Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJINU3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: Lletpun® Ttabnerku, NOKpbITLIE NICHOUHOH 06oJ0uKoil, 10 Mr

Market / PoiHOK

: Russia / Poccus

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

Cepnsi Ne i V2600523 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001870697 Date of Analysis / 13.03.2026

AHanuTHyeckuii oTyeT No JlaTa aHau3a

Date of Manufacture / . 02/2026 Date of Expiry / 01/2029

Jlara npon3BoacTBa Tonen go

Mfg. License No./ .

Tpou3BoacTBeHHAs : MNB/05/263 . ML 6 JIT-Ne(005456)-(PT-RU)
Homep PY

JuueHsusi Ne

Analysis performed according ND: / Anaau3 nposeaen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeTbl yTBepzaenbt: 12.11.2024

No Test / Iloka3aTean

Result / PesyabTaTsl

Specification / Hopma

1 Description / Onucaune

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrnele nposxoBwInyKible TabneTKH,
MOKPHITEIC  IUIEHOYHONW  000JI04KOi
Oenoro uBera, C pUCKOH Ha ORHON
cropone. Ha nomepeuHom pazpese —
aapo 6enoro npera.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyriaesle JBOSKOBBITYKABIE TabrneTku,
MOKPBITHIE [IEHOYHOW 06onoukoii Gestoro
WK TIOUTH 6€Noro 1BeTa, ¢ pUcKoi Ha OaHON
cropoHe. Ha nmonepeuHoMm paspese smpo oT
Genoro mo noutH Genoro UBera.

Remarks : The Product confirms to ND/

IIpunseuanne: [ponykr coorsercTByeT Tpebosanuam HJL

Concl

usion ;: APPROVED /

3akaouenune: OJJOGPEHO

Prepared by /
[ToaroToBiieHO:
Yogesh Chauhan

&

Checked by /

W

[IpoBepeHo: Rama Kant

Checked by (AQA) /
[Tposepero (AOK): Ajay
Kumar Srivastva

Sl

Approved by: Quality Assurance/Authorized
person / OnoGpeno: Obecreuenue

Date/
Jlara: 13.03.20&6

Date /

Date /
Jlara: 13.03.

Date /

kauecTBa/OTBETCTBEHHOE JIHLIO:
rpdc26%
Jara: IC 0202l

Jara: 13.03.2026

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: L85125AP1984PLCO04507
www.drreddys.com
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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 : 491 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Ilpoaykr: Lletpun®

Product: Cetrine film coated tablets, 10 mg

TabEeTKH, NOKPBITEIE MIEHOYHOH 06onoukoi, 10 mr

Market / Poinok

: Russia / Poccus

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

Cepus Ne V2500532 Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001870697 Date of Analysis / 13.03.2026

AHaJauTHYeCKHif oTueT No JlaTa aHanu3za

Date of Manufacture / . 02/2026 Date of Expiry / 01/2029

JlaTa npou3BoAcTBa I'onen no

Mifg. License No. / .

| — : MNB/05/263 i JIT-Ne(005456)-(PT-RU)
Homep PY

auueHsus Ne

Analysis performed

according ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524

Labeling and artworks approved: / MapkupoBKa H MakeThbl yTBepxaennl: 12.11.2024

No

Test / IokasaTenn

Result / PesynbTaTsi Specification / Hopma

2 Identification

Uaentnduxanus

HPLC / BOXX

/ The retention time of the main peak in theThe retention time of the main peak in the
chromatogram of test solution complychromatogram of test solution should compl))
with the retention time of the main peakwith the retention time of the main peak in the
of Cetirizinechromatogram of Cetirizine Hydrochloride
standardreference standard solution (section "Assay").

in the chromatogram
Hydrochloride
solution. /
Bpems ynepkuBaHHs OCHOBHOTO MHKa HaXpoMaTorpamme
XpOMAaTOrpamMe UCIIBITYEMOTO pacCTBOPAMOJDKHO
COOTBETCTBYET BpPEMEHHU y,llep)KMBaHHﬂP'nep)KMBaHI/lﬂ
OCHOBHOTO MHKa Ha XpomarorpaMmexpomaTorpamme
CTaHAapTHOTO pacTBOpa  LETUPH3HHALUETHPU3UHA
THAPOXJIOpHIA.

reference

IBpemn YOEPKMBAHHUA OCHOBHOT'O IIMKAa Ha
HCTIBITYE€MOTO
COOTBETCTBOBATh
OCHOBHOTO
CTaHIapTHOrO
THAPOXJIOPHAA
«KoJIMUECTBEHHOE OTPENIENEHUEY).

nuka

pacrBopa
BpPEeMEHH

pacreopa
(pa:sllenI

Hal

—

Remarks : The Product confirms to ND/
ITpumeuanue: [Tponykr coorsercrByeT Tpeboranusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[ToaroroBneHo:
Yogesh Chayhan

Checked by /
ITpoepeno: Rama Kant

., @3\@5

Checked by (AQA) /
[Tpoeepeno (AOK): Ajay

Kumar Srivastva kauecTBa/OTBETCTBEHHOE JINLIO:

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecrieuenne

Date /
Jlata: 13.03.2026

Sy
Date /

JlaTta: 13.03.2026

Date /
Hara: 13.03.2026

Date /
JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.comi
CIN: L85125AP1984PLC004507
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

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: LletpuH® Tabnerku, NOKpbIThIE MIeHoYHOH obonoukoid, 10 Mr

Market / Prinok : Russia / Poccus

auuensus Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepns Ne E V2600523 Pazmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001870697 Date of Analysis / 13.03.2026
AHATIMTHYECKHI oTueT Ne JlaTa ananuza
Date of Manufacture / . 02/2026 Date of Expiry / 01/2029
JlaTa npon3BoacTea TI'open go
Mfg. License No. /
MA number: /
IIpousBoacTBEHHAR : MNB/05/263 Howmep PY JITT-Ne(005456)-(PT'-RU)

Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa ¥ MaKeTbl yTBepaenbl: 12.11.2024

Ne Test / [lokazaTesnnb Result / Pesynbrars!

Specification / Hopma [

UV- spectrophotometry /
Y®- cnekrpodoToMeTpus

Complies / CoorBercTByeT

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 sam !
wavelengths with an allowed variation of +2
nm./ Y ®-crnekTpbl MOrJIOLIEHHS uchTyeMOFJ
pacTBopa M CTaHOAPTHOrO pacmopa}
LETUPHU3KMHA PMApoXIopuaa B obaactu ot 200
no 400 HM HOMKHBI HMETh MaKCHMYMbI
MOTJIOIEHUS NPH ONHOH M TOM XK€ [UIMHE
BOJIHBI C JOMMYCTUMbBIM OTKJIOHCHHEM + 2 HM.

3 Dissolution / PacTeopeHue

99%; 100 %; 97 %; 98 %; 92 %; 99%.

Not less than 80% (Q) of the labeled amount
of C1H,sCIN-O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMUHAJILHOTO COMEPKAHUS
C21Ha5CIN>O3-2HCI (ueTupuznna
[IMTHAIPOXJIOpHA) Yepe3 30 MuH.

4 Uniformity of dosage units /
OaHOPOAHOCTH J03UPOBAHHBIX 52
CAUHHNI

Acceptance value (AV) should be not more
than 15.0 / TTokazarens npuemnemoctH (AV)
\oJikeH OnTh He 6osee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykT coorBercrryer Tpeboranuam HL

Eonclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Checked by /
[Toarotosneto:

Yogesh Chauhén

Checked by (AQA)/
[Tpoeepeno: Rama Kant|{[Tposepeno (AOK): Ajay
Kumar Srivastva

T -

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneuenue
kagecTBa/OTBETCTBEHHOE JIULIO:

W/ AR

Date / Date /
Jlara: 13.03.2026 Jlara: 13.03.2026

Date /

Jara: 13.03.2026

Date /
Jlara:

1040 2604

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: L85125AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘.

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

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3IA

Product: Cetrine film coated tablets, 10 mg
IMpoayxr: LleTpuH® TabneTKH, NOKPBIThIE IIeHOUHON 060J04KOH, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne ? V2600520 Paszmep cepuu 25,00,000 Tab

Analytical Repoyrt No./ . 890001870697 Date of Analysis / 13.03.2026

AHanuTHYeCKUuii oTueT No JlaTa aHaJiM3a

Date of Manufacture / . 02/2026 Date of Expiry / 01/2029

JlaTa npon3BoAcTBA T'ogen go

Mfg. License No. / .

T[Ipou3BoACTBeHHAS : MNB/05/263 e JITI-Ne(005456)-(PT-RU)
Homep PY

nuueH3us Ne

Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapknpoBka U MaKeThbl yTBepaaenbi: 12.11.2024

5 Impurities / Ipumecu
Impurity A /

Ilpumecs A

Impurity B /

IIpumecr B

Impurity C/
INpumecs C

Impurity D /
[Tpumecy D

Impurity E /
[Tpumecs E

Impurity F /
[Tpumecs F

Any individual unidentified
impurity / JTro6as exnHnuHas
HeuaeHTUULIMPOBAHHAS TIPUMECh

Below LOD (LOD =0.005 %) / Hmxe
npenena obHapyxenns (IO = 0,005 %)

0.04 %

Below LOD (LOD = 0.006 %) / Huxe
npenena obnapyxenus (I10 = 0,006 %)

Below LOQ (LOQ = 0.003 %) / Huxe
npezena KOJIMYECTBEHHOTO ONPeIe/ICHHA
(IIKO = 0,003 %)

Below LOQ (LOQ = 0.023 %) / Huxe
npeaesia KOJIU4eCTBEHHOTO OMpeeeHH s
(TIKO = 0,023 %)

0.04%

0.05%

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

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

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

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

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

Remarks : The Product confirms to ND/

Ipumeuanune: [poaykr coorsercrayer Tpebosanuam HJT

Conclusion : APPROVED /
3axarouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Toarorosneno:, IMposepeno: Rama Kant||[Tposepeno (AOK): Ajay [|person / Ono6peno: OGecneuenue
Yogesh Chaufian \“Y Kumar Srivastva kauecTBa/OTBETCTBEHHOE JIMLIO:
/ M/ My A
vl
Date / Date / Date / Date / G- %
Jara: 13.03.2026 Jlara: 13.03.2026 Jlata: 13.03.2026 Jlara: / g M

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lletpuu® tabneTku, TOKPBITHIE MUIEHOYHOH 060/104KO0MH, 10 Mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusn Ne § ¥2000324 Pasmep cepuu 25,00,000 Ta6
Analytical Repo“rt No. / . 890001870697 Date of Analysis / 13.03.2026
AHanuTHYecKHil oTyeT Nt JlaTa ananu3za
Date of Manufacture / . 02/2026 Date of Expiry / 01/2029
JlaTa npou3BOACTBA T'ogen g0
Mfg. License No. / .
TpousBoacTBeHHAs : MNB/05/263 VLS mOmEbiEts | JITT-Ne(005456)-(PT-RU)
Homep PY
JauueH3us Ne
Analysis performed according ND: / Ananu3s nposeae no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa M MaKeTbl yTBepskaeHbl: 12.11.2024
Total impurities / 0.1%
Cymma npumeceit
— —
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpusmeuanne: [Tpoaykr coorsercTByeT Tpebosanusm HJJ 3axaoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
I'Ionrorosnenc/z: INposepeno: Rama Kant||[1posepeno (AOK): Ajay [|person / Ono6peHo: Obecneuenve
Yogesh Ch/a ihan v &if Kumar Srivastva kauecTBa/OTBETCTBEHHOE JINLO:
e
; £ il
Date / Date/ Date / Date / Coxlle
Jara: 13.03.2026 Jlara: 13.03.2026 Jlara: 13.03.2026 Jlara: 4 03202l

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 ‘,‘o

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

INpoayker: Lietpnnu® TabneTky, NOKPLITHE MICHOUHON 000n0uKOMH, 10 Mr

Market / PoiHOoK

: Russia / Poccus

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

Cepus Ne 8 Yebiisas Pasmep cepun 25,00,000 Tab

il e It it : 890001870697 Date af Analysis/ 13.03.2026

AnanuTuyecKuil oTyer Ne JlaTta ananu3a

Date of Manufacture / . 02/2026 Date of Expiry / 01/2029

JlaTa npoussoacTsa I'ogeH g0

Mfg. License No. / .

MpomsBoacTEeHHas : MNB/05/263 A mumbers | JITI-Ne(005456)-(PT-RU)
Homep PY

anuensus Ne

Analysis performed according ND: / Auaau3s nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThbl YTBepa/aenbl: 12.11.2024

Ne Test / Iloxa3zaTeanb

Result / PeayabTaThl

Specification / Hopma

6 Water content /

'Not more than 8.0% /

29%
CopepicaHue BOAbI He 6onee 8,0 %
7 Microbiological purity* /

MukpoOuoioruyecKas
YHCTOTA*
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
O61ee 4ucIo a3pobHBIX He 6onee 1000 KOE/r
MUKPOOPTraHM3MOB

NA
b) Total combined yeasts and INot more than 100 CFU/g /
mould count / Obiee uncno He 6onee 100 KOE/r
JIPOYIKEBBIX U IVIECHEBBIX IPUOOB NA

10.23 mg /10,23 mMr
102.3 %

c) E. coli - Shall be absent in 1g/ OrcyretBue B 1 r
8 Assay / KosnuectBeHHoe Not less than 9.0 mg and not more than
omnpenesieHue 11.0 mg Co HasCIN2O3- 2HCI (cetirizine

dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 mMr no
11,0 mr C21H25CIN203- 2HCI (uetupuzuna

Juiruapoxsiopua) B tabnerke (ot 90,0 % no
{110.0 % OT HOMHHAJIBLHOTO CO/IEPIKAHUA).

Remarks : The Product confirms to ND/

Ipumeuanne: ITpoaykt coorsercreyer Tpedosanuam HJJ

Conclusion : APPROVED /
Zaxnwuenne: OJJOBPEHO

Checked by /
[IpoBepeno: Rama Kant

/4

Prepared by /

Checked by (AQA)/
[Mpoeepeno (AOK): Ajay
Kumar Srivastva

oL

Approved by: Quality Assurance/Authorized
person / Ono6pero: ObecneueHne
a

Date /
Jara: 13.03.2026

Date /
Jlara; 13.03.2026

Date /
Jlara: 13.03.2026

Date /

kayecTBa/OTBETCTBEHHOE JIULIO:
[lata: ‘[(rOZ’%Q/

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: L85125AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@ . ;
Formulation Unit-6
Dr. Reddy’s ‘.0. Vill. Khol, Nalagarh Road, Baddi,
d Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
ITpoaykr: LleTpuH® TabneTku, NOKpbITHIE IIIEHOYHOH 0605104KOi, 10 Mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 25,00,000 tab /
Cepusa Ne % V2500523 Pazmep cepun © 25,00,000 Ta6
Analytical Repourt No./ . 890001870697 Date of Analysis / 13.03.2026
AHaauTHYeCKHH oTyeT No JlaTa ananausa
Date of Manufacture / . 02/2026 Date of Expiry / 01/2029
JlaTa npon3BoacTBa T'ogeH no
Mfg. License No. / .
Ilpon3BoacTBeHHAS : MNB/05/263 P s by JITT-Ne(005456)-(PT-RU)
Howmep PY

JuueH3usa Ne
Analysis performed according ND: / AHaau3 nposeaen no HJL: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThl yrBepxaenbl: 12.11.2024

|.N‘9 Test / [lokazaTens Result / Pe3yabTaTs! Specification / Hopma
9 Subdivision of tablets / The tablets comply with the test, if not more
Jlenenune TadaeToK 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. /
Complies / CooTBeTCTBYET Tabnerkn cooTBeTCTRYIOT TPEGOBAHMAM, €CITH
He Oostee | eMHMYHAs Macca OTKNOHSETCS 3a
npeaenst 85%-115% ot cpenxeii maccei.
Tabnerku He COOTBETCTBYIOT TPEBGOBAHUAM,
ecnn Gonee vem 1 MHAMBHAYabHAs Macca
OTKJIOHAETEA OT ITUX NPEENOB WM, ec |
HHAMBHYaJIbHAA Macca OTKIIOHAETCS 3a
npenenst 75%-125% ot cpenueit macesi.

Remarks : The Product confirms to ND/ Conélusion : APPROVED /
IIpumeuanue: IIponykT coorBercTByeT TpeboBanuam HJJ 3axmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToBneHo: [Tposepeno: Rama Kant|[[Tposepeno (AOK): Ajay ||person / Onobpeno: Obecneuerne
Yogesh Ch‘aﬁan Kumar Srivastva kauecTea/OTBETCTBEHHOE JIHLO:
P \53:)'

//// %’\/ B S
Date / : Date / Date / Date / Cryze 080
Jlara: 13.03.2026 Jara: 13.03.2026 Jlata: 13.03.2026 JlaTta: J52 ¢

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: L85125AP1984PLC0O04507
www.drreddys.com



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

@e
DI'. ReddY’S ‘.... Vill. Khol, Nalagarh Recad, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Hpoaykr: LleTpuH® TabneTkH, NOKPHITHIC MIEHOYHOH 0bonoukoii, 10 Mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 25,00,000 tab /
Cepus Ne # Y2600533 Paszmep cepuu ' 25,00,000 Tab
Analytical Repovrt No./ . 890001870697 Date of Analysis / 13.03.2026
AHanuTHYecKHii oTueT Ne JlaTa ananusa
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029
JlaTa npou3BoACTBA Toxen o
Mfg. License No. /
Ipoussoacraenmas . MNB/05/263 M xmuies: . JITI-Ne(005456)-(PT-RU)
Homep PY

auueH3uss Ne
Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkHpoBKa 1 MaKeThbl yTBep)kaeHbl: 12.11.2024

No _! Test / Ilokazarensb Result / PezynabTaThl Specification / Hopma

10 Package / YmakoBka 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 ja carton. /

[MIBX/IIABX//amomunuesom Gauctepe. [To 10 TabneTok B

[To 3 6ucTepa BMECTE C JIMCTKOM- [MBX/T1ABX//antomunueBom Gauctepe. Ilo 2
BKJIA/BILLIEM YNAKOBAHBI B MaYKy unu 3 Gnucrepa BMECTE C JIHCTKOM-
KapTOHHYIO. BKJIAJIBILIEM YMIAKOBAHBI B [1aUKy KAPTOHHYIO.

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be
absent from the Company's certificate of analysis. / ITpoBoauTcs MPOU3BOIMTENIEM NPH BbINYCKE MEPHOANYECKH: I KaXkaoi 20-0i
cepui Win He Menee 1 pasa B rod. [lokazarens Moxer ObiTh He BkIIOYeH B Ceprudukar aHanuza GUpMbL.

API name / HaumeHoBaHHe ADC: Cetirizine dihydrochloride / Uerupusnna auruapoxaopua
INN / MHH: Cetirizine / Lletupusun
API manufacturer batch number / BT00-25060
Homep cepun npoussoaurens AQC:
FP Manufacturer API Batch number / FETAO00078
Homep cepuu cyGerannuu nponssoautens I'JId:
API Manufactured by & country / Glochem Industries Private Limited, India /
IIpoussoaurear AQC, crpaHa: I'noxem HMupactpuec Ipaieut Jlumuren, Uuous
Name, address, authorization No for FP Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
IRemarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykr coorBercTByeT Tpebosanusm HJJ 3axmiouenune: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroTorneHo: [Tposepeno: Rama Kant||[Tposepeno (AOK): Ajay |[|person / Onobpeno: Ob6ecneueHue
Yogesh C 9’&11an "v&, Kumar Srivastva kauecTsa/OTBETCTBEHHOE JIMLO:

Ha o L g
Date /. Date / Date / Date / o
Hara: 13.03.2026 Hara: 13.03.2026 Jara: 13.03.2026 JlaTa: 4§r62 %02

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: L85125AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qo ) .
Formulation Unit-6
DI'. Reddy S ‘.. Vill. Khol, Nalagarh Read, 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: lleTpun® TabneTkH, NOKPBITHIE MAEHOUHOH 06os0oukoi, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne ? ¥2600533 Pasmep cepuu *25,00,000 Ta6

Analytical Repourt No./ . 890001870697 Date of Analysis / 13.03.2026

Ananutuyeckuii oruer No JlaTta ananu3a

Date of Manufacture / . 02/2026 Date of Expiry / 01/2029

JlaTta npou3zBoacTBa l'open go

Mifg. License No. / .

Ipon3soacTBeHHAS : MNB/05/263 P e £ JITT-Ne(005456)-(PT-RU)
Howmep PY

nuueH3us Ne

Analysis performed according ND: / Anaau3s nposegen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / Mapkuposka u MakeTsl yTBepaaensi: 12.11.2024

manufacturing site / Control site / Release site / Distt. Solan (HP) 173205, India (license No MNB/05/263).
HaumeHoBaHue, ajipec, JTHIEH3US AJIs / TlpousBoacTBEHHOE NoApazfenenune-6, Bumn Kxons,
IIpousBoacTBeHHas miomanka / [liomanka Hanarapx Poya, banau, ucrpukr Conan, X.I1., 173205,
KOHTpoJIs kayecTBa / Ilnomaaka Bhimycka WUnpaus (Jlunensus Ne MNB/05/263).

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».

3akaiouesne 0 cooTBeTcTBHM: «HacTOAIMM s OJATBEPXKAAIO, UTO MPUBEAEHHAS BbILIE UHGOPMALMS SBJISETCS NOCTOBEPHON U
TOYHOW. DTa cephs NMPOAYKUHH NMpoM3BeAcHa (BKJIOYAs YNMAakOBKY (MapKHPOBKY) M KOHTPOJIb KAyecTBAa) HAa BbILIEYKA3aHHOM
MPOW3BOJICTREHHON Mowanke (Mowaakax) B NOJIHOM COOTBETCTBHM ¢ TpeGoBaHuamu [pasun Hagyexkauieil Tpou3BOACTBEHHOM
NpakTUKH EBpazuitlckoro SKOHOMHMYECKOTO cO03a M TPeGOBAHHSAMMU KOHTPO/S KAuyecTBa JIEKAPCTBEHHBIX CPENCTB, a TAKXKE B
COOTBETCTBMH CO CrielU(UKALIMAMH, COAEPKALMMHUC B PETHCTPALIMOHHOM JI0ChE CTPAHBI-UMIIOPTEPA. 3aITUCH T10 NIPOU3BOACTBY,
yrakoBKE M aHanu3y MpOBEpEeHbl, U YCTAHOBJIEHO WX coorsBeTcTBUe TpeboBanusm [IpaBun Hajnexaulell NMpoU3BOACTBEHHOM
MpakTUKK EBpa3suiicKOro 3KOHOMUYECKOTO COI03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ipoaykt coorBercrByeT TpeboBanusm HJ{ 3amouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
ITposepeno: Rama Kant||[Tposepeno (AOK): Ajay |[|person / Ono6peno: ObecneueHue
\)ji’ Kumar Srivastva kayecTBa/OTBETCTBEHHOE JIULIO:
Date /v Date / Date / Date / Cetitr
Jlara: 13.03.2026 Jlara: 13.03.2026 Hara: 13.03.2026 JlaTta: 1£ 03 %%1
— — ——
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