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

CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Lletpuu® TabneTku, MOKpbIThIC IIEHOUYHOH 060104K0H, 10 Mr

nuueH3us Ne

Market / Peinox : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne  NEIIEE Pazmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001883369 Date of Analysis / 16.05.2026
AHaJUTHYEeCKHUH oT4eT No Jara ananuza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
Jara npou3BoacTsa I"oaen xo
Mfg. License No. /
MA number: /
IIpousBoacTBeHHas : MNB/05/263 Homep PY JITI-Ne(005456)-(PT-RU)

PL approved: / JIB yrsepaxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOMN yNaKoBKH yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHOH YNAKOBKH YTBepaAeHbl: 17.02.2025

Ne Test / Iloka3zaTenb

Result / PeayabTaTsi

Specification / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrable ABOSIKOBBIMYKIbIe TabNETKH,
NOKPLIThiE  TJICHOYHOH  060mOouYKOMH
Genoro 1pera, C pHCKOH Ha OOHOIM
cropoHe. Ha mnonepeunom paspese —
liapo Gesoro upeTa.

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.
/ Kpyrmiele OBOSKOBBHINYKJIbIE TabJETKH,
MOKpBIThIE TUICHOYHOH 0060Ji0uKOM OGenoro
WM nouTH 6€J10ro 1BeTa, ¢ PUCKOH Ha OIHOH
cropoHe. Ha monepe4yHoMm paspese sApo OT
6en1oro A0 movTy HesIoro LBeTa.

Remarks : The Product confirms to ND/
Tpumeuanune: [poaykT coorBeTcTBYeT TpeboBanmuam HJI

Conclusion : APPROVED /
3axkmouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMoarotosneHo: ITpoBepeHo: [Mposepero (AOK): | Onobpeno: Obecnieuenne kauecrBa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana Pardeep Kumar Amit Kumar SY)up A
= = &
f - )
r— P o}
Date / Date / Date / Date / \k \L/V S ')} o
Jlata: 16.05.2026 Jlata: 16.05.2026 | Jlata: 16.05.2026 Jlata: M /0/
r—*\ | >

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

CEPTHO®UKAT AHAJIU3A

Hpoaykr: Lletpun® Tadnerku, NOKPLITHL

Product: Cetrine® film coated tablets, 10 mg

€ TeHoYHoi o6ostoukoi, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepusi Ne } Naina Passep cepuu 25,00,000 Ta6

Analytical Repo:'t No./ . 890001883369 Date of Analysis / 16.05.2026

AnaanTHyeckuii oryer Ne JlaTa anannsa

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npoH3BoJCTBA I"onen po

Mfg. License No. / —

[Ipon3BoACTBeRHAS : MNB/05/263 DERIRDEL ) JITI-Ne(005456)-(PT-RU)
Homep PY

auuensus Ne

Analysis performed according to ND: / Ananu3 nposeaen mo HJI: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl NepBH4HOI YIaKOBKHM yTBepkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO# YNIaKOBKH yTBepxaeHb1: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

}E{L Test / IToxasaresn Result / PesyabTaTnl Specification / Hopma
2 Identification / The retention time of the main peak in ;. . _
Wpentuduranus the chromatogram of test solution The retention time of the main peak in the
complies with the retention time of the cl'!romatogram'of test solution shlould cm.nply
HPLC / BOXX main peak in the chromatogram of with the retention time ’of the main peakhm the
Cetirizine Hydrochloride reference chromatogram of Cetm;me Hyd.rochlorlde
}standard solution. / Bpems yxepiupasus reference standard solution (section "Assay").
OCHOBHOTO IMKa Ha XpOMaTorpamme
HCTIBITYEMOTO PacTBOPA COOTBETCTRYET Bpems ynepkuBaHHA OCHOBHOrO MUKa Ha
BPEMEHH YIepKHBaHUA OCHOBHOTO Nika XPOMATOTPaMME HCTILITYEMOro pacTBopa
Ha XpOMATOrpaMMe CTaHAAPTHOIO ?Aonmuo COOTBETCTBOBATH BPEMEHH
PACTBOPA LETMPH3HHA TUApOXIOpHaa, YACPKMBAHHS OCHOBHOTO NUKa Ha
XpoMaTorpaMMe CTaHAAPTHOro pacTBopa
LeTHPH3KMHA rHApoxaopuaa (pasaen
«KonuuecTseHHOE onpeneneHuey).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykr cooteercrayer Tpebosanuam HIL 3akawuenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMonroTosieHo: IlposepeHo: IMposepeno (AOK): | Onobpeno: Obecneuenue kayectsa/OTBETCTBEHHOE JIHLIO:
Pravesh Rana d Pardeep Kumar Amit Kumar SM | VA M/
S - N2 0.
JAN
Date / Date / Date / Date / W] (O)
Jara: 16.05.2026 Ilara: 16.05.2026 | Jara: 16.05.2026 Jara: F)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: L85195AP1984PLC004507
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

CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lerpun® rabnerku, nokpeiThHiE MIeHOUHOM 060a04KOH, 10 Mr

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne 5 VAR0LI3 Pa3mep cepun 25,00,000 Ta6
Analytical Repovrt No./ . 890001883369 Date of Analysis / 16.05.2026
AHaanTHyeckuii oryer Ne JaTta aHaauza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npoussoacTsa I"'osen go
Mfg. License No. /
MA number: /
IlponssoacTBeHHAs : MNB/05/263 Homep PY JII-Ne(005456)-(PT-RU)

JauneHsusa Ne

PL approved: / JIB yreepaaen: 15.05.2024

Analysis performed according to ND: / Ananuz nposeaen nmo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTb! NepBHYHOI YNAKOBKHU yTBep:kAeHb!: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOMH YIAKOBKH yTBepaxaeHbl: 17.02.2025

Ne Test / IlokazaTens

Result / PesyabtaTh!

Specification / Hopma

UV- spectrophotometry /
V®- cniekrpodoToMeTpus

Complies / CoorsercrByer

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®-crieKTpb! NOrNouweH s
MCTBITYEMOro pacTBOpa M CTAHAAPTHOTO
[pacTeopa LEeTHPH3KWHA THAPOXJIOpHAA B
obnactu ot 200 no 400 HM HOMKHBI UMETh
MaKCHMYMbI MOrJIOLIEHHUS TIPH ONHOM U TOH
JKe JUTMHE BOJIHBI C IOTyCTHMBIM
OTKJIOHEHHEM £ 2 HM.

3 Dissolution / PacTeopenue

INot less than 80% (Q) of the labeled amount

94 %; 96 %; 97 %; 97 %; 97 %;

of CyiH2sCIN>O3-2HCI (cetirizine

s

ihydrochloride) after 30 min. / He meuee

96 % 0 % (Q) OoT HOMUHaNLHOTO COEP>KAHUS
C21H25C1N203‘ 2HCI (ue'mpmuﬂa
muruapoxnopua) uepes 30 MUH.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr coorsercrayer Tpebosanusm HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MoarotosneHo: [IposepeHo: IMposepeno (AOK): | Onobpeno: Obecneuenue kayecTsa/OTBETCTBEHHOE JIMUO:

Pravesh Rana

Pardeep Kumar

=

Amit Kumar

N

SHIVAN/

Date /
Jara: 16.05.2026

Date /
Jara: 16.05.2026

Date /
Hara: 16.05.2026

Date /
Jlara:

L W i,
\ AT

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 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Lerpun® Tabnetku, NOKpbIThIE IUIEHOUHOI 06onoukoid, 10 mr

aHueH3us Ne

Market / PoiHok : Russia / Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepnsi Ne ¥ NaGU101S Pazmep cepuu 25,00,000 Ta6
‘Analytlcal Repourt No./ . 890001883369 Date of Analysis / 16.05.2026
AHaJauTHYECKHI oTyeT No JlaTa ananuza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BOACTBA Tozen no
Mfg. License No. /

. MA number: / o
IIpoussoacTBeHHAR : MNB/05/263 Homep PY JII1-Ne(005456)-(PI'-RU)

PL approved: / JIB yreep&aen: 15.05.2024

Analysis performed according to ND: / Anaan3 nposeaen mo H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makers! mepBHYHOI yNaKOBKH yTBepkaeHsl: 12.11.2024
Artworks of secondary package approved: / MakeTs! BTOpUYHON ynaKoBKH yTBepikaeHbl: 17.02.2025

Pravesh Rana Pardeep Kumar Amit Kumar

‘/
CL—’ —"
) = —_—

No Test / Iloka3zartenn Result / PesyabraTsi Specification / Hopma
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTH A03HPOBAHHBIX 3.7 than 15.0 / ITokazarens npuemnemoctu (AV)
[eaHHHL nosnxeH ObiTh He Honee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr coorsercTayert Tpebosanusam HJL 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IoarororneHo: IpoeepeHo: [Mposepeno (AOK): | Ono6peno: Obecneyenne kayectsa/OTBETCTBEHHOE JIMLO:

Sn)van)

Date /
Jlata: 16.05.2026

Date /
Jara: 16.05.2026

Date/
Jlata: 16.05.2026

Date /

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: 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

CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10

mg

Hpoaykr: Lletpun® TabneTkH, NOKPLITLIE MISHOUHOM 00004KOH, 10 Mr

Market / Poisok : Russia / Poccust

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

Cepusi Ne » B Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001883369 Date of Analysis / 16.05.2026

AHanuTHveckuii oraer Ne JlaTta ananusa

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npousBoacrsa Toxen no

Mfg. License No. / .

TIpoH3BOACTBEHHAS : MNB/05/263 VLA s ber: 4 JIIT-Ne(005456)-(PT-RU)
Homep PY

anuensus Ne

Analysis performed according to ND: / Ananus nposeaen mo HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOIi yNnakoBKH yTBepxkaeHsr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi yHaKOBKH yTBep:kaeHbI: 17.02.2025
PL approved: / JIB yrsepaaen: 15.05.2024

S Impurities / llpamecn
Impurity A /

[Mpumecs A

Impurity B /
[Tpumecs B

Impurity C/
[pumece C

Impurity D /
ITpumecs D
Impurity E /

[pumecs E

Impurity F /
[Tpumecs F

Below LOD (LOD =0.005 %) / Hixe
nipeaena obuapyskerus (I1O = 0,005 %)

0.04 %

Below LOQ (LOQ = 0.017 %) / Hixe
rpe/aena KONMYEeCTBEHHOTO OfpeiesieHHA
(ITKO = 0,017 %)

Below LOQ (LOQ = 0.003 %) / Huxe

npejena KOJUIeCTBEHHOTO OfpeaeeH s
(TIKO = 0,003 %)

0.02 %

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

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

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

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

INot more than 0.2 % / ue 6onee 0,2 %

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

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

Remarks : The Product confirms to ND/
Ipumeuanue: INpoaykr coorercTryer Tpedopanmam HII

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToaroToBieHo: IIpoBepeHo: Iposepeno (AOK): | Onobpeno: Obecneuenne kauyecTsa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana Pardeep Kumar Amit Kumar 9// VAN /
do | Pt 0
— -
Date / Date / Date / Date / \y/_}? /S(—V
JHara: 16.05.2026 Hara: 16.05.2026 | Hara: 16.05.2026 Jara: (ﬁ

Vi
e

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

CEPTUDUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
ITpoaykr: Lletpun® TabneTku, NOKPHITHIE MUIEHOYHOM 060n04KOH, 10 Mr

auuensns Ne

Market / Poinok : Russia / Poccust

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

Cepus Ne s Pasmep cepun 25,00,000 Tab

Analytical Report No. / . 890001883369 Date of Analysis / 16.05.2026

AHanuTHYyecKuii oryer Ne Jlata anaausa

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npon3BoacTBa I'ogen no

Mfg. License No. / .

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

Analysis performed according to ND: / Auanus nposeaen no HJ1: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOiT ynakoBKkH yreepxaensi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTopH4HOIi YNaKOBKH yTBepAaenn: 17.02.2025
PL approved: / JIB yreepauen: 15.05.2024

Any individual unidentified
impurity / JIro6as eAMHUYHAs
HeHIEHTHIMLIMPOBAHHAA TIPUMEChH

Total impurities /
Cymma npumeceit

0.06 %

0.1%

LNot more than 0.2 % /
He 6onee 0,2 %

Not more than 2.0% /
He Gonee 2,0%

Remarks : The Product confirms to ND/

Ipumeuanue: Ipoaykr coorpercryer TpeGopanuam HJI

Conclusion : APPROVED /
3axauenue: OJOBPEHO

Prepared by /
IToarorosneHo:
Pravesh Rana

Checked by /
ITposepeno:
Pardeep Kumar

-

Checked by (AQA)/
IpoeepeHo (AOK):
Amit Kumar

‘A 7N
— N
—

Approved by: Quality Assurance/Authorized person /
Opnobpeno: Obecneyenne kauectTsa/OTBETCTBEHHOE TULO:

SN1UBN )

A

Date /
Jlara: 16.05.2026

Date /
Hara: 16.05.2026

Date /
Jara: 16.05.2026

~

Date /
Jlara:

P/ y'z

[ .~ «
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 ZQS, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10

mg

poayxr: Lerpuu® TabneTkH, NOKpPLITHIE MNeHOYHOM 0Gonoukoi, 10 mr

nuuenzus Ne

Market / Poinok : Russia / Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi N h eSS Paimep cepui 25,00,000 Ta6
Analytical Report No./ . 890001883369 Date of Analysis / 16.05.2026
AHAIHTHYECKHIT oTUeT N JlaTa anaauza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npou3BojacTBa Topex no
Mfg. License No. /
MA number: /
IlpousBoacTBeHHas : MNB/05/263 Homep PY JIIT-Ne(005456)-(PT-RU)

Analysis performed according to ND: / Ananu3 nposenen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTb! NepBH4HOI YNaKoBKH yTBepxkaennl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BropnyHoii ynakoBKH yTBepxiaeHst: 17.02.2025
PL approved: / JIB yreepaaen: 15.05.2024

Ne Test / llokasaTensn Result / PesyabTaThl Specification / Hopma
6 Water content / 330 Not more than 8.0% /
CosepkaHue BoAbI ) He Gonee 8,0 %
7 Microbiological purity* /
MukpoGunosoruyeckas
qHCTOTA® LN
a) Total aerobic microbial count / NA ot more than 1000 CFU/g /
Obutee yncno a3poOHBIX He 6onee 1000 KOE/r
MHKPOOPraHW3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6ee uucso He Gonee 100 KOE/r
JIPOJMOKEBBIX U TIECHEBBIX TPHOOB
¢) E. coli NA Shall be absent in 1g / OrcyTereue B 1 r
8 Assay / KoanuecrBenHoe From 9.0 mgto 11.0 mg of
onpeaeyeHue C2HasCIN2O3- 2HCI (Cetirizine
e Dihydrochloride) in tablet (90.0 % to 110.0 %

of label claim). / Ot 9,0 mr no 11,0 mr
C21HsCIN>O3-2HCI (uetrpuznxa

Remarks : The Product confirms to ND/

IMpumeuanue: [Npoaykt coorsercreyer Tpebosanuam HJ1

Conclusion : APPROVED /
Jaxawuenne: OJJOGPEHO

N, &

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroroBneHo: IIpoBepeHo: ITposepeno (AOK): | Onobpeno: O6ecnedeHue kauecTBa/OTBETCTBEHHOE THLO:
Pravesh Rana y Pardeep Kumar Amit Kumar <_§77 ) VM)
c::L/ '\'//\
2 = ] 7
S L PR 4 -
Date / Date / Date / Date / ( \i L\J{V ~ w'z,'o
Jara: 16.05.2026 Jara: 16.05.2026 | Jara: 16.05.2026 JHara: e ,\QS/
N \

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 AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

INpoaykr: Lerpun® Tabnetku, NokpeIThie MueRoyHoH obonoukoii, 10 mr

anuensus Ne

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne 4 N2G0I015 Pa3smep cepin 25,00,000 tad
Analytical Repo:‘t No./ . 890001883369 Date of Analysis / 16.05.2026
AnannTuyeckuii oruer Ne Jlata aHanu3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoacTBa T"open go
Mfg. License No. /
MA number: /
IIpoussoncreeHHas : MNB/05/263 Homep BY JITT-Ne(005456)-(PT-RU)

PL approved: / JIB yreepaxaen: 15.05.2024

Analysis performed according to ND: / Anaau3 nposegen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOM yNaKoBKH yTBepskaeHsnl: 12.11.2024
Artworks of secondary package approved: / MakeThl BTOPH4HO# YIAKOBKH yTBepxaeHb: 17.02.2025

Ne Test / Illoka3aTens

Result / PesyabTarbl

Specification / Hopma

JIMTHAPOXIIOPHA) B tabnerke (ot 90,0 % 10
110,0 % oT HOMHHAJILHOT'O COJEPKAHHUS).

9 Subdivision of tablets /
Jlesene TabyieToxK

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. /
TabneTkH COOTBETCTBYIOT TPEGOBAHMAM, €CITH
He Gonee 1 eMHMYHAsA Macca OTKJIOHSETCA 3a
npenenst 85%-115% ot cpennei maccel.
'TabneTku He COOTBETCTBYIOT TpeGOBAHUAM,
ecnu bonee yuem | WHAMBUAYanbHAS Macca
OTKJAOHAETCA OT 3TUX NPEAEToB WK, eciy 1
MHAHBHMYallbHasg Macca OTKJIOHACTCS 3a

Remarks : The Product confirms to ND/
Ipumeqanne: [Tpoaykr coorsercreyer Tpebosannam HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TloarotoBneHo: IlpoBepeHo: Iposepeno (AOK): | Omo6peno: Obecrieuenue kauectsa/ OTBETCTBEHHOE JIULIO:
Pravesh Rana Pardeep Kumar Amit Kumar 6’}7 I, /‘} JV) |
[ =
/\( _n /\ 2
Date / Date / Date / Date / A { M
Jara: 16.05.2026 Jara: 16.05.2026 | Jlata: 16.05.2026 Jara: \ 2 3,[,‘

\V2Zg i T

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 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10

mg

Mpoaykr: Lletpun® tabneTku, NOKpsIThe INIEHOUHOM 0005104K0#, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne ST Pa3smep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001883369 Date of Analysis / 16.05.2026

AHAJIHTHYECKHH oTyeT No JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTta nponsBoacTea Togen no

Mfg. License No. / .

Ipou3BoACTBeHHAs : MNB/05/263 LA nymbes; / JITT-Ne(005456)-(PT-RU)
Howmep PY

snuensust Ne

Analysis performed according to ND: / Auanu3 nposeaed no H/L: JIIT-Na(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MaxeTbl NepBH4HOI YIaKOBKH yTBep:KkaeHbl: 12.11.2024
Artworks of secondary package approved: / Makers! BTOpHYHOIl ynakoBKM yTBep:kaeHbl: 17.02.2025
PL approved: / JIB yreepaaen: 15.05.2024

Ne | Test/ Iloxa3zaress Result / Pe3yabTathbl Specification / Hopma
npenenst 75%-125% ot cpenHeit Macchl.
10 Package / Onucanue ynakosku |10 tablets in PYC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information for 3 blisters and patient information leaflet in
leaflet in a carton. / Ilo 10 Tabnetok B la carton. / ITo 10 TaGnetok B
[BX/TIBAX//amomunuesom 6avcrepe. [[IBX/TIBAX//amomunuesom 6aucrepe. o 2
[To 3 6ancTepa BMECTE C TUCTKOM- 1K 3 GnucTepa BMeCTe C IMCTKOM-
BKJIA/IbIILIEM YIIAKOBAHbI B MTAYKY BK/Ia/IbILIEM YTIaKOBAHBI B MaYKy KapTOHHYIO.
KAPTOHHYIO.
11 Labeling / MapkupoBka Complies / Coorsercreyer See Module 1, section 1.3.2 of registration
dossier. / B cootBercTBUM C pazaenom 1.3.2
MoayJist 1 perucTpauMoHHOTO JOChE.
V Storage conditions / YcyioBust r%t temperature not higher than 25 °C / Ilpu Temnepatype He Bbiwe 25 °C.,
XpaHeHusi
13 Shelf-life (storage period) / Cpok[3 years./ 3 rona. o
roIHOCTH (CPOK XpaHeHud)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3axno4yenne: OJIOBPEHO

[Mpumeuanne: [Mpoaykr coorercryer Tpebosannam HJL
Prepared by / Checked by / Checked by (AQA)/
IToarorossnexo: IIpoBepeHo: IpoeepeHo (AOK):

Amit Kumar

A

Pardeep Kumar

-

—

Pravesh Rana

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecrnieyenue kauecTsa/OTBETCTBEHHOE JIULIO:

om0 DY

Date / Date / Date/

Jlara: 16.05.2026 Jlara: 16.05.2026 JHara: 16.05.2026

Date /
Jlara:

SHIVANY
D

1=

(7_[f

/4

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. Kho!, 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

Hpoayxr: Letpuu® TabneTky, MOKPHITHIE INEHOUYHO 060moukoi, 10 Mr

annensus Ne

Market / Poivok : Russia / Poccus

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

Cepus Ne § VOIS Pa3mvep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001883369 Date of Analysis / 16.05.2026
AHaJanTH4YecKHii oTueT No Jlata aHanu3a

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npon3BoacTBa T'ogen no

Mfg. License No. /

HponssoacTaenmas : MNB/05/263 Ma marmber: / JITI-Ne(005456)-(PT-RU)

Howmep PY

PL approved: / JIB yrBepsxaen: 15.05.2024

Analysis performed according to ND: / Anuanus nposeaen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTs! nepBH4YHO# ynaKkoBKH yTBepRAeHbI: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yIaKkOBKH yTBepikaeHbl: 17.02.2025

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be
absent from the Company's certificate of analysis. / [IpoBoaHTCS MTPOU3BOANTENEM MPH BHINYCKE NEPUOAUYECKHU: AN KaxaoH 20-oii
cepud unu He MeHee 1 pasa B roa. [Toxazarens Moxer ObITE He BkmoucH B Ceprudukar aHanusa GupMbl.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeGoBaHusaM HJI 3axnouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IoarotosneHo: IposepeHo: IMpoeepeno (AOK): | OmobpeHo: Obecnieuenue kauecTBa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana Pardeep Kumar Amit Kumar 5 ,7 i H NI
B % '/\

> | =] M- a
Date / Date / Date / Date / . W
MHara: 16.05.2026 Hara: 16.05.2026 | Jlarta: 16.05.2026 Jara: ) qL

" "

ZgVay e

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 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
CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lierpun® Tabaetku, NOKpbIThiC IIIEHOYHO 06010uKO0M, 10 Mr

Market / Poinok : Russia / Poccust

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

Cepusi Ne | WROILLELA Pasmep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001883369 Date of Analysis / 16.05.2026

AHATHTHYCCKHIT oTUeT Ne Jarta ananusza

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npou3BojcTBa Togen go

Mfg. License No. /

MpoussoacTaenHas : MNB/05/263 VLA mumber: JITI-Ne(005456)-(PT-RU)
Homep PY

anuensusa Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-N2(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTb! nepBHYHOH YyNaKOBKH yTBepskAeHbr: 12.11.2024
Artworks of secondary package approved: / MakeTrb! BTOPUYHOii YTAKOBKHY yTBep:KaeHbI: 17.02.2025
PL approved: / JIB yrsepaxaen: 15.05.2024

API name / HaumeHoBanne ADC:

INN / MHH:

API manufacturer batch number /

Homep cepun npoussoautens A®C:

FP Manufacturer API Batch number /

Homep cepunt cyderanuun nponssoanrens [JID:
API Manufactured by, address & country /
Ipoussoanrens A®C, agpec U cTpaHa:

Cetirizine dihydrochloride / Llerupusnna anruapoxnopum
Cetirizine / Lletupuzun

BT00-26011

FETA00163

Glochem Industries Private Limited,
Survey No. 174 to 176, LD.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
['moxem Uupacrpuec IpaiiBut Jlumuren,

Vyactku Ne 174-176, U 1. A., Bonnapam, CaHrapeaan
Juctpuxr - 502 325, Xaiigapadan, mrar Tenanrana, Unans
Dr. Reddy’s Laboratories Ltd.,

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

J-p Penau’c JIaGoparopuc JItz.,
IpousBoacTBeHHoe noapaznaeneHue-6, Bunn. Kxons, Hanarapx
Poyn, bagnu, Juctpukr Conan, X.I1., 173205, Unns
(JInuensus Ne MNB/05/263).

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been

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

Haunmenosanue, agpec, AHLeH3Ns 115
MpoussoacTeennasn maomanka / Ilnomaaka KouTposs
kayecrsa / Ilnomagka Beinycka

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [lpoaykr coorercTyeT TpeboBanuam HJL 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IoaroroBineHo: [MposepeHo: IIposepeno (AOK): | Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Pardeep Kumar Amit Kumar (5‘/7 / v 'Q N /
Of”:_ /\M/ 2
/\ “ ==k g 4
Date / Date / Date / Date / ( Wj Yo
Mara: 16.05.2026 Jara: 16.05.2026 | Jlara: 16.05.2026 Jara: ')57
T N” ;—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
) o@ Formulation Unit-6
Dr.Red dy S ‘ e Vill, Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lerpun® tabnerku, NOKpbITHIE MeHOuHOH 06onoukoi, 10 mr

Market / PoiHok : Russia/ Poccust

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

Cepus Ne oy Pasmep cepun ©25,00,000 Tab

Analytical Repovrt No./ . 890001883369 Date of Analysis / 16.05.2026

AHanuTHYECKHiT oTyeT Ne JlaTa anasnusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npoussoacTsa I'oaen xo ]

Mfg. License No./ .

IpousBoacTRennas . MNB/05/263 MLA sambe: ¢ JIM-Ne(005456)-(PT-RU)
Homep PY

auuensun Ne

Analysis performed according to ND: / Ananus nposenen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerb! nepBHYHOIf ynakoBku yreepaxaennl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTopn4Hoii ynakoBKkn yTBepxaenni: 17.02.2025
PL approved: / JIB yrsepxaen: 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». /

3akloueHue 0 COOTBETCTBUM: «HacTOAIMM s OATBEPXKAIO0, YTO NPUBEACHHAs BhIe WHGOPMAUUS SIBISETCS NOCTOBEPHOH U
TOYHOM. DTa Cepus NPONYKUMH Npou3BeleHa (BKilouas YMakoBKy (MapkMpOBKY) M KOHTPONb KaueCTBa) Ha BbILICYKa3aHHOM
NPOU3BOACTBEHHOM Mmowmanke (IUIOLAAKax) B OJHOM COOTBETCTBUM ¢ Tpebosanusamu IIpaBun Hajnexaiei Npon3BoACTBEHHOM
npakTuky EBpasuiickoro sxoHomuueckoro coroza (Ne GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) u TpeboBaHusMU
KOHTPOJIs KA4€CTBA JIEKAPCTBEHHBIX CPEACTB, & TAKXKE B COOTBETCTBUM CO CrielMPHKaLMAMY, CONEPKALIUMHCA B PETHCTPALIMOHHOM
JIOCbE CTPaHBI-UMMOpPTEpPA. 3anncH MO NPOU3BOACTBY, YIIAKOBKE W AHAIW3Y MPOBEPEHBI, W YCTAHOBJIEHO HX COOTBETCTBHUE
TpeboBanuam [IpaBun Hapnexaiel npou3BOACTBEHHON NPaKTUKK EBPa3HACKOro 3JKOHOMHUYECKOTO COKO3a.

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

[Ipumeuanne: ITpoaykr coorsercrByeT Tpebosanusm HJ1 3akatouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IoarorosneHo: ITposepeHo: IMpoeepero (AOK): | Onobpeno: Obecneuenue kauyecTsa/OTBETCTBEHHOE JIHLIO:
Pravesh Rana Pardeep Kumar Amit Kumar 5 ” , 1 QN )

I il /\MQ N

Date / Date / Date / Date / g \_X il fﬁ;

Hara: 16.05.2026 Jara: 16.05.2026 Jara: 16.05.2026 JlaTa:

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





