| Dr.‘Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LleTpuH® TabneTky, NOKPbIThIE MIEHOYHOH 06omoukoi, 10 mr

Market / Poinox : Russia / Poccus

Batch No. / . B2503482 Batch Quantity / 955 KG /955 KI'

Cepns Ne Pa3mep cepun

Analytical Repourt No./ . 2002FP25002737 Date of Analysis / 30-11-2025

AHaauTHYECKHNH oTueT No JlaTa aHanu3a

Date of Manufacture / . 10-11-2025 Date of Expiry / 31-10-2028

JaTa npoussoacTea Toaen go

Mfg. License No. / MA ber: /

IpousBoacTBennas : 63/RR/AP/96/F/R i JITT-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Ananu3s uposesen no HJ: JIIT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka u makeThl yrBepaaens:: 17.02.2025

Ne
1

| Result / Pe3yabTaThi

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrnisie OBOSKOBBINYKJIbIE TalONeTKH,
MOKPLITbIE  MJACHOYHOH  000J0YKOM
Senoro upera, ¢ pHCKOH H4 OUNHOU
cropone. Ha nonepeuHom paspeze —
aapo 6enoro uBera.

Test / [ToxazaTeas
Description / Onucanne

Specification / Hopma
White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/' Kpyrible [IBOSKOBBIMYKible TabneTKy,
MOKpPLITBIE TIEHOYHO# obonouxoit Genoro
WK LOYTH GEIIOI'D LBR1Y, C PUCRUR Hd UUHUR
cropone. Ha nonepeuHom paspese sapo OT
6enoro o nmo4tu 6enoro UBeETa.

2 Identification /

Haentudurauns

The retention time of the main peak in theThe retention time of the main peak in the
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 / BDKX in the
Hydrochloride

solution. /

reference

Bpems ynepkuMBaHUA OCHOBHOTO [IMKa HAXPOMATOrpaMmme
XPOMaTOrpamMMe UCIIbITYEMOrO PacTBOPALOIKHO
COOTBETCTBYET BpPEMEHHW YIEPIKHUBAHWUAYIEPIKHBAHUA
OCHOBHOPO MUKA Ha XPOMATOrPaMMEXpOMATorpamMme
UeTHPH3IHHALETUPH3INHA

CTaHIApPTHOTO
rupoxJopuaa.

pacTBopa

chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride
standardreference standard solution (section "Assay"). /

Bpems ylep>kMBaHUA OCHOBHOO MMKa Ha

UCIIBLITYEMOTO  PacTBOpa
COOTBETCTBOBATD BpeMeHH
OCHOBHOTO nuKa Ha
CTaHAApTHOTO  pacTBOpa
CHAPOXJIOpHaa (pazgmen

«KonuyecTsernHoe onpeneneH1e»).

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykr coorBercTByeT TpeGoBanusam HJ

Conclusion : APPROVED /
3akawuyenune: OJJOBPEHO

Checked by (AQA) /
[Mposepero (AOK):
V. Prashanth- Quality

Checked by / INposepeHo:
D. Latha- Quality control-
Team Member

H-

Prepared by /

[ToarorosneHo:

B. Satyanarayana - Quality

control- Team Member
g%,;?

o)

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecneueHune
kauecTBa/OTBETCTBEHHOE JTHLIO:

P. Rama Rao- Quality Assurance- Team
Member

Date /lata: Zo+),-1L824]]

Date /[laTa: 29 2201

Date /[lara: (20*\\ r’lu’)/(

Date /[Jara: So0-l-uvs




' Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

IMpoaykT: Lletpun® TabneTku, MOKPBIThIE rUIeHOUHOH 000J04Ko#, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . B2503482 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No./ . 2002FP25002737 Date of Analysis / 30-11-2025

AHaJnuTHYeCcKH oTyeT Ne JlaTta anaaunza

Date of Manufacture / . 10-11-2025 Date of Expiry / 31-10-2028

JlaTa npousBoacTea T'oneH no

Mfg. License No. /

lpousBoacTBeHNAs : 63/RR/AP/96/F/R M4 numbers { JITT-Ne(005456)-(PT-RU)
Homep PY

JuueH3ust Ne

Analysis performed according ND: / Anasus nposeaen no HJ: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapxupoBka u MakeThl yTBepakaensl: 17.02.2025

~ UV- spectrophotometry /
Y®- cnekrpodoTomeTpus

3 'Water content /
Conepxanue BoabI

Complies / CooTeeTCTBYET

3.1%/3,1%

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 ®-cnekTpbl NOTJIOLEHHUS HCTBITYEMOTO
pacTBopa M CTaHAApTHOrO  pacTBOpa
LIETHPH3MHA ruapoxjopuna B oonactu ot 200
10 400 HM [IOMKHBI HMMETb MaKCHMYMBI
MOIJIOWIEHHsT NPU OZHOM M TOH e AnuHe
BOJIHBI C AOMYCTHUMBIM OTKJIOHEHUEM + 2 HM.

Not more than 8.0% /
He 60nee 8,0 %

4 Uniformity of dosage units /
OaHOPOAHOCTh A03HPOBAHHBIX
leAMHUL
5 Dissolution / PacTBopeHue B -

100%, 100%, 100%, 100%, 102%, 99%.

3.6/3,6

Acceptance value (AV) should “be not more
than 15.0 / [Tokasarens npuemnemoctd (AV)
nomkKeH ObITh He Gonee 15,0.

Not less than 80% (Q) of the labeled amount
of C21Ha5CIN>O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHUHAJILHOTO COAECPKAHMS
'C21H5CIN>O3- 2HCI (ueTHpuzuHa
__anruapoxaopu) wepes 30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanue: [Nponykr coorsercTByet Tpebopanuam HJI

Conclusion : APPROVED /
3axknwyenne: OJJOGPEHO

Checked by / ITposepeHo:
D. Latha- Quality control-
Team Member

tir..

Prepared by /
[ToaroTosneHo:

B. Satyanarayana - Quality
control- Team Member

Q,%f

Checked by (AQA) /
IIpoeepeno (AOK):

V. Prashanth- Quality
Assurance- Team Member

)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieueHue
kagecTBa/OTBETCTBEHHOE JIULIO:

P. Rama Rao- Quality Assurance- Team
Member £

Date /[lata: 20| ~yo1c—||Date /[lata: Ro— |-122v1~

Date /}laTa\: 29) e

Date /Mara: 201w




' Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: LletpuH® Tabnerku, MOKPbIThIE MIIEHOYHOH 060104uKOH, 10 MP

Market / Poinox

: Russia / Poccus

iy . B2503482 PREC LAy 955 KG / 955 KT

Cepns Ne Pa3mep cepnu

Analytical RepOft No./ . 2002FP25002737 Date of Analysis / 30-11-2025

AHaJANTHYECKNi oTYeT N JlaTa anaanza

Date of Manufacture / . 10-11-2025 Date of Expiry / 31-10-2028

JlaTta npousBoacTea I'oaeu ao

Mfg. License No. /

MpoussoacTeennas : 63/RR/AP/96/F/R BLA number; ¢ JITT-No(005436)-(PT-RU)
Homep PY

JauueH3us Ne

Analysis performed according ND: / Ananan3s nposegen no H/: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBka u makernl yreepaxaennt: 17.02.2025

6 Impurities / Ipumecn

Impurity A /
[Tpumecs A
Impurity B /
[Mpumecs B
Lipuitly €/
IMpumecs C
Impurity D /
ITpumecs D
Impurity E /
[Tpumecs E
Impurity F /
Ipumecs F

Any individual unidentified
impurity / JIto6as equHudHas
HeHAEHTUDULUUPOBAHHAS PHUMECH

Total impurities /
Cymma nmpumeceii

Below Limit of Detection (LOD =

0.005%) / Huske npenena obHapyxeHus

(TTO = 0,005%)

Not detected / He oGHapy»x«eHa

Not detected / He o6Hapy»keHa

Not detected / He oGHapy»xena
0.03%/0,03%

Below Limit of Detection (LOD =

0.015%) / Huxe npenena obHapykeHUs
(ITO = 0,015%)

0.07% /0,07%

0.1%/0,1%

Not more than 0.2 % / ue 6onee 0,2 %
Not more than 0.2 % / ue Gonee 0,2 %
Not more than 0.2 % / ue 6onee 0,2 %
Not more than 0.2 % / ue 6onee 0,2 %
Not more than 0.2 % / He 6onee 0,2 %
Not more than 0.2 % / ne Gonee 0,2 %

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

Not more than 2.0% /

He 6onee 2,0%

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykr cootBeTcTBYET TpeboraHuam HJJ

Conclusion : APPROVED /
3axatouenne: OJJOGPEHO

Prepared by /
[ToarorosseHo:

B. Satyanarayana - Quality
control- Team Member

24~

Checked by (AQA) /
[Mpoeepeno (AOK):
V. Prashanth- Quality
Assurance- Team Member

Checked by / IMposepeno:
D. Latha- Quality control-
Team Member

L% .

T

Date /lata: 4 p-tr—p oW~

Member

Date //lara:

Date /[Jara: LoAJl-2221]|Date /ﬂaTa:‘lO ALK

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieueHye
kauectTea/OTBETCTREHHOE JIMLO:

P. Rama Rao- Quality Assurance- Team

2010




' Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

[poaykT: LietpuH® TabnerTku, MOKPHIThIE MIIEHOUHOH 060104KOH, 10 Mr

Market / Poidok : Russia / Poccus

Batch No. / . B2503482 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3mep cepun

Analytical Repourt No./ . 2002FP25002737 Date of Analysis / 30-11-2025

AHanuTHYecKH i oTyeT No Jlara aHaJK3a

Date of Manufacture / . 10-11-2025 Date of Expiry / 31-10-2028

JlaTa npon3zBoacTea Ionen no

Mfg. License No. / N ksl

IlpousBoacTBeHHASs 1 63/RR/AP/96/F/R T i JIT1-Ne(005456)-(PT-RU)
Homep PY

JuneHsus Ne

Analysis performed according ND: / Anauu3z nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka u makeTbl yTBepxaensi: 17.02.2025

7 Assay / KoanuecTBeHHoe
\ onpexenenue

9.96 mg /9,96 mr
99.6% / 99,6%

Not less than 9.0 mg and not more than
11.0 mg CyHa5CIN>O;3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %

and 110,0 % of label claim). / Ot 9,0 mr a0

11,0 mr C21HasCIN> O3 2HCI (ueTupmnzuna
auruapoxsopua) B rabnerke (ot 90,0 % no
110,0 % OT HOMHHATILHOTO CONEPXKAHHS).

8 Microbiological purity* /
MukpoGuonoruieckas
yucTroTa*

a) Total aerobic microbial count /
Ob1mee yrcno a3pobHbIX
MUKpPOOpPraHu3MOB

Not Applicable

Not Applicable

b) Total combined yeasts and
mould count / Ob1uee yucio

|\HPOXKEBBIX U TJIECHEBLIX rpH6OB
‘ |

¢) E. coli

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/ OrcyTcreue B 1 ¢

9 Subdivision of tablets /
Jlenenue TabneTox

- Complics / 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. /
TabneTku COOTBETCTBYIOT TPEOOBAHUAM, €CIH

'He Gonee 1 eanHnyHAR Macca OTKIIOHACTCS 3a

Remarks : The Product confirms to ND/

Ilpumeyanue: [Tponykt coorBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
[MoarorosneHo:

B. Satyanarayana - Quality
control- Team Member

Checked by / Iposepeto:
D. Latha- Quality control-
Team Member

e

Checked by (AQA) /
ITposepero (AOK):
V. Prashanth- Quality

Assurance- Team Member

I

Approved by: Quality
Assurance/Authorized person /
Onobdpeno: ObecrieyeHue
KayecTsa/OTBETCTBEHHOE IULIO:

P. Rama Rao- Quality Assurance- Team
Member ]

S4—

Date /[lata: Zo (L0 |Date /L[a’ra:g o~ [P

Date /lara: A\ rW

Date /lara: RO~|-10K




’

'Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: LieTpun® TabneTku, NOKpeIThIE MIEHOUHOM 0600uKOM, 10 MT

Market / Poinok : Russia / Poccus

Batch No. /

Batch Quantity /

Juuensust Ne

: B2503482 955 KG /955 KI'
Cepus Ne Paszmep cepun
Analytical Repourt No./ . 2002FP25002737 Date of Analysis / 30-11-2025
AHAJIMTHYECKHH oTueT No JlaTa aHaausa
Date of Manufacture / . 10-11-2025 Date of Expiry / 31-10-2028
JlaTa npousBoacTea T'oaen no
Mfg. License No. / MA ber: /
IMpoussoacTBeHHas : 63/RR/AP/96/F/R - JIM-Ne(005456)-(PT-RU)
Homep PY

Analysis performed according ND: / Anasu3s nposened no H/I: JITT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / Mapkuposka 4 MakeTbl yTBepxaenni: 17.02.2025

npeaenst 85%-115% ot cpenneii macchl.
Tabnerku He COOTBETCTBYIOT TPEGOBAHHAM,
ecim Gonee yeM | MHAMBUOYaNbHas Macca
OTKJIOHAETCS OT 3TUX MPeNesioB MM, eciu 1
HHAMBU/Ya/bHAs Macca OTKJIOHSETCs 3a
npeaens! 75%-125% ot cpenneit Macchl.

10 Package / Ynakoska

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 tabnetok B a carton. /
[MBX/TIABX//anmomuuuesom Gnuctepe. [lo 10 tabnetok B

Io 3 6aucrepa BMECTE C IHCTKOM-
BKJIaJbILIEM YIaKOBAHBI B MAYKy

KapTOHHYIO.

[MBX/TIABX//amomuruesom 6nuctepe. o 2
uam 3 GMcTepa BMECTE C JIMCTKOM-
BKJIA/IbILUEM YMAKOBAaHBI B Ma4YKy 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. / [TpoBoauTcs NPOM3BOAUTENEM NPHU BITYCKE NEPHOAUYECKH: IS KaXknoi 20-o# cepru
unun He meHee 1 pasa B roa. lloka3zarens MoxkeT ObITh He BkMOUeH B CepTudukar aHanuza GupMsl.

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykr cooreercrayer TpeboBanusam HJT

Conclusion : APPROVED /
Zakmwouenne: OJOBPEHO

Prepared by /

[ToaroroeneHo:
B. Satyanarayana - Quality |[Team Member
control- Team Member

gg/*

Checked by / [Tposepeno: ||Checked by (AQA) /
D. Latha- Quality control- |[[IpoBepero (AOK):
V. Prashanth- Quality

Assurance- Team Member ||kauecTsa/OTBETCTBEHHOE TULO:
L_&P_, D P. Rama Rao- Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue

Member /

Date /ata: 30—t (2624~ "||Date /Jara: zo,{jréfﬁj"bate/lIaTa: 2 /PI/Z(D/( Date /[lara:

Bo~ll-vovs




' Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHUDUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
ITpoaykr: Lletpuu® TabneTku, MOKPLITHIE MIEHOUHO 06oIouKOH, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2503482 Batch Quantity / 955 KG /955 KI'

Cepus Ne Pa3mep cepum

Analytical Repovrt No./ . 2002FP25002737 Date of Analysis / 30-11-2025

AHAJTUMTH4YECKHU oTueT No Jlara ananunsa -

Date of Manufacture / . 10-11-2025 Date of Expiry / 31-10-2028

JlaTa npoussoacTBa TogeH g0

Mifg. License No. / .

IpousBoacTBeHHAA : 63/RR/AP/96/F/R Lok IS 7 JIIT-Ne(005456)-(PT-RU)
Homep PY

auneH3usi Ne

Analysis performed according ND: / Ananu3 npOBengH no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka 1 makeTsl yreepskaensi: 17.02.2025

API name / Hanmenosanue AQC: Cetirizine dihydrochloride / LleTupuanHa IMruApOXIOpUL

INN / MHH: j Cetirizine / LetnpuzuH

API manufacturer batch number / BT00-25041 & BT00-25043

Homep cepun nponssoautens A@C:

FP Manufacturer API Batch number / FBSA00206 & FBSA00207

Homep cepuu cyGeranuun npoussoaunrens [JId:

API Manufactured by & country / Glochem Industries Private Limiled, India /

Mpoussoantens APC, cTpaHa: ['noxem HUunactpuec [Npaisut JInmurea, Muaus

Name, address, authorization No for FP manufacturing Formulation Tech Ops —1II, Survey No. 42p, 43, 44p, 45p, 46p.

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

HaumenoBaune, aapec, 1nuensus aas Malkajgir Distrist — 500090, Telangana State, India (license No

IMpouseoacTBeHHan miowaika / [lnowaaka koHTpoIA 63/RR/AP/96/F/R). / TIpouzBoacTBeHHOE noapasaeneHue-11,

xayvecrsa / [lnomanka Beinycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 v 83, bauynannu

Busnnamxk, Bauynannu Mangan, Menuan ManakamKkrupu
Hucrpukt — 500090, wrar TenanraHa, Muaua (JInueusus 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 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».

3akuouenne 0 cooTBeTCTBHHN: «HacToswuM s NOATBEPXkKAAIO, YTO MpUBEeNeHHas Bbille UHGOpPMALMS SBIAETCS AOCTOBEPHOH U
TOYHOW. DTa cepusl NPOAYKUMH MpoM3BeleHa (BKIOuas YMakoBKY (MapKMpOBKY) M KOHTpO/b KayecTBa) HA BbILIEYKa3aHHOM
HPUMSBUAC IBEHHUR 1owaake (LUIUIWEAAREX) B HUJIHUM COUTBEICIBUM ¢ 1peCuBaHuimu TTpani H4AeMAER HPUASBULLCLBEHHOR
npakTHky EBpazuiickoro 3KOHOMHMHECKOro coto3a ¥ TpeGOBaHMAMMW KOHTpPOJISl Ka4yecTBa JIEKAPCTBEHHBIX CPENCTB, @ TAKKE B
COOTBETCTBUU CO CrieUUdUKALMAMY, COREPALUMMUCS B PETUCTPALIMOHHOM J0ChE CTPaHbI-UMIOpPTEpa. 3aMycCH Mo NMPOU3BOACTBY,
yTaKkoBKE M aHaiu3y MPOBEPEHbI, MU YCTAHOBJIEHO HMX cooTBeTcTBHEe TpeboBanusm [lpaBun Hanexalued MPOM3BOACTBEHHOH
npakTuky EBpaznicKkoro 3IKOHOMUYECKOTO COK3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [ponyxT coorseTcTByeT TpeboBaHusam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / ITposepeno: |[Checked by (AQA)/ Approved by: Quality
IMoaroroenexo: D. Latha- Quality control- |[[Tpoeepeno (AOK): Assurance/Authorized person /
B. Satyanarayana - Quality ||[Team Member V. Prashanth- Quality Qaobpeto: ObecreucHue
control- Team Member Assurance- Team Member |[kauecTBa/OTBETCTBEHHOE JINLO:
P. Rama Rao- Quality Assurance- Team
— L%'/,
% UN‘D Member
Date /[ata: Zp ( ~20W ||Date /Rava: 7o A |-121 4 [|Date /lata: - <10 |[Date /Jara: To-i{-2015




