Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
ITpoayxr: LletpuH® Tabneriu, MOKpeITHIE MIEHOYHON 0005104KOH, 10 M

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab/

Cepusi Ne £ Yaplllio Pazmep cepuu 25,00,000 Tab

Analytical Repourt No. / . 890001860718 Date of Analysis / 27.01.2016

AHaJauTHYeCKHii oTYeT Ne JlaTta ananmusa

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

Jara npousBoacTaa I'oneH go

Mfg. License No. / MA number: /

IIpou3BoACTBeHHAS : MNB/05/263 umoer: JITI-Ne(005456)-(PI"-RU)
Homep PY

JuueH3zus Ne

Analysis performed according ND: / Anayu3 nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKka U MaKeThl yTBepskaeHsbl: 17.02.2025

Ne

| Test / TTokasatenn

Result / PesynbTaThl

1 ’ Description / Onucanue

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyriibie NBOSKOBBIMYKIbIE TabneTk,
TIOKPBITBIE  TUIEHOYHOI  obonoukoit
femoro uBeTa, C PHUCKOW Ha OAHOH
cropoHe. Ha monepeuHoMm pazpese —
saapo 6enoro LBeTa.

LBETA.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/  Kpyrasle OBOSKOBBIMYKSBIE TaOJETKH,
MOKPEBIThIE TUIEHOYHOM 06omoukoi Genoro
WU NOYTH 6€N10ro 1BeTa, C pUcKoil Ha OJHOMN
cropoHe. Ha monepeudom paspese sapo oT
6esoro o moyTH Genoro ueera.

Remarks : The Product confirms to ND/
[Mpumeuanmne: Ilponykrt coorBeTcTByeT TpeboBanuam HJ

Conclusion : APPROVED /
3aksouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tonrotorneno: [Tpoeepeno: Pardeep [|TTpoeepeno (AOK): Ono6peno: ObecneueHne kavectea/OTBETCTBEHHOE
Ramakant 0&_ Kumar Amit Kumar NULIO:

RAY sl | P e
Date / Date / Date / Date /
JlaTa: 27.01.2026 Jara: : 27.01.2026 JlaTa: : 27.01.2026 JlaTa: 2 }Po \c_ 206

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

Tel : +91 98166 56001-02
www.arreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Product: Cetrine film coated tablets,

10 mg

IIpoaykr: LleTpuu® TabneTku, MOKPBIThIE MIEHOUHOM 000104KO#H, 10 Mr

Market / PeiHok

: Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab/

Cepus Ne t VABNLIG Pasmep cepun 25,00,000 Tab

Analytical RepOft No./ . 890001860718 Date of Analysis / 27.01.2016

AHanuTHYecKkHnit oTyer No JlaTa aHanu3a

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

JlaTa nmpou3BoacTBa T'open po

Mfg. License No. /

IIpou3sBoacTBeHHAs : MNB/05/263 LA s JITT-Ne(005456)-(PT-RU)
Homep PY

JinneH3usa No

Analysis performed according ND: / Ananu3 nposeaen no HJ/I: JIII-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / MapkupoBKa U MaKeThbl YTRepskaeHbl: 17.02.2025

Ne Test / IlokazaTean

Result / Pesynbrathi Specification / Hopma

2 Identification /

Upentudukanus

HPLC / BDXX

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

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

in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride
Hydrochloride reference standardireference standard solution (section "Assay").
isolution. / Bpema ynepxkMBaHHMSA OCHOBHOTO TMHKa Ha

Bpewmst yaep kMBaHis OCHOBHOTO ITHKa HAXPOMATOTPaMMe  HCTIBITYEMOTO  PACTBOPA
XpOMaTorpamMMe MCIBITYEMOT0 PacTBOPAIONIKHO COOTBETCTBOBATh BPEMEHM
COOTBETCTBYET BPEMEHH YICPKHUBAHUSAYIEPKHBAHUSA OCHOBHOTO nuka Ha
OCHOBHOrO MHKAa Ha XPOMATOrPaMMEXPOMATOFPaMME  CTAHZAPTHOTO  PacTBOP
CTaHAapTHOrO  PacTBOpa uempmuﬂaluerupmuﬂa TUAPOXJIOpUIA (pasnesn
THAPOXJIOpHAA. «KosiiecTBEHHOE OMpesieIeHHEN).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IlponykT cooTBeTcTRBYeT TpeboBaumsam HJJ 3akawuenue: OIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoarorossieHo: [Tposepeno: Pardeep ||[Tpoeepeno (AOK): Onobpeno: Obecneuenue kayectBa/OTBETCTBEHHOE
Ramakant Kumar Amit Kumar STHLO!
\Qy ] I /J\ ;
Date / ' Date / Date / Date /
Jlata: 27.01.2026  ||[/lava: : 27.01.2026  [|Jara: : 27.01.2026 Jara: D206

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":"

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Lletpun® TabneTky, NOKpbIThiE NIEHO4YHOM! 06004KOH, 10 MI

JguueH3usn Ne

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab/
Cepus Ne SRR Pa3zmep cepun 25,00,000 Tab
Analytical Repourt No. / . 890001860718 Date of Analysis / 27.01.2016
AHaJinTHdeckuii oryer Ne Jlara anayusa
Date of Manufacture / . 01/2026 Date of Expiry / 12/2028
JlaTa npou3BOJICTBA TI'ogen no
Mfg. License No. /
MA number: /
IlpousBoacTReHHast : MNB/05/263 Homep PY JITI-Ne(005456)-(PT"-RU)

Analysis performed according ND: / Anaau3 nposeaed no HJ/I: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKka H MaKkeTbl yTBepskaensl: 17.02.2025

No Test / Iloka3zaTens Result / Pe3yabraTst

Specification / Hopma ﬁ‘

UV- spectrophotometry /
Y ®- ciextpodoromerpus

Complies / CooTBeTcTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standar

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 ®-cnekTpb! MOrIOUIEHH HCTIBLITYEMOro,
pacTBOpa M CTaHJapTHOrO  pacTBOp |
ueTHpU3MHa THApOXJIopHaa B obaactu oT 200
mo 400 HM JMOJDKHBI HMETh MAaKCHMYMBbI
MOTJIOWEHUsT TNpPU OJHOW U TOM XKe [JIMHE
BOJIHBI C IOMYCTUMbIM OTKJIOHEHHEM * 2 HM.

3 Dissolution / PactBopenue

98 %; 97 %; 99 %; 97 %; 99 %; 97 %.

INot less than 80% (Q) of the labeled amount
of C21HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJILHOTO COAEPIKAHUS
C21Ha5CIN>O3- 2HCI (uetnpusnna
nMruapoxnopua) yepes 30 MyH.

4 Uniformity of dosage units /
OXHOPOAHOCTH JO3HPOBAHHBIX 7.0
eqHHHIL

Acceptance value (AV) should be not more
than 15.0 / INokazarens npuemnemoctu (AV)
nomkeH Obimh, He Bonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: [Ipoaykt coorBeTcTBYeT TpebosaHusam HJJ 3aknaouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moaroroeneno: ITposepeno: Pardeep ||[IpoBepeno (AOK): Onobpeno: ObecneveHue kauecTsa/OTBETCTBEHHOE
Ramakant &r Kumar QI/ Amit Kumar X NHLLO: (%!T}ob
S

=3 -/
Date / Date / Date/ Date /
JNara: 27.01.2026 Jlata: : 27.01.2026  ||Mara: : 27.01.2026 Tara: 2LYol—20246

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 49C0 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P.,, 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LleTpH® TabaeTkn, NOKPLITHIE MIEHOYHOH 060510uKO#, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab/

Cepusi Ne * VAGIULL Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001860718 Date of Analysis / 27.01.2016

AHaJHTHYEeCKHIi oTYeT No JlaTa anaan3za

Date of Manufacture / . 01/2026 Date of Expiry / 12/2008

JaTta npou3BoACcTBA I'oneH o

Mfg. License No. / MA ber: /

TIpon3BoCTEeHHAS : MNB/05/263 s JITT-Ne(005456)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Auann3 nposegen no H/: JITI-Ne(005456)-(PT"-RU)-150524
Labeling and artworks approved: / MapkupoBka i MakeTbl yTBepaxaenbl: 17.02.2025

5 [Impurities / Ilpumecn
Impurity A / Below LOD (LOD =0.005 %) / Hixe [Not more than 0.2 % / ne Gonee 0,2 %
IMpumecs A npenena obHapyxkeuus (I10 = 0,005 %)
Impurity B/ 0.03 % Not more than 0.2 % / ne 6onee 0,2 %
[Tpumecs B
Impurity C/ Not detected / He o6Hapyxena Not more than 0.2 % / ue 6onee 0,2 %

[Tpumecs C

Impurity D / Not detected / He o6Hapy»xeHa INot more than 0.2 % / ue 6onee 0,2 %
ITpumecs D

Impurity E / Below LOD (LOD = 0.008 %) / Hiwke [Not more than 0.2 % / ve 6onee 0,2 %
[Tpumecs E npenena obHapyxenus (I[10O = 0,008 %)

Impurity F / Below LOD (LOD = 0.015 %) / Huxe |[Not more than 0.2 % / ne Gonee 0,2 %
ITpumecs F npenena o6Hapyxenus (I1O = 0,015 %)

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

Ipumeuanne: [ponykr cooreercreyer TpebosanusaM HJJ 3axkmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarorosneHo: [TposepeHo: Pardeep ||[Ipoeepero (AOK): Onobpeno: ObecneyeHue kauecTsa/OTBETCTBEHHOE
Ramakant \}L\,’ Kumar Amit Kumar NHLLO: (%3] N

Date / Date / Date / . Date /

Hara: 27.01.2026 Jara: : 27.01.2026  ||Hara: : 27.01.2026 Jara: Lyol-2028

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC
www.drreddys.co

004507
m




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykrt: LeTpuH® TabneTku, NOKPHITHIE MIEHOUHOH 06onoukoi, 10 Mr

Market / PeiHok

: Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab/
Cepust Ne + ¥anlllle Pa3mep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001860718 Date of Analysis / 27.01.2016
AnanuTHYecKuii oTyer No Jata aHanu3a
Date of Manufacture / . 01/2026 Date of Expiry / 12/2008
JlaTa npousBoacTBa T'ogen o
Mfg. License No. /
. MA number: / s
IIpousBoacTBeHHAas1 : MNB/05/263 Homep PY JITI-Ne(005456)-(PI'-RU)

JuneH3us No

Analysis performed according ND: / Anaym3 nposeaen no HJ: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKa M MaKeTbl yTBepacieHbl: 17.02.2025

Any individual unidentified
impurity / JIrobas equHnuHas
HeHAEeHTH(HIIMPOBAaHHAs IPUMECh

Total impurities /
Cymma npumeceit

Below LOQ (LOQ = 0.05 %) / Huxe
npeena KOJMMYeCTBEHHOTo onpenenenus te 6onee 0,2 %
(TIKO = 0,05 %)

0.0263 %

Not more than 0.2 % /

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

Remarks : The Product confirms to ND/
ITpumeuanue: [Mpoaykr coorsercryer Tpebosanuam HJL

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[TosroroBnexo: Iposepeno: Pardeep |[[IpoeepeHo (AOK): Onobpeno: Obecnevenue kadyectBa/OTBETCTBEHHOE
Ramakant é\k Kumar Amit Kumar NNII0:
©
- - .
%\/ fie \&Y
Date / Date / Date / Date /
Jara: 27.01.2026 Jlara: : 27.01.2026  ||[ata: : 27.01.2026 Jlata: Lrol\—02b

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykr: LleTpun® TabueTky, NOKPBITHIC [NICHOYHOMH 000104KOH, 10 M

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab/

Cepns Ne ¥ V2600116 Paszmep cepuu 25,00,000 Tab

Analytical Rep0ft No. / . 890001860718 Date of Analysis / 27.01.2016

AHanuTHYecKUH oTyeT No JlaTta ananusa

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

JlaTa npou3BoAcTBa I'ogen no

Mfg. License No. / .

IIpousBoacTBeHHAR : MNB/05/263 AL roupniiers ¢ JITI-Ne(005456)-(PT'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anasu3 nposeaen nmo H/I: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa M MakeTh! yrBepaxaensl: 17.02.2025

Test / Iloxazarenn

Result / Pe3yasTaThl

1 Specification / Hopma

Water content /
CogepxaHue BOAbI

1.4%/1.4%

ITNJmore than 8.0% /
He 6onee 8,0 %

Microbiological purity* /
Mukpobuosioruyeckas
yueroTa®

a) Total aerobic microbial count /
Ob6uiee yucio a3poOHBIX
MUKpPOOPraHH3MOB

b) Total combined yeasts and
mould count / Ob1uee yncno

IPO>KHKEBBIX U MJIECHEBBIX IPUOOB

c) E. coli

NA

NA

NA

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

Assay / KonnyecTBeHHOE
onpejeseHHe

9.94 mg /9.94 mr
99.4%

Not less than 9.0 mg and not more than
11.0 mg Cs HasCIN2O3- 2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 mr f10
il 1,0 mr C»1Ha5CIN>O3-2HCI (1eTnpusuHa
inuruapoxnopia) B Tabnerke (or 90,0 % no |
{110,0 % OT HOMHHANILHOTO COAEPIKAHHA).

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoayxT coorBercTByeT TpeboBanuam HJT

Conclusion : APPROVED /
3axawuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moxroroenexo: [Nposepeno: Pardeep [|TIposepero (AOK): Onotpeno: O6ecneueHue kauectBa/OTBETCTBEHHOE
Ramakant '\' Kumar Amit Kumar JIHIO: 9\3

,jﬁ; ’ QL” " &\}\ :
Date / Date/ Dae/  |[Date/ -
Jlata: 27.01.2026  |[flava:: 27.01.2026  ||7ara: : 27.01.2026 Jlara: oy 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0450
www.drreddys.com
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Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel : +91 58166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykt: letpua® TabneTku, NOKPbITHIE MIEHOUYHOM 06010uKOM, 10 Mr

Market / Puinok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /

Cepust Ne : ¥2olill 1o - Pa3mep cepun 25,00,000 Tab

Analytical Repourt No. / . 890001860718 Date of Analysis / 27.01.2016

AHanuTHYecKHii oTueT No JlaTa anann3a

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

Jarta npousBoacTBa Tomen oo

Mfg. License No. /

TpouzsoacTReHHas : MNB/05/263 M. mumbers | JIT-Ne(005456)-(PT-RU)
Homep PY

JnueH3us Ne

Analysis performed according ND: / Anann3s nposegen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBka U MakeTsl YTBep:#kaAeHb: 17.02.2025

Ne Test / Iloka3zaTean

Result / PesynbTaThl

Specification / Hopma

9 Subdivision of tablets /
JlesieHue TabNeTOK

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. /
'TabneTkyn cOOTBETCTBYIOT TPeGOBAHHAM, €CITH
He Oostee | eauHMUHAR MAcca OTKIOHACTCA 34
npeaenst 85%-115% ot cpeaneii Maccel.
Tabnerkn He COOTBETCTBYIOT TPEBOBAHMAM,
ecnn Gostee uem 1 MHAKMBUIYanbHas Macca
OTKJIOHACTCA OT 3THX TIPCACIOE HITH, ECJIH 1
MHIMBHAYANbHAA MACCA OTKJIOHAETCA 34
npeneins 75%-125% ot cpeaneii Macchl.

10 Package / YnaxoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information

lleaflet in a carton. / ITo 10 TabneTok B

MBX/ITIABX//amomuHueBoM Giucrepe.
[To 2 6ancTepa BMecTe C JIMCTKOM-
BKJIA/BIIIEM YIIaKOBAHB! B NAYKYy
KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 blisters and patient information leaflet in
a carton. /

[To 10 rabnerok B
MBX/TJIBX//anromuunesom baucrepe. [To 2

Wy 3 Gauctepa BMECTE C JIMCTKOM-
BEJIAALILLEM ynaxunaubl B na‘!lcy KapTOHHyKJ.

Remarks : The Product confirms to ND/

IIpumeyanue: ITpoaykT coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToaroroeneHo: IlpoBepeHo: Pardeep |[[Tposepero (AOK): Onobpeno: Obecneuerne kauecTsa/OTBETCTBEHHOE
Ramakant Kumar Amit Kumar JHLO: @‘N ‘

Date / - Date / Date / ' Date /

Tara: 27.01.2026  ||Mara: : 27.01.2026  ||7iara: : 27.01.2026 Tata: Lo\~ 2016

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

. Q%
Dr.Red dy S e Vill. Khol, Nalagarh Road, Badidi,

Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
ITpoaykt: LeTprH® TabneTKy, NOKPBITHIE NTIEHOYHON 000104KO#, 10 Mr
Market / Poinok : Russia / Poceust
Batch No. / . Batch Quantity / . 25,00,000 tab/
Cepusi Ne A NERMILL Pasmep cepuu ' 25,00,000 Tab
Analytical Repovrt No./ . 890001860718 Date of Analysis / . 27.01.2016
AHajuTHUYeCKHUI 0TUeT No JaTa ananuza
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2028
JaTa nmpousBojacTBa T'open no
Mifg. License No. / .
IIpousBoacTBeHHAsS : MNB/05/263 ML mumber: : JIIT-Ne(005456)-(PI'-RU)
Homep PY
JHIeH3HA Ne
Analysis performed according ND: / Ananu3 nposeaes mo H/: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeThl YTBep:xaeHbl: 17.02.2025

* 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. / [IpoBoauTcst IpoH3BOAMTENEM IIPH BHIMYCKE NEPUOIMHECKH: TS KaXkaoi 20-oi cepuu
unu He MeHee 1 pasa B roa. [Tokasarens Moxer ObITh He BKTOYeH B CepTUUKAT aHaNM3a GUPMEL.

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

IIpumeuanne: [ponykt coorBercTByet TpeGoBanusm HJJ 3akawyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoaroTosneHo: IMposepeno: Pardeep ||[Tposepeno (AOK): OnobpeHo: ObecneyeHue kauecTsa/OTBETCTBEHHOE
Ramakant \9&/ Kumar Amit Kumar NHL: W

Date / Date / Date / Date / — .

Jlata: 27.012026  ||lara: : 27.01.2026  ||Jlara: : 27.01.2026 Jlara: 2\ er2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe - . .
) Py Formulation Unit-6
DI'. Reddy S ‘ .. Vili. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, iNDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LletpuH® TabiieTkn, DOKPHITHIE MUICHOYHON 0007104KO#, 10 Mr

Market / Peinok : Russia/ Poccus

Batch No. / . Batch Quantity / . 25,00,000 tab/

Cepus No # ¥2allliG Pasmep cepun " 25,00,000 Tab

Analytical Repo\f't No. / . 890001860718 Date of Analysis / 27.01.2016

AHanuTHYeCKHI oTyeT No JlaTa aHanu3a

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

JlaTa npou3BoJacTBA I'onen go

Mfg. License No. / MA ber: /

IIpousBoacTBeHHAsS : MNB/05/263 P JIII-Ne(005456)-(PT"-RU)
Howmep PY

JHneH3us Ne

Analysis performed according ND: / Anasnu3s nposegen no HJI: JIIT-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKa 1 MaKeThb! yTBep:KaeHbl: 17.02.2025

API name / HaumeHnoBanue A®C: Cetirizine dihydrochloride / Llerupusuna nuruapoxsaopun

INN / MHH: Cetirizine / LleTupusmnx

API manufacturer batch number / BT00X25003

Homep cepun npoussoaurtensi ADC:

FP Manufacturer API Batch number / FESA00620

Howmep cepuu cyGeranuuun npoussoautens [JID:

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

Ilponssoaureas ADC, crpana: I'noxem Mupacrpuec Ipafisut Jlumuren, Uunus

Name, address, authorization No for FP Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

manufacturing site / Control site / Release site / Solan (HP) 173205, India (license No MNB/05/263). /

HaumenoBanue, agpec, IMUEH3Hs A5 IpoussoacTBeHHOE nospasaeneHue-6, Bunn. Kxonb, Hanarapx

MpousBoxcTBenHas miomaaka / [Liomasaxa Poyn, bamau, Iuctpukt Conan, X.I1., 173205, Unaus
(JInuenzus Ne MNB/05/263).

KOHTpoJ11 KadecTBa / Ilnomaaka BeinycKa

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 o cooTBeTcTBHU: «HacTosmum s MOATBEPXKAAl0, YTO NpHUBE/IeHHAs Bbille MHGOpMALHs ABNAETCS HOCTOBEPHOH U
TOYHON. DTa cepus OPONYKUMHU TpOU3BefeHa (BKIOUYAs YNakoBKY (MapKHpPOBKY) M KOHTPOI/Ib KayecTBa) Ha BblUEYKa3aHHOM
NPOM3BOACTBEHHOIT MIOLIAAKE (MI01AAKAX) B TIOJIHOM COOTBETCTBMM ¢ Tpebosanuamu [Npasun Hapnexained npoH3BOACTBEHHOM

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Iponykr coorsercTByeT Tpebosanuam HJJ 3akmawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosneno: [Iposepeno: Pardeep |[[Tposepeno (AOK): OnobpeHo: ObecneyeHne kauectea/OTBETCTBEHHOE
Ramakant ‘9_@( Kumar QI/ Amit Kumar A JTHLIO: /%%) 0 b ’
WS ~ Bt k.
Date / Date / Date/ Date /
Jlara: 27.01.2026  |[Mlara: : 27.01.2026  ||Tara: : 27.01.2026 Jlara: 2yo\—r01b

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




@ Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
DI'. Reddy,s ‘.. Vill, Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykTt: LleTpuH® TabneTkH, NOKPHITHIE MJIEHOUHON 000104K0H, 10 Mr

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 25,00,000 tab/
Cepus Ne ¥ V260016 Pa3mep cepuu ©25,00,000 Tab
Analytical Report No. / . 890001860718 Date of Analysis / . 27012016
AHaguTHyecknii oryer No JlaTa aHanu3a
Date of Manufacture / . 01/2026 Date of Expiry / . 122028

ATa NpPOM3BOJACTBA ToneH xo
Mfg. License No. / .
Ipou3BoxCTBeHas . MNB/05/263 g I . JII-Ne(005456)-(PT-RU)

Homep PY

JuueH3usa Ne

Analysis performed according ND: / Anaaus nposeaen mo HJI: JIII-Ne(005456)-(PT"-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThbl yTBep:xkaeHbl: 17.02.2025

npakTHku EBpasuiickoro 3KOHOMHYECKOTO CO03a W TpeOOBAHUAMU KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B
COOTBETCTBUH CO CrEUU(PUKALMAMU, COAEPIKALNUMHUCS B PETMCTPALMOHHOM J0ChE CTPAHBI-UMIIOPTEPA. 3aMucH Mo NPOU3BOACTBRY,
YNaKoOBKE M aHajJu3y TMPOBEPEHbl, U YCTAaHOBIICHO WX COOTBETCTBUE TpeboBaHuaMm [lpaBun Hajaexauied MNpoW3BOJACTBEHHON
npakTUKH EBpazuiickoro 3kOHOMHYECKOTO COKO3ax.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpnmeuanue: [Ipoaykt coorBeTcTBYeT Tpebopanuam HJL 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moxrorosneno: [Mposepeno: Pardeep |[[Tporepero (AOK): Onobpeno: Obecneyenue kauecta/OTBETCTBEHHOE
Ramakant \‘N Kumar Amit Kumar STHLLO:
: < 7 /\ =/ ; ‘ /
Date / Date / Date / Date /
Jlata: 27.01.2026 Jata: : 27.01.2026 Jlata: : 27.01.2026 Jlara: Q\fo i—"22 16
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