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

CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Hpoayxr: LleTpnH® TabneTky, NOKPHITEE MIIEHOYHOH 0605104K0ii, 10 Mr

Market / Poinok

: Russia / Poccust

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

Cepus Ne ¥ V2600718 Pasmep cepuu 25,00,000 Ta6

Analytical Rep0}'t No./ . 890001875748 Date of Analysis / 07.04.2026

AHanuTHYecKHii oTueT No Jata aHanu3a

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JaTa npousBoacTBa Tooen oo

Mfg. License No. / .

Tioiseonesens : MNB/05/263 DLAvmmber; J JIM-Ne(005456)-(PT-RU)
Homep PY . -

JuneHsusi Ne

Analysis performed according to ND: / Anagus nposeaen no H: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeThbl nepBH4HO# YOaKkoBKH yTBepx#aenn1: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHOIi YIAKOBKH yTBepskaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Ne Test / [Toxa3zaTenn

Result / PesyabTaTh!

Specification / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyriisle OBOAKOBEIMYKIBIE TaONETKH,
[MOKPBITEIE  INIEHOYHOH  060JIOUKO
benoro uBera, ¢ puUCKOW Ha OmHOM
cropoHe. Ha nonepeuHom paspese —
anpo Genoro LBeTa.

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.
/ Kpyrnble IBOSKOBHIITYKIbIE TaOIETKH,
MOKpPBITEIE TNEHOYHOI 0bomnoukoit Genoro
WY N0YTH 0€JI0ro LBETa, C PUCKOM Ha OfHOM
cropoHe. Ha rorepeduHoMm paspese sapo oT
Genoro no nmoutu GEJI0ro LBETa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanue: IlponykT cooTBeTcTBYET TpeboBanuam HJT 3axmouyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMoarororneHo: ITpoBepeHo: IpoeepeHo (AOK): | OnobpeHo: O6ecneuenne kayectea/ OTBETCTBEHHOE NULIO:
Pravesh Rana Ramakant Amit Kumar U—}O

£ | N |fun

a SHITHN)

Date / Date / Date / Date/
Hata: 14.07.2026 Hara: 14.07.2026 Hara: 14.07.2026 Hara: (\\Q )/Q/fac nQ?b

AN

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

CEPTUDPHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IponykT: UeTpuH® TabneTku, NOKPbITLIE TUIEHOUHOH 060104KOH, 10 Mr

JauueH3zus Ne

Market / PeiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust Ne £ V2713 Pa3mep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001875748 Date of Analysis / 07.04.2026
AHaJiuTHUECKH i 0TueT Ne JaTa ananusza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa T'ogen o
Mfg. License No. /

MA number: /

. -Ne(005456)~(PT'-RU

IIpousBoncTeeHnas MNB/05/263 Howmep PY JITT-Ne(005456)~( )

PL approved: / JIB yreepxkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen mo H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTn! mepBU4HOH YNIAKOBKH yTBep:kaenbr: 12.11.2024
Artworks of secondary package approved: / MaxeTsl BTOpu4HO# yrnakosku yrsep:xaensi: 17.02.2025

Ne Test / Iloka3aTenn

Result / PesyabTaThl

Specification / Hopma

2 Identification /
UnenTupuxanus

HPLC / B3XX

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
standard solution. / Bpems yaepxuBaHus
OCHOBHOTO MKKa Ha XpOMAaTOrpamme
MCIBITYEMOTO PacTBOpa COOTBETCTBYET
BpEMEHH yJep)KMBaHHA OCHOBHOT'O MHUKa
Ha XpoMaTorpamMMe CTaHIAPTHOTO
pacTBOpa LETUPU3NHA MHAPOXIIOPU/A.

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").

Bpems ynep>xuBaHUS OCHOBHOTO IHKa Ha
XpoMaTorpaMMe HCIbITYEMOro pacTBopa
TOJKHO COOTBETCTBOBATh BPEMEHH
lyIep>XKHBaHHs OCHOBHOI'O ITHKA Ha
XpoMaTOrpaMMe CTaHZApPTHOTO PacTBOpa
LIETHPU3HHA rHApoxJyiopuaa (pa3zaen
«KonuyecTBEHHOE OnpeeNieHHEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: I[poaykt cooTBeTcTBYET TpeboBaHHaM HII 3axmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: ITpoBepeHo: IIpoeepeno (AOK): | OnoGpeHo: O6ecneuenue kayecTBa/ OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar
ny A
| B ~
A\ES2 N
Date / Date / Date / Date / u% O (}o (4%
Hara: 14.07.2026 [Hara: 14.07.2026 | Hata: 14.07.2026 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: L85195AP1984PL.C0O04507
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

CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Hpoaykrt: LleTpuH® TabiaeTkH, MOKPHITHIE TIEHOYHOH 060souKoi, 10 Mr

Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusn Ne ¥ V2600718 Pazmep cepuu 25,00,000 Tab6
Analytical Repourt No./ . 890001875748 Date of Analysis / 07.04.2026
AHAJIUTHYECKHIT oT4eT No Jlara anannza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa MpoH3BOACTBA I'onen g0
Mfg. License No. /
MA number: /
IlpousBoacTBeHHas : MNB/05/263 Hosiep PY JITI-Ne(005456)-(PI"-RU)

nuueH3us Ne

Analysis performed according to ND: / Anaaus nposeaen nmo HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThbl nepBHYHOIi yNaKOBKH yTBepxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOH YNaKOBKH YTBepxkIeHbl: 17.02.2025

PL approved: / JIB yrBep:kaen: 15.05.2024

No Test / IToka3atennb Result / PesyabTaThi

Specification / Hopma

UV- spectrophotometry /
Y- ciekrpodoromerpus

Complies / CoorBeTcTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
fsolution 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®-crnekTpsl MOrIOLIEHHUS
HCTIBITYEMOTO pacTBOpa U CTaHAAPTHOTO
pacTBOpa LETHPU3UHA TMAPOXIIOPUIA B
o6nactu ot 200 no 400 HM JOJKHBI UMETH
MaKCHMYMBI OTTIONIEHUS NIPH OJHOH M TOM
K€ IJIHE BOJIHBI C JIOTIYCTHMBIM
OTKJIOHEHHEM + 2 HM.

Dissolution / PacTrBopenue

98 %

95 %: 95 %; 98 %; 93 %: 98 %:

Not less than 80% (Q) of the labeled amount
of C2HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJIBHOTO COAEPKAHUA
C21HasCIN2O3- 2HCI (uetnpusnza
UrHApoxJIopun) yepes 30 MuH.

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpoayxt cooTBeTcTBYET TpeboBanusam HII

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
INoaroTosyeHo: Tlposepeno: [TporepeHo (AOK): | Omobpeno: ObecneueHne kayectBa/OTBETCTBEHHOE JTHLIO:
Pravesh Rana Ramakant Amit Kumar

= : ~NA &g Yo
Date / Date / Date / Date / / \/\N 4
Jara: 14.07.2026 Hara: 14.07.2026 JHara: 14.07.2026 Ilara: \ /

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
CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Hpoaykr: LetpuH® TabneTku, NOKPEITHIE MIeHOYHON 06010uKOH, 10 MI

Jaunen3usa Ne

Market / PoiHok : Russia / Poccus

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

Cepus Ne E Y2e0i71s Pa3mep cepuu 25,00,000 Tab
Analytical Repo“rt No./ . 890001875748 Date of Analysis / 07.04.2026
Ananutudeckuii oryeT Ne Jdata anasusa

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npousBoacTBa T'oaen go

Mfg. License No. / ]

1 S —— . MNB/05/263 LA mumbers # JIN-Ne(005456)-(PT-RU)

Homep PY

Analysis performed according to ND: / Ananus nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl mepBHYHOIi YIaKoBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI YNIaKOBKH yTBep:kaeHnl: 17.02.2025
PL approved: / JIB yrepsaen: 15.05.2024

No Test / Iloka3aTenb

Result / PesynabTaTsl

Specification / Hopma

4 Uniformity of dosage units /
OXHOPOAHOCTL A03HPOBAHHBIX

eANHHIL

6.1

Acceptance value (AV) should be not more
than 15.0 / [Toka3arens npuemieMoctu (AV)
moJkeH OBITL He Oostee 15,0,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanme: [Tponykt coorBeTcTByeT TpeboBannam HJI 3axkmouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TloarorosneHo: ITposepeHo: Iposepeno (AOK): | Omo6peno: O6ecneuenue kauecTsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar

”’ Al

/
Date / Date / Date / Date / W ‘} Yo
Jata: 14.07.2026 JHara: 14.07.2026 | Hara: 14.07.2026 Jara: 1 U‘O ?9
A

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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxkr: Ierpun® TabneTky, MOKPbITHIE MIEHOYHOH 060104KO#, 10 Mr

Market / PeiHok : Russia / Poccus

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

Cepus Ne 5 V2600715 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001875748 Date of Analysis / 07.04.2026

AHanuTHyecKkmii oTuer Ne JaTta anaanza

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npou3BoacTBa T'omen no

Mfg. License No. / )

IIponsBoacTBeHHAS : MNB/05/263 LS JIT-Ne(005456)-(PT-RU)
Homep PY

Juuensusa Ne

PL approved: / JIB yTeepxaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposegex mo HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOIi YyiakoBKH yTBepxaenni: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHOI yiakoBKH yTBep:KaAeHbl: 17.02.2025

5 Impurities / Ipumecu
Impurity A /
[Tpumecs A Below LOD (LOD =0.005 %) / Hwxe
npenena obHapyxenus (I10 = 0,005 %) Not more than 0.2 % / ne 6onee 0,2 %
Impurity B /
[Tpumece B 0.04 % Not more than 0.2 % / ue 6onee 0,2 %
Impurity C/ Not Detected Not more than 0.2 % / ne 6onee 0,2 %
[pumecs C
Below LOD (LOD =0.001 %) / Hixe
npenena obHapyxenus (ITO = 0,001 %)
[mpurity D / Not more than 0.2 % / He 6onee 0,2 %
[Tpumece D
Below LOQ (LOQ = 0.023 %) / Huxe
Impurity E / npeaena KoJM4ecTBeHHOro onpeaeneHuaNot more than 0.2 % / He 6onee 0,2 %
[Ipumecs E (TIKO = 0,023 %)
Impurity F / Not more than 0.2 % / ve 6onee 0,2 %
[Tpumece F Below LOD (LOD =0.015 %) / Huxe
npenena obHapyxenus (I10 = 0,015 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IpoaykT cooTBeTCTBYET TpeboBanusam HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IloarorosneHo: IposepeHo: IMTpoeepeno (AOK): | OnobpeHo: Obecneuenue kauecTpa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana Ramakant Amit Kumar
L | = 0
-
Date / Date / Date / Date / (\%‘ ;l" %
Jara: 14.07.2026 Jara: 14.07.2026 Jara: 14.07.2026 Hara: \ u&)/ ’p
(s

Nl -~

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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Lerpun® TabneTku, MOKPHIThIE MIIEHOUHOH 060704K0OH, 10 Mr

Market / Poisok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne 2 Y20l0718 Pa3zmep cepuu 25,00,000 Tab
Analytical Repo“rt No./ . 890001875748 Date of Analysis / 07.04.2026
AnannTHyecknii oTuer Ne Jata ananusa

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npou3BoAcTBA T'ogen go

Mfg. License No. /
IIpon3BoacTeeHHast
anneHzus Ne

: MNB/05/263

MA number: /

Homep PY JITI-Ne(005456)-(PT-RU)

Analysis performed according to ND: / Ananus npogegen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / Makern! nepBHYHOI YIAKOBKH yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOH YIaKOBKH yTBepkaeHbl: 17.02.2025

PL approved: / JIB yreepxkaen: 15.05.2024

Any individual unidentified
impurity / Jlro6as equHu4HasA
HeueHTU(GULIUPOBaHHAs IPUMECh

Total impurities /
Cymma npumeceit

0.0404 %

Below LOQ (LOQ = 0.05 %) / Huxe
npeleia KONMYeCTBEHHOTO OfpefeeH s
(IIKO = 0,05 %)

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: ITponykt cooTBeTcTBYeT Tpeboranusam HII

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroTosneHo: IpoeepeHo: Iposepero (AOK): | Onobpeno: Obecneuenne kadyecTea/OTBETCTBEHHOE JIHLIO:
Pravesh Rana Ramakant Amit Kumar
P =
= e
A s
Date / Date / Date / Date / %‘}' /’9
Jara: 14.07.2026 Hara: 14.07.2026 | Hara: 14.07.2026 Hara: \ /

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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 AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykr: LleTpun® TabneTkH, NOKPHITHIE MIEHOYHOR 060109K0#, 10 Mr

guuenzusn Ne

Market / PoiHOK : Russia / Poccust

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

Cepus Ne 3 VZG0071 Pa3mep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001875748 Date of Analysis / 07.04.2026

AHanuTuyeckmii oryer Ne JlaTa aHajgu3a

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npou3BOACTBA T'ogen mo

Mfg. License No. / MA ber: /

IIpou3BoacTBeHHAs : MNB/05/263 B JITI-Ne(005456)-(PT-RU)
Homep PY

PL approved: / JIB yrBep:kaen: 15.05.2024

Analysis performed according to ND: / Ananns nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl TepBUYHOI YNaKOBKM yTBepaxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPMYHOI YNIaKOBKH yTBepxkaeHbl: 17.02.2025

No Test / [loka3zaTens Result / PesyanTaThl Specification / Hopma
6 Water content / 3.0 % Not more than 8.0% /
Conepianue Boabl e He 6onee 8,0 %
7 Mlcroblologlcal purity* /
Muxpoouosoruyeckas
yucrora*
a) Total aerobic microbial count / NA [Not more than 1000 CFU/g/
Ob1ee YuCIo a3poOHBIX He 6onee 1000 KOE/r
MHKPOOPraHH3MOB
NA
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / O6mee yucio He 6onee 100 KOE/r
IPOOKEBBIX M [UIECHEBBIX TPUOOB
c) E. coli NA Shall be absent in 1g/ OtcyrctBue B 1
8 Assay / KonnyecTBeHHOe From 9.0 mg to 11.0 mg of
onpejesieHne C21H25CIN203- 2HCI (Cetirizine
1e.81 o ’113’01 Mr Dihydrochloride) in tablet (90.0 % to 110.0 %
e of label claim). / Ot 9,0 mr mo 11,0 Mr
C21Ho5CIN> O3+ 2HCI (netupuzuHa

Remarks : The Product confirms to ND/
Ilpumeuanue: [IponykT cooTBeTcTBYeET Tpebopanusam HIT

Conclusion : APPROVED /
Jakmouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
INoaroTosneHo: IpoBepeHo: I[porepeno (AOK):
Pravesh Rana Ramakant Amit Kumar

o4

Approved by: Quality Assurance/Authorized person /
Onobpeno: O6ecneuenre kauectea/ OTBETCTBEHHOE JIULIO:

A/
=~
Date /

Jara: 14.07.2026

Date /
JHara: 14.07.2026

Date /
Jlara: 14.07.2026

Date /

W/"‘) il

JHara:

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

CEPTHOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykT: LletprH® TabneTky, NOKpeIThIE MNIEHOYHOH 060104K0it, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne 5 VOIS Pasmep cepuu 25,00,000 Tab

Analytical Repo:‘t No./ . 890001875748 Date of Analysis / 07.04.2026

Ananuruyecknii oruer Ne Jara aHann3za

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JaTa npousBoacTBa Togen o

Mfg. License No. /

TpoussoncTeenmuas : MNB/05/263 s JI-Ne(005456)~(PT-RU)
Homep PY

JuueH3ns Ne

Analysis performed according to ND: / Ananns nposeaen nmo HJI: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHU4HOI yIaKkoBKH yTBepkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO# YNaKoBKH yTBepxIenbl: 17.02.2025

PL approved: / JIB yreepxaen: 15.05.2024

Ne Test / IlokazaTenn Result / PesyabTaThl Specification / Hopma
nuruapoxsiopun) B tabnerke (ot 90,0 % mo
110,0 % OT HOMHMHAJILHOTO COAEPXKaHUS).

9 Subdivision of tablets / Complies / CooTBeTCTBYET The tablets comply with the test, if not more

Jlenenne Tabaerox

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. /
TabneTky COOTBETCTBYIOT TPEOOBAHUSM, €CIIH
He Gonee 1 enMHUYHAs Macca OTKIIOHAETCS 3a
npenensl 85%-115% ot cpenHeit Macchl.
TabneTky He COOTBETCTBYIOT TPEOOBaHUSM,
ecnu Gosiee ueM 1 MHOMBUAYaNbHAA Macca
OTKJIOHSIETCS OT 3THX [IPEAENOB WIIH, ecly 1
MHAMBHUOYAIBHAs Macca OTKJIOHAETCA 32

Remarks : The Product confirms to ND/
Ipumeuanne: Ipoaykt cooTBercTByeT TpeboBaHusaM HJJ

Conclusion : APPROVED /
3akaodenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonroropnexo: IMposepeHo: ITporepeno (AOK): | Omo6peno: ObecrieueHne kayecTra/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar
/ @,QM
N 0 a9t
Date / Date / Date / Date / W(I})g 2]
Jara: 14.07.2026 JHara: 14.07.2026 JHara: 14.07.2026 Jara: Y /
LY

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
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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

CEPTUOHNKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Letpua® TabneTku, NOKPHITHIE INIEHOYHON 0007104k, 10 Mr

Market / Peinox : Russia / Poccus

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

Cepus Ne PSPl Pasmep cepun 25,00,000 Tab

Analytical Repo\}'t No./ . 890001875748 Date of Analysis / 07.04.2026

AnanuTuyecKkuii oryer Ne JlaTa aHaan3a

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

Jata nponsBoacTBA T'omen g0

Mfg. License No. / .

| (R — : MNB/05/263 MIA-nwber; / JI-Ne(005456)~(PT-RU)
Homep PY

aunensus Ne

Analysis performed according to ND: / Ananuns nposeges no H/: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsl mepBHYHO# YyNaKoBKH yTBepkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeThbl BTOpHYHOI YTaKOBKH yTBepxaeHb1: 17.02.2025
PL approved: / JIB yrBepxkaen: 15.05.2024

| Ne Test / [lokasaTenb Result / PesyabTaThl Specification / Hopma
npenens! 75%-125% ot cpenneii macchl.
10 Package / Onucanue ynakosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnetok B |a carton. / [To 10 TabGieTok B
[IBX/TIBAX//antomunreBoM Gnuctepe. [[IBX/TIBAX//amomMunuesom Gaucrepe. 1o 2
[To 2 6yucTepa BMECTE € IUCTKOM- Wi 3 6imcTepa BMeCTe C JINCTKOM-
BKJIQABIIEM YIIaKOBAHEI B IaYKy BKJIaJIBIIEM YNAaKOBaHb! B MauKy KapTOHHYIO.
KapTOHHYIO.
11 Labeling / MapxupoBka Complies / CooTBeTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B cooTBeTcTBHM ¢ pazgenom 1.3.2
Monynisi 1 perucTpaioHHOro JOChe.
12 Storage conditions / Ycnopusa At temperature not higher than 25 °C / ITpu Temneparype He Boiiie 25 °C.
XpaHeHus
13 Shelf-life (storage period) / Cpox3 years. / 3 roga.
[roanocTh (cpox xpanenwus)

Remarks : The Product confirms to ND/

Ipumeuanne: Ilponykt cootBeTcTRBYeT TpeboBanusam HII

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ITonroToBneHo: IIpoeepeno: IIporepeno (AOK): | Onobpeno: Obecrneuenue kauyecrBa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana Ramakant U/d\ Amit Kumar
- /\ als UO
Mo o
Date / Date / Date / Date / e ,,9 g
Jlara: 14.07.2026 Jlata: 14.07.2026 | Hara: 14.07.2026 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: L85195AP1984PLC0O04507
www.drreddys.com




‘.0 Dr. Reddy's Laboratories Ltd.

’ °® Formulation Unit-6

Dr. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
ITpoayxr: Lletpun® TabneTku, NOKPHITEIE IIICHOYHOU 060104KO#, 10 M

Market / PoiHok : Russia / Poccus

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

Cepus Ne A Pazmep cepun ©25,00,000 Ta6

Analytical Repovrt No./ . 890001875748 Date of Analysis / . 07.04.2026

AHAJNMTHYECKHIH 0TUYeT Ne JlaTta ananusa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2029

JlaTa npousBoacTBA I'open no

Mfg. License No. / MA ber: /

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

Jnuensus Ne

Analysis performed according to ND: / Ananu3 nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl IepBHYHOH YNaKOBKH yTBepxaeHsl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHO#H YIaKOBKH yTBepixkAeHbI: 17.02.2025
PL approved: / JIB yrBepaxaen: 15.05.2024

* 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. / [IpoBogMTCS MPOU3BOJUTENEM NPH BBIMYCKE MEPUOAMYECKH: Ui KaXknon 20-oi
cepuH uiy He MeHee 1 pasa B roat. I[Tokasatesns MoxeT ObITh He BrIoueH B CepTudukar aHannsa GUupMel.

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

IIpumeuanue: IIpoaykt cooTBercTBYET Tpeboranusm HJJ 3akawyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMoaroroBneHo: IIpoBepeHo: Ipoeepeno (AOK): | Onobpeno: ObecnieueHue kauecTsa/ OTBETCTBEHHOE JHLO:
Pravesh Rana Ramakant Amit Kumar

A |

al
Date / Date / Date / Date / % "]9 Vo

Hara: 14.07.2026 Hara: 14.07.2026 Hara: 14.07.2026 Jara: i e
| WL

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




Se 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
CEPTUOPHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxt: LlerpuH® TabieTKH, HOKPHITHIE NJIEHOYHOH 0060moykoii, 10 Mr

Market / Poinok : Russia / Poccust

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

Cepusi Ne ¢ SRR Pazmep cepumn © 25,00,000 Tab

Analytical Repovrt No./ . 890001875748 Date of Analysis / 07.04.2026

AHajsuTH4YecKHii oTyeT Ne Jata anajnuza

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npou3BoICTBA T'ogen no

Mfg. License No. / .

TpomsBoncTReHHas : MNB/05/263 paumber; J JI-Ne(005456)(PT-RU)
Homep PY

JMueH3us Ne

Analysis performed according to ND: / Ananus nposegen mo HI: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / Makersl NepBHYHOH yNnakoBKH yTBepaaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpu4HOil yMaKoBKH yTBepxaeHbI: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

API name / HaumenoBanue A®C: Cetirizine dihydrochloride / LleTHpH3HHa AHIHOPOXJIOPUN
INN / MHH: Cetirizine / LeTupnzun

API manufacturer batch number / BT00-25075

Howmep cepun npoussoautens ADC:

FP Manufacturer API Batch number / FETA00080

Homep cepun cyGeTanuuu npoussoautens [JI®@:

API Manufactured by, address & country / Glochem Industries Private Limited,
Ipoussoaurens ADC, agpec u cTpaHa: Survey No. 174 to 176, LD.A. Bollaram, Sangareddy District,

502 325, Hyderabad, Telangana, India /
I'noxem Munactpuec Ipaiiut Jlumuren,
VYyactku Ne 174-176, U [1.A., Bonnapawm, Canrapeanu
Hucrpukr - 502 325, Xatinapaban, wrat Tenanrada, Muous

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.
HaumenoBaHHe, agpec, THUEH3H IS Solan (HP) 173205, India (license No MNB/05/263). /
IpouseoacreenHas miuowmaaka / Ilnomaaka KOHTPOIA H-p Pennu'c Jlaboparopuc JIta.,

Kkauecrsa / lliomaaka Bemycka lpouseoncteenHoe nonpasaenenue-6, Bumn. Kxons, Hanarapx

Poyn, Bannu, fuctpukt Conan, X.I1., 173205, Uuaus
(JTuuensus 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 /

Ipumeuanue: [Tponykt cooTBercTBYET TpeGoBanusiM HJ{ 3axawuyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TlonrorosneHo: IIpoBepeHo: Ipoepero (AOK): | OmobpeHo: Obecneuenue kadecTsa/OTBETCTBEHHOE JIMIIO:
Pravesh Rana Ramakant Amit Kumar

s

Date / Date / Date / Date / O‘j‘“/r(,{ 0 ;}Q:O 7/,(0

JHara: 14.07.2026 Hara: 14.07.2026 Hara: 14.07.2026 Jara: 2
=z

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

Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS
CEPTNOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Hpoaykr: LlerprH® TabneTk, MOKPHITHIE IVICHOYHOH 0601049KOH, 10 MI

Market / Peinok : Russia / Poccust

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

Cepus Ne % ¥2600718 Pazmep cepuu 25,00,000 Tab

Analytical Repo\rt No./ . 890001875748 Date of Analysis / 07.04.2026

AuanuTHyeckuii oTuer No JlaTa aHaau3a

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npou3BoACTBA Topen no

Mfg. License No. / ]

1 ——— : MNB/05/263 MAnumber: / JITT-Ne(005456)-(PT-RU)
Homep PY

JHUEeH3Hus Ne

Analysis performed according to ND: / Ananu3 nposegen no HJ/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HO# yNIaKoBKH yTBepaaenbl: 12.11.2024
Artworks of secondary package approved: / Makers! BTOpH4HO#i yNaKkoBKH yTBepxIeHbI: 17.02.2025
PL approved: / JIB yreepaxaen: 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». /

3axioueHne 0 cooTBeTCTBHH: «HacToAMM 51 MOLTBEPKAAIO, YTO MPUBEACHHAS BBIIE MHGOPMALKS SBISETCS OOCTOBEPHOM U
TOYHO!. JTa cepus MPOAYKLUH Mpou3BeleHa (BKIoYas YMaKOBKY (MapKHMpOBKY) U KOHTPOJb Ka4yecTBa) Ha BBIEYKa3aHHOH
TIPOU3BOACTBEHHOI Miolmanke (TUIomanKax) B MONHOM COOTBETCTRHHU C TpeOoraHusMU [IpaBui Hajuekalel NpOHU3BOOCTBEHHOMN
nipakTUkd EBpazuiickoro skoHomudeckoro cotosza (Ne GMP/EAEU/RU/02329-2025 ot 19 ceutsabps 2025 r.) u TpeboBaHusIMU
KOHTPOJIA Ka4eCTRa JISKApCTBEHHBIX CPEICTB, a TAKXKE B COOTBETCTBHH CO crnieludUKauuAMH, COIepKAlIUMHUCSA B PErHCTPALHOHHOM
JIOChE CTpaHBl-UMIIOPTEpa. 3alHCH MO TNPOH3BOACTBY, YHAKOBKE M aHAJM3y HPOBEPEHBI, M YCTAHOBJIEHO WX COOTBETCTBHE
TpeboBanusmM [Iparnn HameKaLEeH NPOU3BOACTREHHOMN NPAKTHKH EBpazHiiCKOro SKOHOMUYECKOTO COM3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
IIpumeuanue: [IpoaykT coorBeTcTBYeET TpeboBaHusIM HJI 3akmwoyenune: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
Ionrorosnexo: IIpoeepeHo: Iporepeno (AOK): | Onobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE JIHLIO:
Pravesh Rana 7 Ramakant Amit Kumar
W A—
) 1
Date / Date / Date / Date / ? 9 ‘
Hara: 14.07.2026 Hara: 14.07.2026 Hara: 14.07.2026 Hara: A Ny (O f),a
= I — >

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






