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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

IpoaykT: LleTpun® TableTku, NOKPHITHL

Product: Cetrine® film coated tablets, 10 mg

€ IeHouHoM o6ooukoi, 10 Mr

Market / Poinok

: Russia / Poccust

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

Cepusi Ne § Ya00l62s Pasmep cepun 25,00,000 Ta6

Analytical Repo“rt No./ . 890001874046 Date of Analysis / 31.03.2026

AHaHTHYeCKHit oTyeT No JaTa ananun3za

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

JlaTa npou3BoACTBA Topen fo

Mfg. License No. / )

LT —— : MNB/05/263 P L JITI-Ne(005456)-(PT-RU)
Homep PY

aunen3ust Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOM yIaKOBKH yTBepaaensnr: 12.11.2024
Artworks of secondary package approved: / Makerbl BTOpH4HOIi yNaKoBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yreepsaen: 15.05.2024

Ne Test / TlokazaTesn

Result / PeayabTaThbl

ST)eciﬁcation / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnbie HBOSKOBBIMYKNbIE TabneTky,
MOKPBITEIE  [UIEHOYHOH  060JIoUuKOii
Oenoro 1BeTa, C PUCKOH Ha OJHOM
cTropoHe. Ha mnomepeuHom paspeze —

aapo Genoro UBeTa.

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.
/' Kpyrnele nBOAKOBBIYKJIBIE TaGNETKH,
TIOKPBbITBIE [UIEHOYHON o6omoukoi 6Genoro
MU NMOYTH 6enoro LBeTa, C PUCKO Ha OJHOM
cTopoHe. Ha monepeyHom pazpese sapo oT
6enoro no no4tH 6eyoro LBeTa.

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykT cootBercTBYeT Tpeboranuam HIT

Conclusion : APPROVED /
3akaouesue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroroseHo: IpoBepeHo: Ipoeepeno (AOK): | Onobpeno: Obecneuenne kayecTBa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana Ramakant d&’ Amit Kumar M Chaama

vl /\'//\ ‘@ :
Date / Date / Date / Date/ -
Jara: 31.03.2026 Jara: 31.03.2026 Jara: 31.03.2026 Jara: Q I-03 2024

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.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Ipoaykr: LleTpuH® TabneTkH, NOKPHITHL

Product: Cetrine® film coated tablets, 10 mg

€ reHouHol obonoukoii, 10 mMr

Market / Poisok : Russia / Poccust

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

Cepusn Ne £ VEGINGIL Pasmep cepun 25,00,000 Ta6

Analytical Repourt No./ . 890001874046 Date of Analysis / 31.03.2026

AHaNUTHYECKHiT oTueT No JlaTa anaau3a

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

JlaTa npousBoacTBA T'opxen no

Mfg. License No. / .

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

anueH3us No

Analysis performed according to ND: / Asanusz nposenen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBuuHoii ynakosku yrBepxaensl: 12.11.2024

Artworks of secondary package approved: / MakeTbl BTOpHYHOIT yNaKOBKH yTBep:kAenbl: 17.02.2025
PL approved: / JIB yreepikaen: 15.05.2024

Cetirizine Hydrochloride reference
standard solution. / BpeMs yepxmnBanus
OCHOBHOT'O NTUKA Ha XpoMaTorpamMmme
ICTIBITYEeMOTO PaCTBOpPa COOTBETCTBYET
BpEeMEHHU yIep)KUBaHHI OCHOBHOTO MHKa
Ha XpOMaTorpaMMe CTaHIapTHOro
pacTBopa UEeTHPU3WHA TMAPOXIIOpHAA.

Ne Test / IloxazaTens Result / Pe3yabTaThl Specification / Hopma
2 Identification / The retention time of the main peak in L ) )
UnenTudukanus the chromatogram of test solution The retention time of the main peak in the
complies with the retention time of the ~chromatogram of test solution should comply
HPLC / BXX main peak in the chromatogram of with the retention time of the main peak in the

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

BpeMsi yaep>KHBaHus OCHOBHOI'O MHKA Ha
XpOMaTOrpaMMe UCTIBITYEMOro pacTBopa
JIOJDKHO COOTBETCTBOBATh BPEMEHH
yaep>KHBaHHA OCHOBHOIO THKa Ha
XpOMaTorpamMme CTaHIapTHOTO pacTBopa
LIETHPH3WHA TUAPOXJIopUaa (pazaen
«KonnuecTBeHHOE OMpeAeIIEHHEY).

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

Ilpumeuanue: Ilponykt cooTBercTByeT TpeboBanuam HJL 3axaouenue: OJJOEPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMoarorosneHo: Ilposepero: IMTposepeno (AOK): | Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant\uj_\ Amit Kumar {A» '”V\A/(/’fj Q WV wa,

Date / Date / Date / Date /

Jara: 31.03.2026 Jlata: 31.03.2026 Jara: 31.03.2026 Jara: g [-02-202¢

Registerad Office: 8-2-337, Road No. 3, RBanjara Hills, Hyderabad - 560034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laborateries 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

CEPTU®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: Lerpun® Tabnerku, NokpsiThie MIeHo4YHoH 060104K0M, 10 Mr

Market / Poinok : Russia/ Poccus

Batch No. / : Batch Quantity / 25,00,000 tab /
Cepusn Ne ol s Pa3mep cepun 25,00,000 Ta6
Analytical Repo:’t No./ . 890001874046 Date of Analysis / 31.03.2026
AHaJuTHYeCKUI oTueT Ne JlaTa ananusza

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

Jlara npon3BoacTea T'ogen no

Mfg. License No. /
IIpou3BoaACTBEHHASN
JuueH3us Ne

: MNB/05/263

MA number: /

Howmep PY JITT-Ne(005456)-(PT-RU)

PL approved: / JIB yrBepaaen: 15.05.2024

Analysis performed according to ND: / Auanus nposeaex mo H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBu4HOii ynakoBKn yTBepxkaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOIi yNaKoBKH yTBep:KAenbl: 17.02.2025

Ne Test / [loka3zaTenn Result / PesyasTaTshl

Specification / Hopma

UV- spectrophotometry /
Y®- cnektpodoToMeTpris

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®-crnekTpbl NornoleHus
MCIBLITYEMOrO PacTBOpa U CTAaHAAPTHOIO
pacTBOpa LETHPU3WHA THAPOXIIOpHIA B
obnact ot 200 10 400 HM AOJKHBI UMETH
MaKCHMYMBI IOTJIOLIEHHS PH OJAHOM U TOU
K€ JUTHHE BOJIHBI C IOTYCTUMBIM
OTKJIOHEHHEM + 2 HM,

|

Dissolution / Pacrsopenue

101 %

98 %; 97 %; 99 %; 102 %; 100 %,

ot less than 80% (Q) of the labeled amount
of C21HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMMHAJIBHOTO COACPIKAHMS
C21HasCIN>O;3-2HCI (uetupusnna
nuruapoxsopun) yepes 30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanue: Ilponykrt coorsercTByeT TpeboBaHusam HJJ

Conclusion : APPROVED /
3akaw4yenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarororneHo: ITporepeno: Ipoeepero (AOK): | Onobpeno: Obecneuerue kauecTsa/OTBETCTBEHHOE JIULIO:
P h R R kant i "
ravesh Rana y amakan -\— Amit Kumar (ANW(/{, g(m T
A N g
-—
Date / Date / Date/ Date /
Jlara: 31.03.2026 JHara: 31.03.2026 Jarta: 31.03.2026 Jlara: S{ 0d-2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laborateries Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: Lletpun® TabieTku, MOKPBIThIE MICHOUHOM 000M0uKoH, 10 M

JuneH3us Ne

Market / PbiHOK : Russia / Poccus
Batch No./ . Batch Quantity / 25,00,000 tab /
Cepusi Ne t V2600622 PaszmMep cepuu 25,00,000 Tta6
Analytical Repovrt No./ . 890001874046 Date of Analysis / 31.03.2026
AHanHTHYECKHIT oTueT Ne JlaTa anaaunza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3sBOACTBA I'open no
Mfg. License No. /
MA number: /
IIpousBoacTBeHHAs : MNB/05/263 Howmep PY JITI-Ne(005456)-(PT'-RU)

PL approved: / JIB yrepxkaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaen no H/I: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / Makerb! nepBHYHOI yNnakoBKH yTBepxaeHb: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4YHOH yNaKOBKH yTBep:xkaeHbl: 17.02.2025

Ne Test / IToxazaTenn Result / PesynbTaThl

| Specification / Hopma

4 Uniformity of dosage units /
OXHOPOAHOCTHL NO3HPOBAHHBIX
eqUHHIT

5.6

Acceptance value (AV) should be not more
than 15.0 / IToka3zatens npuemiemoctu (AV)
okeH 6bITh He 6osee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoayxT cooTBercTByeT Tpeboanusm HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarotosnexo: IlpoBepeHo: Ipoeepeno (AOK): | Onobpeno: Obecrnieuenre kayecTBa/OTBETCTBEHHOE JIKLIO:
Pravesh Rana Ramakant Amit Kumar M S)t
&, > WAUAMND,
f B | A &
Date / Date / Date / Date /
JHara: 31.03.2026 Jara: 31.03.2026 Jarta: 31.03.2026 Jara: Q' 032026

Registerad Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 560034, Telangana, India

Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratcries 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

INpoayxkr: Llerpun® TabneTky, NOKPHITHIE TUIEHOYHOH 060/10uKOH, 10 Mr

Market / Puivok

: Russia / Poccus

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

Cepusn Mo NSl Pasmep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 890001874046 Date of Analysis / 31.03.2026

AHanuTH4yecKkui oTueT No JarTa anasnnza

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

JlaTa npou3BOACTBA TI'ogeH no

Mfg. License No. / .

NponasoacTaenuas : MNB/05/263 A mummbes/ JITI-Ne(005456)-(PT-RU)
Howmep PY

JuueH3us Ne

PL approved: / JIB yTB

epxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposexen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makers! nepBHYHOH YNaKOBKH yTBepxaeHbi: 12.11.2024
Artworks of secondary package approved: / MaxeThl BTOPHYHOH YNAaKOBKH yTBep#caeHbI: 17.02.2025

5 Impurities / Ipumecu
Impurity A /
[Tpumecs A Below LOD (LOD =0.005 %) / Huxe
npenena obrapyxenus (ITO = 0,005 %) INot more than 0.2 % / ve 6onee 0,2 %
Impurity B /
[Tpumecs B 0.05% INot more than 0.2 % / He 6onee 0,2 %
Impurity C/ Not Detected INot more than 0.2 % / ne 6onee 0,2 %
[Tpumecs C
Below LOQ (LOQ = 0.003 %) / Huxe
npeznena KOJM4eCTBEHHOr0 ONpeleIeHHs
Impurity D / (ITKO = 0,003 %) Not more than 0.2 % / ne 6onee 0,2 %
TIpumecs D
Impurity E / 0.03 % INot more than 0.2 % / ne 6onee 0,2 %
[Tpumecs E
Impurity F / Below LOD (LOD =0.015 %) / Huxxe |[Not more than 0.2 % / ve 6onee 0,2 %
[Tpumecs F npenena obuapysxkenus (ITO = 0,015 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Iponykr cooreercTByer TpeboBanusam HIL 3akimoyenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroTosneHo: IpoBepeHo: [Tposepeno (AOK): | Omo6peno: Obecneuenne kauecTBa/ OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar ‘
@»\"} (\f"‘ a
Date / Date / Date / Date /
A2~202.4
Jara: 31.03.2026 Jara: 31.03.2026 Jata: 31.03.2026 Jlara: 3l-e2-20

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

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

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: Lerpua® TabneTkH, NOKPHITHIE MIEHOUHON 060510uKO#, 10 Mr

Market / PeiHoK : Russia / Poccus

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

Cepust Ne 5 WESODGE2 Pazmep cepin 25,00,000 Ta6

Analytical Repo:‘t No./ . 890001874046 Date of Analysis / 31.03.2026

AHanuTHYeCKHIi oTueT Ne Jlata aHaau3a

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

Jara npoussoacrsa I'onen g0

Mfg. License No. / ]

TponssoacTBenHast : MNB/05/263 il JII-Ne(005456)-(PT-RU)
Homep PY

JHUen3Hsa N

PL approved: / JIB yrsepxaen: 15.05.2024

Analysis performed according to ND: / Ananuns npoeegen o HJL: JIII-Ne(005456)-(PI"-RU)-150524
Artworks of primary package approved: / MakeTb! nepBHYHO{i yniakoBKHu yTBepzkaenni: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOii yTakoBKH yTBeps:kaennl: 17.02.2025

Any individual unidentified
impurity / Jlro6as equuudHas
HeuaeHTHOHLKPOBAHHAS PUMECEH

Total impurities /
CyMMa npumeceit

0.05 % Not more than 0.2 % /
He bosiee 0,2 %
0.1% Not more than 2.0% /

He 6osee 2,0%

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Mpoaykr cooTBeTcTBYET TpeGoBaHuam HJI 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
INoaroTosneHo: IIposepeHo: IMpoeepeno (AOK): | Ono6peno: ObecneueHue kauecTsa/OTBETCTBEHHOE JIHLO:
Pravesh Rana  // Ramakant Amit Kumar .

¥ l&, St Shavna

/ @“ - g &

) — —

Date / Date / Date / Date /
Jara: 31.03.2026 Jara: 31.03.2026 Jata: 31.03.2026 Jlara: Q1-03-202¢

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Hpoaykr: Uerpuu® TabneTku, NOKpPBITbIE MIIEHOYHOMH 000104KO0M, 10 Mr

Market / Poinok

: Russia / Poccus

AuueH3ust Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne { V200622 Pasmep cepuu 25,00,000 Ta6
Analytical Repovrt No./ . 890001874046 Date of Analysis / 31.03.2026
AHanuTHYeckni oTueT Ne JlaTa aHanu3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa I'ogen o
Mfg. License No. /
MA number: /
IIpousBoacTBeHHAs : MNB/05/263 Howmep PY JITI-Ne(005456)-(PT-RU)

Analysis performed according to ND: / Ananus nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTs! nepBHYHOIi YNaKOBKH yTBepxkaeHbI: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOii YIaKOBKH yTBep:kaenb1: 17.02.2025
PL approved: / JIB yrsepaaen: 15.05.2024

Ne Test / IlokaszaTeanb Result / PesynabTaThl Specification / Hopma
6 'Water content / 31% Not more than 8.0% / —
CoaepskaHue BOAbI ' He 6osee 8,0 %
7 Microbiological purity* /
MukpobHoJjoruyeckas
yucroTa®
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
OO611ee YuCIo a3poOHBIX He 6onee 1000 KOE/r
MHKPOOPraHU3MOB
NA
|b) Total combined yeasts and Not more than 100 CFU/g /
mould count / Obiiee uncno He 6onee 100 KOE/r
JPONIKEBBIX H TVIECHEBBIX FpH6OB
¢) E. coli NA Shall be absent in 1g/ Orcyrcteue B 1 1
8 Assay / KonnuecTBenHoe From 9.0 mg to 11.0 mg of
onpenejeHne C21Ha5sCIN205- 2HCI (Cetirizine
SR Dihydrochloride) in tablet (90.0 % to 110.0 %
y of label claim). / Ot 9,0 mr go 11,0 mMr
C21Ha25CIN203- 2HCI (ueTHpHzuHa

Remarks : The Product confirms to ND/

ITpumeuanue: [ponykr coorsercTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akawyenue: OJIOBPEHO

Prepared by / Checked by /
[ToarororneHo: IlpoepeHo:
Pravesh Rana Ramakant

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

A

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecneyenne kayecTBa/OTBETCTBEHHOE JIHIIO:

M'ﬁ Q W(/VV\"\

&

ul
Date /

Jara: 31.03.2026

Date /
Jlara: 31.03.2026

Date /
Hata: 31.03.2026

Date /
Jlara:

Q02 2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 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

Mpoaykr: Llerpua® TabneTky, NokpeIThie MIEHOUHOH 000a04KO#H, 10 Mr

Market / PoIHOK : Russia / Poccust

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

Cepus Ne % V2600622 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001874046 Date of Analysis / 31.03.2026

AnanuTHyeckuii oTuer Ne JlaTa aHaJiu3a

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

JlaTta npou3Bo/CTBA T'ogen o

Mfg. License No. / .

IIpou3BOACTBEHHAS : MNB/05/263 LA, mumbers JIT-Ne(005456)-(PT-RU)
Homep PY

JMueH3us No

Analysis performed according to ND: / Ananus nposeaen no HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makern! nepBHYHOIi ynakoBKH yTBepaaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHO# ynakoBkH yTBep:kaeHb: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Ne

Test / IlokazaTesnb

Result / PesyabTaThl

Specification / Hopma

nuruapoxiopun) B Tabnerke (ot 90,0 % ao
110,0 % oT HOMHHAJIBHOTO Conep>KaHus).

9

Subdivision of tablets /
Jlenenne Tabnerokx

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. /
TabneTku cOOTBETCTBYIOT TPpeGOBAHHMSAM, ECIIH
He Gonee 1 eAuHUYHAs Macca OTKIIOHAETCH 3a
npenenel 85%-115% ot cpenneil maccnl.
TabyeTku He COOTBETCTRBYIOT TPEOOBAHMAM,
ecau Gonee uem 1 HHAMBHIYaNbHAS Macca
OTKJIOHAETCA OT 3THX NMPeJIeNOB WiH, ecii 1
!ulmummyanbnax Macca OTKIOHseTCs 3a

Remarks : The Product confirms to ND/
Ipumeuanne: [poaykr coorsercreyer Tpebopannam HJL

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/
IToAroToBNEHO: IIporepeHo: Ipoeepero (AOK):
Pravesh Rana Ramakant Amit Kumar

b

i
F il

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHue kauectra/OTBETCTBEHHOE JTULO:

A £ haimma
4

Date /
Jlata: 31.03.2026

Date /

MHara: 31.03.2026

Date/
Jlata: 31.03.2026

Date /
Jlara:

Q1032024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +21 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 Laborateries 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

CEPTUDPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Tpoaykr: Lietpun® TabneTkH, NOKpHITHIE MIEBOYHON 060J104KOH, 10 MT

Market / PoiHok : Russia/ Poccust

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

Cepus No : V2600622 Pasmep cepun 25,00,000 Tab6

Analytical Repovrt No./ . 890001874046 Date of Analysis / 31.03.2026

AHannTHYecKnH oTueT Ne JlaTa anaau3za

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

JlaTa npon3BoacTBa T'onen no

Mfg. License No. / .

') o — . MNB/05/263 M mambers/ JITI-Ne(005456)-(PT-RU)
Homep PY

JIMUeH3Hs N

Analysis performed according to ND: / Ananu3 nposeaen no HJ/L: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / Makersl nepBH4HOI yNaKoBKH yTBep:aeHb1: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHOII yIaKOBKH yTBep:kaeHbi: 17.02.2025
PL approved: / JIB yTBep:kaen: 15.05.2024

No Test / IloxazaTenn

Result / PesyabTarsl

Specification / Hopma

npenensl 75%-125% ot cpenueii Maccol.

10 Package / Onucanune ynakoBKHu

10 tablets in PVC/PVDC//aluminum

[To 2 6nucrepa BMeCTE C IUCTKOM-
BK/TafbIIIEM YMAKOBaHBI B TAYKy
KapTOHHYIO.

blister. 2 blisters and patient information
leaflet in a carton. / TTo 10 Tabnetok B
[IBX/IIB/IX//amoMunreBoM GaucTepe.

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 blisters and patient information leaflet in
E carton. / ITo 10 Tabnetok B
[IBX/TIBJIX//amomMuruesom Gnuctepe. [To 2
iy 3 6nuctepa BMeCTe C JIMCTKOM-
BKJIAJBILIEM YITaKOBAHBI B MAYKY KaPTOHHYIO.

11 Labeling / MapkupoBka

Complies / CoorBeTcTBy€ET

See Module 1, section 1.3.2 of registration
dossier. / B cootBercTBHU ¢ pazpenom 1.3.2

MOIY A 1 PErHCTPaLHOHHOIO 10ChLE.

12 Storage conditions / YciaoBus
XpaHeHHs

At temperature not higher than 25 °C / Ilpu temnepatype He Bbiuie 25 °C.

13 Shelf-life (storage period) / Cpox
roAHOCTH (CPOK XpPAHEHHS)

3 years. / 3 ropa.

Remarks : The Product confirms to ND/
ITpumeyanue: [poaykr coorBercTyet Tpebosanusam HJI

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarotoBneHo: [IpoBepeno: ITpoeepeno (AOK): | Omo6peHo: Obecnedenue kauectBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar 44 th £ W
/ ,__,/\
)2 . e @
Date / Date / Date / Date / Q)08 <202
JHara: 31.03.2026 Hara: 31.03.2026 | ara: 31.03.2026 [Hara:

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

Qe
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
CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykrt: Letpus® TabreTky, NOKPHITEIE TUIEHOYHOMH 060109KO0M, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepust Ne % ¥a600522 Paszmep cepun *25,00,000 Tab6

Analytical Repovrt No./ . 890001874046 Date of Analysis / . 31.03.2026

AHanuTHYecKHnii oTyeT Ne JlaTa anaJjin3a

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

JlaTa npou3BOACTBA T'onen go

Mfg. License No./ .

TpousBoACTBeHHAS : MNB/05/263 gt G JITT-Ne(005456)-(PT-RU)
Homep PY

JuueH3ns Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOIi ynakoBKku yTBepakaenst: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUYHOIi yIaKOBKHU yTBepxaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 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. / IIpoBoauTcst NPOM3BOAUTENEM MPH BBIMTYCKE NEPUOAMYECKH: s Kaxaoit 20-0it
cepuH UM He MeHee 1 pasa B roa. [TokazaTens MOXeT ObITh He BKoueH B CepTudukar aHanusa GpupMBlL.

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

[pumeuanne: [Nponykt cootBercTByeT TpeGoBanusam HJJ 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToxroroeieHo: [TpoBepeHo: ITpoeepeno (AOK): | Onobpero: ObecneueHne kauecTsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar M £ & AAD)

Date / Date / Date / Date /

Jlata: 31.03.2026 | Jara: 31.03.2026 | Jlava: 31.03.2026 | Jlara: Sl S intad

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr.Reddy’s ‘..o.

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

CEPTUDPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykT: Lletpun® TabsieTky, NOKpLIThIE MIEHOYHOH 0060s04KOoH, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepusi Ne Rl Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001874046 Date of Analysis / 31.03.2026

ARanuTudeckuii oryeT Ne JlaTa anaansa

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

JlaTa npoH3BOACTBA I'ogen a0

Mfg. License No. / .

Mponssogcraennas . MNB/05/263 A BImbEL: ¢ JIT-Ne(005456)-(PT-RU)
Homep PY

JuueHzns Ne

PL approved: / JIB yrepxkaen: 15.05.2024

Analysis performed according to ND: / Auanu3 nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makers! nepBu4HOii ymaKoBKH yTBep:aeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI yTAaKOBKH yTBepaxaeHbi: 17.02.2025

API name / HaumenoBanue A®C:

Cetirizine dihydrochloride / Lletuprn3nHa auruapoxaopun

INN / MHH:

Cetirizine / Iletupusus

API manufacturer batch number /
Homep cepuu npousBogutens A®C:

BT00-25074

FP Manufacturer API Batch number /
Homep cepuu cyGecTanunu npoussoautens [JID:

FETA00079

API Manufactured by, address & country /
IpousBoaurens APC, aapec u cTpaHa:

Glochem Industries Private Limited,
Survey No. 174 to 176, .D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Mupactpuec Ipaiieut Jlumuren,
Vuactku Ne 174-176, U.J1.A., Bonnapawm, Canrapeand
Juctpukr - 502 325, Xaiinapaban, mrat Tenanrana, Uuaus

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

HaumeHnoBaHue, anpec, JHLEH3USs JJIs
IMpousBoacTBennas miowanka / Inomaaka KoHTpoas
Kkauvecrsa / Ilnomaaka Boinycka

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 Pennu'c Jlaboparopuc JIta.,
IMpousBoacteeHHoe noapasnenenue-6, Bumn. Kxons, Hanarapx
Poyn, bapnu, Quctpukt Conau, X.I1., 173205, Unaus
(JInuenzus 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 /
Ipumeyanue: IpoxykT cootBeTcTyeT Tpebosanuam HJT 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
TloarororneHo: IMpoeepeno: [posepeno (AOK): | Omobpeno: Obecneuenue kadecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant d{j.\ Amit Kumar //] M S’ A AMAL
/ =%
P sl 2
Date / Date / Date/ Date /
03~2.06
Hara: 31.03.2026 JHara: 31.03.2026 Hara: 31.03.2026 Jara: 213 24

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tet: 481 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laborateries 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
CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykr: Llerpun® TabneTku, NOKPLIThIE MNICHOYHOH 060104KOMH, 10 MP

Market / Poinox : Russia / Poccus

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

Cepusi Ne % V2600622 Pasmep cepunu 25,00,000 Tab

Analytical Repo:‘t No./ . 890001874046 Date of Analysis / 31.03.2026

AHaauTuuecknii oryer Ne Jdata ananusza

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

JlaTa mpou3BOACTBA T'open go

Mfg. License No. /

TIpou3BoacTBenHas : MNB/05/263 A Tt o JITI-Ne(005456)-(PT-RU)
Howmep PY

NHIeH3Hs Ne

Analysis performed according to ND: / Ananus nposeaen no H/I: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOIl YTaKOBKM yTBepkaeHbl: 12.11.2024
Artworks of secondary package approved: / Makersl BTOpHYHO# yTaKOBKH yTBepaxaeHbl: 17.02.2025
PL approved: / JIB yreepskaen: 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. /

3akiro4eHue o cooTBercTBHM: «HacTOAMM s MOATBEPKAAD, YTO MPUBEACHHAs Bbillle UHGOPMALMS SIBISETCS HOCTOBEPHON W
TOYHOM. DTa Ccepusi NPOAYKLUMHU TpOU3BeneHa (BKIOuas YMakoBKY (MapKHpOBKY) M KOHTpPOJb Kaye€CTBAa) Ha BbILIEYKa3aHHOMN
NpOM3BOACTBEHHOMN TuTomanke (IIoLankax) B MOJTHOM COOTBETCTBHH ¢ TpeboBaHusMu [IpaBun Hamnexaiel NpoU3BOACTBEHHO
npakTHku EBpasuiickoro skoHoMHueckoro corosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centabpsa 2025 r.) u tpeGoanusmu
KOHTpOJIS KAYECTBa JICKAPCTBEHHBIX CPEICTB, @ TAKIKE B COOTBETCTBUH CO CrieLU(UKALMAMH, COASPHKALMMUCS B PETHCTPALIHOHHOM
JOChE CTPaHBI-MMIOPTEpA. 3allMCH 10 MPOU3BOJACTBY, YNAKOBKE W aHAIW3y IPOBEPEHbl, M YCTAHOBJIEHO HMX COOTBETCTBUE
TpeboBanuam [paBun Hajeskalueli MpOU3BOACTBEHHOM NpakTHKKU EBpa3suiickoro 3KOHOMHUECKOTO Coro3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusam HIT 3axiawyenune: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloaroTtoBneHo: IIpoBepeHo: Ipogepeno (AOK): | Onobpeno: Obecneyenne kayecTra/OTBETCTBEHHOE JIMLIO:
Pravesh Rana Ramakant Amit K : )

an mit Kumar ﬁ M g &IW

> il 4

Date / Date / Date / Date / 902 202(
Jara: 31.03.2026 Hara: 31.03.2026 Jara: 31.03.2026 JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: +81 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com





