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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

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykt: Lletpun® Tabnetku, NOKpLIThIE MIeHOUHOH 060J04KOM, 10 Mr

Market / Poinox : Russia / Poccust

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

Cepun Ne # SEGREE Pasmep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001889259 Date of Analysis / 19.06.2026

AHanuTHYecKHii oTueT No JaTa anaaunsa

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npou3BoacTBa Topen go

Mfg. License No. /

IIpou3BoACTBeHHAS! : MNB/05/263 MA number: / JITT-Ne(005456)«(PT-RU)
Homep PY

JIHLEH3UA Ne

Analysis performed according to ND: / Anaaus nposeaen mo H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTh! nepBH4HOl ynakoBKkH yTBepxkaensl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YNaKOBKH yTBepxaeHbl: 17.02.2025

PL approved: / JIB yreep:xkaen: 15.05.2024

Gtk

o -

IS

i =

vaau)

Ne Test / llokasaTenn Result / PesyabTaThl Specification / Hopma

1 Description / Onucanue White coloured, round, biconvex film | White or off-white coloured, round, biconvex
coated tablets with a break line on one | film coated tablets with a break line on one
side. White core on cross section. /|side. White to off-white core on cross section.
Kpyrnele nBoskoBHIMyKJble Tabnetky, |/ Kpyrible OBOSKOBBIMYKJbIE TabIeTKH,
MOKpPBITHIE  TJIEHOYHOM  0GOJIOUKON | MOKPHIThIE TUIEHOYHOM 000/104K0il Genoro
Oenmoro ugera, C PHCKOM Ha OAHOI | MU nouTy 6eNoro uBeTa, C PUCKOM Ha OIHOM
cropone. Ha momnepeynom paspesze —|cropoHe. Ha momepeyHoM paspese sapo OT
aapo benoro LBeTa. 6enoro Ao nourH Gesoro LBera.

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

Hpumeuanne: [IponykT cooTBeTcTBYET TpebopaHusM HJL 3akawyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person

ITogrorosnieHo: Ipoeepeno: Pardeep | Tlpoepeno (AOK): Ajay | / Onobpeno: ObecnieueHne

Ramakant Kumar Kumar Srivastava kadecTBa/OTBETCTBEHHOE JIULIO:

Date /
Jarta: 19.06.2026

Date /
Jara: 19.06.2026

Date /
Jara: 19.06.2026

Date/
Jara:
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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykt: LleTpuH® TabneTkH, NOKpHIThIE MIEHOUHOH 06ono4KoH, 10 Mr

Market / PoiHok : Russia / Poceust

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

Cepusn Ne HECHEE Pasmep cepuu 25,00,000 Ta6

Analytical Repourt No./ . 890001889259 Date of Analysis / 19.06.2026

AHaNHTHYECKHH oTUeT No JlaTa ananusza

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npou3BOACTBA I'oaen go

Mfg. License No. / .

IIpoussoacTBeHHAs : MNB/05/263 g JITI-Ne(005456)-(PT-RU)
Homep PY

auneH3nsa Ne

Analysis performed according to ND: / Ananun3 nposeaen no HJI: JITII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4YHOI yIaKoBKH yTBepxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpUYHO# yNakoBKH yTBepxkaeHni: 17.02.2025
PL approved: / JIB yreepaxkaen: 15.05.2024

Cetirizine Hydrochloride reference
standard solution. / Bpems ynepxuBanus
OCHOBHOI'O [THKa Ha XpOMaTorpamme
UCTILITYEMOTO PACTBOPA COOTBETCTBYET
BPEMEHH yIep>KUBAHHUA OCHOBHOIO MHKa
Ha XpoMaTorpaMmme CTaHAAPTHOTO
pacTBOpa LIETMPU3UHA THOPOXIIOPHA.

No Test / Iloka3zaTeib Result / Pe3ysnbTaThl Specification / Hopma
2 Identification / The retention time of the main peak in o ] )
Apentuduxauns 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 / BOXKX 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").

Bpems ynepKHBaHHs OCHOBHOTO MHKA Ha
XpOMaTorpaMMe HCNBITYEMOT'0 pacTBopa
TOJDKHO COOTBETCTBOBAThH BPEMEHH
yAEP>)KUBaAHHUSI OCHOBHOTO MUK Ha
XpOMaToTpaMMe CTaHAAPTHOTO pacTBOpa
LIETUPH3MHA THAPOXJIopUaa (pa3ae
«KonnyecTBEHHOE OIpeneNiEeHHEN).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITponykt coorBeTcTByeT TpeboBanmsm HJL 3akawuenue: ONOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
ITonrorosnexo: ITpoeepeHo: Pardeep | [IpoeepeHo (AOK): Ajay | / Onobpeno: OGecnevenune
Ramakant Kumar Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIUL(O:
Q.[—/ BANS
o~ ﬂ M 1 h ]

Date / Date / Date / Date / =3 /,O b o VO
Hara: 19.06.2026 JHara: 19.06.2026 JHata: 19.06.2026 JaTa: /«)\ ¥ ; ')9

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 AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykT: LleTprH® TabneTku, MOKPLIThIE MIEHOUYHOM 060510uKOM, 10 MT

Market / PoiHok : Russia / Poccus

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

Cepus Ne : V2601266 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001889259 Date of Analysis / 19.06.2026

AHajuTHYecKHii oTHeT No JlaTa ananusa

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

Jlara npon3Boacrea Togen go

Mfg. License No. /

MafudnininnEunis : MNB/05/263 VA mumber; / JIM-Ne(005456)-(PT-RU)
Homep PY

JHueH3us Ne

Analysis performed according to ND: / Ananu3s nposeaes no H/L: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOIT yNaKkoBKH yTBepxaeHbl: 12.11,2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO#i yNaKOBKH yTBepxkaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Ne Test / Ilokaszarenn

Result / PesynbTaThl

Specification / Hopma

UV- spectrophotometry /
Y®- cnekrpodoTomMeTpus

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 ®-crieKTpbl MOTIOMEHUS
MCHBITYEMOrO pacTBOpa W CTaHAAPTHOTO
pacTBOpa LETUPU3UHA FTHAPOXJIOPUAA B
ob6nactu ot 200 1o 400 HM JOJKHBI UMETH
MaKCUMYMBI TIOTJIOLERUA TIPH OJHOH U Toi
»Ke JUTHHE BOJIHBI C IOy CTUMBIM
OTKJIOHEHHEM + 2 HM.

Dissolution / PacTBopenue

96 %; 96 %; 96 %; 96 %; 96 %s;

93 %

Not less than 80% (Q) of the labeled amount
of C21HosCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAIIBHOTO CONEPIKAHUA
C21H2sCIN>O;5- 2HCI (uetupusuna
Auruapoxaopun) uepes 30 Mun.

Remarks : The Product confirms to ND/

IMpumeyanne: Ilpoaykt coorBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3akaiouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
INoaroroenexo: IIpoeepeno: Pardeep | IIpoeepeno (AOK): Ajay | / Omo6peno: ObecneueHue
Ramakant Kumar Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIHLIO:
e
Date / Date / Date / Date / kML
Mara: 19.06.2026 Hara: 19.06.2026 Hara: 19.06.2026 Hata: A\ 3 O%
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: 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
CEPTUOPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

ITpoaykr: LleTpuu® TabneTkH, NOKPLITHIEC IEHOUHOH 06onoukoit, 10 mr

Market / PoiHok

: Russia / Poccua

Junensna Ne

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

Cepusn Ne @ V2601264 Pasmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001889259 Date of Analysis / 19.06.2026
AHanutuyecknii oTyet Ne JaTta anaausa

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JaTta mpousBoacTBa TI'ogen go

Mfg. License No. /

IIponsBoacTBeHHAS : MNB/05/263 ML nutnbers | JITT-Ne(005456)-(PT-RU)

Homep PY

Analysis performed according to ND: / Ananu3 nposexen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTnl nepBu4Hoi#l ynakoBku yreepskaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpPHUHO# ynakoBKH yTBep:aeHsl: 17.02.2025
PL approved: / JIB yreepakaen: 15.05.2024

Ne Test / Iloka3zaTenn

Result / PesysbTaTh!

Specification / Hopma

4 Uniformity of dosage units /

Acceptance value (AV) should be not more

OIHOPOAHOCTH JO3UPOBAHHBIX 42 than 15.0 / [Tokasarens npuemnemoctu (AV)

eqHHRIL nomkeH 6biTh He Gonee 15,0
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykt coorBeTcTByeT TpeGoranusM HJI 3akaouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
IToprorosneHo: [poeepeno: Pardeep | ITpoeepeHo (AOK): Ajay | / Omobpeno: ObecrnieueHne
Ramakant Kumar Kumar Srivastava kauecTBa/OTBETCTBEHHOE NIO:

‘ i ()
~4 n r
Date / Date / Date / Date / o)
Jara: 19.06.2026 Jara: 19.06.2026 Hara: 19.06.2026 Hara: K \ %/O \9 %
p—

\ { L4

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

CEPTUOUKAT AHAJTU3A

Product: Cetrine® film coated tablets, 10 mg

Hpoaykr: Ietpuu® TabnieTkn, NOKpLITHIE MIEHOYHOH 060J104KOH, 10 Mr

Market / Poinok : Russia / Poccust

Batch No./ . Batch Quantity / 25,00,000 tab / B
Cepus Ne : ¥2601266 Pazmep cepun 25,00,000 Tab6
Analytical Repovrt No./ . 890001889259 Date of Analysis / 19.06.2026
AHAJIUTUHYECKHUI oTUeT No JaTa anannsza

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npousBoacTBa T'oaex po -

Mfg. License No. / .

Mpoussoncraensas . MNB/05/263 MA number; / JITI-No(005456)-(PT-RU)
\ Homep PY

Juuen3us Ne

PL approved: / JIB yreep:kaen: 15.05.2024

Analysis performed according to ND: / Ananns npoeeged no H/: JIII-Ne(005456)-(PT-RU)-150524
| Artworks of primary package approved: / MakeTsl nepBu4HOli ynaxkoBKH yreepxaensi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpUYHOIi YNaKOBKM yTBepskaeHbl: 17.02.2025

D Impurities / IIpumMecu
Impurity A /
[Tpumece A

Impurity B /
[Mpumecs B

Impurity C/
[Tpumecs C
Impurity D /
[Tpumecs D

Impurity E /
[Mpumecs E

Below LOD (LOD = 0.005 %) / Huxe
npenena obHapysxkenus (I1O = 0,005 %)

0.05 %

Not detected / He o6Hapyxena

Not detected / He obnapyxeHa

Below LOQ (LOQ = 0.023 %) / Hike
npenesna KoJIHYeCTBEHHOrO OTIpEAEIeHUs

(TTKO = 0,023 %)

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

INot more than 0.2 % / ne Gonee 0,2 %

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

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

Not more than 0.2 % / ae 6oinee 0,2 %

Remarks : The Product confirms to ND/

IIpumeuanne: Ilpoaykt coorBeTcTBYET TpeboBanmsiM HJI

Conclusion : APPROVED /
3akaroyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
[TonrorosneHo: IIpoeepeno: Pardeep | ITposepeno (AOK): Ajay | / Onobpeno: O6ecneueHue
Ramakant Kumar Kumar Srivastava KauecTBa/OTBETCTBEHHOE JIHLIO:
= M
¢ L
Date / Date / Date / Date / \ (\ >L/U T <
Hara: 19.06.2026 Hara: 19.06.2026 Jara: 19.06.2026 Jara: /{ ,\OLJA"),-L

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

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykrt: Llerpuu® TabneTku, MOKPHITHIE NN

eHOYHOM 006ooukoit, 10 Mr

Market / Puinok : Russia /

Poccus

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

Cepus No b R Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001889259 Date of Analysis / 19.06.2026

AHanuTH4yecKHif oTyeT Ne JlaTa anannsa

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTta npou3BoACTBA I'open go

Mfg. License No. /

TpousBoacTBennas : MNB/05/263 A numrber: / JITT-Ne(005456)-(PT-RU)
Homep PY

JHUeH3usa Ne

PL approved: / JIB yreep:kaen: 15.05.2024

Analysis performed according to ND: / Anann3 nposeaed mo H/L: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOI yNaKoBKH YTBep:kaAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpH4YHOH ynakoBKH yTBepaxkaenbl: 17.02.2025

Impurity F /
ITpumecs F

Any individual unidentified
impurity / JIro6as equHnuHas

Below LOQ (LOQ = 0.041 %) / Hise
npenena KOJIMYCCTBECHHOI'O ONpeaesiCHHUA

(TIIKO = 0,041 %)

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

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

IMpumeuyanue: IIpoaykt cooreercTBYET TpeboraHuam HJI

HenAeHTHUUMPOBAHHAS NPHMEChH 0.06 %
Total impurities / Not more than 2.0% /
CyMMa npumeceii He Gonee 2,0%
0.2 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akawuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
[Moarotosnewo: ITpoeepeno: Pardeep | IIposepeno (AOK): Ajay | / Onobpeno: Obecnieuenue
Ramakant Kumar Kumar Srivastava kagecTBa/OTBETCTBEHHOE JINLIO:
"Jk Qﬁ/’ ’pﬂ \
we ‘ il 0
NGB 2
Date / Date / Date / Date / XW }’o
Jlata: 19.06.2026 Jara: 19.06.2026 Jara: 19.06.2026 Jara: \ £ (“A(OA N ?/{/;
S g

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 Lahoratories 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

Product: Cetrine® film coated tablets, 10 mg

IpoaykT: LleTpuH® TabNeTKH, NOKPbITHIE MIEHOYHOH 06oaoukoi, 10 mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne % V2601266 Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001889259 Date of Analysis / 19.06.2026

AHanuTUYECKHIT oTYeT No JlaTa ananu3sa

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npon3BoacTBa I'open 10

Mfg. License No. / .

IponsBoacTBenHas : MNB/05/263 LA, muithers JITT-Ne(005456)-(PT-RU)
Homep PY

Junensns Ne

PL approved: / JIB yreepaxaen: 15.05.2024

Analysis performed according to ND: / Ananu3s nposegen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTb! nepBH4HOH yNaKoBKH yTBep:KIeHb1: 12.11,2024
|Artworks of secondary package approved: / Makernl BTOpU4HOii ynakosKu yTBepaaensi: 17.02.2025

Ne Test / ITokazaTean

Result / PesynbTaTsl

Specification / Hopma

6 ‘Water content /

CopnepxaHue BOAbI

7 Microbiological purity* /
Mukpo6uonoruyeckast
qHeTOTA®

a) Total aerobic microbial count /
Ob1ee yuco adpobHbix
MHKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / O6iee yncno
[IPOYOKEBBIX U MIECHEBBIX TPUGOB

2.1 %

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

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

Not more than 8.0% /
He Gonee 8,0 %

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

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

9.94 mg /9,94 mMr
99.4 %

c) E. coli Absent in 1g / OtcyrcTByer B 1T Shall be absent in 1g/ OrcyrcTBre B 1 1
8 Assay / KosimuecTtBeHHOE From 9.0 mg to 11.0 mg of
onpeaeneHne C21Ha5sCIN»O3- 2HCI (Cetirizine

Dihydrochloride) in tablet (90.0 % to 110.0 %
of label claim). / Ot 9,0 Mr no 11,0 mr
C2|H25C1N203'2HC1 (LleTP[pl/BI/IHa

Remarks : The Product cdnﬁrms to ND/

IHpumeuanne; Ilpoaykt cooTBeTcTBYET Tpebosanusam HIT

Conclusion : APPROVED /
3aknawouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
IToarorosnexo: Ilposepeno: Pardeep | ITpoBepeHo (AOK): Ajay | / OmobpeHo: Obecnieuenne
Ramakant dﬁ_ Kumar Kumar Srivastava KauecTra/OTBETCTBEHHOE JIMLIO:
) _/"
e~ ) A \
Date / Date / Date / Date / k e L
Hata: 19.06.2026 JHata: 19.06.2026 Hara: 19.06.2026 Jara: dedaV, 2

aM
— =\

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

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

Vill. Khof, 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
IpoayxT: LleTpuH® TabneTky, MOKpPbIThIE MIEHOYHOH 06onoukoi, 10 Mr

Market / Peinox

: Russia / Poccust

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

Cepust Ne H ¥2ulldio Pa3mep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001889259 Date of Analysis / 19.06.2026

AHaanTH4eckHii oTyer No Hdara ananu3za

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npousBoacTBa TI'oxen oo

Mfg. License No. / .

MpoussoacTReHnas . MNB/05/263 MAzumber:d JIM-Ne(005456)-(PT-RU)
Howmep PY

JnneH3ust Ne

Analysis performed according to ND: / Ananu3s nposeaen nmo H/I: JITT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThl mepBM4HOIi YNIaKOBKH yTBepxkaenni: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YNaKOBKH yTBepaaenni: 17.02.2025
PL approved: / JIB yreepaxnen: 15.05.2024

Ne Test / [Ioka3zaTean

Result / PesyabTaTbi

Specification / Hopma

nuruapoxiopun) B tabnerke (ot 90,0 % no
110,0 % oT HOMHHaIBHOTO coAep kaHus).\

Subdivision of tablets /
Jlenenue TabaeTox

Complies / CoorBeTcTBYET

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. /
TabseTkn cOOTBETCTBYIOT TpeOOBAHUAM, €CITH
He Gonee 1 eAMHHUYHAs Macca OTKJIOHSETCA 3a
npenenst 85%-115% ot cpenueit macchl.
TabneTku He COOTBETCTBYIOT TPEOOBAHUSM,
ecnu 6osee yeM 1 MHOUBKMAYanbHAS Macca
OTKJIOHSAETCS OT 3THX NPENAESIOB HITH, €CiH 1
HMHOMBUyaJIbHAsi MAcca OTKIJIOHAETCS 33
npenesnb! 75%-125% ot cpenneii Macchbl.

10 Package / Onucanue ynakoBxH

10 tablets in PVC/PVDC//aluminum

blister. 2 blisters and patient information

10 tablets in PVC/PVDC//aluminum blister. 2

or 3 blisters and patient information leaflet in

Remarks : The Product confirms to ND/
Ilpumeuanue: Ipoaykr cooTreTcTBYyeT Tpeboranusam HJ|

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
IMoaroToBieHo: ITpoepeno: Pardeep | IIposepeHo (AOK): Ajay | / Omxobpeno: ObecneueHne
Ramakant Kumar Kumar Srivastava kauecTBa/OTBETCTBCHHOE JIMLIO:
o R I
5 A
Date / Date / Date / Date / JO
MHara: 19.06.2026 Hara: 19.06.2026 Jara: 19.06.2026 Mara: ( \k %\AKIQ ,{7
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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

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxr: Llerpun® Tabnerku, NOKpbIThIE MaeHOYHOH obosnoukoi, 10 mr

Market / Poinok : Russia / Poccus

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

Cepus Ne ? ¥anl1i60 Pa3mep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001889259 Date of Analysis / 19.06.2026

AHasnTH4ecknii oTyet No Jlara ananuza

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npoH3BOACTBA T'ogen no

Mfg. License No. /

TIpoH3BOACTREHHAs : MNB/05/263 ML mumber JITI-Ne(005456)-(PT-RU)
Homep PY

nuneH3us Ne

Analysis performed according to ND: / Ananu3s nposeaen mo HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / Makerbl mepBHYHOI yNIaKOBKH yTBepaxkaeHnl: 12.11.2024
Artworks of secondary package approved: / Makersl BTOpHYHO# yNIaKOBKH yTBepxkaenbl: 17.02.2025
PL approved: / JIB yreepsaen: 15.05.2024

Ne Test / Iloka3zaTenan

Result / PesyabTaThi

Specification / Hopma

leaflet in a carton. / [To 10 Tabnetok B
[IBX/TIBX//antoMuruerom Gnucrepe.
[To 2 BnucTepa BMeCTe C TUCTKOM-
BKJIAABILLIEM yﬂaKOBaHbl B NMa4Ky
KapTOHHYIO.

a carton. / [To 10 Tabnetok B
[IBX/TIBJIX//amomunuesom 6nucrepe. ITo 2
unu 3 6HcTEpa BMECTE € IMCTKOM-
BKJIaABILLIEM yﬂaKOBaHB[ B IMA4YKy KapTOHHyEO.

11 Labeling / MapkupoBka

Complies / CooTBeTcTBYyET

See Module 1, section 1.3.2 of registration
dossier. / B cooTBeTcTBUH € pazaenaom 1.3.2
MomyJist | perucTpalluOHHOTO 10Che.

XpaHeHus

12 Storage conditions / YcjaoBus

At temperature not higher than 25 °C / ITpu Temrnieparype He Beiie 25 °C.

13 Shelf-life (storage period) / Cpok
FOAHOCTH (CPOK XpaHEHHs)

3 years. / 3 ropa.

* 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. / [IpoBoauTCst IPOU3BOAMTENEM MPH BBITYCKE MEPHOAUYECKH: UTS Kaxaoi 20-oit
cepuH WM He MeHee 1 pasa B rof. [Tokasatenb MoxeT GbITh He BKToueH B CepTHdHKaT aHanM3a GupMbL.

Remarks

: The Product confirms to ND/
Ilpumeuanue: IIponykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Prepared by /
IToAroTOBJIEHO:
Ramakant

L

Checked by /
[posepeno: Pardeep

Checked by (AQA)/
Iposepeno (AOK): Ajay
Kumar Srivastava

A\

T

Approved by: Quality Assurance/Authorized person
/ OmobpeHo: ObecrnieueHne
kayecTBa/OTBETCTBEHHOE IULIO:

8,

Date /
Jlarta: 19.06.2026

Kumar
N
Date /

Jara: 19.06.2026

Date /
Jara: 19.06.2026

Date /
JlaTa:

( L)

M08

e I S
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‘.o Dr. Reddy's Laboratories Ltd.

Y °® Formulation Unit-6

Dr. Reddy s '. Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykr: LleTpuH® TabneTkH, MOKPLIThIE MIEHOYHOH 0b6ooukoM, 10 Mr

Market / PoiHok : Russia / Poccust

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

Cepusn Ne d V2GELZGG Pa3smep cepun ©25,00,000 Tab

Analytical Repovrt No./ . 800001889259 Date of Analysis / 19.06.2026

AHaguTu4deckuii oTuet Ne JlaTa ananusza

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTta npou3BoacTBa I'ogen o

Mfg. License No. /

Ipou3BoACTBeHHAS : MNB/05/263 VLA s / JITT-Ne(005456)-(PT-RU)
Homep PY

annen3ua Ne

Analysis performed according to ND: / Anaau3 nposeaen no HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHO yNnaKoBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPUYHO#H YNIAKOBKHU yTBepkAeHbl: 17.02.2025
PL approved: / JIB yrBepaxaen: 15.05.2024

API name / Haumenosaune A®C: Cetirizine dihydrochloride / LleTnpu3znna IHruapoxXI0pua
INN / MHH: Cetirizine / Lletupusux

API manufacturer batch number / BT00-26014

Homep cepun npoussoaureas A®C:

FP Manufacturer API Batch number / FETA00166

Homep cepuu cy6cranuun npoussoautess [JID:

API Manufactured by, address & country / Glochem Industries Private Limited,
INpoussoautens A®C, aapec u cTpaHa: Survey No. 174 to 176, L.D.A. Bollaram, Sangareddy District,

502 325, Hyderabad, Telangana, India /
I'noxem Mupactpuec Ipaiisut Jlumuren,
VYuacrku Ne 174-176, U 1. A., Bonnapam, Canrapeann
Juctpukr - 502 325, Xanpapaban, wrat Tenanrana, Maaus

Name, address, authorization No for FP manufacturing Dr. Reddy’s Laboratories Ltd.,

site / Control site / Release site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
HaumeHoBaHHe, agpec, JHUEH3Us s Solan (HP) 173205, India (license No MNB/05/263). /
IlpousBoacTrBenHas nuowaaka / Ilnomanka kourposns I-p Penau'c JlaGoparopuc JItz.,

kayectBa / [Lnomaaka Beinycka ITpouzsoacreenHoe noapazaenexue-6, Bumn. Kxons, Hanarapx

Poyn, Banou, Juctpukt Conau, X.I1., 173205, Uuaus
(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 /
| Mpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusam HJI 3axmouenne: OXOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
[ToarorosneHo: Iposepeno: Pardeep | [Tposepeno (AOK): Ajay | / Ono6peno: O6ecnieyenne
Ramakant Kumar Kumar Srivastava kadecTBa/OTBETCTBEHHOE JIHLO:

ofe | P

~

el i .
Date / Date / Date / Date/ \\ gO
Jlata: 19.06.2026 | Jlata: 19.06.2026 | Jlara: 19.06.2026 Jlara: ( y“A)(/://O qﬂ%
= T
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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
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykT: LleTpuH® TabneTkH, MOKPHITHIE MIEHOYHOH 060on0ukoi, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne P Y2010 Pa3mep cepuu 25,00,000 Tab

Analytical Repovrt No. / . 890001889259 Date of Analysis / 19.06.2026

AHanuTHyecKkuii oTueT Ne JlaTa ananu3a

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npou3BOACTBA Togen g0

Mfg. License No. / .

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

JInIeH3us Ne

Analysis performed according to ND: / Anaau3s nposeaen no H/L: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOMN yNaKoBKH yTBepxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpPHYHOIi YIaKOBKH yTBepiaeHbI: 17.02.2025
PL approved: / JIB yrBepxaen: 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». /

3aknroyenue o coorBercTBHu: «HacTosimuM st moaTBepIaato, YTO MpUBENeHHAas Bbille HHGOOPMALHS SBISETCS NOCTOBEPHOI U
TOYHOM. DTa cepus NPOAYKLUHMU TPOM3BEAEHA (BKIIOYAs YNAaKOBKY (MapKMpOBKY) M KOHTPOJIb KauecTBa) Ha BhILIEYKa3aHHOM
MIPOM3BOACTBEHHOH MioLaKe (MUIoLIafKaX) B MOJHOM COOTBETCTBUM ¢ TpeGoBanuamu [IpaBun Haanexarued mpou3BoACTBEHHOM
npakTukn EBpazuiickoro skoHoMmuueckoro coroza (Noe GMP/EAEU/RU/02329-2025 ot 19 centsibpsa 2025 r.) u tpeboBaHHAMHU
KOHTpOJIS KAYECTBA JIEKAPCTBEHHBIX CPEJCTB, a TAKKE B COOTBETCTBUH €O CreL(UKALHAMH, CONSPHKALUMHCS B PETHCTPALIHOHHOM
IOCbe CTpaHbl-UMIOpTepa. 3anucH M0 NPOMU3BOACTBY, YNAKOBKE M aHAIM3Y [pPOBEPEHBI, W YCTAHOBJIEHO HX COOTBETCTBUE
TpeboBanusM [lpasun Hamexaleil NPOU3BOACTBEHHOMN NPakTUKK EBpasniickoro 3KOHOMHYECKOro COK3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ipoaykr coorsercTByeT Tpeboranusm HJ 3akaouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
IToaroroBneHo: ITpoBepeno: Pardeep | Ilpoeepero (AOK): Ajay | / Onobpeno: ObGecnieueHue
Ramakant Kumar Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULIO:

)/ o~ l f\ [} ' v
Date / Date / Date / Date / ( \}\V < (O/k) B
JHata: 19.06.2026 Hara: 19.06.2026 Hara: 19.06.2026 Hara: 4 (‘)9
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