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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykT: LlerpuH® TabneTky, NOKPhIThIE MIEHOYHOH 060104K0#H, 10 Mr

Market / Puinok : Russia / Poccus

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

Cepusn Ne Pa3mep cepun

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

AHAJIUTHYECKHI oTUeT No JlaTa anaausa

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

JlaTa npou3BoacTBa T'oxeH 1o

Mifg. License No. / MA s ]

Ipou3BoacTBeHHAS : 63/RR/AP/96/F/R e JITT-Ne(005456)-(PT-RU)
Homep PY

Juuensusa Ne

Analysis performed according ND: / Anasms nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / Mapkuposka u makeThbl yraepaxiaenbi: 17.02.2025

‘“Test / lloka3zaTensn
Description / Onucanne

Ne
1

| Result / PesyabTaThi

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrnble AQBOAKOBBIMYK/ble TableTkKH,
MOKPBITbIE  [MIEHOYHOH  060MN0uKOMi
Oenoro uBeTa, ¢ pHcKOl HA OmHOIA
cropone. Ha nonepedHom paspese —
sapo Oenoro ugera.

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.
/  Kpyrisie [BOAKOBBINYKIblE TabIeTKH,
NOKpBITEIE [IEHOYHOH o0boJouKoit Genoro
M INUTIH APTINTD TIRETA, & NUCKNT HA OTHOH
cropote. Ha nonepeuHom paspese sapo OT
6enoro 10 nouTH 6eNoro UBETa.

2 Identification /

MaenTudukauns

HPLC / BOXX

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
in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride

Hydrochloride reference
solution. /

standardreference standard solution (section "Assay"). /

Bpemsi yOep>kuMBaHUS OCHOBHOrO IMHKAa Ha

Bpems yaep:kuBaHHs OCHOBHOTO MHKa HAXPOMATOTPAMME  MCMIBITYEMOTO  pacTBOpa
XpOMATOrpaMMe UCMBbITYEMOro PacTBOPALO0HKHO COOTBETCTBOBAThH BPEMEHH
COOTBETCTBYET BpPEMEHH YIOCPXKUBAHUSAYAEPHHBAHUS OCHOBHOTO nvka Ha
OCHOBHOTO [MKa Ha XpOMaTrorpamMMexXpoMaTorpamMme CTaHOapTHOrO  pacTeopa
CTAQHAAPTHOrO pacTBopa LETUPH3MHALIETHPHU3MHA THAPOX/IOpUAA (pazmen
rHAPOXJIOpHIA. «KonuuecteeHHOE orpeneeHue»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Tpumeuanne: [Tpoaykr coorsercTByeT Tpedoanuam H/L 3akimouenne: OJJOBPEHO

Prepared by / Checked by / [Tposepeno: ||Checked by (AQA) / Approved by: Quality

[Toarorosneno: D. Latha- Quality control- ||[Tposepeno (AOK): Assurance/Authorized person /

V. Prashanth- Quality
Assurance- Team Memb

Wi

Team Member

L

B. Satyanarayana - Quality
control- Team Member

g%r"

Onobpeno: ObecneueHue
kayecTBa/OTBETCTBEHHOE JIULO:
P. Rama Rao- Quality Assurance- Team

Member ne

cr

Date /[ata: 0~ i-2221 ||Date /}:[aT‘a: ZHVNDg

Date /[lata: 24 |~ 1228 ||

Date //lara: 3o-tl-1aas




| Dr.‘Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

INpoaykt: LierpuH® TabiieTky, NOKPbITbIE MIEHOYHON 060104K0i#, 10 MT

Market / Poinok : Russia / Poccus

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

Cepusa Ne Pasmep cepun

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

AHAJMTHYECKHUI oTueT No JlaTa aHaau3a

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

JdaTta npou3BoacTBa Toaen no

Mfg. License No./ MA ber: /

Tpou3BoACTBeHHAs : 63/RR/AP/96/F/R number: JITI-Ne(005456)-(PT-RU)
Homep PY

JIMLEH3UsA Ne

Analysis performed according ND: / Ananu3s nposened no H/L: JIIT-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / Mapkuposka u makeTsl yrsepkaensi: 17.02.2025

Uv- spectrophotometry /
Y ®- cnektpodoTomeTpus

Complies / CooTBercTByeT

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 ®-crnexTpsl NOrJ0MWEHNs UCTTBITYEMOro
pacTBopa M CTAHAAPTHOrO  pacTeopa
LUeTHpU3KMHA THApoXxopUaa B obmactu ot 200
no 400 HM OOMKHBI HUMETH MAKCHMYMbI
MOIJIOMWEHHsT MPU OAHOH W TOW € AJMHE
BOJIHBI C JOMYCTUMbIM OTKJIOHEHUEM *+ 2 HM.

3 Water content /
ConepixaHue BoabI

3.1%/3,1%

Not more than 8.0% /
He 6osee 8,0 %

4 Uniformity of dosag;! units /

Acceptance value (AV) should be not more
than 15.0 / IMokazarens npuemnemoctu (AV)

w OxHOPOAHOCTE JO3HPOBAHHBIX 6796

‘ eIHHUL k nommkeH ObITh He 6oJiee 15,0.

|

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

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

‘of C21HasCIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJILHOTO COAEPMAHUS
C21HasCIN>O3- 2HCI (uetupusuna
lauruapoxnopua) yepes 30 mum.

Remarks : The Product confirms to ND/
Mpumeuanue: [TpoayxT cooTBeTcTByeT Tpeboanusam HJJ

Conclusion : APPROVED /
3axknwouenue: OJJOBPEHO

Prepared by /
[ToarotroBneHo:

B. Satyanarayana - Quality
control- Team Member

<8

Team Member

o

Checked by / ITposepeno: ||Checked by (AQA) /

D. Latha- Quality control- ||[Tpoeepeno (AOK):

V. Prashanth- Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Ounobpero: Obecneuenue
kauecTea/OTBETCTBEHHOE NHLIO:

P. Rama Rao- Quality Assurance- Team

m&(\) Member

Date /[lata: 20-t] Lo %—{|Date /[lara: o 2| Date /[lara: goﬂfwb{

Date //Tata: 3o -1s




l:‘r.‘Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

IpoayxT: Letpun® tabnerku, MOKPLIThIE MIEHOYHOM 0605104KOi, 10 Mr

Market / Poinok

: Russia / Poccus

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

Cepus Ne Pasmep cepun

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

AHaJIuTHYECKHIT oTUeT No JlaTa aHaau3a

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

JlaTa npouspoacTBa I'oxeH xo

Mfg. License No. / MA number-: /

Ilpon3BoacTeeHHast ¢ 63/RR/AP/96/F/R v : JITI-Ne(005456)-(PI"-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anaau3s nposeaes nmo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / Mapkuposka U MakeThbl yTBepaaeHbi: 17.02.2025

6 Impurities / [Ipumecu

Impurity A /
[Mpumecs A
Impurity B/
[Mpumecs B
Impurity C/
| lpumecs U
Impurity D/
IMpumecs D
Impurity E /
[Mpumecs E
Impurity F/
Tpumecs F

Below Limit of Detection (LOD =

0.005%) / Huwxe npenena obHapyeHUs

(TTO = 0,005%)

Not detected / He oOHapy»xeHa

Not detected / He oonapysxkena

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

Below Limit of Detection (LOD =

0.015%) / Hmxe npenena obHapy>keHHUs
(TT0 =0,015%)

Not more than 0.2 % / ne 6onee 0,2 %
Not more than 0.2 % / e 6onee 0,2 %
Not more than U.2 % / He bonee U,2 %o
Not more than 0.2 % / ne 6onee 0,2 %
Not more than 0.2 % / ue 6onee 0,2 %

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

Any individual unidentified

impurity / JIroGas eauHn4Has

HEHACHTHHUMPOBAHHAA TIPUMECD |
0.07% /0,07%

Total impurities / 0.1%/0,1%

Cymwma npumecei

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

Not more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/

[Ipumeuanne: ITpoaykrt coorBercTByeT TpeboBaHusm H/JI

Conclusion : APPROVED /
3akniouyenue: OJJOBPEHO

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

-

Prepared by /
[TonrorosneHo:

B. Satyanarayana - Quality
control- Team Member

e

Checked by (AQA) /
[TpoeepeHo (AOK):

V. Prashanth- Quality
Assurance- Team Member

Lauef

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieyeHue
kayecTsa/OTBETCTBEHHOE HULIO:

P. Rama Rao- Quality Assurance- Team
Member /

Date /[lara: 504!491’{

Date /[lata: 3 £ ~10 U]

Date /[ara: 20-) 208

Date /[ara: 20 l~ws—




; Dr.\Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Mpoaykr: Lletpun® TabneTkH, MOKPHITHIE TNIEHOYHOH 06010uKoMH, 10 Mr

Market / Poinok : 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

AHaJuTHYEeCKHH oTueT No JlaTa aHa/au3a

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

JlaTa npoun3BoacTea T'oaeu no

Mfg. License No. / MA ber: /

Tpou3BoACTEeHHAS : 63/RR/AP/96/F/R e JI-Ne(005456)-(PT-RU)
Homep PY

anueHsus Ne

Analysis performed according ND: / Anaan3 nposegen no HJ/I: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / Mapkuposka 1 MakeTsbl yTBepxaenst: 17.02.2025

7 Assay / KonnuecrseHHoe Not less than 9.0 mg and not more than
‘ onpeneseHue 11.0 mg Cy;H5CIN;O;3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
9.96 mg /9,96 mr and 110,0 % of label claim). / Ot 9,0 Mr oo
99.6% / 99,6% 11,0 mr C3H25CIN,O3- 2HCI (uetrpuzuHa
auruapoxaopun) B Tabnerke (ot 90,0 % no
110,0 % OT HOMHHAJLHOTO COAEPIKAHMS).
8 Microbiological purity* /
MukpoGuoJioruyeckas
yucroTa*
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g/
OO011ee 4ucno adpoOHBIX He Gonee 1000 KOE/r
MUKPOOPTaHH3MOB
Not Applicable
b) Total combined yeasts and ‘Not more than 100 CFU/g/
|mould count / Obuiee uucno . He Gonee 100 KOE/r
APOXOKEBBIX U [IECHEBBIX FPUGOB | Not Applicable
| ©)E.coli ~__Shall be absent in 1g/ Orcyrcteue B 1 T
9 Subdivision of tablets / Complies / CooTBeTCTBYET The tablets comply with the test, if not more

JeneHue TabIeTOK

than 1 individual mass is outside the limits of
85 % to 115 % of the average mass. The
tablcts 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. /
Tabdnerku cooTBETCTBYIOT TpeOOBAHUAM, ECIIH
He Gonee 1 eIMHMYHAA MaCcCa OTKIIOHSETCA 33

Remarks : The Product confirms to ND/

IIpumeuanmne: [Iponykt coorBercTBYeT TpeboBaHusam HJL

Conclusion : APPROVED /
3axawouenue: OJJOBPEHO

Prepared by /
[ToarorosneHo:

B. Satyanarayana - Quality
control- Team Member

Q?/-—

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

Q-

Checked by (AQA)/
IMposepeno (AOK):

V. Prashanth- Quality
Assurance- Team Member

L)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
kauectsa/OTBETCTREHHOE JMLO:

P. Rama Rao- Quality Assurance- Team
Member

Date /[lata: ZBg—)-pars”"|

Date /[ara: Z‘)"{”’W

L e
[Date /Hara: Qp-| ~20V%

Date /Jlata: 20101k




"Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IMpoayxr: LleTpun® TabneTkH, NOKpbITHIE MIEHOYHON 00004KOM, 10 Mr

Market / PeiHoK : Russia / Poccust

Batch No. / . B2503482 Batch Quantity / 955 KG/ 955 K[

Cepun Ne Pasmep cepun

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

AHaauTHuecKHil oTyeT No Jlara anaausa

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

Jlata nponsBoacrsa Togen go

Mfg. License No. / MA ber: /

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

JHueH3Ha Ne

Analysis performed according ND: / Ananu3s nposeaed no H/: JITT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / Mapkuposka 1 makeTsl yTBepaaenst: 17.02.2025

npeaensl 85%-115% ot cpenHeit macchl.
Tadnerku He COOTBETCTBYIOT TpeOOBaHUAM,
ecau Gonee uem 1 MHAMBHAYaTBHAs Macca
OTK/IOHAETCS OT 3THX MPEEIOB WM, ecu 1
HHAMBHYa/bHas Macca OTKJIOHSIETCS 3a
npeaest 75%-125% ot cpemHeil macchl.

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. / [To 10 tabGnerok B

a carton. /

MBX/IT/IBX//antomunuesom 6nuctepe. [lo 10 Tabnerok B

[To 3 GaucTtepa BMeCTe C JIMCTKOM-
BKJIQJbILIEM YMIAKOBAHBI B MA4Ky
KapTOHHYIO.

!nBanﬂBX//a.HlOMHHHeBOM 6aucrepe. 1o 2

uiin 3 Gnuctepa BMECTe C JIMCTKOM-
BKJIaZIblUIEM YIIAKOBAHBI B MAUKy 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. / [IpoBoguTCs NPOU3BOAMTENEM TIPH BbINYCKE NEPUOAMYECKH: 11 Kaxcaoi 20-oit cepun
unu He MeHee 1 pasa B rox. [Tokazatens moxer OhTh He RkMOUueH R CepTudiukar aHanu3a Qupmbl.

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpogykr coorsercrByer Tpedosanuam HJI

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

Prepared by /
[ToarorosneHo:

B. Satyanarayana - Quality
control- Team Member

%f‘

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

oy

Checked by (AQA) /
[Tposepeno (AOK):

V. Prashanth- Quality
Assurance- Team Member

b

Approved by: Quality

Assurance/ Authorized person /
Onobpeno: ObecneueHue
kayectsa/OTBETCTBEHHOE TULIO:

P. Rama Rao- Quality Assurance- Team
Member

=

Date /Jlata: 73 o —0Y "~

Date /ara: oA {2221

[Date /[dara: 30| /Zm/‘!

Ro-ltovs

Date //laTa:




. 5
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Mpoayxr: LeTpua® TabeTkH, MOKPLITIE IEHOYHON 060104KOH, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . B2503482 Batch Quantity / 955 KG /955 K[

Cepusa Ne B Pa3mep cepun

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

AHAJINTHYECKHUI oTueT No JlaTa ananusa

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

JlaTta npou3BoacTBa _|T'onen xo

Mfg. License No. / 7 YT —

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

anueH3us Ne

Analysis performed according ND: / AnaJun3s nposeaed no HJ/L: JII-Ne(005456)-(PTI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa M MaKeThl yrBepxaenst: 17.02.2025

API name / Haumenosanue ADC:

Cetirizine dihydrochloride / LleTupu3nHa AUrMapoxiaopusa

INN / MHH:

Cetirizine / LleTupuszux

API manufacturer batch number /
Homep cepun npoussoantens A®C:

BT00-25041 & BT00-25043

FP Manufacturer API Batch number /
Homep cepun cyb6ctannuu npoussoaurtens ['JI®:

FBSA00206 & FBSA00207

API Manufactured by & country /
Mpoussoautens ADC, cTpaua:

Glochem Industries Private Limited, India /
['noxem HMupacrpuec INpaisut JIumuren, Mnaus

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

HaumeHoBaHue, aapec, JHIEH3US 1J5
IpousBoacTBeHHasn naowanka / [liomaaka KoHTpoas
xaudectBa / [lmomaaka Boimycka

Formulation Tech Ops — 11, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgin Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / IlpouzeoncreeHHoe nonpazaenerme-1I,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynanau
Bunnamxk, bauynanau Mangan, Menuan Manakamkrupu
[uctpuxt — 500090, wrat Tenanrana, Unaus (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 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».

3axio4yenue o coorsercreuu: «Hacrosimmm s noaTBepKAAI0, YTO NpHUBefeHHas BbilUe HH(OpMALIUA ABNAETCA HOCTOBEPHOH H
TOYHOM. DTa cepus MPOAYKLUMM Mpou3BeacHa (BKIIOYAs YMAKOBKY (MapKMPOBKY) U KOHTPONb KauyeCTBAa) HA BhLILIEYKA3aHHOH
NPOM3BOACTBEHHOHW ruowanxe (olaaKax) B MoJHOM COOTBETCTBMU ¢ TpebosaHuaMHU TlpaBun Hagnexaleil Npou3BOACTBEHHOM
npakTHky EBpa3uiickoro SKOHOMHYECKOro COK3a M TpeOOBaHMSIMH KOHTPOJIS KAauyeCTBA JIEKAPCTBEHHBIX CPEACTB, a TAKKE B
COOTBETCTBUM CO CrieUUpHKauUAMU, COACSPIKALIMMHCS B PETMCTPALMOHHOM JOChE CTPaHbI-UMIIOPTEPA. 3aMUCH MO MPOU3BOACTBY,
yNaKoBKE W aHaiu3y MpPOBEPEeHbl, U YCTAHOBIEHO WX COOTBETCTBHE TpeGoBanuaM Ilpasun Haanexaled MPOH3BOACTBEHHOMH
npakTUKU EBpasuicKoro SKOHOMHYECKOro COK3a».

Conclusion : APPROVED /
3akuouenne: OJJOBPEHO

Approved by: Quality
Assurance/Authorized person /
OnoGpeno: Obecnevenue
kauecTBa/OTBETCTBEHHOE JIMLO:

P. Rama Rao- Quality Assurance- Team
Member £

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykr coorBercTByeT TpeGoBaHusM HJI

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

Team Member V. Prashanth- Quality
control- Team Member

Assurance- Team Member
€4 4
%

= 1
Date /[lata: gsee;rwg,—- Date /[lata: Zo—1~2°%]|Date /Dara: g 41200

Prepared by /
[TonrotoBneHo:
B. Satyanarayana - Quality

Date /[laTa: 20-1-zavs






