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

Ipoaykr: LeTpuH® TabneTKH, MOKPBITHIE MIeHOYHON 0bos10uKOM, 10 Mr

Market / PuiHok

: Russia / Poceus

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

Cepusa No ! 2600753 ) Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001876677 Date of Analysis / 16.04.2026

AHaJNTHYecKHI oTueT Ne JlaTa ananusa

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

JlaTa npou3BoACTBA Tonen go

Mfg. License No. /

IpouseoncTaenHasn : MNB/05/263 1, TR Bare. JM-Ne(005456)-(PT-RU)
Homep PY

nuuensus Ne

Analysis performed according to ND: / Ananu3 nposegen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH YIAKOBKH yTBepxaeHnr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4HOIf YIAKOBKH yTBepxAeHbI: 17.02.2025

PL approved: / JIB yreepxaen: 15.05.2024

Ne

Test / IloxazaTens

| Result / PesyabTaTsl

Specification / Hopma

1

Description / Onucanue

White coloured, round, biconvex film
Jcoated tablets with a break line on one
}side. White core on cross section. /
|[Kpyrible ABOSKOBBIMYKIbIE TabMETKH,
[TOKpBIThIE [JIEHOYHOH  0B0JIOUKOM
{Genoro BeTa, ¢ puUCKO HAa OOHOM
Jz:TopOHe. Ha mnonepeunom paspeze —
gsmpo 6CJ'[OFO LIBETA.

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.
/' Kpyrnieie [OBOAKOBHIYKJEIE TaGNETKH,
MOKPLITHIE [UIEHOUHON 0fosoukoit Gemoro
UK nouTH 6esoro LBeTa, ¢ pUCKO Ha OHOM
ctopoHe. Ha monepeuHoM paspese sapo oT
Oesoro 10 noyTu 6esoro 1BeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeyanne: [ponykt cooTseTcTBYeET TpebosaHusam HJI 3axkmouenue: OJOBPEHO B
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[TonroroeneHo: IIposepeno: IIpoeepeno (AOK): | OnobpeHo: Obecneuerre kadectsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Pardeep Kumar Ajay Kumar OM
Srivastava } \CD\/U\
2
| i ®. 2 oM
T \& 907
Date / Date/ Date / Date /
Hara: 16.04.2026 Jara: 16.04.2026 Hata: 16.04.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: LR5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':‘.

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

CEPTUOHKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IMpoayxkr: lleTpuH® TabreTKH, MOKPBITHIC NIEHOYHOI 060n10uKoH, 10 Mr

Jauuen3nsa Ne

Market / PoiHok ¢ Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne = V200753 Pasmep cepun 25,00,000 Tab
Analytical Repourt No. / . 890001876677 Date of Analysis / 16.04.2026
AnanuTHyeckHii oTuer Ne JlaTta anann3za
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa TI'onen o
Mfg. License No. /

MA number: /

: MNB -No| ) -

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

PL approved: / JIB yrBepaxgen: 15.05.2024

Analysis performed according to ND: / Ananns npopegen mo HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makers! nepBH4HOii ynakosku yTeep:kaenni: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI ynakoBKH yTBepxaeHbi: 17.02.2025

Ne Test / [loka3zaTennb Result / PesynbTaTht

Specification / Hopma

2 Identification /

The retention time of the main peak in

The retention time of the main peak in the

Npentuduranus the chromatogram of test solution
H complies with the retention time of the
HPLC / BOXX main peak in the chromatogram of

Cetirizine Hydrochloride reference

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").

standard solution. / Bpems yaep>xupaHHs

UCIIBITYEMOrO pacTBOPa COOTBETCTBYET
BPEMEHU YACPXKUBAHUA OCHOBHOTO TTMKa

’ Ha XpOMAaTOrpaMMe CTaHIAPTHOTO

pacTBOpa LUETUPHU3UHA THAPOXJIOPUAA.

‘ OCHOBHOT'O IMKa Ha XpoMaTorpamMme

Bpems ynepKUBaHHsA OCHOBHOTO IMTHKA Ha
XpOMaTOrpaMMe HCIBITYEMOrO pacTBOpa
|TOIKHO COOTBETCTBOBATH BPEMEHH
lyIepKUBAHHS OCHOBHOTO MHKa Ha
XpoMaTorpaMMe CTaHAapTHOTO PacTBopa
LETHpHU3MHA MHApoXIIopraa (pazaen
<KonuyecTBeHHOE OMpeneTIeHHER).

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

Ipumeuanue: Ilponykr cooTBeTcTBYET Tpeboranuam HJL 3akniouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
| MoaroToeneHo: IIposepeHo: IMposepeno (AOK): | OnmoGpeno: ObecneueHue kauectsa/ OTBETCTBEHHOE JIMLIO:
| Pravesh Rana Pardeep Kumar Ajay Kumar 0 AN

Srivastava ‘ - m'/u
/ 0«0
~- Yo
Date / Date / Date / Date / il
Hara: 16.04.2026 JHara: 16.04.2026 | Mara: 16.04.2026 JHata:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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

IpoaykT: Lletpun® TabNETKH, MOKPHITHIE UNIEHOYHOH 000J109KoH, 10 Mr

Market / Peinok : Russia / Poccus

'Batch No. /

Cepusi Ne : V2600753

Batch?)uantity /
Pa3mep cepumn

25,00,000 tab /
25,00,000 Tab

| Analytical Report No. /

Date of Analysis /

JAuueH3zus Ne

. : 890001876677 16.04.2026
| AHAJTUTHYeCKHI oT4eT Ne Jara anannza -
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JaTa npouszsoacTBa I'omen go
Mfg. License No. / .
TpomssoacTennas . MNB/05/263 11\{431 2‘;‘;‘;’,“'/ JI-No(005456)-(PT-RU)

PL approved: / JIB yrBepxkaen: 15.05.2024

Analysis performed according to ND: / Avanu3 nposegen mo H/: JITI-N2(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI YIaKOBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi ylakoBKkM yTBepskaeHbl: 17.02.2025

Ne Test / [loxaszaTenan

Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /
V®- criekTpodoToMeTpHs

Complies / CooTBeTcTBYET

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 ®-cneKkTprl MOrJoLUeH s
WCTIBITYEMOT'O PacTBOPA M CTAHIAPTHOTO
pacTBOpa LETUPU3HHA THAPOXJIOPUAA B
obnactu ot 200 g0 400 HM DOMKHBEI UMETh
MaKCHMYMBbI MOTJIOIEHNS IPH OQHOM U TOM
YKE JUTMHE BOJIHBI C JOTYCTHMBIM
OTKJIOHEHHEM £ 2 HM.

Dissolution / PacTBopenue

95 %; 98 %; 97 %; 97 %; 95 %;

91 %

Not less than 80% (Q) of the labeled amount
of C21HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMMHANBHOTO COAEPI)KAHUA
C21H25CIN»O3- 2HCl (uetnpuzuna

imuruapoxjaopun) yepes 30 MUH.

Remarks : The Product confirms to ND/
Ilpumeuanue: [poaykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmouyenue: OJIOBPEHO

Prepared by / Checked by /
IloarotosneHo: IporepeHo:
Pravesh Rana | Pardeep Kumar

~—

Ajay Kumar
Srivastava

Checked by (AQA) /
| IMposepeno (AOK):

ok

Approved by: Quality Assurance/Authorized person /
Opnobpeno: O6ecneuenue kadectsa/OTBETCTBEHHOE JIULIO:

(144400 Comiv

Date /
Jata: 16.04.2026

Date /
Jara: 16.04.2026

Date /

Hara: 16.04.2026

Date/
JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, 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 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykr: LleTprH® TabneTKH, MOKPHIThIE MNIEHOYHOH 06004KOH, 10 Mr

JuneH3us Ne

Market / Poinok : Russia / Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne : V2600753 Pa3mep cepun 25,00,000 Ta6
Analytical Repovrt No./ . 890001876677 Date of Analysis / 16.04.2026
AHaauTHyecKHii oTueT Ne Jarta anaausza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npousBoacTea Togen g0
Mfg. License No. /
MA number: /

: IT-Ne(005456)-(PT"-

IIpouszBoacTBeHHAN MNB/05/263 Homep PY J ( 56)-(P-RU)

PL approved: / JIB yreepaxaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposegen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4YHOI ynakoBKH yTBep:kaeHbl: 12,11,2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIl yTaKOBKH yTBep:kaeHbl: 17.02.2025

Ne Test / IlokazaTenn

Result / PesyabTaTsl

Specification / Hopma

4 Uniformity of dosage units /

Acceptance value (AV) should be not more

- /

ol

£y
/

OaHOPOAHOCTH 103UPOBAHHBIX 4.0 than 15.0 / TTokazatens npuemnemoctu (AV)
| AMHHIL imoskeH ObITh HE Oonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeyanne: Ilpoaykt cooTBeTcTBYET TpeboBanusm HJI 3akawuenne: OJJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarotoBneHo: [IpoeepeHo: Ipoeepeno (AOK): | OnobpeHo: Obecneuenue kauectsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana " | Pardeep Kumar Ajay Kumar 0 e
Srivastava @—' LM \WM

(Ee,

Date /
Jata: 16.04.2026

Date/
Hara: 16.04.2026

Date /
Hara: 16.04.2026

Date /
Jara:

b
ot

-

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10

mg

Ipoaykr: LetpyH® TabneTkH, NOKPHITHIE MIEHOYHOM 06omoykoil, 10 mr

Market / PuiHok

: Russia / Poccus

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

Cepusn Ne + V2600753 Paszmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001876677 Date of Analysis / 16.04.2026

AHagauTH4uecKHii oTueT Ne JlaTa aHaan3a -

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

JlaTa npou3BoAcTBa T'open go

Mfg. License No. / .

TIponssoncTaennas : MNB/05/263 LA mumbers JITI-Ne(005456)-(PT-RU)
Homep PY

JHIeH3ust Ne

Analysis performed according to ND: / Auanus nposeaen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl HepBH4HOI YNAKOBKHM yTBeps#aeHbl: 12.11.2024

| Artworks of secondary package approved: / MakeThl BTOpHYHOIT yIAaKOBKH YTBepkAeHbl: 17.02.2025
PL approved: / JIB yreepxkaen: 15.05.2024

5

B 1mpurities / Hpﬁmecu
Impurity A /
[Mpumecs A

Impurity B /
[Tpumecs B

Impurity C/
[Mpumecs C
Impurity D /

[Tpumecsy D

Impurity E /
[Tpumecs E

Impurity F /
[Tpumecs F

Below LOD (LOD =0.005 %)/ Huxe
npenena obHapyxenus (ITO = 0,005 %)

0.05 %
Not Detected
Below LOQ (LOQ = 0.003 %) / Huxe

rnpejaena KOJM4CCTBEHHOTO onpeacneHu
(ITKO = 0,003 %)

0.03 %

Below LOD (LOD =0.015 %) / Huxe
npenena obHapyskenus (110 = 0,015 %)

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

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

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

‘Not more than 0.2 % / ne 6osee 0,2 %

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

Remarks : The Product confirms to ND/
Ilpumeuansne: [TpoaykT cooTBeTCTBYET TpeboBanusm HIT

Conclusion : APPROVED /
3akmouenne: OJJOPEHO

9 .

Prepared by / Checked by / Checked by (AQA)/

[MoarororneHo: [IpoBepeHo: ITpoeepeno (AOK):

Pravesh Rana Pardeep Kumar Ajay Kumar
Srivastava

N
i

Approved by: Quality Assurance/Authorized person /
Onobpeno: O6ecnedeHne kauecTBa/OTBETCTBEHHOE JIMLO:

@W \Coina

Date /
Jara: 16.04.2026

Date /
Jara: 16.04.2026

Date /
Jara: 16.04.2026

Date /
JlaTa:

ﬂ‘%w
Lotk

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 Laboratories Ltd.

®e 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
CEPTUDOHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IpoaykT: Lletpun® TabyeTku, NOKpuIThHIE MAEHOUHON 060s0uKkoH, 10 Mr

|Market / Poinok : Russia / Poccust

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

Cepus Ne + V2600753 Pasmep cepuu " 25,00,000 Tab

Analytical Repourt No./ . 890001876677 Date of Analysis / 16.04.2026

AHaauTH4ecKkHii oTueT Ne JlaTa ananuza

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

JlaTa npon3BoacTBa T'onen o

Mifg. License No. / .

IIponsBoacTBeHHAA : MNB/05/263 M mumhers | : JITT-Ne(005456)-(PT-RU)
Homep PY

JuneH3ust Ne

Analysis performed according to ND: / Anann3 nposeaed no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsi NnepBH4HOH yaKoBKH yTBepxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUHOIi yNakoBKH yTBepxaeHsl: 17.02.2025
PL approved: / JIB yTeepxaen: 15.05.2024

Any individual unidentified 0.05 % Not more than 0.2 % /
impurity / Jlio6as equHHYHasA He Gonee 0,2 %
HeUAEeHTUUUMPOBAHHAS NPUMECh

Total impurities / 0.1 % Not more than 2.0% /

Cymma npumecer He 6onee 2,0%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykt cooTBeTcTBYET TpeboBanusaM HIL 3akmoyenune: OJIOGPEHO B
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IloaroTosneHo: IpoBepeHo: ITpoBepeno (AOK): | OnobpeHo: ObecneyeHue kauecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Pardeep Kumar Ajay Kumar o v ©

Srivastava @‘) Lﬂu !C‘OV\A R

GJL’:’ AN
ol I /\%?‘%?,ﬁw

Date/ Date / Date / Date / ot
Jara: 16.04.2026 Jara: 16.04.2026 Jara: 16.04.2026 Jlata:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 ":‘.

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 AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykr: Lerpun® TtabneTkH, NOKPHITHIE MIEHOUHOH 06004K0#H, 10 MT

Market / PoiHok

: Russia / Poccus

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

Cepus Ne " Y2600755 Pasmep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001876677 Date of Analysis / 16.04.2026

AHanuTtu4eckni oT4eT Ne JlaTa ananu3a

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

JlaTa npou3BOACTBA I'oaen po

Mfg. License No. /

IIpou3BoACTBeHNAs : MNB/05/263 ey JIT-Ne(005456)-(PT-RU)
Homep PY

JuueH3usi Ne

Analysis performed according to ND: / Ananu3 nposenen no H/: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThl NepBHYHOIl yNaKoBKU yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MaxeTs! BTOpPHYHOI YIIAKOBKH yTBepsKAeHbI: 17.02.2025
PL approved: / JIB yrBep:xkaen: 15.05.2024

_.N'_Q Test / Iloxazarean

Result / PesynbTaTrh

Specification / Hopma

6 Water content /

Coaepaanie BoAbI

7 Microbiological purity* /
MukpoOuosiornyeckast
ynerora®

a) Total aerobic microbial count /
Oouee uncno aspodHBIX
MUKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / O6uiee yucio

c) E. coli

JIPOMOKEBLIX U [IECHEBBIX rPUOOB

2.7 %

Less than 10 CFU/g /
Meunee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Absent in 1g / Orcyrersyer B Ir

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

Not more than 1000 CFU/g /
He Gosiee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g/ OteyreTrBue B 1 ¢

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoayxt coorBercTBYeT Tpebopauusam HJI 3axnwuenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonroroBneHo: IIpoeepeHo: Iposepeno (AOK): | Omobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Pardeep Kumar Ajay Kumar s ©

Srivastava @W \CMM e

b be R
— \ "

Date / Date / Date / Date / L «)/01/"'
Jara: 16.04.2026 Hara: 16.04.2026 Jara: 16.04.2026 Jlara; <

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: maii@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

CEPTUDOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10

mg

Ipoayxt: Letpua® TabneTku, NOKPBITHIE IIIEHOUHON 0605109K0i, 10 Mr

aunensus Ne

Market / Puinok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne * V2600753 Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001876677 Date of Analysis / 16.04.2026
AHanuTHYecKui oTueT No JlaTa aHanu3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npoussoacraa T'ogen no
Mfg. License No. /

MA number: /

: MNB/05/2 JITT-Ne(005456)-(PT -

IIpounsBoacTEeHHAs /05/263 Homep PY ( 56)-(PI'-RU)

Analysis performed according to ND: / Anann3 nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4YHOH yNaKoBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi yNaKOBKH YTBepxaenbl: 17.02.2025
PL approved: / JIB yreepmxaen: 15.05.2024

Ne Test / IlokaszaTenn

Result / PesyabTaTnt

Specification / Hopma

8 Assay / KonndecrBenunoe

onpeaejiecHHe

10.05 mg /10,05 mr

100.5 %

From 9.0 mgto 11.0 mg of
C>1H»5CIN>O5: 2HCI (Cetirizine |
Dihydrochloride) in tablet (90.0 % to 110.0 %|
of label claim). / Ot 9,0 mr go 11,0 mr
C21Ha5CIN203- 2HCI (ueTupusvna
nuruapoxyopun) B tabnerke (ot 90,0 % a0
110,0 % OoT HOMHHAJIBHOTO COAEPMKAHMUS).

Subdivision of tablets /
Jlenenne 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. / ‘
TabneTky cOOTBETCTBYIOT TpeGOBaHUSIM, CNH
He Gonee 1 eqUHMYHAA Macca OTKJIOHAETCA 32
npenensl 85%-115% ot cpenHeit Mmacchl.
TabneTky He COOTBETCTBYIOT TPeGOBAHHAM,

Remarks : The Product confirms to ND/

Ilpumeuanue: fponykr coorBeTcTBYeT Tpeboranusm HJI

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroToBNEHO: IlpoBepeHo: [poeepero (AOK): | Omobpeno: ObecnedeHue kauectBa/OTBETCTBCHHOE JIHLIO:
Pravesh Rana Pardeep Kumar Ajay Kumar °
Srivastava /)%’fbw \Covmrvn
T e

il Sl
Date / Date / Date / Date / ‘ Y 14
Jara: 16.04.2026 JlaTa: 16.04.2026 Hara: 16.04.2026 Jara: ]

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 €3¢

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 AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykt: eTprH® TabneTku, NOKpHIThIE MIEHOUHOM 060J104K0H, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepusi Ne : V2600753 Pa3mep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001876677 Date of Analysis / 16.04.2026
AHanuTu4eckuii oTuyeT Ne JlaTta aHajqn3a

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

JlaTa npou3BoAcTBAa T'ogen go

Mfg. License No. /

Ipoussoacreennasn : MNB/05/263 MA mumbers / JITI-Ne(005456)-(PT"-RU)

nuuenzus Ne

Homep PY

Analysis performed according to ND: / Ananu3 nposeaed no HJ/L: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTrbl NepBHYHOIi YIAaKOBKH yTBepsiaenst: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPH4HOH YNaKOBKH yTBep:xaeHbl: 17.02.2025

PL approved: / JIB yreepaaen: 15.05.2024

[NQ Test / IlokazaTenanb Result / PesynbTaTsl - Specification / Hopma
[ ecnu Gonee ueM | HHAMBUOYa/IbHAS Macca
| OTKJIOHSIETCS OT 3THX NPEENIOB HiIH, ecnu 1
| MHAMBUAYaNbHAA Macca OTKJIOHSETCS 3a
- npenenst 75%-125% ot cpennei maccel.
10 |[Package/ Onucauue ynaxosku (10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information jor 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnerok B [a carton. / ITo 10 tabnetok B
[IBX/IIBJX//amomunuresom Gnucrepe. [[IBX/TIBAX//amomunuesom onucrepe. 1o 2
[To 3 6nucTepa BMeCTE C JINCTKOM- niu 3 6aMcTepa BMECTE C JIMCTKOM-
BKJIA[BILIIEM YITAKOBAHBI B MAYKY BI/TAJBILIEM YIAKOBAHbBI B MTAYKY KAPTOHHYIO.
| KapTOHHYIO.
11  |Labeling / Mapkuposxa Complies / CoOTBETCTBYET See Module 1, section 1.3.2 of registration
ndossier. / B cooTtBeTcTBUM C pa3penoMm 1.3.2
{Momyist 1 perucTpaLupioHHOro 10Che.
12 Storage conditions / Ycnosust  |At temperature not higher than 25 °C / Ilpu TemnepaType He Beiie 25 °C.
XpaHeHHs -
13 Shelf-life (storage period) / Cpox 3 years. / 3 rona.
rogHocTH (CPOK XpaHEeHHsl)

Remarks : The Product confirms to ND/
IMpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBauusaM HJJ

Conclusion : APPROVED /
3axmiouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarotoBneHo: ITporepeHo: IMporepeno (AOK): | OmobpeHo: ObecneueHne kadecTa/OTBETCTBEHHOE JIHLIO:
Pravesh Rana  » | Pardeep Kumar Ajay Kumar o
y | Srivastava f/)%‘%\}\a‘? [C,@vuvw
- @L:’ ,..-9(\\
— @\ e
\ Q) A llm
Date / Date / Date / Date / ‘ é 7
JHara: 16.04.2026 Jata: 16.04.2026 Jara: 16.04.2026 JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiifs, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: rnail@drreddys.com
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Dr. Reddy's Laboratories Ltd.

Qe . .
9 'Y ) 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
CEPTHUOHKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LleTpua® TabneTkH, NOKphITIE IU1IEHOYHOH 06004k, 10 Mr

Market / PbiHok : Russia / Poccus

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

Cepus Ne & SR Pa3mep cepnu *25,00,000 Tab

‘Analytlcal Repourt No./ . 890001876677 Date of Analysis / 16.04.2026

AHanuTH4decKknii oT4eT No Jara ananusa

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

Jara nponsBoacTea I'ogen o

Mfg. License No. /

IponsBoACTBeHHAs : MNB/05/263 e :  JIII-Ne(005456)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOIi yTaKoBKH yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH ynaxkoBkH yTeepixaensi: 17.02.2025
PL approved: / JIB yreepskaen: 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. / ITpoBoguTcs IpOU3BOAMTENEM TIPU BEIMYCKE NEPUOAUIECKH: AN Kaxxaoi 20-oi
cepuu UM He MeHee 1 pasa B roa. [TokaszaTens MoxeT ObiTh He BktoueH B Ceprudrkar aHannza QUpMBI.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumevanne: Hponykt coorBercTByeT TpeboBaHuam HJL 3axawyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
INonrorosneHo: [TpoeepeHo: Ipoeepeno (AOK): | Ono6peno: ObecrnieueHue kauyectBa/OTBETCTBEHHOE JTHLO:
Pravesh Rana Pardeep Kumar Ajay Kumar /%% SgAA T
Srivastava f /(-0"? k
‘\3[—/ ’SA’\ D \_0-»
e (D
NPV
Date / Date / Date / Date / L
Jara: 16.04.2026 Jlara: 16.04.2026 Jara: 16.04.2026 Hara: £

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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 ":"

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

Npoaykr: LleTpuH® TabneTku, MOKPHIThIE MIICHOYHON 060104K0#, 10 Mr

Market / PoiHok : Russia/ Poccus

Batch No./ 5 Batch Quantity / 25,00,000 tab /

Cepus Ne B V600753 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 800001876677 Date of Analysis / 16.04.2026

AHanuTHYecKHi oTueT Ne JlaTa ananu3za

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

JlaTta npousBoacTea Toaen ao

Mfg. License No. /

TIpou3BoacTBeHHast : MNB/05/263 g M JITT-Ne(005456)-(PT-RU)
Homep PY

auueH3ns Ne

PL approved: / JIB yrBepskaen: 15.05.2024

Analysis performed according to ND: / Anaauns nposeaen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTb! nepBUYHO# yNaKOBKH yTBepxkaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4HOI yNakOBKH yTBepxkAeHbl: 17.02.2025

API name / Haumenopanue APC:

Cetirizine dihydrochloride / LletupusnHa AMruapoxiopua

INN / MHH:

Cetirizine / LleTnpu3ux

API manufacturer batch number /
Homep cepun npoussoautesa ADC:

BT00-25090

FP Manufacturer API Batch number /
Howmep cepun cySctanunu npoussoautens I'JIdD:

FETA00033

API Manufactured by, address & country /
IIpoussoauren, A®C, aapec u cTpaHa:

Glochem Industries Private Limited,
Survey No. 174 to 176, 1.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India/
I'noxem Uupactpuec lpatisut JIumuren,
Vuacrku Ne 174-176, U.JI.A., Bonnapam, Canrapennu
Juctpukr - 502 325, Xaitnapabana, wrat Tenanrada, Muous

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

HaunmeHoBaHHe, aapec, IMUEH3INA AJA
NponspoacreeHHas miomaaka / Ilnomaaka xkoutpons
KkayecTBa / Ilnowmanka sbinycka

Dr. Reddy’s Laboratories Ltd.,
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (license No MNB/05/263). /

I-p Pepnu’c Jlaboparopuc JIta.,
IpousBoacTeeHHoe noapasnenexue-6, Bumi. Kxons, Hanarapx
Poyn, Bapau, Quctpukt Conan, X.I1., 173205, Unnus
(JTuuensus Ne MNB/05/263).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Tpoaykr coorsercreyer Tpedoranuam HJI 3akmouenue: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroToreHo: IpoBepeHo: [poeepeHo (AOK): | OnobpeHo: Obecnieyenue kauectBa/OTBETCTBEHHOE JIMLO:
Pravesh Rana Pardeep Kumar Ajay Kumar % ! o

Srivastava } g tC‘OAA" ““

<L /QV\/\/ (Z;W} .
‘ \ &./v 2k

Date / Date / Date / Date / J VALY
JHara: 16.04.2026 Jara: 16.04.2026 Jlata: 16.04.2026 JHara: &

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 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 Q':’.

CERTIFICATE OF ANALYSIS
CEPTHD®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: Lletpun® TabneTky, NOKpbIThiE MIIEHOYHOH 0bon04KoMH, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepust Ne P leates Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001876677 |Date of Analysis / 16.04.2026

AHanuTH4ecKHii oT4yeT Ne JlaTa ananusa

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

JlaTa npousBoacTea Toaen 10

Mfg. License No. /

IponssoncTBenHan . MNB/05/263 WLy mumber JIT1-No(005456)-(PT-RU)
Homep PY

JHuenzusa Ne

Analysis performed according to ND: / Auaans nposegen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MaxeTsl nepBUYHOI yNAaKOBKH yTBepxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yNaKOBKH yTBepaaeHbl: 17.02.2025
PL approved: / JIB yreepaaen: 15.05.2024

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 (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». /

3akmodenue o coorBeTcTBuM: «HacTosAWMM S HOATBEPXKIAO, YTO MPUBEAEHHAs Bhille HHGOPMALHS ABJAETCS JOCTOBEPHOH U
TOYHON. DTa cepus MPOAYKLHH MpoW3BeAeHa (BKJIOYas YMAKOBKY (MapKUPOBKY) M KOHTPOSb KaueCTBa) Ha BblEyKa3aHHOM
NpOM3BOACTBEHHOM IIOMaAKe (T10MAaAKax) B IONHOM COOTBETCTBHH ¢ TpeboBanusaMu IIpapun HapiexaleH Npou3BOACTBEHHOH
npaktuku EBpasuiickoro sxkonomuueckoro corosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centabpa 2025 r.) u TpeGoBaHUAMH
KOHTPOJIS Ka4€CTBA IEKAPCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBHHU CO CIELMUKALIMAMHU, COAEPKALLMMUCS B PETUCTPALHOHHOM
JIOChE CTpaHbl-UMIIOpTEpa. 3alycu 0O MPOM3BOJCTBY, YNAKOBKE WM aHAIU3Y TPOBEPEHBI, M YCTAHOBACHO WX COOTBETCTBHE
Tpeboranusm [IpaBun Hagnexaluel MPOU3BOACTBEHHO NpakTHKK EBpa3suiickoro 3kOHOMHUUYECKOr0 COH03a».

Conclusion : APPROVED /
3aknwuenue: OJIOBPEHO

Remarks : The Product confirms to ND/
Hpumeuanne: Ipoaykr coorsercTByeT Tpedosanuim HIL

/]

t—

/Pn)

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarorosneHo: IIpoBepeHo: [Mpoeepero (AOK): | OmobpeHo: ObecneueHue kayecTBa/OTBETCTBEHHOE JIHLIO:
Pravesh Rana Pardeep Kumar Ajay Kumar K;%\LM \C,QAA} VA

Srivastava } !

Date /

Hara: 16.04.2026

Date /
Jara: 16.04.2026

Date /

Jara: 16.04.2026

&«

Date /
Jlara:

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



