reddy’s ';.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
IIponyxr: LleTpuH® TabseTkH, NOKpPHITHE MIIEHOYHO 060J1049K0if, 10 Mr
Market / Poinok : Russia / Poccus
Batch No. / . B2501329 Batch Quantity / 955 KG / 955 KT
Cepusi Ne Pasmep cepun
Analytical Repovrt No. / - 2002FP25001030 Date of Analysis / 30-04-2025
AHanurngecknii oTdeT Ne JlaTa anann3za
Date of Manufacture / . 09-04-2025 Date of Expiry / 31-03-2028
JlaTta npousBoacTBa Togen no
Mfg. License No. / MA number: /
Ilpon3zBoacTBEHHASK : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PT"-RU)
Howmep PY
JHuuen3Hsa Ne
Analysis performed according ND / Ananns npoBegen no HJI: JITI-Ne(005456)-(PT'-RU)-150524

No 'Test / IlokazaTenn

Result / PesyabTaThl

Specification / Hopma

10 Package / Ynaxonka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / TTo 10 Tabnetok B
[MBX/ITABX//amomuHueBoM OmucTepe.
1o 3 Gnucrepa BMECTE C JIMCTKOM-
BKJIAJIBIILIEM YIIAKOBAHBI B MAYKY
KAPTOHHYIO.

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

[To 10 Tabnerok B
[IBX/TIABX//amomunneroM Giucrepe. Ilo 2

i 3 GiucTepa BMECTe C IMCTKOM-
BKJ1a/IBIIEM YITAKOBAHBI B TIAUYKY 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 / [IpoBoauTca Npou3BOAUTENEM NPH BHITYCKE IEPUOANYECKH: IS Kax a0 20-0# cepuu Wik He MeHee |
pasa B roJ. Ilokazatems MoxeT ObITh He BtoueH B CepTudukat ananusa GUpMEL

Remarks: The Product confirms to ND/
IIpumeuanne: IIponykT cooTBeTcTBYET Tpeboranusam H]I

Conclusion: APPROVED /
3axmogenne: OJIOGPEHO

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

Member qu/.

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

o

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosogurens
Ajay Kumar - Quality Assurance- Team

Member ~
4

Print Date /JJara: 30-04-2025

Print Date /dara: 30-04-2025

Print Date /JTata: 30-04-2025




3 Qe
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJINU3A
Product: Cetrine film coated tablets, 10 mg 1
Npoaykr: Llerpun® TabiieTky, NOKPhITHIE IIEHOYHOH 0607104KO#, 10 Mr
Market / Poinok : Russia / Poccus
BafeTNa : B2501329 Batch Quantity /-, 955K /955 KT
Cepus Ne Pazmep cepum
Analytical Repo“rt No. / . 2002FP25001030 Date of Analysis / . 30-04-2025
AHanuTHYecKMii oTdeT Ne Jlara ananmnsa
Date of Manufacture / . 09-04-2025 Date of Expiry / . 31-03-2028
JlaTa npoH3BoACTBA T'onen no
Mfg. License No. / MA pumber: /
IIponsBoaCTBeHHas : 63/RR/AP/96/F/R pumber: . JI[I-Ne(005456)-(PT-RU)
Homep PY
JauueH3us Ne
Analysis performed according ND / Ananns nposegen no HJL: JITI-Ne(005456)-(PT-RU)-150524

API name / Haumenosanne A@C: Cetirizine dihydrochloride / LletHpuzHHa IHIMAPOXJIOPHA

INN/MHH: . Cetirizine / Lletupuzun

API manufacturer batch number / BT00-24079

Howmep cepuu npouzsoanteas A®C:

FP Manufacturer API Batch number / FBRA00640

Homep cepun cyGeraHusi NPOH3BOAUTEIA TJI®D:

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

Ipouzsoautens A®C, crpana: I'noxem Uupactpuec [IeT. JITa., Uaaus

Name, address, authorization No for  FP Formulation Fech Ops — 11, Survey No. 42p, 43, 44p, 45p, 46p,

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

HanmenoBaumne, aapec, JHIEH3Hs 1A Malkajgiri Distrist — 500090, Telangana State, India (license No

IlpoussoacTBenHas miomaaxa / Ilnomaaxa KOHTpoas 63/RR/AP/96/F/R). / TlponseoacTBeHHoe noapasaenenue-1l,

KayectBa / Ilmoniaaka BbInycka Vuaactiu Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynaum

Bunamk, bauynamwid Mangan, Menuan Manakamkrups
Hucrpukt — 500090, mrat Tenauraua, HUnpgusa (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».

3axui0uenne 0 cooTBeTcTBMH: «HacTosmUM 5 [IOITBEPIKIAI0, UTO MPUBEEHHAs Bhlle MHGOpMAlMs ABIACTCA NOCTOBEPHOH U
TOYHOM. DTa Cepya MPOLYKLUMA MpOM3Be/eHa (BKIIOYad YNakoBKY (MapKMPOBKY) H KOHTpOJb KaueCcTBa) Ha BBHILICYKA3aHHOM
MPOM3BOACTEEHHOM Miomake (IUIOMWafKax) B MOJTHOM COOTBETCTBHHM ¢ TpeGoBanusamu IlpaBun Hajmexatel MpOU3BOACTBEHHOMH
npaxtukk  EBpasuiickoro skoHomudeckoro cotoza (GMP/EAEU/RU/00573-2022) wu TpeOOBaHHAMM KOHTPOJNA KadecTsa
JIEKapCTBEHHBIX CPEICTB, a TAKAKE B COOTBETCTBHH CO CNEUM(HUKALMSIMY, COASPKAIMUMMCH B PETUCTPALMOHHOM IOCHE CTpaHbI-
UMIOpTepa. 3anucH MO MPOM3BOACTBY, YNIAKOBKE H aHAJIU3y NPOBEPCHBI, H YCTAHOBIIEHO MX COOTBETCTBHE TpeGosaHuam IlpaBun
Hajnexaeit Mpon3BOACTBEHHOM NpakTHKH EBpasuiiCKOr0 3KOHOMHIECKOTO COIO3a).

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Hpumeuanue: lpoxykT cooTsercTByeT TpedoBanuam HIQ 3aknouenue: OJOGPEHO
Prepared by / IloaroToBneHo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /

Ajay Kumar - Quality Assurance- Team

Member Team Member
\7%1"’— Member N
(S

Print Date /ITara: 30-04-2025 Print Date /Jlata: 30-04-2025 Print Date /[{arta: 30-04-2025

D. Latha - Quality control- Team K.V.V. Satyanaraywntrol- Opno6peno: Menenxep / Pykosoaureb




