Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Letpuu® TabneTkH, NOKpPLITHIE MIeHOYHOH obonoukoH, 10 Mr

Market / Poinox : Russia / Poccus

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

Cepusa Ne § V2601330 Pa3zmep cepnn 25,00,000 Ttab

Analytical Repourt No./ . 890001891412 Date of Analysis / 25.06.2026

Aunanutudeckuii oruer No JlaTa anannza

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npon3BoacTBa Tomen no

Mfg. License No. / .

Tpou3BoACTBeHHAS : MNB/05/263 MiAmumber: (] JITT-Ne(005456)-(PT-RU)
Homep PY

Juuensns Ne

Analysis performed according to ND: / Anann3s nposeaen no HJ/I: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakxeTsl nepBH4HO#l yNakoBKH yTBep:xkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsbl BTOpU4HO#i yIAKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yreep:xkaen: 15.05.2024

Test / lloxasaTennb

Result / PesyabTaTh!

Specification / H(_);)_M;

Description / Onucanune

White coloured, round, biconvex film
lcoated tablets with a break line on one
lside. White core on cross section. /
Kpyrnele OBOSKOBBHINYKNbIE TaONETKH,
MOKPHITHIE  TUIEHOYHO  060s04KOH
Oeyioro 1BeTa, C pHCKOM Ha OXHOM
ctopone. Ha momepeuHoM pa3peze —
sapo 6enoro 1BeTa.

White or off-white coloured, round, biconvex
film coated tablets with a break line on one
side. White to off-white core on cross section.
/' Kpyrmele [BOSKOBHIMYKJIBIE TableTkH,
MOKPBIThIE TUIEHOYHOH obonouxoil Gemoro
WJTH TIOYTH O€JIOro LBETa, C PUCKOM Ha OJHOM
cropore. Ha monepe4yHom paspese sapo oT
6enoro go nmoytH 6enoro 1BeTa.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTByeT TpeGoBanmsM HJI

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

Pravesh Rana //

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
Tloaroroenexo: IIpoeepeHo: IpoeepeHo (AOK): Amit | Onobpeno: Qbecnievenue kauectsa/OTBETCTBEHHOE
Shagun Kumar JHLO: I ((_,Qk/\: w

b,

ob

Date/
Jara: 25.06.2026

Date /

Jlara: 25.06.2026

ﬁ/\
—
Date/

Jlarta: 25.06.2026

Date /
Jara:

A=

= c’/,/zﬂ/b

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 ":'

CERTIFICATE OF ANALYSI

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

S

CEPTUOUKAT AHAJINU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lletpun® TabuieTkn, MOKPEITHIE MNeHOUHOH obonoukoit, 10 mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne i N260500 Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001891412 Date of Analysis / 25.06.2026

AHanauTHYeCKHH oTyeT No JlaTa aHanusa

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npou3BoAcTBa I'ogen go

Mfg. License No. / .

Tpou3BoACTBeHHAS : MNB/05/263 s JITT-Ne(005456)-(PT-RU)
Homep PY

JuueHzusn Ne

Analysis performed according to ND: / Anann3 nposeaen no HJ1: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOil ynakoBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeThbl BTOPUYHOI yIakoBKHR yTBep:xkaenbl: 17.02.2025
PL approved: / JIB yrBep:xkaen: 15.05.2024

No
2

|Identification /

HPLC / BOXX

Test / IToxasatean

Unentudurxauus

Result / PesyabTaThl

Specification / Hopma

The retention time of the main peak in
the chromatogram of test solution
complies with the retention time of the
main peak in the chromatogram of
Cetirizine Hydrochloride reference

OCHOBHOTO [THKa Ha XpOMaTorpamMMe
WCIILITYEMOTO PACTBOPA COOTBETCTBYET
BPEMEHH YAEPXKUBAHUSI OCHOBHOTO NMHKa
Ha XpOMaTOrpaMMe CTaHIapTHOTO
pacTBOpa LIETHPH3MHA THAPOXJIOPHIA.

standard solution. / Bpems yaepxuBanus

'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
chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").

Bpewms ynep:kuBaHHs OCHOBHOTO MHKa Ha
XpOMAaTorpaMMe UCIBITYeMOr0 PacTBopa
NOJPKHO COOTBETCTBOBATH BPEMEHU
[yILep>XHMBaHHs OCHOBHOTO MHKa Ha
XpOMaTOTrpaMMe CTaHAAapTHOTO pacTBOpa
LeTUPU3MHA TUAPOXJIopuaa (pasnen
«KonndecTBeHHOE OIpeeseHUEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT cooTBeTcTBYET Tpeboranuam HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
INoarororneHo: [Nposepeno: IMposepeno (AOK): Amit | Onobpeno: Obecnevenue kauecTsa/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar JIULIO: @9’ J.&J (CM""\
e !
Ji' —

V L U‘) il
Date / Date / Date / Date / ( SWI/G/U )
Jlata: 25.06.2026 Hata: 25.06.2026 Jlara: 25.06.2026 JHara: ~ N ’\/0

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: L85195AP1984PLCO0AS07
www.drreddys.com
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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

CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lletpun® TabreTku, NOKPHITHE MIEHOYHOH o6onoukoit, 10 Mr

Market / PoiHok

: Russia / Poccust

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

Cepus Ne § 2SS0 Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 800001891412 Date of Analysis / 25.06.2026

AvajJuTHYECKHIT OTUeT Ne JlaTa aHanu3za

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npou3BOACTBA TI'oaex ao

Mfg. License No. / .

TIpou3BoacTEeHHAs : MNB/05/263 A JITT-Ne(005456)-(PT-RU)
Homep PY

JuueHznsa Ne

Analysis performed according to ND: / Auanau3 nposegen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl NepBHYHOI ynaKkoBKH yTBepxIeHb1: 12.11.2024
Artworks of secondary package approved: / MakeTh! BTOPHYHOIi yIaKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yreepaxkaen: 15.05.2024

Ne Test / IlokazaTeiib

Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /
Y®- cniekTpodoTOMETPHUS

Complies / CooTBeTcTBYyET

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 ®-CrieKTpbl NOroLeH s
MCIIBITYEMOTO PACTBOPA M CTAHAAPTHOTO
pacTBOpa LIETHPH3HHA PHAPOXJIOPHAA B
ob6aacty ot 200 10 400 HM IOJKHBI HMETh
MaKCUMYMEI MOTJIOIIEHHs NPH OIHOMU U Toit
YK€ JIJTMHE BOJTHBI € JIONYCTUMBIM
OTKJIOHEHHeM + 2 HM.

3 Dissolution / PacTBopenue

99 %; 98 %; 88 %; 97 %; 98 %;
97 %

INot less than 80% (Q) of the labeled amount
iOf C21H25CIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He Menee
80 % (Q) OT HOMHHANLHOTO COAEPIKAHUS
C21H15sCIN,O3-2HCI (uetupusuna
MUrUapoxopua) uepes 30 MuH.

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cootBeTcTBYeT Tpeboanuam HIL

Conclusion : APPROVED /
3akmwouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
INoarorosneHo: IpoBepexo: IMposepeno (AOK): Amit | Onobpeno: ObecneueHue kauecrsa/OTBeTcTBEHHOE
Shagun Pravesh Rana Kumar NHLO: :/ ;u m ‘C_@V&M
7 N
V —
A\ 2

Date / Date / Date / Date / ( I'ﬁﬂ»@ﬂ’jﬁ,
Jara: 25.06.2026 Jata: 25.06.2026 Jara: 25.06.2026 JHaTa: L

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: L85195AP1984PLC0O04507
www.drreddys.com



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

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykt: LleTpun® TabieTky, NOKpLITIE MIeHOYHOH 06010uKO, 10 Mr

Market / Puinok : Russia / Poccus

JuueH3ua Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne a MESUISa0 Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 800001891412 Date of Analysis / 25.06.2026
AHanuTuyeckuii oruer Ne JlaTa ananusa
Date of Manufacture / . 06/2026 Date of Expiry / 05/2029
JlaTa npon3BojcTBa I'onen no
Mfg. License No. /
MA number: /
IIponsBoacTBeHHas : MNB/05/263 Howmep PY JIIT-Ne(005456)-(PT-RU)

PL approved: / JIB yrBep:kaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen mo H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl nepBH4HOil YIaKoBKH yTBepkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIl yTaKOBKH yTBepxkaennl: 17.02.2025

Ne Test / ITokazarean Result / PesyabTaThl Specification / Hopma ]
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OAHOPOAHOCTH J03UPOBAHHBIX 6.0 than 15.0 / Ilokazarens npuemsiemoctu (AV)
eTHHHLL mospkeH ObITh He Gostee 15,0. |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIponykT cooTBeTcTBYET TpeboBanusM HJI 3axsouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToAroTOBJEHO: [Tpoeepeno: Ipoeepero (AOK): Amit | OmpobpeHo: ObecneueHne kadecTBa/OTBETCTBEHHOE
. ]
Shagun Pravesh Rana Kumar (\r/\ JIMLE: %w KC_OVVW"\
WX}}» D b
Date / Date / Date / Date / K D/ e 2
Jara: 25.06.2026 Jara: 25.06.2026 Hata: 25.06.2026 Jlara:

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: L85195AP1984PLCO0A507
www.drreddys.com
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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

CEPTHO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10

mg

IMpoaykt: Lerpuu® Tabnerku, nokpbIThie NIIEHOYHOM 060104KOH, 10 Mr

Market / Puinok

: Russia / Poccust

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

Cepus Ne FN2SUISS Paszmep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001891412 Date of Analysis / 25.06.2026

AHanuTHueckHii oTuet No JlaTa ananusa

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

Jata npou3BojcTBa T'ogen go

Mfg. License No. / .

TponsBoacTEeHHAT . MNB/05/263 MA number: / JI-No(005456)-(PT-RU)
Homep PY

JunueHsns Ne

Analysis performed according to ND: / Anaaus nposegen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MaxeTsl nepBH4YHOI#i YTaKOBKM yTBepaaeHbl: 12.11.2024
Artworks of secondary package approved: / Makerbl BTOpHYHO ynaKkoBKH yTBepakaeHnl: 17.02.2025
PL approved: / JIB yrBep:kaen: 15.05.2024

5 [mpurities / [Ipumecn
Impurity A /

[Ipumecs A

Impurity B/
[Ipumecs B

Impurity C/
[Tpumecs C

Impurity D /
[Tpumecsy D
Impurity E /

[Ipumecs E

Impurity F /
[Ipumecs F

Below LOD (LOD =0.005 %) / Huxe
npeaena obHapyxxeHus (I10 = 0,005 %)

0.05%

Not detected / He oGHapyxeHa

Not detected / He o6napyxeHa

0.02 %

Below LOD (LOD =0.015 %) / Huxe
npenena obHapyxenrus (ITO = 0,015 %)

Not more than 0.2 % / "e 6onee 0,2 %

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

Not more than 0.2 % / ne Gonee 0,2 %

Not more than 0.2 % / ne Gosiee 0,2 %

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

Not more than 0.2 % / "e 6onee 0,2 %

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilponykt cootsercTByeT Tpeboranusm HJL

Conclusion : APPROVED /
3aknwuyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[MoaroTosneHo: [Tposepeno: IMposepeno (AOK): Amit | OngoGpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Shagun Pravesh Ran Kumar JIMLIO: ©

. " C 123 o lcowd™

{f 7 o
i N
fo
ﬁm b

Date / Date / Date / Date / k ) 4’7/ (Y
Jara: 25.06.2026 Jara: 25.06.2026 Jara: 25.06.2026 Jara: _ -7

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@ . :
) o Formulation Unit-6
Dr. 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
CEPTUOPHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxr: LlerpuH® TabneTkH, MOKpbITHIE MIEHOYHOH obomoykoH, 10 Mr

Market / PoiHok : Russia / Poccust

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

Cepus No P V2601330 Pasmep cepun " 25.00,000 Ta6

Analytical Repovrt No./ . 890001891412 Date of Analysis / 25.06.2026

AnaanTuyeckuii oruer Ne JlaTa aHanusa

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npou3BoACTBa I'onen no

Mfg. License No. /

TIpon3BoACTBeHHAS : MNB/05/263 MA number:// : JIMT-Ne(005456)-(PT-RU)
Homep PY

JHLIeH3uss Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI YNaKOBKH yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTb! BTOPHYHOH YNIAKOBKH YTBepaAeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Any individual unidentified 0.06 % INot more than 0.2 % /
[impurity / JTro6ast eAHHUYHAS He Gonee 0,2 %
[reunenTHdHIMpPOBaHHas NPHMECE

Total impurities / 0.2% Not more than 2.0% /
CyMMa npumeceit He 6o5ee 2,0%
!
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cooTBeTcTBYET Tpebopanusam HJT 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[NoarorosneHo: [Tpoeepeno: Iposepeno (AOK): Amit | OnobpeHo: Obecnieuenne kauecTBa/OTBETCTBEHHOE

Sh P h R K H
agun ravesh Rana 4 umar JIULO % \COV\jw\
V ; (\/\ '
Ofﬁ@ @’G |

Date / Date / Date / Date / D) ,‘fvlé; nx
Hara: 25.06.2026 Hara: 25.06.2026 | Hara: 25.06.2026 Jara: /VD

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: 1.85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

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

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: Letpua® TabieTkH, MOKPHITHIE TNICHOUHOI 0600uKOM, 10 Mr

Market / PoiHok : Russia/ Poccus

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

Cepus No SVASOISSE Pa3smep cepuu 25,00,000 tab

Analytical Repourt No./ . 890001891412 Date of Analysis / 25.06.2026

AHanuTHyeckuii otuet Ne JlaTa ananunsa

Date of Manufacture / . 06/2026 Date of Expiry/ 05/2029

JaTa nponsBoacTsa T'ogeH g0

Mfg. License No. / )

Ipou3BOACTBEHHAS : MNB/05/263 RiGe nuImese/ JIT-Ne(005456)-(PT-RU)
Homep PY

JHneH3ust Ne

PL approved: / JIB yreepxkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen nmo HJL: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOI YNIaKOBKH YTBepakaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbt BTOpHUYHO# YIaKOBKH yTBepaxkaeHbl: 17.02.2025

Ne Test /_HOK23aTeJll>

Result / PesyabTaThl

Specification / Hopma

6 Water content /

Coaepaxanue BOAbI

7 Microbiological purity* /
Mugpobuosnornueckas
yucroTa*

a) Total aerobic microbial count /
Ob1ee yncno a3pobHbIX
MHUKpPOOPraHH3MOB

b) Total combined yeasts and
mould count / O61uee uncno

APOMOKEBEIX U MICCHEBBIX FpM6OB

c) E. coli

3.1%

NA

NA

NA

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

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/ OrcyrctBue B 1 1

8 Assay / KoaunyecTBenHoe
onpeaesieHue

10.03 mg /10,03 mr
100.3 %

From 9.0 mg to 11.0 mg of
C21Ha25CIN-O5-2HCl (Cetirizine
Dihydrochloride) in tablet (90.0 % to 110.0 %
of label claim)./ Ot 9,0 mr no 11,0 mr
C»1Hy5CIN>O3- 2HCI (uetnpusvHa

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr coorBercTBYET TpeboBanuam HJL 3axaiwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
Iloarotorneno: ITposepeno: [poeepero (AOK): Amit | Onobpeno: Obecnieuenne kayecTra/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar IMLO: @M \C,ﬁ\/d;""\

i ?
A G

Date / Date / Date / Date / ( \ D/"/T/Q,i')q}?
Jara: 25.06.2026 Jarta: 25.06.2026 Jara: 25.06.2026 Jara: —

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 Q':‘

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

Vilt. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: LeTpuH® TabaeTKH, MOKPHITHIE TUNIEHOYHOH 0605104KOM, 10 Mr

auuensua Ne

Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne ? V2601330 Pasmep cepuu 25,00,000 Tab
Analytical Repovrt No. / . 890001891412 Date of Analysis / 25.06.2026
AHaauTu4yeckuii oTuer Ne JaTa ananu3a
Date of Manufacture / . 06/2026 Date of Expiry / 05/2029
Jarta npousBoacTaa TI'ogen g0
Mfg. License No. /
MA number: /
IIpou3BoacTBEHHAS : MNB/05/263 Howmep PY JITT-Ne(005456)-(PT-RU)

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Ananns nposeaen no HJ: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOl yIaKoBKH yTBepaxaeHb1: 12.11.2024
Artworks of secondary package approved: / MakeTs! BTOpHMYHOH yNaKoBKH yTBepikaenbl: 17.02.2025

Ne [Test/IMokasarens Result / PesyabTaTnl

Specification / Hopma

auruapoxsiopun) B tabnetke (ot 90,0 % o
110,0 % oT HOMUHANBEHOTO COEPHKAHUS).

9 Subdivision of tablets /
Jlenenne TaGueTor

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. /
TabneTk COOTBETCTBYIOT TPEOOBAHUAM, ECITH
He Oonee 1 enMHU4YHAA Macca OTKIIOHSETCS 3a
npenenst 85%-115% ot cpenHeit Macchl.
TabneTku He COOTBETCTBYIOT TPeOOBAHUAM,
ecni 6osiee yeM 1 MHOMBUAYabHAS Macca
OTKJIOHSAETCS OT 3THX NPEIESNIOB WIIH, eClTi 1
WUHOVBHAYaNbHas Macca OTKJIOHAETCA 32
npenensl 75%-125% ot cpeaneit maccel.

10 Package / Onucanue ynakoBKu

10 tablets in PVC/PVDC//aluminum

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

Remarks : The Product confirms to ND/
IIpumeuanue: [IponyKkT cooTBETCTBYET Tpebosanram HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
TMoarotorsexo: IMpoeepeno: Ipoeepero (AOK): Amit | Onobpeno: Obecneuenre kayectBa/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar JIMLIO: ’/l7 (3 L0 l (C.QV\E""\
7 [\ o)

// — g

- /Z > /’JU\.Q {
Date / Date / Date / Date / \ \oﬁ %
Jlarta: 25.06.2026 Jara: 25.06.2026 JHara: 25.06.2026 Jara: ﬂ})

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 9816€ 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10

mg

Ipoaykr: LleTpuH® TabNeTku, MOKPHITHIE MIeHOUHOH 060s0uKoift, 10 MT

Market / PoiHok : Russia / Poccus

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

Cepus Ne g V2GHISS0 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001891412 Date of Analysis / 25.06.2026

AHaJguTHYecKHU oTueT Ne JlaTta aHanu3a

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npou3BoAcCTBA I'ogen g0

Mfg. License No. / i

IponsBoacTBeHHAR : MNB/05/263 e e JITT-Ne(005456)-(PT-RU)
Homep PY

JIHLEH3HA Ne

Analysis performed according to ND: / Ananans nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBUYHOI yNaKOBKH YTBep:aennl: 12.11.2024
Artworks of secondary package approved: / MakeTrbl BTOPHUYHOH yNIaKOBKH yTBepxkaenbl: 17.02.2025
PL approved: / JIB yreep:xaen: 15.05.2024

Ne Test / IlokasaTeb Result / PesyabTaThl Specification / Hopma
blister. 3 blisters and patient information jor 3 blisters and patient information leaflet in
leaflet in a carton. / [To 10 Tabnetok 8 [a carton. / I1o 10 Tabnetok B
[IBX/TIBJIX//amomunnesom 6auctepe. [[IBX/TIBJAX//amomMunuesom Gnucrepe. Ilo 2
[To 3 6aucrepa BMeCTe C JTUCTKOM- unu 3 6yMcTepa BMECTE C JIKCTKOM-
BKJIAABILIEM YIIAKOBAHEI B TAYKY BKJIAJIBILIEM YIIaKOBaHBI B MaUKy KapTOHHYIO.
KapTOHHYIO.
11 Labeling / Mapkuposka Complies / CooTBETCTBYET See Module 1, section 1.3.2 of registration
dossier. / B coorBercTBud ¢ pazaenom 1.3.2
Monysist 1 perucTpalioOHHOrO JOChe.
12 Storage conditions / Yenosua At temperature not higher than 25 °C / Ilpu Temneparype He Boiie 25 °C.
XpaHeHHuA
13 Shelf-life (storage period) / Cpox|3 years. / 3 roaa.
- roAHOCTH (CPOK XpaHeHHd)

* 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. / [IpoBoanTCs NPOM3BOAMTENEM MPH BBIMYCKE MEPUOANUECKH: A1 Kax oM 20-0i
cepuu unu He meHee 1 pasa B roa. [Tokazaresns MoxeT 6bITh He BrmoueH B CepTudinkar aHannsa GpupMel.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: INpoaykT coorBercTBYeT Tpebopanuam HJI 3akatouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
TloarotorneHo: Ilpoeepeno: [Mposepeno (AOK): Amit | Omobpeno: Obecnedenue kadecTBa/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar JMLO: ©
s 2 ‘/3’%")‘ w \CO&JVIM
v /\/\/
g_)y»»o L.
Date / Date / Date / Date / ( \"Dz\/ 2
Hara: 25.06.2026 Jara: 25.06.2026 Hara: 25.06.2026 Hara:

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: L85195AP1984PLC0O04507
www.drreddys.com



‘.0 Dr. Reddy's Laboratories Ltd.

’ °® Formulation Unit-6

Dr. 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
CEPTHOUKAT AHAJINU3A

Product: Cetrine® film coated tablets, 10 mg
Hpoaykr: Lletpun® TabneTku, MOKPHITHIE IEHOUHOH 060J04Koi, 10 MT

Market / PoiHok : Russia / Poccus

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

Cepusa Ne § V2601330 Pasmep cepun " 25,00,000 Tab

Analytical Repo:‘t No./ . 800001891412 Date of Analysis / 25.06.2026

AHaauTHUYecKHit oTueT Ne JlaTa anannza

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npou3BoacTBA Tonen g0

Mfg. License No. / .

TpoussoncTaennas : MNB/05/263 M numberge/ JITT-No(005456)-(PT-RU)
Homep PY

JHueH3usa Ne

Analysis performed according to ND: / Auanus nposegen no HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBUYHOI YNIAKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / Makers! BTOpUYHOIT ynakoBKH yTBepkaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

API name / Hanmenosanue ADC: Cetirizine dihydrochloride / LleTnpu3nna AHTMAPOXJIOPHUL
INN / MHH: Cetirizine / Lletupusux
API manufacturer batch number /

BTO00-
Homep cepuu npoussoautens ADC: 00-26015
FP Manufacturer API Batch number / FETA00180
Howmep cepun cy6cranuuun npoussoautens I'J1D:
API Manufactured by, address & country / Glochem Industries Private Limited,
Ipoussoautens ADC, agpec u cTpaHa: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District,

502 325, Hyderabad, Telangana, India /
I'noxem Unpactpuec [paiisut JInmuren,
VYyactku Ne 174-176, U.J1.A., Bonnapam, Cadrapennu
Huctpukr - 502 325, Xalinapaban, wrar Tenanrana, Hupus

Name, address, authorization No for FP manufacturing Dr. Reddy’s Laboratories Ltd.,

site / Control site / Release site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
HaumeHoBaHuUe, agpec, JHIeH3UsT ISt Solan (HP) 173205, India (license No MNB/05/263). /
IlpousBoacTBeHHas miaowaaka / Ilnomaaka KOHTpoIA J-p Penan'c JIaboparopuc Jita.,

kauyectBa / [Inowaaka Bbimycka IIpousBoacTREHHOE MoApazaeneHue-6, Bumi. Kxons, Hanarapx

Poyn, banau, Quctpuxt Conan, X.I1., 173205, Unnus
(JTuuenzua Ne MNB/05/263).
Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been

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

IIpumeuanne: IpoaykT cooTseTcTBYET TpeboBaHUaM HJI 3akaouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
IToAroToBIEHO: IIpoBepeHo: ITpoeepeHo (AOK): Amit | Ono6peno: Obecnedyenne kauecTa/OTBETCTBERHOE

Shagun Pravesh Rana Kumar JHUO: /12_5: LOJ WM

f""/\
V ﬂ - /B}D'D 2% 1,

Date / Date / Date / Date / \ \ LYY )
Hara: 25.06.2026 JHara: 25.06.2026 Jara: 25.06.2026 Jara: P

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IpoayxkT: LletpuH® TabneTky, NOKPLITHE MIEHO4YHOH 0bosoukoit, 10 mMr

Market / Poinok : Russia / Poceus

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

Cepus Ne l V26018230 Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001891412 Date of Analysis / 25.06.2026

AHaJIUTHYECKHUIT oTYeT No JlaTa ananu3a

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npou3BoACTBa I'open go

Mfg. License No. / .

Tpou3BoACTBeHHAS : MNB/05/263 MA number: / JITT-Ne(005456)-(PT-RU)
Homep PY

Juuen3usa Ne

Analysis performed according to ND: / Ananu3s nposegen no H/: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOI yNakoBKH yTBepaxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUHHOI ynakoBKH yTBep:kAeHb1: 17.02.2025
PL approved: / JIB yreep:kaen: 15.05.2024

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 (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) 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. /

3akil0ueHUEe 0 COOTBeTCTBHH; «HacTosmuyM s MOATBEpXKAAI0, UTO MpUBeNeHHas Bbile HHGOPMALMS SBJIAETCS HOCTOBEPHOM M
TOYHOU. DTa cepus NPOAYKLMH NPOM3BeAcHa (BKIIOYAs YMakoBKY (MapKMpOBKY) M KOHTPOJb KauecTBA) Ha BblIIEYKA3ZAHHOM
NPOU3BOACTBEHHON Mjolaake (UIouanakax) B roJIHOM COOTBETCTBUY ¢ TpeboaHUAMHU [IpaBun Haanexauei npou3BOACTBEHHOM
npaktikd Eepazuiickoro skoHoMuueckoro corosa (Noe GMP/EAEU/RU/02329-2025 ot 19 cenrs6ps 2025 r.) u TpeGoBaHUSAMHU
KOHTPOJIsl KAUECTBa JIEKAPCTBEHHBIX CPEJICTB, a TAKXKE B COOTBETCTBUU CO CHELHPUKALUAME, COASPKALUUMHCS B PETHCTPALHOHHOM
[OCbE CTPaHBI-UMIOpPTEPA. 3anucu MO MPOU3BOACTBY, YIAKOBKE M AHAIH3Y MPOBEPEHBbl, U YCTAHOBJIEHO HMX COOTBETCTBHE
TpeGoBanuam [paBuit Hajnexaiell MPOU3BOACTBEHHOMH MpakTHKU EBpazniickoro 3KOHOMHYECKOTO COKO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanue: IlpoaykT cooTBeTcTBYET TpeboBaHuam HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
IToarotoenexo: [posepeno: Ipoeepero (AOK): Amit | OpobpeHo: Obecnieuenre kayccTea/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar JIMLO: ©
y {\ N @7@\&1 ‘cos ng

& )% Lgs 22 4
Date / Date / Date / Date / ( \”D"\’/q/ﬂ: /)/D’I/"
Jata: 25.06.2026 Jlara: 25.06.2026 Jata: 25.06.2026 Jlara: =
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