Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTHNOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
IpoayxT: LeTpnH® TabneTku, HOKPHITHIE IICHOYHOM 000109K0#, 10 MF

Market / PoiHoK : Russia / Poccus

Patehtiio: ( : B2501917 BatchiQuantiey # 955 KG /955 KI

Cepus Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25001630 Date of Analysis / 30-06-2025

AnanuTHyecKuii oTyer Ne Jara ananusa

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JaTa npousBoacTBa T'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHASsI : 63/RR/AP/96/F/R : JITT-Ne(005456)-(PI"-RU)
Homep PY

JnueH3us Ne

Analysis performed according ND: / Anasus nposenen no HJI: JIII-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / MapkupoBka u MaKeThl yrBep:kaeHsr: 17.02.2025

Ne Test / ITokazarens

Result / Pe3yabTaThl

Specification / Hopma

1 Description / Onncanue

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrnsle nBOSKOBBITYKIIBIE TabJETKH,
NOKPBITEIE  IUIEHOYHOH  000JI0YKOit
benmoro mBeTa, ¢ pUCKOH Ha ONHOMU
cropoHe. Ha nomepeynoM paspese —
0po 6emnoro 1peTa.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyrnble HABOSKOBBIITYKJIBIE TaOJETKH,
TIOKPHITEIC IUICHOUHOHM 0060109Kk0il Genoro
WJIA IOYTH O€JIOro 1BETA, C PUCKOM Ha OHOM
cropore. Ha nonepedHoM paspeze sapo oT
6eJoro 10 mouTH O€10To IBETA.

2 Identification /
Haentudukauus

HPLC / BOXX

chromatogram of Cetirizine
reference standard|

in the
Hydrochloride
Lsaolution. /
peMs yAep)KHUBaHUS OCHOBHOTO TIHKA HA
XpOMaTOrpaMMme HCIBITYEMOTO pacTBOpPA

CTaHOAPTHOTIO LOECTHPH3VHAG

rUAPOXJIOpUaa.

pacTBopa

The retention time of the main peak in theThe retention time of the main peak in the
chromatogram of test solution complyichromatogram of test solution should comply
with the retention time of the main peakjwith the retention time of the main peak in the

COOTBETCTBYCT BPEMCHU YNCPKUBAHUAYACPIKUBAHUA
OCHOBHOTQO IIHKa HA XpoMaTorpaMMexpomarorpamMme

chromatogram of Cetirizine Hydrochloride

reference standard solution (section "Assay").
BpeMs ynepxuBaHWS OCHOBHOTO IHKa Ha
XpoMaTorpaMMe  HCIBITYEMOIO  pacTBopa
TOJDKHO COOTBETCTBOBATh BpeMEHH

OCHOBHOTO MIKa Ha

CTaHIapTHOTO  PacTBOpPA
HeTHPU3HHA THAPOXJIOpUAA (pazmen

«KonudecTreHHOE orrpenenem/le»).

Remarks: The Product confirms to ND/
Ilpmeuanue: IpoxykT cooTBeTCTBYET TpeboBanusam HJT

Conclusion: APPROVED /
3aknwuyenne: OJOBPEHO

Prepared by / IlogrorogieHo:
D. Latha - Quality control- Team
Member

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

Member &

Approved by: Manager/Executive /
Ono6peno: Meunemxep / PykoBoauresnb
V. Prashanth - Quality Assurance- Team

Member o) w

Print Date /dara: 30-06-2025

Print Date /data: 30-06-2025

Print Date /Jlata: 30-06-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lletpun® TabaeTky, NOKPHITHIE INIEHOUHOH 000104K0H, 10 Mr

Market / PeiHok : Russia / Poccus

Batch No. / . B2501917 Batch Quantity / 955 KG /955 KT

Cepusi Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25001630 Date of Analysis / 30-06-2025

AHaauTH4yecKui oTdeT Ne Jata ananusa

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JlaTta npon3BoACTBa T'ogen no

Mfg. License No. / MA ber: /

Ilpon3BoacTBeHHasK : 63/RR/AP/96/F/R e JIII-Ne(005456)-(PT-RU)
Homep PY

JIHUeH3HsA Ne

Analysis performed according ND: / Auanu3s nposeaex nmo HJI: JITI-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / Mapknpoeka u MakeThl yrBep#aeHnsi: 17.02.2025

Ne Test / Iloka3aTennb

Result / PesynbTaTsl

Specification / Hopma

UV- spectrophotometry /
'|Y®- ciektpodoTomMeTpus

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 ®-cueKTpsl MOTIONIEHN UCIIBITY EMOTO
pacTBOpa ¥ CTaHAApTHOTO  pPacTBOpa
UeTHPU3HHA FUAPOXJIOPHAA B 06nacTu ot 200
m 400 HM JTOTEHKR  WMETh MAKCHMYMEI
[MOTJIOIIEHUsT TIpH OAHOM U TOH Ke IIHHE
BOJIHEBI C TOMYCTHMBIM OTKIIOHEHHEM + 2 HM.

Water content /
Coaepxxanue BOABI

3.2%/3,2%

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

Uniformity of dosage units /
OAHOPOOHOCTH A03UPOBAHHBIX
eJUHHL

5.1/5,1

Acceptance value (AV) should be not more
than 15.0 / TTokazarenb nmpuemiieMocTd (AV)
\HoJDKeH OBITH He Oonee 15,0.

Dissolution / PacTBopenne

100%, 96%, 101%, 99%, 102%, 100%.

Not less than 80% (Q) of the labeled amount
of C21H,5CIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He MecHee
80 % (Q) OT HOMUHAJILHOTO COJIEPXKaHHA
C21H25CIN2O3-2HCI (uetupnsnsa

murugpoxiaopun) depe3 30 MuH.

Remarks: The Product confirms to ND/
IMpumeuanne: [IPOIYKT COOTBETCTBYET

TpeboBanusam HJ

Conclusion: APPROVED /
3akarwuenne: OJJOBPEHO

Prepared by / IloarotorneHo:
D. Latha - Quality control- Team
Member

A

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

Member @'

Approved by: Manager/Executive /
Omobpeno: Meremxep / Pykosonurens
V. Prashanth - Quality Assurance- Team

Memb
ember ’vMSﬂO

Print Date /JlaTa: 30-06-2025

Print Date /arta: 30-06-2025

Print Date /Jata: 30-06-2025




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets,
Ipoaykr: IleTpuH® TabieTKH, NOKPHITHIE IIEHOUHOMH 060J104K0i, 10 Mr

10 mg

Market / PriHok : Russia / Poccus

Batch No. / . B2501917 Batch Quantity / 955 KG /955 KT

Cepusa Ne Pazmep cepuu

Analytical Repovrt No. / . 2002FP25001630 Date of Analysis / 30-06-2025

Ananurnyecknii oruert Ne Jdara ananuza

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JlaTa npousBoacTea T'ogen no

Mfg. License No. / MA number: /

Ipou3BoacTBEeHHAA : 63/RR/AP/96/F/R ) JII-Ne(005456)-(PI'-RU)
Homep PY

Juuensusa Ne

Analysis performed according ND: / Ananus nposeaen no H/I: JITI-Ne(005456)-(PI™-RU)-150524
Labeling and artworks approved: / MapkupoBKa u MakeTsl YTBep:kaeHbl: 17.02.2025

D. Latha - Quality control- Team

Member %-

A.Susmitha - Quality control- Team

Member g

Ne Test / Iloka3aTtesib Result / PesynbTarsi Specification / Hopma
6 Impurities / Ilpumecu
Not detected / He obHapy»xeHa
Impurity A /
[Ipumecs A Below LOQ (LOQ =0.010%) / Hwke [Not more than 0.2 % / He 6onee 0,2 %
Impurity B / npeaeNia KONMIeCTBEHHOTO ONpeIeNIeHHs
[Tpumecs B (TTIKO = 0,010%) Not more than 0.2 % / ve 6onee 0,2 %
Impurity C /
[Tpumecs C Below LOQ (LOQ = 0.017%) / Huxe, [Not more than 0.2 % / ne 6onee 0,2 %
Impurity D/ npejena KOMuMeCTBEHHOTO OTIpe Iele HIS
[Mpumecs D (ITKO = 0,017%) INot more than 0.2 % / He Gonee 0,2 %
Impurity E /
[pumecs E Not detected / He o6HapyxeHa Not more than 0.2 % / He 6oiee 0,2 %
Impurity F /
[Tpumecs F 0.03%/0,03% Not more than 0.2 % / ve 6omnee 0,2 %
Any individual unidentified Below LOD (LOD = 0.015%) / Hixe
impurity / JIro0aa e nuHI4IHAS npenena ooHapyxeHus (II0 = 0,015%) [Not more than 0.2 % /
HeuAEeHTH(UIIMPOBAHHAS PHUMECH He 6onee 0,2 %
0.07%/0,07%
Total impurities / Not more than 2.0% /
Cymma nprmeceit 0.2%/0,2% He 6onee 2,0%
7 Assay / KonnyecTBeHHOE Not less than 9.0 mg and not more than
onpeneJieHHe 11.0 mg C21H25CIN203-2HCI (cetirizine
9.93 mg /9,93 Mr dihydrochloride) in tablet (between 90,0 %
99.3%/99,3% and 110,0 % of label claim). / Ot 9,0 mMr mo
11,0 Mr C,;Hy5CIN,O3-2HCI (nerupusuna
muruapoxaopun) B Tabnetke (ot 90,0 % no
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: ITpogyKT cooTBeTCTBYET TpeboBanuam HJT 3akmouenne: OJJOGPEHO
Prepared by / IloarotosneHo: Checked by / ITposepeHo: Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBogurens
V. Prashanth - Quality Assurance- Team

Member Lﬂ( IIO

Print Date /JIata: 30-06-2025

Print Date /JTata: 30-06-2025

Print Date /JTara: 30-06-2025




"

Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Tpoaykr: LleTpuH® TabaeTkH, HOKPLITHIE TWIEHOYHOM 000109K0#i, 10 MI

Market / PriHoK : Russia / Poccus

Batch No. / . B2501917 Batch Quantity / 955 KG /955 KT

Cepnsa Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25001630 Date of Analysis / 30-06-2025

AHanuTHYecKuii oTyer Ne Jata ananusa

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

Jarta npon3BoacTBa Tonen no

Mfg. License No. / MA ber: /

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

JnneHzusa Ne

Analysis performed according ND: / Ananu3 npoBenen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKa 1 MaKeThl yTrBepxaeHbl: 17.02.2025

Ne Test / Iloxka3aTesnb

Result / PesyabTaThl

Specification / Hopma

110,0 % 0T HOMHUHANBHOTO COXEPIKAHUSA).

8 Subdivision of tablets /
JlesieHne TabeTok

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. /
TabneTxy COOTBETCTBYIOT TPEOOBAHHUSM, €CITH
ge 6onee 1 enMHUYHAA Macca OTKIIOHAETCS 3a
npenens! 85%-115% ot cpenneii Macch.
TabneTku He COOTBETCTBYIOT TpeGOBaHUSAM,
ecnu 6onee 9eM 1 MHAMBHUYaNlbHas Macca
OTKJIOHSIETCS OT 3THX NPEIENOB WM, eciu 1
WHIUBUyaJIbHAS Macca OTKIIOHIETCS 3a
npenens! 75%-125% oT cpenHeil MacchL.

9 Microbiological purity* /
Mnkpobuonorndeckas
yHcTroTa*

a) Total aerobic microbial count /
O61uee 9ucI0 a9poOHBIX
MHKPOOPTaHHU3MOB

b) Total combined yeasts and

mould count / Ob1uee uncno
IPOXIKEBBIX U ILIECHEBBIX TPHOOB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

INot more than 100 CFU/g /
He 6omnee 100 KOE/r

Shall be absent in 1g/ OtcyrctBHE B 1 T

Remarks: The Product confirms to ND/

ITpumeyanne: IIpoaykT cOOTBETCTBYET TpeboBanmsam HJT

Conclusion: APPROVED /
3axkmouenne: OJOBPEHO

Nt

Prepared by / [1oaroToBneHo: Checked by / ITposepeHo: Approved by: Manager/Executive /
D. Latha - Quality control- Team A.Susmitha - Quality control- Team OnmoOpeno: Menemxep / PykoBogurens
Member Member V. Prashanth - Quality Assurance- Team

Member

()

Print Date /[Jata: 30-06-2025

Print Date /JTata: 30-06-2025

Print Date /Jlata: 30-06-2025




Dr. Reddy’s Q'o CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
Hpoayxt: LleTpua® TabIeTKH, OKPBITHIE INIEHOYHOH 0605104K0H, 10 Mr
Market / Peinok : Russia / Poccus
Batch Now/ . B2501917 IEatch Quantity . 955KG /955 KT
Cepusa Ne Pasmep cepun
Analytical Repovrt No. / - 2002FP25001630 Date of Analysis / . 30-06-2025
AHaJauTHYecKHii oTyeT Ne JaTta aHanu3a
Date of Manufacture / . 10-06-2025 Date of Expiry / . 31-05-2028
Jata npousBoacTsa T'onen po
Mfg. License No. / MA ber: /
TpousBoacTBeHHAs : 63/RR/AP/96/F/R e JITI-Ne(005456)-(PT-RU)
Homep PY
auueH3usa Ne
Analysis performed according ND: / Ananu3s npoeeaex no HJI: JITI-Ne(005456)-(PI'-RU)-150524

Labeling and artworks approved: / MapkupoBKa H MaKeThl YTBep:kaeHbl: 17.02.2025

No Test / [lokazaTenb Result / PesyabTaTsl Specification / Hopma

10 Package / YnakxoBka 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
' blister. 2 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 TabneTok B {a carton. /

[IBX/TIIBX//amomunueBom 6auctepe. [[Io 10 Tabnerok B

[1o 2 6uctepa BMECTe C JIUCTKOM- [IBX/TIIBX//amromMuHaneBoM Gnuctepe. I1o 2
BKJIaJbIIIEM YIIAKOBAHEI B TAYKY win 3 GHcTepa BMECTE € JUCTKOM-
KapTOHHYIO. BKJI2/IbIILIEM YIIAKOBaHbI B NIA4KY KapTOHHYIO.

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent
from the Company's certificate of analysis. / I[IpoBoAHUTCS TIPOU3BOAUTENEM IPH BHITYCKE NEPHOAMYMECKU: U1 Kax a0 20-oi cepun
win He MeHee | pasa B rog. IToka3artens MoxeT GBITH He BIuntoueH B CeprudukaT aHanu3a GUPMBL.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanne: JIpogykT cooTBETCTBYET TpeboBaHusM H]T 3axmwouenne: OJJOBPEHO

Prepared by / ITogrorosieHo: Checked by / ITpoBepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team A.Susmitha - Quality control- Team Onobpeno: Menemxep / PykoBoauTesnb

V. Prashanth - Quality Assurance- Team

Member Member
ch/ Member

Print Date //Tata: 30-06-2025 Print Date /ara: 30-06-2025 Print Date /lata: 30-06-2025




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr.Reddy’s Qf‘

Product: Cetrine film coated tablets, 10 mg
HpoaykT: Letpua® TabJeTKH, TOKPBITEIE TNIEHOYHOH 060J104uKo#, 10 Mr

Market / Poinok : Russia / Poccust

Batch No. / . B2501917 Batch Quantity / 955 KG / 955 KT

Cepus No Pasmep cepuu

Analytical Repourt No. / . 2002FP25001630 Date of Analysis / 30-06-2025

AHaJInTHYecKHii oTyeT No Jarta apanusa

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JlaTta npon3BoacTBa T'oneH no

Mfg. License No. / MA ber: /

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

JuneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no H/I: JITT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa M MaKeThl YTBepkaeHbl: 17.02.2025

Cetirizine dihydrochloride / LleTupus#iHa JUTHAPOXJIOPH
Cetirizine / LleTupusus

API name / HanmenoBanue A®C:
INN / MHH:

Homep cepun cydcTtanunn npoussoanteis [JID:

API manufacturer batch number / BT00-25008
Homep cepun nponssoantenss A@C:
FP Manufacturer API Batch number / FBSA00064

API Manufactured by & country /
Ipouseoautear A®C, cTpana:

Glochem Industries Private Limited, India /
I'noxem MHnactpuec Ilpaiisut Jlmvuren, Manus

Name, address, authorization No for FP manufacturing
site / Control site / Release site /

HaumeHoBRaHue, anpec, THUEH3US 0I5l
IIpousBoacTBeHHas nuowmaaka / Ilmouraaka KoHTPOJIst
kadecTa / Ilnomanka Beimycka

Formulation Tech Qps I, Survey No. 12p, 13, A1p, 15p, 16p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / TIpousBoacTeeHHOe noapazaenenue-11,

Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bagynamnu
Bwnamk, bauynannu Mangan, Memggan Manakaxkrapu
Nuctpukt — 500090, wtar 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».

3ak/T049eHHe 0 cOOTBETCTBMM: «HacTosumMM s mOATBEpPXK a0, YTO NMpHBeAcHHAA Bbille MHGOpMaLWs ABJISETCS NOCTOBEPHOM U
TOYNOH. OTa Cepisi NPOAYKUMM LPUM3BEUCHd (BIOUOYAS YUUKOBKY (MdpPKUPOBKY) M KOHTPUNIb KAYECIBY) HA BbIUEYKASUHHOMN
NpOU3BOACTBEHHOH ILIoIaake (IWIolNagKax) B MOJHOM COOTBETCTBUH ¢ TpebGoBaHuAMH IIpapmn Haiexaiueil MpOU3BOJICTBEHHOM
npakTuky EBpasuiickoro askxoHomudeckoro coro3a (GMP/EAEU/RU/00573-2022) u 71pe6oBaHMAMH KOHTpOJIL KadecTBa
JIEKapCTBEHHBIX CPEICTB, @ TAKKE B COOTBETCTBUHU CO CHeHU(PHKALMIMHU, COOSPKALIMMHICA B PETUCTPALIMOHHOM JOChE CTpaHbl-
UMIIOpTepa. 3alKCH 110 IPOU3BOACTBY, YIAKOBKE M aHAJIN3Y MPOBEPEHBl, H YCTAHOBJIEHO HX COOTBeTCTBHE TpeboBaHmAM Ilpapun
HaJIexKaleil IPOU3BOACTBEHHOIM NPakTHKU EBpa3niickoro SKOHOMHYECKOTO COK03ay.

Conclusion: APPROVED /
3aknoyenne: OJOBPEHO

Remarks: The Product confirms to ND/
ITpumeuanue: JIpoaykT cooTBETCTBYET TpeboRaHmsmM HJI

Prepared by / IlogroTorneHo: Checked by / IlpoBepeHo: Approved by: Manager/Executive /
D. Latha - Quality control- Team A.Susmitha - Quality control- Team Onmobpeno: Menemxep / Pykosoaurens
Member Member V. Prashanth - Quality Assurance- Team

Member

R

Print Date /[laTta: 30-06-2025

Zp

Print Date /JTata: 30-06-2025

i)

Print Date /Jlara: 30-06-2025




