‘ l.")r. Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Npoaykr: Lletpun® TabneTky, MOKPHITEIE TEHOYHOH 060104K0MH, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B250133] Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pa3zmep cepun

Analytical Repovrt No. / © 2002FP25001042 Date of Analysis / 30-04-2025

AHaquTHYecKHii orger Ne Jara ananusa

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

Jara npousBoacTea Tonen xo

Mfg. License No. / MA ber: /

IlpousBoacTBeHHAsT : 63/RR/AP/96/F/R pumboer: ¢ JIII-Ne(005456)-(PT-RU)
Homep PY

Juuensusa Ne

Analysis performed according ND / Anaaus nposeaen mo HJI: JITI-Ne(005456)-(PT-RU)-150524

3

No Test / Ilokazarenn

Result / Pe3yabTaTsl

Specification / Hopma

1 Description / Onacanue

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

[1IeHOYHOH 000n04Ko# Genoro iiBera,
puCKOH Ha OHHOII  CTOpOHe.
nonepevHoM paszpese — gnpo Genoro
LBeETa. .

NBOSIKOBBIITYKJIBIE Ta0JIETKH, noxpm‘mq:pymme

Hanoutu Genoro mpera, ¢ pUCKOMl Ha omHO

White or off white coloured, round, biconvex|
film coated tablet with a breakline on one side.
White to off-white core on cross section.
JBOSIKOBBIMYKITBIE TabIeTKH,
MOKPBITEIE IUICHOYHO# 00010UKOif Geroro Hm;l
7|

cropoHe. Ha moriepedyHom paspese  sapo oOT|
Genoro Ko moytH GeNoro LBeTa.

2 Identification /
N penTnduxanus

HPLC / BOXX

The retention time of the main peak in the

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

chromatogram of test solution comply|
with the retention time of the main peal
standar

Hydrochloride  reference

olution. /

XpOMAaTOrpaMMe HCIIBITYEMOTO PacTBO

COOTBETCTBYET BPEMEHH YAECPKHBAHH
OCHOBHOI0 THMKa Ha XpOMarorpamme
CTAaHZAPTHOTO  pacTBoOpa
THIPOXIIOPHAA.

in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride

BpeMms yaepauuBaHHsI OCHOBHOTO MUK HAXPOMATOIPaMMe

LETHPH3HHALIETHPH3HHA

with the retention time of the main peak in the

ference standard solution (section "Assay").
Bpems ynepXuBaHHS OCHOBHOIO MHKa H:I
HCIBITYEMOTO  PacTBOP

OMIKHO COOTBETCTBOBATH BpeMeEHY|
AEP>KUBAHHA OCHOBHOTO NHKa H
XpoMaTtorpaMMe  CTaHAapTHOro pacmpi

THAPOXJIOpHIA (paznen

«KonuuecTBeHHOE ONPESAENICHHEN).

Remarks: The Product confirms to ND/
Ipumeuanue: Ipoaykr coorsercTByeT TpeboBaHuam HJT

Conclusion: APPROVED /
3akawyenne: OJJOBPEHO

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

Member z

Checked by / Ilpoeepeno:

K.V.V. Satyanarayana - Quality control-
Team Member Cg/-/_

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaures
Ajay Kumar - Quality Assurance- Team
Member ~

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

Print Date /Hata: 30-04-2025

Print Date /ara: 30-04-2025




- br. Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
Ilponykr: IletprH® TabneTKH, MOKPHITEIE TIEHOYHOM 0607104K0iH, 10 Mr
Market / Poinok : Russia / Poccus
eatch No. / : B2501331 Batch Quantity /. 45515/ 955 k1
Cepusi Ne Pasmep cepun
Analytical Repo“rt No. / - 2002FP25001042 Date of Analysis / 30-04-2025
AHanHTHYECKHI oTyeT Ne Jara ananuza
Date of Manufacture / . 09-04-2025 Date of Expiry / : 31-03-2028
JlaTa npou3BoiCTBA Tomen no
Mfg. License No. / MA ber: /
HponsBoacTBennas : 63/RR/AP/96/F/R numoer: :  JIII-Ne(005456)-(PT-RU)
Homep PY
JHueH3nsa No
Analysis performed according ND / Anaans nposeaen no HJL: JITI-Ne(005456)-(PT-RU)-150524

Ne Test / TlokazaTens Result / PezynabraTel Specification / Hopma
[UV- spectrophotometry / Complies / CooTBeTCcTBYET The UV-spectrum of the test solution and the
'Y ®- criextpodoTomeTpus Cetirizine Hydrochloride reference standard
Loluti on 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 ®-CHeKTphI HOTJIOIEHNS HCTTBITYEMOTO
pacteopa M CTaHOapTHOTO  pacTBopa
LETHpH3MHA THAPOxJIOpHIa B obnacth oT 200
o 400 HM ZOODKHBEI HMETh MaKCHMYMEL
MOrJIOWEeHHA IIpH OOHOM M TOU Xe IHHE
BOJIHBI C JOIYCTHMBIM OTKJIOHEHHEM * 2 HM.

3 Water content/ INot more than 8.0% /
CogepxaHune BOALI 2.9% wiw [ 2,9% He 6onee 8,0 %

4 Uniformity of desage units / Acceptance value (AV) should be not more
(OqHOPOAHOCTH A03MPOBAHHBLIX 5.1/5,1 than 15.0 / Iokasarens npuemnemoctd (AV)
eHHHIL jnoseH ObiTh He Gonee 15,0.

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

of C21HasCIN>O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHHATLHOTO COLNEPKAHNUA

97%, 101%, 96%, 100%, 100%, 101%

C21H25CIN205-2HCI (netupusuna

\,u,umnpoxnopun) yepe3 30 MUH.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IlpoaykT cooTBercTBYeT Tpeboranusm HJT 3axurouyenue: OJOBPEHO
Prepared by / IloaroTosneno: Checked by / Ilpoeepeno: Approved by: Manager/Executive /

D. Latha - Quality control- Team K.V.V. Satyanarayana - Quality control- | Ono6peno: Menemxep / Pykoponurens
Member Team Member Ajay Kumar - Quality Assurance- Team
L&#;_ : Member ULT

Print Date //Tata: 30-04-2025 Print Date /darta: 30-04-2025 Print Date /Jlata: 30-04-2025




- Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoayicr: Lletpun® TabneTkH, NOKPHITHIE MIEHOYHOH 0601049KO0MH, 10 Mr

Market / PoiHok : Russia / Poccns

Batch No. / . B2501331 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Rep({‘rt No./ - 2002FP25001042 Date of Analysis / 30-04-2025

AHaJnTHYecKHi oTYeT No Jara anaan3za

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

JlaTa npou3sBoAcTBa T'omen go

Mfg. License No. / MA ber: /

Tlpou3BoACTBeHHAS : 63/RR/AP/96/F/R pumboer: :  JIII-Ne(005456)-(PT-RU)
Homep PY

nannen3ua Ne

Analysis performed according ND / Ananns nposeaen no HJI: JIII-Ne(005456)-(PI-RU)-150524

Ne ITest / Tloxa3aTen

Result / Pe3yabTarsi

Specification / Hopma

6 Impurities / Ilpumecn

Impurity A /
[Ipumecs A
Impurity B /
[Mpumecs B
Impurity C/
[Tpumecs C
Impurity D /
[Tpumecs D
Impurity E /
[Ipumecs E
Impurity F /
[Tpumecs F

Any individual unidentified
impurity / Jio6as equHnYHas

Total impurities /
CyMMa npumeceit

HenAeHTHDHUHPOBaHHAA IPUMECH

Less than Limit of Detection (LOD =
0.005%) / Hiwke npenena oGHapy»ceHus
(IO = 0,005%)

Less than LOQ (LOQ = 0.010%) /
Hike npeaeyia KONMICCTBCHHOTO
onpeaenenus (IIKO =0,010%)

Less than LOQ (LOQ = 0.017%) / Hwxe
(ITKO = 0,017%)

Not detected / He oGHapyxeHa

0.05% / 0,05%

Less than Limit of Detection (LOD =
0.015%) / Huke npenesnia oOHapyXeHUs
(ITO = 0,015%)

0.07% / 0,07%

0.2%/ 0,2%

Not more than 0.2 % / ne 6onee 0,2 %
INot more than 0.2 % / ne 6onee 0,2 %
INot more than 0.2 % / ne 6onee 0,2 %
INot more than 0.2 % / e 6onee 0,2 %
fpejiesia KOJIM4EeCTBEHHOTro onpeneneduaNot more than 0.2 % / ne 6onee 0,2 %
INot more than 0.2 % / He 6onee 0,2 %

INot more than 0.2 % /
He Goiee 0,2 %

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

7 Assay / KosinuecTBeHHOE
onpenejgeHHe

10.01 mg/ 10,01 Mr
100.1%/100,1%

Not less than 9.0 mg and not more than
11.0 mg C2HasCIN>Os3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
iand 110,0 % of label claim)./ Ot 9,0 mMr g0
11,0 mr C3,H25CIN2O3-2HCI (netupuzuna
nuruapoxiopun) B Tabnerke (ot 90,0 % no
110,0 % oT HOMUHANBHOTO COJIEPKAHNS).

Remarks: The Product confirms to ND/
Ilpumeuanue: Ipoayxr coorBeTcTBYET Tpeboanusam HJ

Conclusion: APPROVED /
3aknwuyenne: OJJOBPEHO

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

Member g

Checked by / ITposepeHo:

K.V.V. Satyanarayana - Quality control-
Team Member i//

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoronurens
Ajay Kumar - Quality Assurance- Team
Member n

Print Date /[Jata: 30-04-2025

Print Date /JTata: 30-04-2025

Print Date /Tata: 30-04-2025




B Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Lerpun® tabnerkH, MOKPLITHIE IUNIEHOYHOH 06010uKO0MH, 10 MP
Market / Puinok : Russia / Poccus
patch No./ : B2501331 Batch Quantity / 955 KG / 955 KT
Cepns Ne Pasmep cepun
Analytical Repourt No./ - 2002FP25001042 Date of Analysis / 30-04-2025
AHaJNTHYeCKHil oT4eT No JlaTa ananusa
Date of Manufacture / . 09-04-2025 Date of Expiry / 31-03-2028
JlaTa npom3BojcTBa Tonen oo
Mfg. License No. / MA ber: /
TIpoH3BoACTEeHHAS : 63/RR/AP/96/F/R numboer: JITI-Ne(005456)-(PT-RU)
Homep PY
JauneH3us Ne
Analysis performed according ND / Ananus npoeegen mo HJI: JITI-Ne(005456)-(PT-RU)-150524

Test / Iloka3aTean

Result / PesynabTaThl

Specification / Hopma

Subdivision of tablets /
Nenenne TabneTox

‘?

Complies / CoorBercTByeT

'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 TpeOOBaHHAM, €CIU
He Gonee 1 enuHUYHAS Macca OTKIIOHAETCS 3a
npenensl 85%-115% ot cpeaneii Maccel.
TabneTky He COOTBETCTBYIOT TPEGOBAHUSM,
ecni Gostee yeM 1 MHAMBUAYaNbHAs Macca
OTKJIOHSETCA OT STHX NpEeNelioB WiTH, ecinu 1
MHIMBHIYabHas Macca OTKIOHAETCs 32
npeaensl 75%-125% ot cpenHeii Macchl.

Microbiological purity* /
MuxpoGuosiornyeckast
uHcToTa*

a) Total aerobic microbial count /
Obmee yncio a3pobHBIX
MHUKpPOOPTraHH3MOB

b) Total combined yeasts and
mould count / O6imee yncio

IPOAOKEBEIX H IUIECHCBBIX l"pldﬁOB

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/ OrcyrcrBue B 1 1

Remarks: The Product confirms to ND/
IIpumeuanue: IlpogykT cooTBeTCTBYET TpeGoBaumam HJI

Conclusion: APPROVED /
3axnwuenne: OJJOBPEHO

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

Member g

Checked by / Ilposepeno:

K.V.V. Satyanarayana - Quality control-
Team Member

Approved by: Manager/Executive /
Onob6peHo: Menemxkep / PykoBonutesns
Ajay Kumar - Quality Assurance- Team

Member ~
Vel

Print Date /[lata: 30-04-2025

Print Date /Mara: 30-04-2025

Print Date /Jlata: 30-04-2025




| Dr Reddy'’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJIM3A

Product: Cetrine film coated tablets, 1

0 mg

IIpoaykr: IeTpuH® TabIeTKH, MOKPHITHIE TNIEHOUHOH 060510uKoM, 10 Mr

JHuen3us Ne

Market / Puinox : Russia / Poccus
Patch No./ : B2501331 Batch Quantity / . 955KG /955 KT
Cepnst Ne Pa3zmep cepun
Analytical Repourt No. / - 2002FP25001042 Date of Analysis / . 30-04-2025
AnanuTH4ecKkHii oTyeT Ne JlaTa anann3a
Date of Manufacture / : 09-04-2025 Date of Expiry / . 31-03-2028
JlaTa npousBoacTBa Toxen xo
Mifg. License No. / MA number: /
: ‘ : -Ne(005456)-(PT -
Ipon3BoacTBeHHast 63/RR/AP/96/F/R Homep PY JITT-Ne(0 )-(PT-RU)

Analysis performed according ND / Ananns nposexen no HJI: JIXI-Ne(005456)-(PT'-RU)-150524

Ne  [Test / IlokasaTenn

[Result / PesyanTaTbl

Specification / Hopma

10 .[Package/ YnakoBka

10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 tabnerok B [a carton. /

[MBX/TIABX//amoMunneroM onucrepe. [[To 10 Tabmerok B

[To 3 GrucTepa BMecTe € IUCTKOM- TIBX/TIIBX//amomunuerom 6mucrepe. Io 2
BKJIA/IBIIEM YITaKOBaHEI B MIAUKY HiIH 3 GucTepa BMECTE C JIMCTKOM-
BKJIAILILIEM YITAaKOBAHEI B [TA4YKy KAPTOHHYIO.

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 / IIpopoguTcs IpoH3BOAUTENEM IIPH BBIMYCKE MEPUOMMECKH: I Kaxcmoi 20-0ii cepum win He MeHee 1
pasa B rojl. [lokasatens MOXkeT OBITE He BKIIOUeH B CepTHduKaT aHam3a QUPMEIL.

Remarks: The Product confirms to

ND/

IIpumeuanue: [Tpoaykt cootBeTcTBYET TpeGoBanusam H)T

Conclusion: APPROVED /
3akmwouenne: OJIOBPEHO

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

Member g

Team Member

Checked by / TIpoeepeno:
K.V.V. Satyanarayana - Quality control- | Onpo6peno: Menemxkep / Pykooaurens

Approved by: Manager/Executive /

Ajay Kumar - Quality Assurance- Team
Member r

Print Date /Hara: 30-04-2025

Print Date /Jara: 30-04-2025 Print Date /Jara: 30-04-2025




ft

"Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lletpun® TaGneTkH, NOKPLITHIE NIeHOYHON 06onoukoit, 10 Mr

Market / PuiHok : Russia / Poccus

Batch No. / . B2501331 Batch Quantity / 955 KG /955 KI"

Cepus Ne PazMmep cepun

Analytical Repourt No./ . 2002FP25001042 Date of Analysis / 30-04-2025

AHanuTHYeCKHH oTdeT Ne Jara anaania

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

JaTa npon3BoacTBa T'onen no

Mfg. License No. / MA number: /

IIponsBoacTBeHHAS : 63/RR/AP/96/F/R pumoer: JIT-Ne(005456)-(PT-RU)
Homep PY

JuIeH3ust Ne

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

API name / HanmenoBanue ADPC:
INN / MHH:

Cetirizine dihydrochloride / ILletupusuna quruapoxiopun
Cetirizine / Letupusuu

API manufacturer batch number / BT00-24079
Homep cepun npounssogutens ADC:
FP Manufacturer API Batch number / FBRA00640

Homep cepun cyGerannun npoussoaurens IJIP:
API Manufactured by & country /
Hpoussoaurens ADC, crpana:

Glochem Industries Pvt. Ltd., India /
I'noxem Unpactpuec IIBT. JITH., Uumus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmeHoBaHHe, aapec, THUEHIHU NS
IlponseoacTeennas miomaika / Ilnoumaxka KORTPoAs

Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / TIpouzeoacTBeHHOe moapasaenenue-I1,

kavecTBa / Ilnomaaka BeInycka Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu
Bunnamk, bauynannu Masnan, Meggan Manakamkriupu
Juctpukr — 500090, wrar Tenaurana, Uunus (JTunenzus No

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».

3akmouenne o cooTBeTcTBUH: «HacTosIuM s MOATBEPXKAK0, YTO MPUBEEHHAS BHILE HH(POPMALMA SBISETCA JOCTOBEPHOH H
TOYHOH. DTa CepHA NPOAYKUHH MpOM3BelieHa (BKOYAs YNAKOBKY (MapKMpOBKY) M KOHTPOJb KAaueCTBAa) HA BHILECYKA3aHHOM
TIPOM3BOACTBEHHOM Mmioimanke (IUI0MmAakax) B OJHOM COOTBETCTBUMU ¢ TpeGopanusmu IIpaBui HajaNexallell MPOU3BOACTBEHHOM
npaktukd Eppasmiickoro 3xoHoMuueckoro coroza (GMP/EAEU/RU/00573-2022) u TpeGoBaHMAMM KOHTpOJISL KadecTBa
JICKapCTBEHHBIX CPE/ICTB, & TAKKE B COOTBETCTBMU CO CIIELM(UKALMAME, CONEPKAIUMUCS B PETHCTPALIHOHHOM IOCHE CTPAHBI-
UMIIOpTepa. 3anucy TI0 IIPOU3BOJICTBY, YIAaKOBKE H aHAIN3y IPOBEPEHDI, M YCTAHOBIEHO MX COOTBETCTBHE TpeGoBaHusaM [IpaBun
Ha/lJIeXKaleil Mpou3BOCTBEHHON NpakTHKY EBpasuiickoro 3SKOHOMHUYECKOTO COIO3a».

Remarks: The Product confirms to ND/

Ilpumeuanne: IIpongykr coorBercTByeT TpeboBauusaM HJI

Prepared by / [Tonrorosnexo: Checked by / IIpogsepero:

D. Latha - Quality control- Team K.V.V. Satyanarayana ;glity control-
'

Member g Team Member

Print Date /[Tata: 30-04-2025 Print Date /[Tata: 30-04-2025

Conclusion: APPROVED /
3akmoyenne: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens
Ajay Kumar - Quality Assurance- Team
Member b

£

Print Date /[lata: 30-04-2025




