Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: LleTpnuu® TabneTkH, IOKPHITHIE NIEHOYHOM 060510uKOH, 10 M

Market / Puinok : Russia / Poccus

Batch No. / . B2404111 Batch Quantity / . 955KG /955 K

Cepusi Ne Pasmep cepuu

Analytical Repo”rt No./ . 2002FP24003126 Date of Analysis / . 31-12-2024

AHanuTHuecknii oTuer Ne JlaTta aHanu3a

Date of Manufacture / . 16-12-2024 Date of Expiry / . 30-11-2027

JlaTa mpousBoJacTBAa T'omen go

Mfg. License No. / MA number: /

TIpon3BoACTEEHHAS : 63/RR/AP/96/F/R kel :  JIII-Ne(005456)-(PT-RU)
Homep PY

JHIeH3us Ne

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

No Test / IloxazaTenn Result / PesynbraTet Specification / Hopma

1 Description / Onucanue White coloured, round, biconvex filmWhite or off white coloured, round, biconvex
coated tablet with a breakline on one side./film coated tablet with a breakline on one side.
White core on cross section. / KpyrnsieWhite to off-white core on cross section.
INBOSKOBEINYKJbIE Ta0JeTKH, MOKpsiThieKpyrisie JBOSKOBBIMYKIIbIE TabeTKHY,
[UIeHOYHOH ofos049Koit Gesloro 1Bera, CHOKPHITEIE INIEHOYHOH 000104K0# Gestoro wim
puckoki Ha opaHoH cropoHe. Hamourn Genoro uBera, ¢ puckoii Ha OXHOI
MoNepeyHOM paspese — sapo OGenorocropoHe. Ha momepedHoM paspese  saapo oT

fBera. . Genoro no moutw Genoro IBera.
2 Identification / The retention time of the main peak in theThe retention time. nf the main peak in the
HaenTHduKkanus chromatogram of test solution complychromatogram of test solution should comply
with the retention time of the main peakwith the retention time of the main peak in the
HPLC / B2XX in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride

reference standard solution (section "Assay").
solution. / Bpems yAepxUBaHHS OCHOBHOTO IHKa H
Bpemsi yIepkHBaHHs OCHOBHOTO [THKA HAXPOMATOrPpaMME  HCIBITYEMOTO  PacTBOP
XpOMaTorpaMMe HCIBITYEMOTO PacTBOPAIOIKHO COOTBETCTBOBATh BpEMEHHU
COOTBETCTBYET BPEMEHHU YACP)KMBAHUAYACPIKUBAHUA OCHOBHOT'O NUKa Ha
OCHOBHOTO TIMKa Ha XpPOMaTOIpaMMEXPOMATOrpaMMe  CTaHAApTHOrO  PacTBOP
CTAaHIApPTHOIO PacTBOpa  LETHPHIMHALECTHPU3NHA THApOXIIopUaa (pazmen

Hydrochloride  reference  standar

rHIPOXIOPUIA. «KonnuecreeHHOE ONpeaCIICHHEY).
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: ITpoaykT cooTBercTByet TpeGoBanusm HII 3axmouenne: OJIOGPEHO
Prepared by / [Toaroroenexo: Checked by / ITposepeo: Approved by: Manager/Executive /
D. Latha- Quality control- K.V.V. Satyanarayana - Qualjty OnobpeHo: MeHemxkep / Pyxoeoaurens
Team Member control- Team Member A/’_ V. Prashanth - Quality Assurance- Team
L@QL— Member
i)
Print Date /Mara: 31-12-2024 Print Date //Tara: 31-12-2024 Print Date /Mata: 31-12-2024 {




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IMpoaykr: Lerpuu® Tabnerki, NOKPHITHE INIEHOYHOM 0601049K0oH, 10 Mr

Market / Peinox : Russia / Poccus

Batch No. / . B2404111 Batch Quantity / 955 KG / 955 KT'

Cepust No Pasmep cepuu

Analytical Repo“rt No./ - 2002FP24003126 Date of Analysis / 31-12-2024

AHanuTHYeCKHii oTdeT No JaTa ananusa

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

JlaTa npon3BoacTBa T'onen ao

Mfg. License No. / MA ber: /

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

anuen3us Ne

Analysis performed according ND / Ananus nposegen mo HJI: JII-Ne(005456)-(PI'-RU)-150524

INe est / Iloxazarean

Result / PesynabTaTnl

Specification / Hopma

- spectrophotometry /
Y ®- cnekrpodoromerpus

Complies / CoorBercrByer

'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 ®-crnekTps! HOrIOIMEHH] HCIIBITYEMOTO
pacTBOpa M CTaHAAPTHOTO  pacTBOpa
LETUPH3HHA TrUIapoxJopuna B obnactd ot 200
0 400 HM HOKHBI HMETh MAaKCHUMYMEI
MoraouieHHa npyu OJHOM U TOM XKe JuIuHE
BOJIHBI C JOITyCTUMBIM OTKJIOHEHHEM + 2 HM.

Water content/
Copepixanne Boabl

3.1% wiw/3,1%

INot more than 8.0% /
He 6omee 8,0 %

Uniformity of dosage units /
OxrOpOAHOCTE AO3HPOBAHH
eIHHHL

BIX 3.0/3,0

Acceptance value (AV) should be not more
than 15.0 / Ilokazatens npuemieMoctd (AV
imoskeH 6uiTh He Gonee 15,0.

[Dissolution / PacTBopenue

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

INot less than 80% (Q) of the labeled amount
of C21Ha5CIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHUHAJILHOTO COIEPKAHUSA
C21H2sCIN2O3-2HCI (uetupuzrna
nMruapoxmaopun) depes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeuanne: [Ipoaykr cooTBercTByeT TpeboBanmam HJI

Conclusion: APPROVED /
3akaouyenne: OJIOBPEHO

Prepared by / IToarorosnieHo:
D. Latha- Quality control-

Team Member I! ! ?

Checked by / ITposepeno:

K.V.V. Satyanarayana - Qualjty
control- Team Member d/

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTenn
V. Prashanth - Quality Assurance- Team

Member " wp

Print Date /[{ara: 31-12-2024

Print Date /dara: 31-12-2024

Print Date /llarta: 31-12-2024 '




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxkt: lerpuH® TabneTKH, MOKPHITHIE INIEHOYHO 060J10uK0ii, 10 Mr

Market / Puinok : Russia / Poccus

Batch No. / . B2404111 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmvep cepun

Analytical Repourt No./ . 2002FP24003126 Date of Analysis / 31-12-2024

AHanutH4Yecknii oT4eT No JlaTa aHaanza

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

JlaTra npoH3BOACTBA Togen go

Mfg. License No. / MA ber: /

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

anien3us Ne

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

Test / IlokasaTean

Result / PesyabraTsr

Specification / Hopma

Impurities / Ilpumecn

Impurity A /
[pumecs A
Impurity B /
[Tpumecs B
Impurity C/
[Tpumecs C
Impurity D /
ITpumecs D
Impurity E /
[Ipumecs E
Impurity F /
IIpumecs F

Any individual unidentified
impurity / Jlro6as equuuyHas

Total impurities /
Cymma npumeceii

HEHACHTH(QHULHPOBAHHAA IPUMECEH

Less than Limit of Detection (LOD =
0.005%) / Hike nipenena oGHapyXeHUs
(ITO = 0,005%)

Less than LOQ (LOQ = 0.010%) /
Hu:xe npenena KOMHYECTBEHHOTO
onpenenenus (ITKO = 0,010%)

Not detected / He oGHapy:keHa
INot detected / He obHapysxeHa
Less than LOQ (LOQ = 0.023%) /
Huke npenesna KOIU4eCTBEHHOTO

onpeaenenus (IIKO = 0,023%)

Less than Limit of Detection (LOD =
0.015%) / Hike npenena oOHapy>xeHus
(TTIO = 0,015%)

Less than LOQ (LOQ = 0.05%) / Huxe
Mpe/ena KONMHYECTBEHHOTO ONpeeneH s

(TTKO = 0,05%)

Not detected / He o6HapyxeHa

Not more than 0.2 % / ue 6onee 0,2 %
INot more than 0.2 % / e 6oiee 0,2 %
INot more than 0.2 % / ue 6omnee 0,2 %
INot more than 0.2 % / He Goee 0,2 %
INot more than 0.2 % / He 6onee 0,2 %
INot more than 0.2 % / He 6onee 0,2 %

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

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

Assay / KornuecTBeHHOe
onpejeieHne

9.98 mg/ 9,98 mMr
99.8% / 99,8%

Not less than 9.0 mg and not more than
11.0 mg Cy1HasCIN2O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Ot 9,0 Mr o
11,0 Mr C21H25CIN2O3-2HCI (uetupuznna
nuruapoxsaopn) B rabaerke (ot 90,0 % no
110,0 % OT HOMHHAIEHOTO CONEPIHKAHMSA).

Remarks: The Product confirms to ND/
ITpumeuanne: Ipoaykr coorsercrByer Tpebosarmam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Iloarorosneno:
D. Latha- Quality control-

Team Member { g;

Checked by / ITpoeepeno:

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

Approved by: Manager/Executive /
Onobpeno: MeHepxep / PykoBoauresnis
V. Prashanth - Quality Assurance- Team

Print Date /[lara: 31-12-2024

Print Date /JTata: 31-12-2024

Member
i)
Print Date /Jlata: 31-12-2024 L




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A
Product: Cetrine film coated tablets, 10 mg
IMpoayxr: Lerpuu® TabneTkH, NOKpBITHE IIEHOYHOM 060104KO0MH, 10 Mr
Market / PoiHOK : Russia / Poccust
Batch No. / . B2404111 Batch Quantity / 955 KG / 955 KT
Cepusi Ne Pasmep cepun
Analytical Repourt No./ . 2002FP24003126 Date of Analysis / 31-12-2024
AHanuTudeckuii orger Ne JlaTta anannza
Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027
JlaTta npounssoacTBa TI'ogen oo
Mfg. License No. / MA ber: /
TpoussoacTBeHHas : 63/RR/AP/96/F/R fumoer: JITI-Ne(005456)-(PT-RU)
Homep PY
auuensus Ne
Analysis performed according ND / Anannz nposegen no HJI: JIII-Ne(005456)-(PT'-RU)-150524

|.Ne Test / IlokasaTenn

Result / PeyabTaTnt

Specification / Hopma

8 Subdivision of tablets /
Jlesenue TaGneTox

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. /
TabneTkH COOTBETCTRYIOT TpeOOBAHUAM, €CIIH
He Gonee 1 equHMYHAsA Macca OTKJIOHSETCS 38
npeacinel 85%-115% ot cpeaucii Maccrl.
TabGneTku HE COOTBETCTBYIOT TpeOOBaHHAM,
ecni Oonee yeM 1 uHIUBHOYyaIbHAS Macca
OTKJIOHAETCA OT STHX Npelelor Wiu, eciu 1
WHOMBHAYANbHAN Macca OTKIOHASTCA 3a
npenensl 75%-125% oT cpenHeli Macckl.

9 Microbiological purity* /
MukpobHonoruueckas
gHCcTOTA®

a) Total aerobic microbial count /
Ob1ee unciio aspoOHEIX
MHKPOOPraHH3MOB

b) Total combined yeasts and
mould count / O61mee yucio
JIPONOKEBBIX U IUIECHEBBIX TPUGOB

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/ OtcyrctBue B 1 1

Remarks: The Product confirms to ND/
IIpumeuanue: IlponykT coorBeTcTRYET TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

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

~

Checked by / IIpoeepeno:

K.V.V. Satyanarayana - Qualit
control- Team Member &/

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBonutens
V. Prashanth - Quality Assurance- Team

Member MMO

Print Date /Jlata: 31-12-2024

Print Date /JlaTa: 31-12-2024

Print Date /Tata: 31-12-2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Npoaykr: erpuu® TabaeTky, NOKPHITEE MIEHOYHOH 0607104KO0i, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2404111 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP24003126 Date of Analysis / 31-12-2024

AHannTH4YecKkHii oTueT No JlaTa aHau3a

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

Jlara npon3BoacTBa Togen no

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAN : 63/RR/AP/96/F/R ‘ JITI-Ne(005456)-(PT-RU)
Homep PY

JuneH3usi Ne

Analysis performed according ND / Anann3 nposenen no HJI: JITI-Ne(005456)-(PT-RU)-150524

Ne Test / IloxazaTenan

Result / PesyabTaThl

Specification / Hopma

10 . |Package/YnakoBka

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / ITo 10 TabneTok B
1o 3 Giucrepa BMeCTe ¢ JIMCTKOM-

BKJIAZBILIEM YIIAKOBAHEI B ITAYKY
KAPTOHHYIO.

[BX/[TABX//amoMuHHEBOM OrmcTepe.

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

blister. 3 blisters and patient information [or 3 blisters and patient information leaflet in

fa carton. /

[To 10 Tabnerok B
[MBX/TIABX//antomurerom 6nucrepe. Ilo 2
unu 3 GiHcTepa BMECTE € JINCTKOM-
BKJIQIBIIEM YIIAaKOBAHBI B IAYKy KAPTOHHYIO.

~Test Iy perfurmed perlodleastly with the nerval of T (rom 20 batches, or 4t leust onee 4 year. The wese can be absent In e
Certificate of Analysis / IIpoBoguTcs npou3BoAUTENEM NPHU BRIYCKE MEPUOANYECKHU: 11 Kaxkmoi 20-oi cepuu uimm He MeHee |
pa3a B rof. ITokazatens MoxeT ObITh He BKIIOYeH B CepTuduKaT aHain3a QUpPMBL

Remarks: The Product confirms to ND/
IIpumeuanne: Ipoaykt coorBercTRYeT TpeboBaHmsaM HJT

Conclusion: APPROVED /
3axaiouenne: OJJOBPEHO

Prepared by / [Tonroroeneno:
D. Latha- Quality control-

Team Member { g;

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

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykorogurens
V. Prashanth - Quality Assurance- Team

Member
Ve

Print Date /Jara: 31-12-2024

Print Date /Tara: 31-12-2024

Print Date /[ara: 31-12-2024 \




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Llerpua® TabrieTky, MOKPHITHIE INICHOYHOI 060710yKoi, 10 Mr

Market / PoiHox : Russia / Poccust

Batch No. / . B2404111 Batch Quantity / 955 KG / 955 KT

Cepns Ne Pa3zmep cepun

Analytical Repourt No./ . 2002FP24003126 Date of Analysis / 31-12-2024

AHaJuTHyecKHii oTueT No JlaTta ananau3a

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

JlaTa npousBoaAcTBa T'open no

Mfg. License No. / MA number: /

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

nuneHzus Ne

Analysis performed according ND / Ananun3 npoeenen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

API name / HanmenoBaune A®C:

Cetirizine dihydrochloride / Lletnpusuna quruapoxiopun

INN / MHH:

Cetirizine / IleTupusun

Homep cepun cy6cranuun npoussoautens I'JId:

API manufacturer batch number / BT00X24005
Howmep cepum npoussoautens ADC:
FP Manufacturer API Batch number / FBRA00639

API Manufactured by & country /
IIpouseogutenr ADC, crpana:

Glochem Industries Pvt. Ltd., India /
I'noxem Mnpacrpuec I1BT. JITa., Manua

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumMPHARAHWP, ATAF, THIIPHIWS 719
IIpousBoacTBeHHas miaomaaka / Iinomaaka KOHTpoAs
kavecrBa / Ilnomaaka Beinmycka

Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Nistrist — SONNAN, Telangana State, Tndia (lirense Nn
63/RR/AP/96/F/R). / TIpouzBoacTBeHHOE MoapasaeneHue-11,
Vwuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynannu

Bunnamxk, bauynanmu Mannan, Megyan ManakamHkrupu
Huctpukr — 500090, mrat Tenanrana, Muaus (JIuuensus 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».

3axaoveHde o cooTBeTcTBHH: «HacToAmuM A MOATBEPIKAAIO, YTO NMPHUBENEHHAs BEIIEe MHGOPMALMA SBIACTCA NOCTOBEPHOH U
TO4HOM. DTa cepusl MPOHYKLUMU Ipou3Be/ieHa (BKJIOYAs YNMakKoBKY (MapKUpOBKY) W KOHTPOJIb KauecTBa) Ha BHILIEYKA3aHHOMH
MPOM3BOJACTBEHHOM MTolaake (II0mManKax) B MOJIHOM COOTBETCTBHH ¢ TpeboBaHusaMH [IpaBun Hagmexaleil poU3BOACTBEHHOMH
npaktuku EBpasmiickoro skoHomuyeckoro coroza (GMP/EAEU/RU/00573-2022) u TpeOOBaHMAMH KOHTpOJII KadecTBa
JIEKAPCTBEHHEBIX CPEMCTR, @ TAKKE B COOTBETCTBUH CO CHELMQPUKALMAMY, COAEPIKALIUMUCT B PETHCTPALMOHHOM IOChE CTPaHbI-
HMITOpTEpa. 3anMCH IO IPOU3BOACTBY, YIIAKOBKE M aHANM3Y NPOBEPEHBI, U YCTAHOBJICHO UX COOTBeTCTBHE TpeboBanmsaM IIpaBu
HaJJIexKaIeH pou3BOACTBEHHO pakTHKK EBpazuiicKoro 5KOHOMU4ECKOTO COH3ay.

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBercTBYET Tpebopanusm HJJ

Conclusion: APPROVED /
3akmoyenue: OJJOBPEHO

W

Prepared by / IloarotosneHo: Checked by / ITpoBepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- K.V.V. Satyanarayana - Quality Onob6peno: Menemxep / Pykosoaurens
Team Member control- Team Member d/_”_ V. Prashanth - Quality Assurance- Team

Member

il

Print Date /Jlara: 31-12-2024

Print Date /Hara: 31-12-2024

Print Date /Hata: 31-12-2024




